IIPOTOKOA Nec2/24.04.2019r.
mo 4A. 54, aa. 7 ot IIII30I1
3a KOHCTAaTallHH Ha KOMHCHSTA

Ouec, Ha 24.04.2019 ron. B 11:00 uwaca, KoMHCHUSTA 3a IIpPOBeEXKJaHE Ha OTKpPHUTA
npouenypa mno 30Il 3a Bb3ararane Ha oOIllecTBeHa IOpbUKa C IIpeamet: JlocraBKa Ha
OOIIOOOAHMYHN U aHECTE3HMOAOTHMYHM MEOUIIMHCKU H3OeAUs M KOHCYMaTHBU, HeoOXoouMHU 3a
netinocrra Ha YMBAA ,Ilpod. A-p Cr. KupkoBuu“All, rp. Crapa 3aropa“, HazHadeHa CBC
3anoBen Ne P/1-10-300/01.04.2019 rox, B cA€IHUS CBCTaB:

IIpencenmartea:
1. [-p XKusko 2Keag3KoB — 3aM. [JUpeKTOP MEOUITNHCKHU AEHHOCTH

YaeHOBE:

2. Hon. n-p 'eopru ApabamxueB — Havaaruk KAWA

3. Hou. n-p Xpucto MymaxueB — HadaaHUK KamHuKa o HeomaToaorug
4. Tauga PageBcka — 'haBHA MeIUIIMHCKA CECTpa

5. AnB. Tarana KekeBcKa — BBHIIIEH €KCIIEPT

Pe3epBHH YAeHOBe:
1.Karepuna YaarkoBa — Opranusatop mo 30I1
2. anB. Xpucto IlanaioToB

IIPOBEAE CBOETO BTOPO 3acCeaaHUE.

I. TpencemaTeAadaT Ha KOMHCHATA JOKAAQIBA, Y€ B IEAOBOJICTBOTO HA A€YEOHOTO 3aBeeHUE ca
TIOCT'BITUAU:
e 3ameyaraH NAUK oT ,ETPOIIAA TPEHI“ OO/ ¢ Bx.No I1/1-03-1 10/19.04.2019r;
e 3amneyaraH IAHK oT ,BEFA MEAHUKAA“ EOO/ c Bx.No I1/1-03-111/19.04.2019r.;
e 3ameyaraH NAUK 0T ,XEAMEA BBATAPHUSA“ EOOM c Bx.No I1/1-03-112/23.04.2019r
e 3ameuyaral IAUK OT ,,COPAPMA TPEUIAHHI Al c Bx.Ne [1/1-03-113 /23.04.2019r.;
e 3ameyaraH IAHK oT ,BAKITAK MEAHKAA“ OO c Bx.Ne I1/1-03-114/23.04.2019r;

II. KomMmwucudara yCcTaHOBH, Y€ BCHYKHU IIOCTBIIMAM JOKYMEHTHU OT YYaCTHHIUTE ca B CPOKa,
OIpefleAeH OT KOMHUCHATA C MPEeAxXoOeH IIPOTOKOA — IMeT PpabOTHHM OHU OT IIOAydaBaHE OT
yuactHuuTe Ha [Ipotokoa 1/02.04.2019r.

Komucugara pasraema IIpeACTaBEHUTE OT ydacTHUIIUTE AoKyMeHTH u CD u ycraHoBU
CA€THOTO:

= ,ETPOIIAA TPEf/iﬂ“ 004 e mnpencraBua IlpuapyxkureaHo nucmo c HMax. No
64/18.04.2019r. Beguo c eEE/IOIl Ha OucK, B KOUTO, B IOAE ,YNnpaeneHue HA eéepuzama HA
docmaexa“ yJ4acTHUKBT € AeKAapHUpaA, de ,CbraacHo 4a. 82, aa. 3 or 3MU "Erpomaa Tpe#ixg"
OO/l ocurypsiBa W moaabpkKa MNOKyYMEHTHpPaHa CHCTeMa 3a IIpocAefdsgBaHe O0e30IIacHOCTTa Ha
MEIUIIMHCKUTE H3[IeANd, IIyCHATU Ha Ias3apa, U 3a OAOKMpaHe U H3TerAsSHe OT I1azapa Ha
MEIWUIIMHCKH H3IEAUs, [I0Ka3aAu HECHOTBETCTBU C H3HUCKBaHHUATA3a Oe3ormacHOCT. CBraacHO dA.
82, aa. 4 or 3MMU ce cpxpaHgBaT NapTUIHHUTE CEPTU(MUKATH Ha BCUYKH MEIUIIMHCKH U3MIEAUS 3a
CPOK OT S TOOWHU U Ce IIPEeNOCTaBAT IIPU ITIOUCKBAHE OT MHCIIEKTOPU U eKcriepTu oT MAA.“

C oraen ropHHTE KOHCTATallUM KOMUCHATA [IpUueMa, de ydacTHuka ,Erpomnaa Tpetin“ OO
€ H3II'bAHHUA yKazaHudra Ha kKomucudara oT [Iporokoa Ne 1/02.04.2019r. m ro pmoriycka o
IIOCA€IBAIII0 ydacTue B npolenypara mo 30I1.
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" ,BETA MEOHKAA“ EOOLO e mpencraBua e¢EE/IOIl Ha mOuCK, B KOHUTO, B IIOA€
sYyNnpaenenue Ha eepuzama Ha docmaexa“ YyIACTHUKBT € AEKAapUpaA, de ,OCHUTypsiBa H
noaabpzKa JOKyYMEHTHUpPaHa CUCTEMA, ChIAACHO U3HCKBaHUATA Ha 4A. 82,aa.4 ot SMU“.

C oraen ropHUTE KOHCTaATaIlMM KOMHCUSTA IIpueMa, ye ydacTHUKBT ,BETCA MEJIMKAA
EOO/l e u3nbaAHMA yKa3zaHudaTa Ha KoMHcuara oT [Iporokoa Ne 1/02.04.2019r. u ro momycka Oo
IIOCAEBAIII0 y4acTue B npouenypara o 30I1.

* . XEAME BBATAPHUSA“ EOOM e mpencraBua lIpuapyxkureaHo mucmo c M3x. Ne
78/22.04.2019r. Bemuo ¢ eEEOII Ha muck, B KoiiTo, B moae Yacm IV: , Kpumepuu 3a noobop*,
,»BnuceaHe 8 cbomeemeH npogecuoHanreH pecucmvp“ y4aCTHUKBT € AeKAapupaa, de IIpuTeKaBa
y,PaspelnieHre 3a TBHProBUsS Ha €aIpo C MeouIMHCKU wusneaud [V-PT/MMK-109/02.11.2007,
O6e3cpouHo, Paspemenue 3a mnpomsHa I[V-TI-T/MM1119/24.09.2014 u c¢ Ne IV-II-T/MU-
1279/28.01.2016“. B moae ,Ynpaenenue Ha eepuzama Ha odocmaexKa*® yJIaCTHUKET €
JAeKaapupaa, 4e ,OCUrypsaBa U NOoALbpKa JOKYMEHTHpPaHa CUCTeMa 3a IIPOCA€AsBaHe BepHUraTra Ha
IOCTaBKUTE, CbI'AAQCHO M3UCKBaHHUSATA Ha 4YA.82, aa.4 o SMU.

C oraen ropHUTE KOHCTATAIlMM KOMMHCHUSTA IIpUeMa, dYe y4YacTHUKBT ,XEAME/]
BBATAPUA“ EOO/] e u3mrbAHHA YKa3zaHudaTa Ha KoMucusaTa ot [Iporokoa Ne 1/02.04.2019r. u ro
[OIIyCKa [0 IIOCAEABAIII0 ydyacTue B polenypata o 30I1.

* ,,COPAPMA TPEMIUHI* ALl e npencraBua [Ipuapyxureatno nucMmo BenHo ¢ eEE/IOIT
Ha [MCK, IIOAIHCAH C €A. IIOAIMNCH OT daeHoBeTe Ha CbBeTa Ha aupekroputre — OrHsH [loHEB,
Amnrea Mopaanos u Jumutsp JumutpoB u ot Kpuctusua Kupuesa - Kpuctuana BaueBa Kupuesa
— I'bAHOMOIITHUK Ha JuMuTEp JUMUTPOB.

Komucuara pasraema eEE/IOIl-a 1 ycTaHoBH, 4e B IIOA€ ,,YnpaeneHue HA eéepuzama
Ha docmaerxa® YyJYaCTHUKBT € [OeKAApHpas, de ,OCHUIypsiBa M IIOAIbp:Ka [HOKyMEHTHpaHa
cucreMma, CbrrAaCHO M3UCKBaHUATA Ha YA. 82, aa. 4 ot SMU*“.

C oraen ropHHTE KOHCTATallUM KOMHCHATa IIpueMa, dYe ydacTHUKBT ,CODAPMA
TPEVIVHT® A/l e HU3ITbAHHA yKazaHusgTa Ha komucugara oT [Iporokoa Ne 1/02.04.2019r. u ro
[OIIyCKa [0 IIOCAEABAIII0 yiacTHe B npolienypata mo 30I1.

= ,BAKITAK MEAHUKAA“ OO/ e mnpencraBuA 3aBepeHO Komue ¢ Trpud ,BapHo c
opurnHasra“ Ha BaauzeH ceprudukar EN ISO 9001:2015 ¢ ob6xBaT THProBUsI CHC CHEIIHAAHU
OIIAaKOBBYHHU (POAMA U XAaPTHH 3a CTEPUAW3AIINS Ha MEAWUIIMHCKH HU3IEAUS, CTEPHAHU OapHepHU
CHUCTEMH — POAKH U IIAMKOBE, IIPOAYKTH 3a MOHHTOPHHT U aKCeCcoapH, IMpoaakda Ha OITaKOBBYHU
MalIUHU U (POoAHA, EAEKTPOHHH BE3HH U TE€PMO-€THKETHU; THPTrOBHUS U IIPOHU3BOLACTBO Ha IIAUKOBE
3a BaKKyMHa OIIaKOBKa. YYacCTHUKBT € IpeacTaBua u auck c¢ eEEJIOIl, B koiTo, B Ioae
synpaeneHue Ha eepuzama Ha Oocmaeka® YyJYaCTHUKET € [AeKAapHUpaA, 4e ,OCHUTypsBa U
noAmbpKa AOKYMEHTHpaHa cucreMa cropen da. 82, aa. 4 ot 3MU“. B noae 3a nopvuxu 3a
docmaexu: Cepmuguxkamu om uHCMUMYUUU NO KOHMPON HA KAUECMEOmo YIACTHUKET €
orbeasizba ,He“. B none Ako ,He®, ob6sicHeme 3awo u nocoueme kKakeu oOpyau
doxasamencmea mozam oa 6boam npedcmaeeHuU YIaCTHUKEBT € JEKAAPHPAaA, Y€ IIPUTERABA
ceprudpukar L,EN ISO 9001:2015, ¢ ob6XBaT KOHCYMaTHBU 3a CTEPHUAHU3AIINS, OIAKOBBYHH
MaTepHaAM, CHCTeMH 3a MOHUTOPHHT, aKCeCcoapy, MaTepHaAl U MAalllMHU 3a BKyyMHa OIIaKOBKa“.

Komucugara npueMma, de y4acCTHUKET € JOIIyCHAA TeXHHUYecKa I'pelllka IIpU MapKUupaHe Ha
OTTOBOD ,He“ B moae 3a nopwvuku 3a docmasku: Cepmuguxamu om UHCMUMYUUU NO KOHMPOS HA
Kauecmeomo. Komucudara B3e [I0[ BHUMAaHHUE, Ye YYaCTHUKEBT € JAeKaapupaa, de npurexansa EN
ISO 9001:2015 u e mpeacTaBUA 3aBEPEHO KOMIHUE HA CHIIUS.

C oraen ropHHUTE KOHCTATAIIUU KOMHCHUSTA IpueMa, de ydactHuka ,BAKITAK MEIMKAA“
OO/l e u3mbAHUA yKazaHudTa Ha koMmucuara otT [Iporokoa Ne 1/02.04.2019r. u ro moriycka no
IIoCA€ABAIIO yyacTue B IIporenypara o 30I1.

Komucugara npuraodu cBogra pabora Ha 25.04.2019r.
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III. Ha 07.05.2019r., B 3aKpUTO 3acefaHHEe KOMHCHATA IIPOLBAXKU CBOsITa paboTa IIO
pasraexkiaaHe Ha TEXHHUYECKHTE I[IPEIAOKEHHd Ha y4YacTHHUIIMTE, 10 peda Ha IMOCTHIIBAHE Ha
opepTHUTE UM.

[Topamm moa3BaHe Ha MAQTEH TOAUIIIEH OTIIYCK OT AOL. A-p ['eopru ApabamkueB, ChIUAT Oe
3aM€HEH OT pe3epBHHU4A YAaeH Ha Komucuara Karepuna HYaaskoBa.

KoMmucusara ycTaHOBH CAETHOTO:
1. VYuyactHukst ,,ETPOIIAA TPEUO“ OOH e noxmaa OpPEeOAOXKEHUd 3a HU3II'bAHEHUE Ha
nopbpYKaTa 3a:
= obocobeHa no3urua No23, HomeHnkaatypa 23.1 u 23.2

— B npenaoxkeHmeTo cH 3a H3II'bAHEHHE Ha Iopbukara 3a obocobeHa mo3urusg No23,
YYaCTHUKBT € mpenacraBuA lIpuaoxkenus Ne 2 m 2A Ha XapTHUEH W EAEKTPOHEH HOCHTEA,
IIOITBbAHEHU MO oOpasen Ha Bmb3aoxkuress; [lerkaapalius 3a CbrAaacHe C KAQy3UTe Ha JOTroBOPA;
Iekaaparya 3a CpoKa Ha BaAUOHOCTTA Ha odeprara; [JeKaapalldd 3a CriasBaHe 3aIbAKEHUATA,
CBBpP3aHU C OAHBIM U OCUTYPOBKHU, ON3BaHE Ha OKOAHAaTa Cpena, 3aKpuaa Ha 3aeToCTTa U
ycaoBudATa Ha Tpym 1o 4a.39, aa.l, 1.1, 6ykBa ,a“ ot I[III30Il; OTOpHU3AIITMOHHO ITMCMO OT
npousBoguTeas ,Erporas“ A, Uudopmanms ¢ ormucaHre 3a MEAUIUHCKUTE U3eArs oT HoM.23.1
u 23.2, KBAETO MIPOU3BOOUTEAST AeKAapHpa, de MEeOUIIMHCKUTE H3aeAusa ca ¢ HaHeceHa CE
MapKHUpPOBKA; YKasaHHUd 3a yrnoTrpeba 3a MeaunuHKUTe u3ngeans oT HoM.23.1 u 23.2; CE
Iekaapariyga 3a CbOTBETCTBUE OT HpousBoauteas; OgobpeHre Ha cepTUdUKAT 3a ChOTBETCTBUE U
yZocToBepeHHe 3a BbBedeHa CuHcremMaTa 3a yIIpaBAeHHe Ha KadecTBoTo; OpobpeHme Ha
cepTudUKaT 3a CHLOTBETCTBHE C H3HUCKBaHUATA Ha [UpeKTUBaTa 3a MEOUIIMHCKU H3IEAHSd
93/42/EEC; CepTudukaT 3a BbBeAeHa CHCTeMa 3a yIIpaBA€HHe Ha KadeCTBOTO II0 CTaHAApPT
ISO 9001:2015 na ,ETPOITAA® AIl, BemHO C IpHAOXKEHHE KbM Hero; CepTHdHUKAT II0 CTaHAAPT
ISO 13485:2016 wa ,ETPOITAA“ A1, BEZHO C IIPHUAOKEHUE K'BM HETO;

2. YuyactuuksrT LoMEIHUIIHHCKA TEXHHKA HHXEHEPHHI'“ OO e momaa
IPeAOKEeHUS 3a U3ITbAHEHUE Ha TTophyKaTa 3a:

= obocobena mo3urmg Nol, oM. 1.1, 1.2, 1.5, = obocobena mo3uiiud No 24;

1.6 = obocobena mo3uiiud No 26;
= 0bocobeHa mo3uruga No2; = 06ocobeHa mmo3uiysa No 28;
= 06ocobena mozurusa Ne3, Hom.3.2 u 3.3; = 060cobeHa mo3urus No 29;
= obocobena mo3unmg No7, Hom. 7.1; = o60cobeHa mo3urus No 32;
= 0bocobeHa mo3unmg Ne9, Hom.9.1, 9.4 u 9.8; = 06ocobeHa mo3uiysa No 33;
= obocobena mo3urud Nel5; = obocobena mo3uiiud No 35;
= obocobeHa mo3uriud Noel6, Hom. 16.5; = obocobena mo3uriud No 44;
= obocobena mo3urud Nel8, Hmom.18.1; = obocobena mo3uiiud No 59;
= obocobena mo3urud Nol9; = obocobena mo3uiud No 60;
= 06ocobena mosumma Ne23, nHom. 23.23, = o60cobeHa 1o3utus No 65;

23.24, 23.25, 23.26, 23.27, 23.28, 23.29;

° B IIPEOAOZKEHHUETO CH 3a HUIII'BAHEHHE Ha IIopbh4YKaTa 3a obocobena ITO3HUITHNA

Nel, Hom. 1.1, 1.2, 1.5, 1.6 y4aCcTHUKET € HIpeAcTaBUA [I'BAHOMOIIIHO, C KOETO YIIPaABUTEASIT UHXK.

Mouka XpucroBa l'eToBa — XpuctaHoBa yII'bAHOMOIIIABA P'IopﬂaAHHa JdumutpoBa JuMurpona aa
IpencTaBsiAsiBa ydacTHUKa B Hacrosiara mnpoueaypa o 30I1, Ilpuaoxenus Ne 2 u 2A Ha
XapTHEH U €ACKTPOHEH HOCHUTEA, IOITbAHEHHU II0 obpasel] Ha Brb3roxkureas; EO Ceprudukar 3a
IISAOCTHA CHCTEMa 3a OCHUTypsBaHe Ha KadecTBOTO oT IpoudBoaureas VBM Medizintechnik
GmbH, l'epmanusa Ha men. u3neaud or HoMm.1.1 u 1.6; EO Ceprudurar 3a IFGAOCTHA CHUCTEMAa 3a
ocUTypsgBaHe Ha KadecTBOTO OT IpomusBoautead Medisize B.V., Hugepaanaus oT Ipou3BOIUTEAS
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Ha Men. usgeaud otT HoM. 1.2 u 1.5; [lekaapalusa 3a CbOTBETCTBUE 3a Me. U3AeAUs OT HOM.1.1 u
1.6; [eraapamug 3a CBOTBETCTBHE 3a Me[. U3LEAUS OT HOM.1.0; [lekaapanudg 3a CHOTBETCTBHE 3a
Men. udneand oT HoMm.1.2 u 1.5; MHcerpykiyu 3a ynorpeba Ha Mend. u3aeaus oT HOM. 1.1 u 1.6 ¢
rpacduaHo mn3obpassaBaHe Ha CE maprupoBrara; MHCTpyKImH 3a yrnoTpeba Ha MeO. U3AEAHUS OT
HOM. 1.1 u 1.6 c rpaduyHo m300pazkeHue Ha uszgeanero u CE mapkupoBkarta; MHCTpyKIHH 3a
ynorpeba Ha Mend. uameaus oT HoM. 1.2 u 1.5 c¢ rpaduyHo m300pazkeHue Ha usneauvero u CE
MapKUpoOBKaTa; [lekaapallyis 3a ChrAaCHe C Kaay3UTe Ha OoroBopa; [lekaapaliyis 3a CpoKa Ha
BaAUOHOCTTA Ha odeprara; [ekaapalyd 3a cIa3BaHe 3abAXKEHUATA, CBBbP3aHU C OaHBIU U
OCUTYPOBKH, OIla3BaHE Ha OKOAHATa Cpela, 3aKpHaa Ha 3aeTocTTa U yCAOBHATA Ha TPYL IIO
4A.39, aa.1, 1.1, 6ykBa ,a“ ot I1[130I1; nBa KaTasora Ha Med.u3aeAud oT HoM. 1.1, 1.6 u 1.2, 1.5 B
OPUTHHAaA U IIPeBOJ Ha ObArapcKu e3ukK; OTOPHU3aIllMOHHO IIHCMO OT IIpou3BomuTeas VBM
Medizintechnik GmbH, OTopuzanmonso nucMo ot npousBonuTessa Medisize B.V.;

[IpenaokeHHEeTO 3a H3IIbAHEHHE Ha ydYacTHHKa 3a obocobeHa mo3uimd No 1 -
HoMeHKAaTypa No 1.1, 1.2, 1.5 u 1.6 orroBapsad Ha H3UCKBaHUdATaA Ha Bwb3aoxkuread. Komucusrta
[OIIyCKa IIO IIOCA€ABAIll0 ydacTue B Ipolenypara ydactHuka ,MEJIUWIIWMHCKA TEXHHWKA
NHXXKEHEPUHI OO/

e B mpenaoxkeHHETO CH 3a U3I'bAHEHHE Ha IlopbyKaTa 3a 00ocobeHa mo3urusg No2
VYACTHHUKBT € IPEACTaBHA [IBAHOMOIIHO, C KOETO YIIPABHUTEAST MHK. MoHKa XpuctoBa etoBa —
XpucTaHoBa yIrbaHOMomasa Hopaasnaa JuMurpoBa JUMHTPOBA A IIPEACTABIAIBA YIACTHHKA B
HacrogmaTta npouenypa mo 3011, ITpuaoxkenusa Ne2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
IIOITbAHEHU II0 oOpasell Ha Braaoxureas; Ceprudukar onoOpeHHe Ha CUCTeMa 3a OCHUTrypsBaHe
Ha kadectBoTo Ha npoxaykuusara INTRA SPESIAL CATHETERS Gmbh, 'epmanus, npousBoguTea
Ha MemunuHcKuTe usneansa ot OIl 2, Hom. ot 2.1 mo 2.6; EO Ceprudukar cucrema 3a IIbAHO
ocurypgBaHe Ha KadecTBoTo, u3naneH Ha SERAG - WIESSNER GmbH & Co. KG, 'epmanus,
Opou3BoAUTEA HA MemgultnHCKUuTe usnears oT OIl 2, Hom.2.7; EO [Jekaapanyga 3a CbOTBETCTBUE 3a
MegunuHCKUTe u3neauda orT OIl 2, HOoM. ot 2.1 mo 2.6; [ekaapanmmga 3a CBOTBETCTBHE 3a
MeauiHCKUTe usneans ot OIT 2, Hom. 2.7; nBa 6pos MHCTPYKIHHU 3a ynorpebda; [lekaapaiusa 3a
chraacHe C Kaays3uTe Ha [norosopa; J[lekaapaliysa 3a CcpokKa Ha BaAHMJHOCTTa Ha odeprara;
Hexkaapanyga 3a criazBaHe 3aQbAXKEHUSITA, CBBHP3aHU C JAHBIUM M OCHUI'YPOBKHU, OIla3BaHE Ha

OKOAHATa Cpena, 3aKpHAa Ha 3ae€TOCTTa U yCAOBHUSTA Ha TPyZA mo 4a.39, aa.l, 1.1, OykBa ,a°“ ot
[TTI30II; nBa KaTasora Ha oepupaHuTe MeAUIIMHCKHU u3neansa oT OIl 2; OTopu3ariOHHO ITUCMO
or mnpousBomuteass INTRA SPESIAL CATHETERS Gmbh; Otopu3animoHHO TIIHCMO OT
npouzBoguteass SERAG — WIESSNER GmbH & Co. KG, 'epmanug;

[IpenaozkeHHETO 3a H3II'bAHEHHE Ha y4YacTHHKa 3a opepHpaHUTE MEAUIIMHCKU HU3IEAHUST OT
obocobena moauruss No 2 oTroBapss Ha H3UCKBaHHUATA Ha Bmb3aoxkureasa. Kommcuara momycka
IO TIIocAEeABAlll0 y4dacTue B mpoueaypara ydactHuka ,MEJIMWMIIMHCKA TEXHHWKA
NHXKEHEPUHT OO/.

e B mpenmaokeHHETO CH 3a H3IIbAHEHHE Ha IophyKaTa 3a 00ocobeHa mo3uimsa No3,
HoM.3.2 ¥ 3.3 yYACTHHUKET € IpeACTaBHA II'bAHOMOIIHO, C KOETO YIPaBHUTEAdT HHXK. MOHKa
XpuctoBa TleToBa — XpHCTAaHOBa yITbAHOMOINABa Moppaamsa [JumurpoBa [JuMUTpoOBa 1a
IIpeacTaBaAsgBa ydJacTHUKa B Hacrodmiata npoulenypa 1o 3O0II, Ilpuaoxkenma No2 m 2A Ha
XapTHEH U €AEKTPOHEH HOCHUTEA, IIOI'bAHEHH II0 obOpasell Ha Bb3aoxkureas; EO Ceprudukar Ha
VBM Medizintechnik GmbH, mnpou3BoauTeA Ha MegUIIMHCKUTEe wu3neaus orT HOM.3.2; EO
Ceprudukar Ha SUMI spolka z ograniczona odpowiedzialnoscia sp.k., Ilaomia, mpou3BoguTea HaA
MEIUIIMHCKUTE u3aeaud oT HOM.3.3; [lekaapanug 3a ChbOTBETCTBHE 3a MEOUIIMHCKHUTE HU3IEAUS OT

OIl 3, HoM.3.2; [lekaapanud 3a CbOTBETCTBUE 3a MeaunuHcKuTe nsneaus ot OIl 3, vom. 3.3; nBa
Opost HHCTPYKIIMU 3a yrioTpeba; [ekaapalius 3a CbrAacHe C KAay3UTE Ha J0ToBopa; [lekaaparius
3a CpOKa Ha BaamgHOCTTAa Ha odeptarta; [Jeraapaliyd 3a clia3zBaHe 3aIbAKEHUSTA, CBBP3aHU C
JaHbIIM U OCUTYPOBKH, OMa3BaHe Ha OKOAHATa Cpela, 3aKpHAa Ha 3aeTOCTTAa U YCAOBHUATA HA
Tpya mo 4a.39, aa.l, 1.1, OykBa ,a“ ot II[I30II; gBa Karasora Ha odepUpaHUTE METHUITMHCKU
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nzneausa ot OIl 3; OropusammoHHO nucMo oT ItpoudBoauTesss VBM Medizintechnik GmbH,
Fepmanusa; OTtopuzampoHHO nHUcMO oOT 1npousdBoauTeas SUMI  spolka 2z  ograniczona
odpowiedzialnoscia sp.k., ITaoma;

[IpenaozkeHHETO 3a H3II'bAHEHHE Ha y4YacTHHKa 3a opepHpaHUTE MEAUIIMHCKU HU30EAHT OT
ob6ocobena mo3umua Ne 3, HoM. 3.2 m 3.2, oTroBapd Ha HU3UCKBAaHHUATA Ha DBB3A0KHTEAd.
Komucugara morycka IO TIOCAEABAIN0 ydacTHe B Ipolenypara ydactHuka ,MEIMITINMHCKA
TEXHUKA MHXKEHEPHWHT“ OO/I.

e B mpenaoxkeHHETO CH 3a H3I'PAHEHHE Ha [opbukaTa 3a o00ocobeHa mnosuiug No7,
HOM.7.]1 YJACTHHUKBT € IPEACTaBHA IIBAHOMOIIHO, C KOETO YIPAaBHTEAdT MHXK. MoHka XpucroBa
leToBa — XpHcTaHOBA yIrbAHOMOINaBa MopmasmHa [JuMuTpoBa [MMUTpPOBA A IIPEACTABIAIBA
ydacTHHKAa B Hacrodmara nponenypa no 30I1, [Ipuaoxkenuda No2 u 2A Ha XapTHEH U €ACKTPOHEH
HOCHUTEA, MOIIbAHEHU II0 oOpaselr Ha Bwaaoxkwuread; EO Ceptudukar Ha mpousBomutess KD
Medical GmbH Boanuunu usneaus, epmanus; [lekaapaliysg 3a ChOTBeTCTBUE; MHCTpyKInu 3a
ynorpeba; [lekaapamus 3a cbhraacHe C Kaay3uTe Ha [orosopa; /[lekaapamus 3a Cpoka Ha
BaAUOHOCTTA Ha odeprara; [ekaapalyd 3a cIa3BaHe 3abAXKEHUATA, CBBbP3aHU C OaHBIU U
OCUTYPOBKH, OIla3BaHE Ha OKOAHATa Cpela, 3aKpHhaa Ha 3aeToCTTa U YCAOBHATA Ha TPYyAd IO
4A.39, aa.1, 1.1, 6ykBa ,a“ ot [II130I1; kaTasor; OTOPU3AIIMOHHO THUCMO;

[IpenaokeHHETO 3a HU3I'BAHEHHE Ha y4YacTHHKa 3a opepUpaHUTE MEIUIIMHCKH U3IEAUSd
oT obocobeHa mo3uia No7, HOM.7.1 oTroBapd Ha HW3HUCKBaHUATA Ha DBB3A0KHTEAd.
Komucugara moimycka II0 IIOCAEABAIN0 ydacTHe B IHpolenypara ydactHuka ,MEIMITMHCKA
TEXHHWKA MHXXEHEPUHT“ OO/I.

e B mpenmaoxkeHHETO CH 3a H3I'BAHEHHE Ha IIophYKaTa 3a obocobeHa mo3umusg Ne 9,
HoM.9.1, 9.4, 9.8 YYACTHHKET € NPEACTABHA IIHBAHOMOIIHO, C KOETO YIPABHTEAST MHXK. MOHKa
XpucroBa T'eToBa — XpHCTAaHOBAa yITbAHOMOINABa Mopmaamsa [dumurpoBa [JuMHUTpoOBa 1a
IpeacTraBdaasgBa ydJacTHHUKa B HacrogamaTta npoueaypa 1o 3O0II, Ilpuaoxkenma Ne2 m 2A Ha
XapTUEH U eACKTPOHEH HOCHUTEA, IOITbAHEHU IT0 oOpasell Ha Bru3aoxkuread; EO Ceprudukar Ha
npousBonuteass CERACARTA S.P.A., Uraauga; [lekaapamnua 3a CBOTBETCTBHUE; HMHCTpyKIIMH 3a
ynorpeba; [lekaapamus 3a cCbraacHe C Kaay3uTe Ha [orosopa; [lekaapamnus 3a Cpoka Ha
BaAUOHOCTTA Ha odeprara; [ekaapalyd 3a cIa3BaHe 3aIbAXKEHUSTA, CBbP3aHU C JaHBIU U
OCUTYPOBKH, OIla3BaHE Ha OKOAHATa Cpela, 3aKpHhaa Ha 3aeToCTTa U YCAOBHATA Ha TPYyH IO
4A.39, aa.1, 1.1, 6ykBa ,a“ ot [II130I1; kaTasor; OTOPU3AIIMOHHO THUCMO;

[IpenaozkeHHETO 3a H3II'bAHEHHE Ha y4YacTHHKa 3a opepHpaHUTE MEIUIINHCKHU HU3AEAHS
oT obocobeHa mo3uiusa Ne 9, Hom. 9.1, 9.4, 9.8 oTroBapss Ha H3UCKBaHUSTA HA BB3A0KUTEAS.
Komucugara mormycka IO IIOCAEABAIN0 ydacTHe B IHpolenypara ydactHuka ,MEIMIIMHCKA
TEXHHWKA MHXXEHEPUHT“ OO/I.

o B mpenaoxkeHneTo cH 3a U3IIbAHEHHE Ha ITOphYKaTa 3a obocobeHa mosurmd No 15,
VYaCTHUKET € Ipe/cTaBuA ['bAHOMOIIHO, C KOETO yIIPAaBUTEAST MHXK. Monka XpucroBa IetoBa —
XpucraHoBa yIrbaHOMoOmABa Mopaaansa JumuTpoBa JUMUTPOBA 1A IPEACTABIASBA yIACTHHKA B
Hacrogmarta npoueaypa mo 3011, IIpuaoxkenna Ne2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHTEA,
IOITbAHEHHU IT0 obpasel] Ha Brb3aoxkurtead; EO Ceprudurar Ha mpousBogureas MEDICOPLAST
International GmbH, T'epmanusa; [ekaaparus 3a cbOTBeTcTBHe; WHCTpyKImH 3a ymnorpeda;
[exkaaparyga 3a ceraacue C Kaay3uTe Ha [0ToBopa; [ekaapalyg 3a cpoKa Ha BaAUOHOCTTA Ha
odeprara; [lekaapamus 3a CclHa3BaHe 3aIbAXKEHUATA, CBBP3aHU C [JaHBIH U OCHTYPOBKH,
olla3BaHe Ha OKOAHATa cpela, 3aKpuaAa Ha 3aeToCTTa U yCcAOBULATA Ha TPyXd Io 4A.39, aa.l, T.1,

oykBa ,a“ ot III130I1; kaTasor; OTOPHU3AIIMOHHO ITHCMO;

[MpenaoskeHUETO 3a H3IMBbAHEHWE HA YYaCTHHKA 3a opepUpPaHUTE MEOUIIUHCKHU HU3ACAUS
oTr obocobeHa mo3uimd Ne 15 oTroBaps Ha H3UCKBaHHUATA Ha Bwb3aoxkureas. Komwucuara
JOIyCKa TII0 TIOCA€ABAIN0 y4YacThue B nponeaypara ydactuuka ,MEIUIIMHCKA TEXHUKA
NHXEHEPUHT* OO/
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e B mpenaoxkeHHeTo CH 3a HU3II'bAHEHHE Ha MopbuKara 3a obocobeHa mosuiyg No 16,
HOM. 16.5 YyYACTHHKET € IPeACTaBUA ['bAHOMOIIHO, C KOETO YIIPABUTEAST HHXK. MoHKa Xpucrosa
leToBa — XpHCTaHOBA yIrbAHOMOINAaBa MopmasmHa [JuMmuTpoBa [MMUTpPOBA [Aa IIPEACTABIAIBA
ydacTHHKa B Hacrodmara npoueaypa o 30II, [Tpuaoxenna No2 u 2A Ha XapTHEH U €ACKTPOHEH
HOCHUTEA, IIOI'bAHEHU II0 obpasel; Ha Bmn3aoxkuress; EO Ceprucdurkar Ha npousBoautTess VBM
Medizintechnik GmbH, Tepmanusa; [Jekaapanus 3a CHOTBETCTBUE, HHCTPYKIIMU 3a yHIoTpeda;
Hexkaapanyga 3a cbraacue ¢ Kaay3uTe Ha AoroBopa; [ekaapamua 3a cpokKa Ha BaAWJHOCTTa Ha
odeprara; [ekaapamus 3a clladBaHe 3aIbAXKEHUSTA, CBBP3aHU C [JaHBIU U OCHUTYPOBKH,
oIla3BaHE Ha OKOAHATa Cpeaa, 3aKpHAa Ha 3aeTOCTTa UM yCAOBHATA Ha TPyZQ Ho 4a.39, aa.l, T.1,
oykBa ,a“ ot III130I1; kaTasor; OTOPHU3AIIMOHHO ITHCMO;

[IpenaozkeHHETO 3a H3MI'bAHEHHE Ha y4YacTHHKa 3a opepHupaHHUTEe MEAUIIMHCKH U3IEANS
oT o6ocobena mo3unud Nel6, HOM. 16.5 oTroBapss Ha H3HUCKBAHUATA Ha DBB3A0KUTEAd.
Komucugara mormycka IO IIOCA€ABAIll0 ydacTHe B HOpoleaypara ydactHuka ,MEIVITMHCKA
TEXHUKA MHXKEHEPHWHI OO/I.

o B mpenaoxkeHueTO CH 3a H3II'bAHEHHE Ha NopbhuyKaTa 3a 00ocobeHa mos3urus Nol8,
HOoM. 18.1 yYACTHHKBT € IPeACTaBUA ['bAHOMOIIIHO, C KOETO YIPABUTEAST HHXK. MoHKa Xpucrosa
leroBa — XpuctaHoBa YII'BAHOMOIIIaBa Iﬁop,uazxmqa JumMmutpoBa [JuMutpoBa Aa IIpeacTaBSAsIBa
ydacTHHKAa B Hacrodmara nponenypa mno 30I1, [Ipuaoxkenuda Ne2 u 2A Ha XapTHEH U €AEKTPOHEH
HOCHUTEA, IOI'bAHEHU 10 o0paselnt Ha Bruaaoxkuteas; EO Ceprudukar Ha npousBoguTess PAJUNK
GmbH, I'epmanug; EO Ceprucurar 3a m3caenBaHe Ha IpoekTa; [lekaapalysd 3a CHOTBETCTBUE,
UHCTPYKILIMN 3a yroTpeda; [lekaapaliysd 3a CbrAaacHe C Kaay3uTe Ha norosopa; [Jekaapaiva 3a
CpOKa Ha BaAMAHOCTTa Ha odeprara; [lekaapalysd 3a cIasBaHe 3abAXKEHUSTa, CBBP3aHU C
OaHBII U OCUTYPOBKM, OIla3BaHE Ha OKOAHATa Cpela, 3aKpHaa Ha 3aeTOCTTa U YCAOBHSTA Ha
TpyAd mo 4A.39, aa.1, 1.1, 6ykBa ,a“ ot III130I1; kaTasor; OTOPU3AIIMOHHO ITHCMO;

[IpenaozkeHHETO 3a H3II'bAHEHHE Ha y4YacTHHKa 3a opepUpaHUTE MEIUIIMHCKHU HU30EAHT
oT ob6ocobena mo3umua Nel8, HoMm. 18.1 oTroBapss Ha H3UCKBAHUATA Ha DBB3A0KHUTEAS.
Komucugara gomycka OO MHOCA€ABAIIO ydacTHe B IIpoueaypara ydactHuka ,MEIWIIMHCKA
TEXHHWKA MHXXEHEPUHT“ OO/I.

o B mpenaoxkeHneTo cH 3a U3IIbAHEHHE Ha IOphYKaTa 3a obocobeHa mosurmd No 19,
VIACTHHKET € MpeACTaBHA [TbAHOMOIIHO, C KOETO YIIPABUTEAST MHXK. MoHka Xpucrosa IeToBa —

XpHcraHoBa yIrbaHOMOIAaBa Mopaaansa JumuTpoBa JUMUTPOBA 1A IPEACTABIASBA yIACTHHKA B
Hacrogmarta npoueaypa mo 3011, IMpuasoxxkenus Ne2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
IOITbAHEHU M0 obOpaszeny Ha Bw3aoxkureas; EO Ceprudurkar Ha npousBomutead SUMI Tloama,
[eraapaiiiga 3a CBOTBETCTBUE 3a Me. u3aeAus oT HoM.19.1 mo 19.9; [erkaapauud 3a
CBOTBETCTBHE 3a MeM. U3aeAud oT HoM. 19.10 u 19.11; HHCTPYKIIUHU 3a yroTpeda 3a MeJ. U3EAUs
or HOM. 19.1 mo 19.9; mHCTpyKUMH 3a yroTpeba 3a Men. uaneaus ot HoM. 19.10 m 19.11;
exkaapanyga 3a cbraacue C Kaay3uTe Ha [0roBopa; [lekaapalyg 3a cpoKa Ha BaAUOHOCTTA Ha
odeprara; [lekaapamus 3a clla3BaHe 3aIbAXKEHUSTA, CBBbP3aHU C [JaHBIUM U OCHUTYPOBKH,
orazBaHe Ha OKOAHATa Cpela, 3aKpHaAa Ha 3ae€TOCTTa M YyCAOBHATA Ha TpyA Ho 4a. 39, aa.l, 1.1,
oykBa ,,a“ ot I1I130I1; kaTaso3u; OTOPU3AIIMOHHO ITHCMO;

[IpenaozkeHHETO 3a H3II'bAHEHHE Ha y4YacTHHKa 3a opepHpaHUTE MEIUIINHCKHU HU30EAUS
or obocobeHa mo3umusa Nel9, oTroBapd Ha H3UCKBaHUATA Ha DBbe3aoxutead. Komucusara
[OIlycKa TII0 IIOCA€ABAIll0 ydacTue B Ipolenypara ydactHuka ,MEIWIIMHCKA TEXHUKA
NHXXEHEPUHI™ OO/I.

o B mpenaoxkeHneTo cH 3a U3IIbAHEHHE Ha ITOphYKaTa 3a obocobeHa moaurirud No 23,
HOM. 23.23, 23.24, 23.25, 23.26, 23.27, 23.28, 23.29 y4acTHHUKET € npeacTaBua [I'lbAHOMOIITHO, C
KOETO yIpaBHUTeAdT MHXK. MoHka XpucroBa I'eToBa — XpHCTaHOBa yIrbAHOMOIIABa MopmasmHa
dumurpoBa [umMurpoBa na IIOpencTaBsAsgBa ydacTHHUKa B Hacrodmarta HOpoleaypa 1o 3O0II,
[Mpuroxkenmsa No2 m 2A Ha XapTHEH HW EAEKTPOHEH HOCUTEA, IMOI'bAHEHHW II0 o0pasen Ha

OoCTaBKa Ha OOIIOD0AHUYHH U aHECTE3MOAOTHMYHU MEIUITMHCKU H3/IeANs U KOHCYMaTHBH, HEOOXOANMU 32
611106 A , 6 6
netiHocrra HAa YMBAA IIpod. J-p Cr. KupkoBuu“A/l, rp. Crapa 3aropa“ IIpoTokoa 2



Bmw3noxkureasa; EO Ceprucduxkar Ha npousBomureads COLOPLAST [dauuma; EO [dekaapamus 3a
CBOTBETCTBHE; MHCTPYKIIMH 3a ymorpeda; [leKaapalius 3a CbhbrAacHe C KAay3uTe Ha [JOTroBOpa;
[ekaapalysa 3a CpoKa Ha BaAHAHOCTTA Ha odeprara; [lerkaapalius 3a clladBaHe 3abAKEHUATA,
CBBP3aHU C OaHBIM MU OCUTYPOBKH, Olla3BaHE Ha OKOAHATa Cpela, 3aKkpuaa Ha 3aeTocTTa |
ycaoBUATa Ha TPYLA 1o 4a.39, aa.1, 1.1, 0ykBa ,,a°“ ot III[130II; kaTasor; OTOPU3AITUOHHO ITHCMO;

[IpenaozkeHHeTO 3a H3IIbAHEHHE Ha y4YacTHHKa 3a opepHupaHUTe MEIUIIMHCKHU U3/IEANd
oT obocobena mo3urusa Ne23, mom. 23.23, 23.24, 23.25, 23.26, 23.27, 23.28, 23.29 orroBapsa
Ha H3UCKBaHUATa Ha DBB3aoxkureasa. KomwucusTa goycka II0 IIOCAEABAIO y4dacTHE B
nporenypara ydactuuka ,MEIWIIMHCKA TEXHMKA MHXXKEHEPUHI OO/I.

e B mpenaoxkeHHeTo CH 3a H3IbAHEHHE Ha MOpbhYKaTa 3a o00ocobeHa moauiug No 24
VYACTHHUKET € IPEACTaBHA [IBAHOMOIIHO, C KOETO YIIPABHUTEAST MHK. Mouka Xpucrosa 'eToBa —
XpucTaHoBa yIrbaHOMomasa Moprasusa JuMurpoBa JUMHTPOBA 4 IIPEACTABIAIBA YIACTHHKA B
Hacrosgmiata npoueaypa mmo 3O0II, Ilpuaoxkenus Ne 2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
IIoITbAHEHU 10 o6pasel] Ha Bu3aoxkureas; EO Ceprucurkar Ha npousBoguread KD Medical GmbH
Boannunu usneaund, lepmanug; [Jekaapaliys 3a ChOTBETCTBHE; HHCTPYKIIUU 3a yIIoTpeda 3a Men.
usneAus oT HoMm. oT 24.1 mo 24.9; Kcepo Kolue Ha orlakoBKaTa Ha Mesn. uzzaesue oT HoM.24.10 c
rpacduyHo m306paseHa CE MmapkupoBKa; [lekaapalysd 3a CbraacHe C Kaay3uTe Ha JOTOBOpa,
[lekaapaliua 3a CpoKa Ha BaAMAHOCTTA Ha odeprara; [lekaapalys 3a cClia3BaHe 3aQbAKEHUATA,
CBBP3aHU C OaHBIM U OCUTYPOBKH, Olla3BaHE Ha OKOAHATa Cpela, 3aKkpuAaa Ha 3aeTocTrTa U
ycaoBHATA Ha TPYLQ 1o 4a.39, aa.1, 1.1, 6ykBa ,,a°“ ot II[130II; kaTasor; OTOPU3AITUOHHO ITHCMO;

[IpenaozkeHHeTO 3a HU3I'bBAHEHHE Ha y4YacTHHKa 3a opepHupaHUTE MEIUIINHCKHU HU30EAUT
oT obocobeHa mo3unus Ne24, oTroBapsd Ha H3UCKBaHUATa Ha DBrw3soxuteas. Komucuara
[OIlyCKa IIO IIOCA€ABAIll0 y4dacTue B Ipolenypara ydactHuka ,MEIWIIMHCKA TEXHUKA
NMHXXKEHEPUHI™ OO/I.

e B mpenaoxkeHHeTo CH 3a H3I'bAHEHHE Ha MHOpbhYKara 3a 00ocobeHa moauriud No 26
VYACTHHUKBT € IPEACTaBHA [IBAHOMOIIHO, C KOETO YIIPABHUTEAST MHK. Mouka Xpucrosa 'eToBa —
XpHcTaHOBA yIrbAHOMOIIABA Mopaasusa JumuTpoBa JUMUTPOBA A IPEACTABIASIBA yIACTHHKA B
Hacrosmiata npouenypa mmo 30I1, IIpuaoxkenuss No2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
IoITbAHEHU 110 obpaselr Ha Bwv3nroxkureasa; EO Ceprudukar Ha npousBoguread BEROMED GmbH,
Fepmanus; [lekaapamus 3a CBHOTBETCTBHE; KCEPOKOIIME Ha OIlakKoBKaTa Ha MEIUITMHCKOTO
usneave ¢ rpacgpudHo nzobpaszeHa CE mapkupoBka; [lekKaapamus 3a Cbraacue € KAQy3WTe Ha
noroBopa; [lekaapaliysd 3a CpoKa Ha BaAHAHOCTTa Ha odeprara; [lekaapaliyd 3a clia3BaHe
3aIbAKEHUSATA, CBBP3aHU C OaHBIM U OCHUTYPOBKHM, Olla3BaHE Ha OKOAHAaTa Cpela, 3akKpHaa Ha
3a€TOCTTa M YCAOBUSTA Ha TPYA IO HA. 39, aa.l, 7.1, 6ykBa ,a“ ot IIII3OII; kartaaor;
OTopu3aliioHHO TUCMO;

[IpenaokeHHETO 3a H3II'bAHEHHE Ha Yy4YaCTHHKaA 3a 0PepHUpPaHOTO METUIIMHCKO H3/IeAVe
oT obocobena mo3uitud No26, oTToBaps Ha HW3UCKBaHUATA Ha Bb3roxkutTeada. Komwucusara
[OIlyCKa II0 IIOCA€ABAalllo ydacTHue B HOpolenypara ydactHuka ,MEJIUIITMHCKA TEXHHWKA
NMHXKEHEPUHI™ OO/I.

e B mpenaoxkeHHeTO CH 3a H3IbAHEHHE Ha MHopbhyYKaTa 3a 00ocobeHa moauimmsa No 28
VYACTHHKET € MpeACTaBHA [TBAHOMOIIHO, C KOETO yIIPABUTEAST MHXK. MoHka Xpucrosa IeToBa —
XpucraHoBa yII'bAHOMOIIIABA Wopnasuna Jumutposa JUMHUTPOBA 4 PEACTABIAIBA y4acCTHHKA B

Hacrosuiata npouenypa o 30I1, IMpuaoxkenus No2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA,
IOITbAHEHU T10 oOpaszert Ha Bw3nroxkureasa; EO Ceprudukar Ha npousBogureas LEONHARD LANG
Gmbh, ABcrpuga; EO [lekaapamus 3a CHOTBETCTBHE; MHCTPYKIHU 3a ymnorpeba; [lekaapaiud 3a
chraacHe C Kaays3uTe Ha [orosopa; J[lekaapalyg 3a cpokKa Ha BaAWJHOCTTAa Ha odeprara;
Hexkaapanuga 3a crnasBaHe 3aIbAXKEHUSTA, CBHP3aHU C AAHBIM M OCHUIYPOBKH, OIIa3BaHE Ha
OKOAHAaTa Cpeaa, 3aKpHAa Ha 3aeTOCTTa U YCAOBHSATA Ha TPyA 1o 4A.39, aa.l, 1.1, 6ykBa ,a“ ot
[ITI30I1; kaTasor; OTOPU3AIIMOHHO ITHCMO;
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[IpenaozkeHHETO 3a H3II'bAHEHHE Ha ydYaCTHHKa 3a 0(pepHpaHOTO MEAUIIMHCKO H30eAHe
oT obocobena mo3unuga No28, orroBapd Ha H3UCKBaHUATa Ha DBb3aoxkureas. Komwucusara
[OIIyCKa IIO0 TIIOCA€ABAIll0 y4dacTue B IOpolenypara ydactHuka ,MEIWIIMHCKA TEXHUKA
NMHXKEHEPUHI™ OO/I.

° B npenaokeHHeTO CHU 3a H3I'BAHEHHE Ha IOphYKaTa 3a obocobeHa moauindg Ne 29
VYACTHHKET € MPeACTAaBHA [IBAHOMOIIHO, C KOETO YIIPABHUTEAdT MHXK. MoHka Xpucrosa IetroBa —
XpHcTaHOBA yIrbAHOMOIIABA Mopaasusa JumuTtpoBa JUMUTPOBA A IPEACTABIASBA YIACTHHKA B
HacrosmiaTta npouenypa o 30I1, [Tpuaoxkenus No2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
HoIrbAHEHU II0 obpasery Ha Bwb3aoxkureas; EO Ceprudukar Ha npousBomutead CARACARTA
S.P.A., Hraausa; [Jerkaapaliyd 3a CBHOTBETCTBHE, HWHCTPYKLHH 3a ynorpeba; [ekaapaiusa 3a
cBraacHe C Kaay3uTe Ha Ooroeopa; Jlekaapalnuga 3a CpokKa Ha BaAMJHOCTTAa Ha odeprarta;
Jlekaapanusa 3a CIla3BaHe 3aabAXKEHUSTA, CBBbP3aHM C JaHBIM M OCHUTYPOBKH, Olla3BaHE Ha
OKOAHATAa cpefa, 3aKpHAa Ha 3aeTOCTTA U YCAOBHATA Ha TPYA mo 4a. 39, aa.l, T. 1, 6ykBa ,,a“ oT
[ITI30I1; kaTasor; OTOPU3AIIMOHHO THCMO;

[IpenaozkeHHeTO 3a H3IIBPAHEHHME Ha y4YacTHHUKAa 3a 0pepUpaHOTO MEOUIIMHCKO HU3eAUue
oT o0ocobena mo3unus Ne 29, orroBapd Ha HU3UCKBaHudATa Ha Bb3aoxkurtead. Komwucugara
OOIyCKa TIIO0 TIOCA€ABAIN0 y4dacThue B mnponenypara ydactHuka ,MEIWIIMHCKA TEXHUKA
NMHXKEHEPUHI™ OO/I.

° B mpensozxkeHHeTO CH 3a H3IbAHEHHE Ha INOphYKaTa 3a ob0ocobeHa mo3uius No32
VYACTHHUKET € MPEACTABUA [IBAHOMOIITHO, C KOETO YIIPABUTEAST MHK. MoHKa Xpucrosa IeToBa —
XpHcTaHOBA yIrbAHOMOIIABA Mopaasusa JumuTpoBa JUMUTPOBA A IPEACTABIAIBA yIACTHHKA B
Hacrosmiata npoueaypa o 3O0II, Ilpuaoxkenuss Ne 2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
oITbAHEHU 10 obpasel; Ha Bb3aoxkuread; EO Ceprudukat Ha npousBonutreads BEROMED GmbH,
Fepmanus; [lekaapaliid 3a CHOTBETCTBHE; KCEPO KOIIME Ha OIlaKOBKaTa Ha Me[. H3eAHe C
rpacuaHo mn3006pakeHne Ha CE wmaprupoBKata; [eKaapamus 3a Ccbhraacue C KAay3uTe Ha
goroBopa; [lekaapaliysd 3a CpoKa Ha BaAHMAHOCTTa Ha odeprara; [lekaapalius 3a clla3BaHe
3abAKEHUSATA, CBbP3aHU C JaHBIM U OCHTYPOBKM, olla3BaHe Ha OKOAHATa Cpeda, 3aKpHia Ha
3aeToCcTTa M ycaoBUATA Ha Tpya Io 4a. 39, aa.l, 1.1, 6ykBa ,n“ ot IIII3OIl; karaaor;
OTopu3aliioHHO TUCMO;

[IpenaokeHHEeTO 3a H3IIBbAHEHHE Ha ydYaCTHHUKA 3a 0(hepHpPaHOTO MEIHUIIMHCKO U3JIEAHE
oT obocobena mo3umus Ne 32, oTroBapd Ha HM3UCKBaHHATA Ha Bpb3aoxkuread. Komwucudara
OOIyCKa TII0 TIOCA€ABAIN0 y4dacThue B mnpoHeaypara ydactuuka ,MEIWUIIMHCKA TEXHUKA
MHXEHEPWHI“ OO/I.

° B mpenaoxkeHHETO CH 3a HU3ITbAHEHHE Ha MopbhyukKaTta 3a obocobeHa moauirud Ne 33
VYaCTHHUKET € Ipe/cTaBuA ['bAHOMOIIHO, C KOETO yIIPAaBUTEAST MHXK. MoHka XpucroBa I'eToBa —

XpucTtaHoBa yI'bAHOMOIIIABA Hopnasuna Jumurposa JUMUTPOBA [a IIPEACTABIAIBA y4acTHHKA B
HacrosimiaTa npouenypa o 30I1, [Mpuaoxkenuss No2 u 2A Ha XapTHEH U €AeKTPOHEH HOCHUTEA,
OITbAHEHHU 10 obpaselr Ha Bb3noxkureas; EO Ceprudukart Ha npousBogutreads BEROMED GmbH,
lepmanus; [exkaapamua 3a CBOTBETCTBHE; KCEPO KOIIME Ha OIIaKOBKAaTa Ha ME[. H3IEAHE C
rpacduyHo wu3obpakenne Ha CE wMaprupoBkara; [lekaapanmusd 3a Cbhraacue C KAay3uTe Ha
noroBopa; [lekaapalid 3a CpoKa Ha BaAWAHOCTTa Ha odeprara; [lekaapaliyd 3a clia3BaHe
3aOBAKEHUATA, CBBbP3aHU C OAHBIU U OCUTYPOBKH, Olla3BaHE Ha OKOAHATA Cpela, 3aKpuaa Ha
3aeTOoCTTa M ycAoBUATA Ha Tpya mo 4a.39, aa.l, 7.1, OykBa ,n“ ot III[I3OII; karaaor;
OTOopH3aIlIOHHO ITUCMO;

[IpenaokeHHeTO 3a H3IIBPAHEHHE Ha y4YacTHUKA 3a 0(hepHpPaHOTO MEOHIIMHCKO HU3IEeAHe
oT obocobena mo3umua Ne 33, oTroBapa Ha H3WCKBaHUATA Ha Bb3roxkuteada. Komwucusara
JOIyCKa TII0 TIOCA€ABAIN0 y4YacThue B nponeaypara ydactuuka ,MEIUIIMHCKA TEXHUKA
NMH>KEHEPUHI™ OO/I.
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o B npenaoxkeHmeTo CH 3a U3I'bAHEHHE Ha IIopbhbuyKaTa 3a obocobeHa mosuig No 35
VYACTHHUKET € IPEACTaBHA [IBAHOMOIIHO, C KOETO YIIPABHUTEAST MHK. MoHKa XpucroBa eToBa —
XpucTaHoBa yIrbaHOMomasa Mopmrasusa JuMurposa JUMHTPOBA A IPEACTABIAIBA YIACTHHKA B
Hacrogmarta npouenypa mo 30II, IIpuaoxkenna Ne2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
oIrbAHEHU 10 obpaszel Ha Bwb3aoxkuread; EO Ceprudukar Ha npousBogureas MEDICOPLAST
International GmbH, Tlepmanus; [ekaapamnus 3a CBHOTBETCTBHE; HHCTPYKILIHH 3a ynorpeba;
Hexkaapanyga 3a cbraacue ¢ Kaay3uTe Ha AoroBopa; [ekaapamua 3a cpokKa Ha BaAWJHOCTTa Ha
odeprara; [lekaapalus 3a clladBaHe 3abAXKEHHATA, CBBP3aHU C JaHBIU U OCHUTYPOBKH,
oIla3BaHE Ha OKOAHATa Cpeaa, 3aKpHAa Ha 3aeTOCTTa UM yCAOBHATA Ha TPyZQ Ho 4a.39, aa.l, T.1,
oykBa ,a“ ot III130I1; kaTasor; OTOPHU3AIIMOHHO ITHCMO;

[IpenaozkeHHETO 3a H3II'BPAHEHHE Ha y4YacTHHKa 3a 0pepHupaHOTO MEOUIIMHCKO HU3IEeAUE
oT obocobeHa mo3unmsa Ne35, oTroBapd Ha H3HUCKBaHUATA Ha DBb3soxkutead. Komucusara
[OIlyCKa II0 IIOCAEABAIll0 y4dacTue B Ipolenypara ydactHuka ,MEJIWIIMHCKA TEXHUKA
NMH>KEHEPUHI™ OO/I.

° B mpemaokeHHeTO CH 3a U3I'BAHEHHE Ha MOpBhYKaTa 3a 000cobeHa mosunmsa Ne 44
VYACTHHUKET € IPEACTaBHA [IBAHOMOIIHO, C KOETO YIIPABHUTEAST MHK. Mouka Xpucroa 'eToBa —
XpucTaHoBa yIrbaHOMomasa Mopmrasusa JuMurposa JUMHTPOBA A IPEACTABIAIBA YIACTHHKA B
HacrogmaTta npouenypa mo 3011, ITpuaoxkenusa Ne2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
IOITbAHEHHU I10 obpaser] Ha Bw3aoxkurtead; EO Ceprudukar Ha mpousBomguteas MEDICOPLAST
International GmbH, Tlepmanus; [ekaapaliiyisg 3a CBOTBETCTBUE; HHCTPYKIIMU 3a yrorpeba;
exkaapanyga 3a cbraacue ¢ Kaay3uTe Ha [O0roBopa; [lekaapalug 3a cpoKa Ha BaAUOHOCTTA Ha
odeprara; [lekaapamus 3a cla3BaHe 3aIbAXKEHUSTA, CBBP3aHU C [JaHBIU U OCHUTYPOBKH,
oIla3BaHe Ha OKOAHATa Cpefa, 3aKpHaAa Ha 3aeToCTTa U yCAOBHLATA Ha TPYyZA Io 4A. 39, aa. 1, 1. 1,
oykBa ,,a“ ot III130I1; kaTasor; OTOPHU3AIIMOHHO ITHCMO;

[IpenaozkeHHETO 3a H3IIBPAHEHHE Ha y4YacTHHUKaA 3a 0pepHpaHOTO MEAUIIMHCKO H3/IEANE
oT obocobena mo3umusa Ne44 oTroBaps Ha H3UCKBaHUATA Ha Bb3aoxkuread. Komwumcuara
[OIlyCKa IIO IIOCA€ABAIll0 y4dacTue B Ipolenypara ydactHuka ,MEIWIIMHCKA TEXHUKA
NMHXXEHEPUHI™ OO/I.

o B npenaoxkeHmeTO CHU 3a H3I'BAHEHHE Ha IOopbhYKaTa 3a ob0ocobeHa moaurimg Ne 59
VIACTHHKET € MpeACTaBHA [TbAHOMOIIHO, C KOETO YIIPABUTEAST MHXK. MoHka Xpucrosa IeToBa —
XpHcraHoBa yIrbaHOMOIAaBa Mopaaansa JumuTpoBa JUMUTPOBA 1A IPEACTABIASBA yIACTHHKA B
Hacrogmarta npoueaypa mo 3011, IIpuaoxkenna Ne2 u 2A Ha XapTHEH M €AEKTPOHEH HOCHTEA,
IoIrbAHEHU 10 obpasery Ha Bwb3noxkureas; EO Ceprudumrar Ha mnpousBogutesss Medisize
B.V.Hunepaangusg, [Jekaapaiusa 3a CBHOTBETCTBHE; HHCTPYKIUU 3a ynorpeba; [lekaapamus 3a

chraache C Kaay3yTe Ha morosopa; [lekaapaindg 3a CpoKa Ha BaAWOHOCTTA Ha odpeprara;
Hexkaapamya 3a crasBaHe 3abAXKEHHATA, CBBP3aHU C MOAaHBIM M OCUTYPOBKH, IIa3BaHe Ha
OKOAHATAa Cpela, 3aKpHUAa Ha 3aeTOCTTa MU YCAOBHUSTA Ha TPyX Ilo 4A. 39, aa. 1, T. 1, 6ykBa ,a“ oT
[ITI30I1; kaTasor; OTOPU3AITMOHHO THCMO;

[pemaoskeHWETO 3a H3IBAHEHHE Ha yYacTHHKA 3a O0(hepupaHOTO MEAHUIIMHCKO U3IIEAUE
or obocobeHa mo3uimd Ne 59 oTroBaps Ha H3UCKBaHHUATA Ha Bwb3asoxkureas. Komwucuara
JOIyCKa TII0 TIOCA€ABAIN0 ydacTue B mnponeaypara ydactuuka ,MEIUIIMHCKA TEXHUKA
HMH2KEHEPWHI* OO/I.

o B mpenasoxkeHHETO CHU 3a H3I'BAHEHHE Ha MopbhYKaTa 3a obocobeHa mo3uriusa No60

YYaCTHHUKEBT € HpeacTraBUA ['bAHOMOIIIHO, C KOETO YIIPABUTEAIT HUHIK. Monka Xpucrosa I'eToBa —
XpHcTaHoBa yIrbaAHOMOIIABa Mopaaausa JumuTpoBa JUMUTPOBA A IPEACTABIAIBA yIACTHHKA B
HacrogmaTta npouenypa mo 3011, [Ipuaoxkennsa Ne2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
IIOITbAHEHU I10 obpazerr Ha DBwa3soxkureas; EO Ceprudurar Ha mnpousBogutTeasd Medisize
B.V.Hunepaaugusg, [Jekaapaliysg 3a CHOTBETCTBHE; HHCTPYKLUU 3a ynorpeba; [lekaapamnus 3a
chraache C Kaay3uTe Ha [orosopa; [lekaaparus 3a CcpokKa Ha BaAWJHOCTTA Ha odeprara;
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Hexkaapanyga 3a crasBaHe 3aAbAXKEHUSTA, CBHP3aHU C AJAHBIKM M OCHUIYPOBKH, OIIa3BaHE Ha
OKOAHATa Cpena, 3aKpHAa Ha 3a€TOCTTA U YCAOBHSTA Ha TPyZX mo 4a.39, aa.l, T.1, OykBa ,a“ ot
[ITI30IT; katasor; OTOPU3AIIMOHHO ITHUCMO;

[IpenaozkeHHETO 3a H3II'BPAHEHHE Ha ydYacTHHKa 3a o(pepHpaHOTO MEAHIIMHCKO U3JEAME
or obocobeHa mno3urud Ne 60 oTroBaps Ha H3WCKBaHHUSITA Ha Bwb3aoxkureas. Komwumcudara
[OIIyCKa IIO0 IIOCAEABAIll0 y4dacTue B Ipolenypara ydactHuka ,MEIWIIMHCKA TEXHUKA
NMH>KEHEPUHI™ OO/I.

o B mpenaoxkeHHeTo CH 3a H3I'BAHEHHE Ha IopbhuyKaTa 3a obocobeHa mo3unusa No65S
VYACTHHUKET € IPEACTaBHA [IBAHOMOIIHO, C KOETO YIIPABHUTEAST MHK. Mouka Xpucrosa 'eToBa —
XpucTaHoBa yIrbaHOMomasa Mopmasnsa JuMurposa JUMHTPOBA A IPEACTABIAIBA YIACTHHKA B
Hacrogmarta npouenypa o 30II, IIpuasoxxkenusa Ne2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
IIOITbAHEHU 10 oOpaseir Ha Bw3aoxkwuread; EO Ceprudukar Ha mnpousBoguresas EUROFARM
S.p.A., Uraausa, CE [dexknaapanusa 3a CHOTBETCTBHE; MHCTPYKIIMH 3a yrnorpeba; [dekaapaius 3a
chraacve C Kaays3uTe Ha norosopa; [lekaapaliydg 3a CpokKa Ha BaAMAHOCTTA Ha odeprara;
Hexkaapanyga 3a crnasBaHe 3aAbAXKEHUSITA, CBHP3aHU C AJAHBIM M OCHIYPOBKH, OIIa3BaHE Ha
OKOAHATAa Cpela, 3aKpHAa Ha 3aeTOCTTa U yCAOBUSTA Ha TPyX Ilo 4A. 39, aa. 1, T. 1, 6ykBa ,a“ oT
[ITI30I1; katasor; OTOPU3AIITMOHHO ITHCMO;

[IpenaozkeHHETO 3a H3IIBPAHEHHE Ha y4YacTHHKa 3a 0pepHUpaHOTO MEOUIIMHCKO HU3IEeAUe
oT obocobeHa mo3uimd Ne 65 oTroBapsa Ha H3WCKBaHHUSITA Ha Bwb3asoxkureas. Komwucuara
OOIyCKa TII0 TIOCA€ABAIN0 y4dacThue B mnponenypara ydactHuka ,MEIWIIMHCKA TEXHUKA
MHXXKEHEPUHI™ OO/I.

3. YuactHUK®T ,XEAMEA BBATAPHS“ EOO/ e momas MpeaAoKeHUd 3a U3IIbAHEHUE Ha
moppuKaTa 3a:

. obocobena mozunud No5, HoMm. 5.1;
. obocobena mozunud No7, HoMm. 7.1;
. obocobena mozunud Ne8, HoMm. 8.4;
. obocobena ro3uryg No23;
. obocobena ro3uryg No24;
. obocobena ro3uryg No28;
. obocobena ro3uryg No36;
= obocobena mozunug No51;
= obocobena mozunug Ne53;
= obocobena mozunug No55;
o B mpenmaozkeHHETO CU 3a H3IMbAHEHHE Ha Mopbhykara 3a obocobena mosuiius No 5,

HOM.5.1l y49acTHUKSBT € npenctraBua [Ipuaoxkenus No2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA,
IIOITbAHEHHU IO O0Opasel] Ha BB3A0XKHUTEAS, KBbAETEe AEKAAPUPAT, Ue 3a HECTEPUAHU U3JIEAUS HE C
ensuckBa CE Ceprudukar; OToOpH3allmOHHO TUCMO OT IIpousBoautTeas Hatypea Memukba Karut
Be T'nma La.Tumxk.Aar.llITr; CE [Jekaapaiudg 3a ChOTBETCTBHE OT ITpou3BoauTesd; MHcTpyKomum
3a ymnotpeba; [lekKaapalius 3a CbhrAaCHe C KAay3UTe Ha maoroBopa; [lekaapalius 3a cpokKa Ha
BaAuMgHOCTTA Ha odeprara; [leraapalys 3a clia3dBaHe 3abAKEHUSTa, CBBP3aHU C JaHBIA H
OCUTYPOBKH, Ia3BaHE HAa OKOAHATA Cpeda, 3aKpHAa Ha 3a€TOCTTA U YCAOBHATA HA TPYI II0 YA.
39, aa.1, 1.1, OykBa ,a“ ot IITI30II; [dekaapanus 3a HaHeceHa CE MapKUpoBKa OT y4acCTHHKA;
Kataaor;

[IpenaoskeHHETO 3a H3II'bAHEHME Ha ydYacTHHUKa OTroBaps Ha  HU3UCKBaHHATa  Ha
Br3soxkureadg. Komucuara [OoIycka II0 IIOCA€ABAIN0 ydacTHe B IIpolleAypara ydacTHHKa
SXEAME BBATAPUA“ EOO/I 3a o6ocobera rmo3uiusa No 5.
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. B mpemaoxkeHHMETO CH 3a H3IITbAHEHHE Ha IopbhbUyKaTa 3a obocobeHa mosuius No7,
HOM.7.1 y49acTHUKBT € npencraBya [IpuaoxeHusa No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA,
OITbAHEHU I10 obpasel] Ha Bb3aoxkuress; OTOPHU3AIMOHHO ITHCMO OT IIPOU3BOAUTEAS XapCOPHUS
XeaTkebwp, UHAMS, ¢ KOETO OTOPU3NpAa YIaCTHUKA Aa ydacTBa B npoueaypu o 30II; Jdekaapanuga
3a cwotrBercTBUE; CE CeprudmrKar 3a IIFAOCTHA CHCTEMAa 3a yIOpaBA€HHE Ha KadecTBOTO;
JloKyMeHT, OT KOHUTO € BUAHO, Ue YII'bAHOMOIIIEH IIPEICTaBUTEA Ha ITPOU3BOIUTEAS II0 CMUCHAA HA
4A.10, aa.2 or 3MU e Mdi Europe Gmbh, I'epmanus; Ceptudurar 3a KadecTBO; MHCTPYKIIUU 3a
yrioTpeba; CHUMKOB MaTepHaa;

YyacTHUKBT He € IpeacTaBua [lekaapallvs 3a ChAACHE C KAAy3UTE Ha [0T0BOPa;
[exkaaparyga 3a cpoKa Ha BaAUOHOCTTA Ha odeprata; [lekaapalivsa 3a clia3BaHe 3abAKEHUSTA,
CBBP3aHU C JAHBIIM U OCUTYPOBKH, Olla3dBaHe Ha OKOAHAaTa Cpela, 3aKpuaa Ha 3aeTocTra |
ycaoBUdATa Ha Tpyd mo 4a. 39, aa. 1, 1. 1, 6ykBa ,a1“ or 30Il, KaKBOTO € H3UCKBaHETO Ha
Bw3noxkutreas B V. YKABAHUYA 3A M3TOTBAHE HA O®PEPTATA. IIOJABAHE HA O®PEPTATA,
4.6. ,TEXHUYECKO ITPENJAOXKEHHUE®, ctp.17 oT yrBbpAcHaTa HJOKyMEHTALIHS.

[Topamgu OIIMCAHOTO MO-TOPE M Ha ocHoBaHHE dYA. 107, T. 2, 6. ,a“ ot 30II, KoMmucHuara
npenasara Ha BB3A0KHUTEAsS [a OTCTPaHHM 0T VvyacTHe B Ipolleaypara yvdactHuka  XEAME/L
BBATAPUSA“ EOO/ 3a o6ocobena mosunmg Ne 7, HomeHkaaTypa No7.1.

° B mpenaoxkeHHeTO CH 3a HU3I'BAHEHHE Ha IOpbhUKaTa 3a obocobeHa mo3umms No 8,
HOM.8.4 yyacTHUKSBT € npencraBua [Ipmaoxkenus No2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA,
IIOITbAHEHU 10 oOpasell Ha BB3aoxkuTeAs, KbeTe AeKAapupaT, de 3a HEeCTePUAHU HU3OEAUs He ce
n3uckBa CE Ceptudukat;OTOPHU3AIIMOHHO ITUCMO OT ITpou3BoauTeAs AHM)XU CrneHK MHOACTpHbBA
Ko.Atn., Kurait; [Jekaapanus 3a ChOTBeTCTBHe; HMHcTpyKimm 3a ynorpeba, [lekaapanus 3a
cpraacue C Kaay3uTe Ha aorosopa; [ekaapamuda 3a cpoKa Ha BaAUAHOCTTA Ha odeprara;
Herkaaparya 3a criazBaHe 3aIbAXKEHUSTA, CBBP3aHU C JAHBIUM W OCHITYPOBKHU, ONa3BaHE HAa
OKOAHATa Cpena, 3aKpHAa Ha 3aeTOCTTA U YCAOBHSTA Ha TPyZQ Io 4a.39, aa.l, T.1, 6ykBa ,,a° oT
[ITI30I1; Jekaapanug 3a HaHneceHa CE mapKupoBKa oT yuyacTHHKA, KaTaaor;

[IpenaozkeHHETO 3a H3MIbAHEHME Ha ydYacTHHKa OTroBaps Ha  HU3UCKBaHHATa  Ha
Be3noxkutreasa. Komucusara [AoIDyCKa IIO0 IIOCA€ABAIN0 ydYacTHE B Ipolleaypara  y4acTHHKAa
~XEAMEI BBATAPUA“ EOO/I 3a o6ocobeHna mo3uiius Ne8.

° B mpensozxkeHHETO CHU 3a H3I'bAHEHHE Ha MOphYKaTa 3a ob0ocobeHa mo3urms Ne23

YYaCTHHUKET € npeacraBua IIpraoxkenuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
o obpaserr Ha Bw3aokuTeAs, KpAETO AeKAApHUpa, Y€ 3a HECTEPHAHU H3aeAus oT HoM.23.1 He ce
n3uckBa CE Ceprucdukar; derupu [leKaapallid 3a CHOTBETCTBHE OT MPOU3BOAUTEAT 3apuC
WurepueursHba [pym, I[loamrta Ha wMeguiyHcKuTe wu3geaus oT HoMm. 23.3 mo 23.29; CE
Ceprudukar ot npousBonutead 3apuc MurepremrsHbA [pym, [Toanta, UHeTpykImu 3a ymorpeba;
exkaapanya 3a cbraacue C Kaay3uTe Ha Oorosopa; [ekaapaimus 3a cpokKa Ha BaAHJHOCTTa Ha
odeprara; [lerkaapamusa 3a cla3BaHe 3aIbAXKEHUSTA, CBBP3aHU C [JaHBIU U OCHUTYPOBKH,
oIla3BaHE Ha OKOAHATAa Cpela, 3aKpHaa Ha 3ae€TOCTTa M yCAOBHLTA Ha TPYyA IO 49a. 39, aa. 1, 1. 1,
oykBa ,a1“ ot III130II; Jdekaapaiusa oT ydyacTHHKA 3a HaHeceHa CE MapKHpoOBKa, KCEPOKOITHE Ha
KaTaaor Ha aHTAMCKU €3HK;

Y4acTHUKBT HeE ce € CcpoOpa3vA C H3UCKBaHHUATA Ha Bwb3aoxkureas B T. 4.6.
SJTEXHUYECKO IIPEAAOXKEHUE®, cTp.18 OT yTBBpAeHaTa MOOKyMEHTAIUd, a HMEHHO, aa
npencraByu OTOpPO3allMOHHO IIHCMO OT IIPOM3BOAUTEAd, Y€ MOXKE Oa IIpemsara H3AeAusaTa My B
Pbrvarapus.

B npenmaokeHHETO CH 3a U3IIbAHEHHE Ha MOphYKaTa YYAaCTHUKEBT € opepupas U U3OEAUSITa
or HoMm. 23.1 m 23.2. 3a MOCOYEHHUTE HOMEHKAATyPH YYaCTHHUKBT HE € IIPeACTaBHA
OTopu3allMoHHO ITMCMO OT Mpou3BoauTead XoHraa Kwuraiti. He e mperncraBuaM  TakoBa OT
ymbAHOMOIIIeHUsa mnpencraButes [lanxai UuT Xoammur Kopr. 'mMOx. YYacTHHUKBT HE ce €
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CcBHOOpa3uA ¢ U3UCKBaHUATA Ha Bb3aoxkureas B T. 4.6. ,TEXHUUYECKO TIPEAAOXEHHUE®, cTp.18
OT yTBBpAeHaTa [AOKyMEHTalMus, a UMeHHOo, na npeacraBu OToOpo3allMOHHO IIHCMO OT
IPOU3BOAUTEAL, Y€ MOXKE [1a Ipeaasara uzneausata My B PBbarapusa uau oTopu3aliiioHHO MHCMO OT
YI'bAHOMOIIIEHUS IPEACTABUTEA 10 CMHCHhAA HA 4A. 10, aa. 2 ot 3MU.

INopaau omMcaHOTO IO-TOPE M Ha ocHoBaHue Ya. 107, 1. 2, 6. ,a“ ot 30II, KoMHcHUgTa

mpemaara Ha BB3Ao0KHTEAd [Oa OTCTPaHHM OT VYacTHe B mOpolleaypara vydactHuka  XEAME
BBATAPUS“ EOO/ 3a o6ocobera mo3urms No 23.

«

° B mpenmaokeHHETO CHU 3a H3I'BAHEHHE Ha MHOphYKaTa 3a obocobeHa moauirud Ne 24
YVYaCTHUKET € npeactaBua [Ipuaoxkernud No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCUTEA, IIOII'bAHEHU
mo oOpaser; Ha Brm3aoxkuread, OTOPHU3AIITMOHHU MTUCMO OT HPOU3BOAUTEAS HA ME. HU3AEAHS OT
HOM. 24.1, 242 u 24.3 - Asxyu Tuaukaur Menukbsa TekHonomxu Ko. Aran, Kuraii;
OTopH3alliOHHU IIHCMO OT HPOM3BOAUTEAd Ha Men. usgeaud oT HoM. 24.4 mo 24.10 BKA. —
Xapcopua Xeatkewsp IIBT., MBAua; EBpomnelicka agekaapaiiyiss 3a CBOTBETCTBHE Ha AHXYHU
Tunankaur Memukba TekHoaomxku Ko. Arn, Kuraii, ¢ eBpomneiticku 1mnpencraButTes lllanxati
HNaTepHEenTrbHBA XOADUHT KOpIl. 'MO0X, lepmanwus; [lekKaapamus 3a CBOTBETCTBHE Ha XapCOopHd
Xeatrewp IIBT., UHOusa; CE Ceprudukar Ha Anxyu Tnankanr Memukba TekHoaomxku Ko. Arh,
Kurait, oT KOUTO € BUAHO, Y€ € 3a MEIUIIMHCKUTE H3IeAUusi, onmucaHu B [IpHAoKeHUETO KBbM
Ceprudukara; CE Ceptudukar 3a LISAOCTHA CHCTEMa 3a yIpaBA€HHE Ha KadecTBOTO Ha
npousBonutead Xapcopus Xeatkesp 1B, UHaUsa; nBe MHCTPYKIINM 3a yroTpeba; [lekaapanus 3a
cpraacue C Kaay3uTe Ha aorosopa; [ekaapamuda 3a cpoKa Ha BaAWAHOCTTAa Ha odeprara;
[eraapaniyg 3a cCIia3BaHe 3aqbAKEHUATA, CBBP3aHU C OaHBIIUM M OCUTYPOBKH, Olla3BaHE Ha
OKOAHATa Cpena, 3aKpHAa Ha 3a€TOCTTA U YCAOBHSTA Ha TPyZQ mo 4Aa.39, aa.l, T.1, OykBa ,a“ ot
[ITI30I1; Hdexkaapamua oT ydacTHHKa 3a HaHeceHa CE MapKuUpoBKa, Kcepokoline Ha KaTtaaor Ha
AQHTAUMCKH U KHUTaNWCKH €3UK.

YYyacTHUKET HE CE € ChoOpasuA ¢ M3UCKBaHugTa Ha Bu3aoxkureaa B T. 4.6. ,TEXHUYECKO

[MPEOAO2KEHUE®, ctp.18 oT yrBBpAcHaTA OOKYMEHTAIlHs, & UMEHHO IPEACTaBEeHUS KaTaAoTl aa
Obae mpeBelleH Ha OBATAPCKH €3UK U BBPXY CBOTBETHATaA My CTpaHHUIla na O0baar ordeasd3aHuU
HOMepaTa Ha HOMEHKAATypaTa OT IIO3UIINATA, 32 KOSTO CBHIIUTE CE OTHACST.

[IpenaoxkeHHETO 3a HU3M'bAHEHNE Ha yJacTHHKAa HE OTroBaps Ha H3WCKBaHUSTA Ha
Br3soxkureada. Komucusara He O0IycKa [0 IIOCAEABAINO0 ydacTue B IIpollieAypaTa ydacTHHKA
LXEAME/L BBATAPUA“ EOO/I 3a o6ocobeHa 1mo3uiiysa No24.

— B mpemaoxkeHHETO CH 3a U3IIbAHEHHE Ha IopbhbukKaTa 3a 000cobeHa mo3uiius Ne 28
y4acTHUKBT € mpencraBua Ilpuaoxxkenus Ne 2 m 2A Ha XapTUeH B €AeKTPOHEH HOCHUTEA,

IOIbAHEHHU TI0 OOpasell Ha Bn3aoxwuteas, OTOPH3AIMOHHO ITMCMO OT Hpou3BoauTeAs Boserioae
Bueaku, Iloama; CE nekaapalyg 3a CHOTBETCTBHE Ha IPOU3BOAUTEAS; HHCTPYKIUS 3a yIIoTpeda
Jlekaapaliug 3a CbraacHe C KAay3uTe Ha A0roBopa; [lekaapaliya 3a cpokKa Ha BaAAMOHOCTTA Ha
odeprara; [ekaaparyda 3a CHOa3BaHE 33TbAKEHHUSTA, CBBP3aHU C OJaHBOU W OCUTYPOBKH,
orla3BaHE Ha OKOAHATAa Cpelia, 3aKpHAa Ha 3aeTOCTTa U yCAOBHATA Ha TPYyA Ilo 4A. 39, aa. 1, 1. 1,
oykBa ,,a“ ot [ITI30II; [Jekaapamuga ot yuacTHHKA 3a HaHeceHa CE mapkupoBka, KaTaaor.

Y4acTHUKBT HE € mpeacraBuA [JOKYMEHT - cepTUdHUKAT Ha MPOU3BOAUTEAS 3a HaHeceHa
»CE” MapKUpoOBKa BBPXy MEAHUIIMHCKOTO H3/IEAVE, B CHOTBETCTBHE C M3UCKBAHUATA HA YA. 8 U YA.
15 or 3MU, kakBoTO € U3UCKBaHeTO Ha Br3aoxkuread B pasmea V. YKASAHUY 3A N3TOTBAHE
HA O®PEPTATA. TIOJABAHE HA O®PEPTATA, 4.6. ,TEXHUYECKO ITPEJAOXKXEHHWE®, cTp.17 ot
yTBBbpAEHaTa JOKyMeHTAaIIN.

IMopaay OmIMCAaHOTO HO-FOPE M Ha ocHoBauwue 4YA. 107, 1. 2, 6. ,a“ ot 30I1, kKomucudara

npenasara Ha BB3AoKHTEAsS [Ja OTCTPaHHM 0T VvdacTHe B IOpolleaypara yvdactHuka  XEAME/L
BBATAPUA“ EOO/ 3a o6ocobera mozura No 28, HOMeHKAQTYpA=
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o B mpensoxkeHHeTo CH 3a H3I'BAHEHHE Ha MOpbhYKaTa 3a obocobeHa mo3urus Ne36
YYaCTHHUKET € npeacraBua IIpraoxenuda No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHUTEA, IIOII'bAHEHHU
o obpaszer; Ha Bw3aoxkuress; OTOPH3AIIMOHHO ITMCMO OT IIPOU3BOAUTEAS HA MEIHUIIMHCKUTE
usneauss ot HoMm. 36.1, 36.2 - Asxyu Tumanmkanr Menukba Ternonaomku Ko. Arn, Kuraii;
OTopH3allIOHHO IIUCMO OT IIPOM3BOAUTEAT Ha MEOUIIMHCKUTE HU3OEAHS OT HOM. 36.3 - Xapcopus
Xeatkrewp IIBT, Unnua; EBpomnelicka [lekaapaliys 3a chOTBETCTBHE OT AHXyH TuankaHr Meankba
Texnonomxu Ko. Arm, Kurait; [leraapaimus 3a CroTBeTcTBHE Ha Xapcopus XeaTkewp I[IBT,
Nnnusa; CE Ceprudgukar Ha AxHxyn Tuankanr Memukba TexkHoaomxku Ko. Ara, Kwurait; CE
Ceprtudukar 3a IIEeAOCTHA CUCTEMa 3a yIIpaBA€HHE Ha KadecTBOTO Ha Xapcopuda Xeatkebwp [IBT,
Wunnga;, UHcTpykumm 3a yrorpeba; [lekaapaiusd 3a Chraacue C KAay3WuTe Ha O0roBOpa;
Jlekaapanusa 3a CpoKa Ha BaAMJHOCTTA Ha odeprara; [lekaapalys 3a Clia3BaHe 3aQbAKEHUATA,
CBBpP3aHU C JaHBIM U OCHUIYPOBKH, OIla3BaHE Ha OKOAHATa Cpela, 3akpuAa Ha 3aeTocTra u
ycaoBHUATA Ha TPyA 1o 4a. 39, aa. 1, 1. 1, 6ykBa ,a“ ot IITI30II; [dekaaparusa 3a HaHeceHa CE
MapKUpOBKa; [lekaapanusa 3a cMdgHaA Ha HauMeEHOBaHHETO OT AHxyd TuaHkanr Memukba
Texkuoaomxu Ko. Atn, Kuraii; n3obpaskeHuda Ha MEIUITUHCKUTE U3IEAUS;

IIpenaozkeHHETO 3a M3II'BAHEHHME Ha y4JacTHHKa OTroBapsa Ha  H3UCKBaHHATa  Ha
Be3snoxkuread. Komucumara [OOIMycKa II0 IIOCAEABAINO ydYacTHe B IIpoleaypara ydYacTHHKA
S~XEAME/L BBATAPUA“ EOO/I 3a o60ocobeHa 1mo3uiiysa Ne36.

. B mpenaoxkeHHeTO CU 3a H3I'BAHEHHE Ha NopbhyKaTa 3a obocobeHa mo3urusa NoSl
y4acTHUKBT € mnpencraBua Ilpuaoxkenus Ne 2 m 2A Ha XapTUEH UM €AEKTPOHEH HOCHTEA,
IIOITbAHEHU 110 oOpasell Ha Bb3aokuTess, KbAeTe AeKAapupa, Ye 3a HECTEPUAHU U3/IeAHsd He ce
n3uckBa CE Ceptudukat; OTopusairionHo nucMo ot Aeby Xeatkeiip [Ipoabkrc AmMmutug, Kurai,
CE [deraapaius 3a ChOTBETCTBHE; HHCTPYKIIHMH 3a yrnoTpeda; [lekaapaliya 3a cbraacHue C KAAy3UTe
Ha moroBopa; [lekaapamus 3a CpokKa Ha BaaAHOHOCTTa Ha odeprara; [lekaapaliyus 3a clia3BaHe
3abAKEHUATA, CBBbP3aHU C JAaHBIUM U OCUTYPOBKHM, IIa3BaHe Ha OKOAHATa Cpela, 3akpuaa Ha
3aeTOCTTa U yCAOBUATA Ha Tpyn mo 4a. 39, aa. 1, T. 1, 6ykBa ,a° ot IIII30II; [dekaapanus 3a
HaHeceHa CE mapkupoBKa oT ydacTHHKA, KaTaaor.

[IpemaokeHMeTO 3a HU3IIBPAHEHHE Ha YyYacTHHKA OTTOBapsd Ha  H3UCKBaHUATA  Ha
Bu3noxkureas. KomucusaTa [I0MycKa II0 IIOCAEABAIIO yYacTHE B IIpoleAypara ydacTHHKA
~XEAMEI BBATAPUA“ EOQO/I 3a 06ocobeHa rmo3uiys No 51.

o B mpenaoxkeHHETO CH 3a HM3I'BAHEHHE Ha IIophYKaTa 3a obocobeHa mosurmsg No 53
Y4aCTHUKET € npenacTaBua [Ipraoxkenua No2 u 2A Ha XapTUEH U €A€KTPOHEH HOCUTEA, IIOII'bAHEHHU

o obpaszell Ha BB3aoxKUTeAd, KBAETE MEKAAPUpPA, Y€ 3a HECTEPUAHU H3AeAUus He ce usuckpa CE
Ceptudurar; OTOPUIAIIMOHHHU ITHCMO OT Hpo3uBomutesas Anmxku Crnenk HMupactpubk Ko.ATn,
Kuraii; [Jlekaapaliysa 3a CbOTBETCTBHUE OT ITPOU3BOIUTEAST; MHCTPYKIIHMH 3a yroTpeda; [Jerkaapaiius
3a CcBraacue C KAay3uTe Ha [noroBopa; [Jekaapanusa 3a CpokKa Ha BaAHAHOCTTA Ha odeprara;
[derkaaparnya 3a crasBaHe 3abAKEHUATA, CBBP3aHH C OaHBbIOH W OCHUTYPOBKH, [Ia3BaHE Ha
OKOAHATa Cpela, 3aKpHAa Ha 3a€TOCTTA U YCAOBHSTA Ha TPyZn mmo 4Aa.39, aa.l, T.1, 6ykBa ,,a“ oT
[IT1I30I1; aBe Jekaaparnu 3a HaHeceHa CE MmapKupoBKa OT ydyacTHUKa, KaTaaor;

[TpenaoxkeHUeTO 3a H3IIbAHEHHE Ha y4YacTHUKA OTroBapsl Ha  HU3UCKBaHHATa  Ha
Br3aoxkureadg. Komucuara [OoIlycka II0 IIOCA€ABAIN0 ydacTHe B IIpolleAypara ydacTHHKa
L~XEAME/I BBATAPUA“ EOO/I 3a o6ocobena mo3uiusa Ne 53.

. B mpenasoxkeHUETO CHU 3a H3I'bAHEHHE Ha MOphYKaTa 3a obocobeHa mo3urmsa NeSS
YV4aCTHUKET € npenactTaBua [IpraoxkenHusa No2 u 2A Ha XapTUEH U €A€KTPOHEH HOCUTEA, IOII'bAHEHHU

o oOpaszell Ha BB3aoxkuTead, KbpaeTe AeKAapupa, Ye 3a HECTEPHAHH H3aeAus He ce mu3ucksa CE
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Ceprudurar; OTOPU3AIMOHHHU ITHCMO OT Hpo3uBoautTeasd AHmxku Cnenk HMupgactpwbk Ko.ATn,
Kuraii; [lekaapaliyd 3a CbOTBETCTBHE OT ITPOHU3BOAUTEASI; HHCTPYKIIUHM 3a yIIoTpeda; [lekaaparus
3a CchraacHe C Kaay3uTe Ha [orosopa; [lekaapamus 3a CpoKa Ha BaAHMAHOCTTA Ha odeprara;
Hekaapanya 3a crnasBaHe 3aIbAXKEHHATA, CBBP3aHH C OaHBLOM M OCHUIYPOBKH, IIa3BaHe Ha
OKOAHATa Cpena, 3aKpHAa Ha 3aeTOCTTA U YCAOBHSTA Ha TPyZQ o 4a.39, aa.l, T.1, 6ykBa ,a“ oT
[ITI30I1; nBe Hekaapainuu 3a HaHeceHa CE MapkKupoBKa OT ydacTHHKA, KaTaaor;

Komucugara pomycka IO IIOCAEABAIL0 ydacTHe B Ipolieaypara ydacTHuka ,XEAME/]
BBATAPUA“ EOO/L 3a o6ocobena mo3urus NoSS.

4. Y4yacTHUKBT ,MAPMHT IOHAff'ITE,Cl“ EOO/] e mogaa IIpenAOKeHUs 3a HU3II'bAHEHHE Ha
roppyKara 3a:
= 00ocobena no3uiug Nel4 ,Ypenu 3a eHOOCKOIIUS U €HIOXHUPYPrud”

° B mpenaokeHHETO CH 3a U3ITbAHEHUE Ha IOphYKaTa 3a obocobeHa mo3uiius Nel4,
HoM. 14.1 u 14.3 y9acTHUK®BT € npenctraBua [Ipuaoxkennd No2 u 2A Ha XapTHEH U €AEKTPOHEH
HOCHUTeA, IIOITbAHEHHU II0 obpasell Ha Bwb3aoxkureasda; [lekaapalius 3a CbraacHe C Kaay3UTe Ha
goroBopa; [lekaapamus 3a CpokKa Ha BaaHAgHOcCCTa Ha odeprara; OBE OeKAapalluu 3a
crorBeTcTBUEe OT mpoudBomuTeass Medi — Globe GmbH, epmanuga; Kartasozwm; OTopu3aniyioHHO
nucmo ot Medi — Globe GmbH, T'epmanug; na CE Ceprugurkara 3a cucreMa 3a yIrrpaBA€HHE Ha
KadyecTBOTO; MHCTpyKIIMH 3a yrnoTpeda; Jekaapaiuga 3a HaHeceHa CE mapkupoBKa.

[IpenaozkeHHEeTO 3a HU3IIbAHEHHE Ha Yy4YacTHHKa 3a opepUpaHUTE MEeTUIIMHCKU HU30EAUS
oT obocobena mo3unma Ne 14, Hom.14.1 1 14.3 oTroBapss Ha H3HCKBaHUSTA Ha BB3aoKUTEAS.
Komucugara momycka IO IIOCA€ABAIl0 ydacTHe B IIpolleaypaTa ydacTHuka ,MAPMHT
IOHAUTE“ EOOL

5. YuyacrHuk®sT ,MEOJHAOH“ EOO/ € 1omas IIPEeaAOKEHUs 3a HU3I'bAHEHHE Ha IIophuKaTa
3a:

e O0ocobena nosunua 1 — MEXAHUYHA BEHTUAALINA:

Hom. 1,1 | KOHEKTOP BI'AOB C BPOHXOCKOIICKM CUAMKOHOB IIOPT. BBLPTYIIL CE , ABTOKAABHUPYEM

Hom. 1,2 | KPBI'OBE 3A U3KYCTBEHA BEHTUAAIIMA 3A EAHOKPATHA YIIOTPEBA 3A BE3PACTHH, 150 cMm, ¢ Y - KOHEKTOpP

Hom. 1,3 | KPBI'OBE 3A U3KYCTBEHA BEHTUAAIIMA 3A EAHOKPATHA YIIOTPEBA -TIEAUATPUYHH, 120 cm

Howm. 1,4 | IEJVATPUYHUN CUCTEMMU 3A AHECTE3MA EJHOKPATHU

Hom. 1,5 | KPBI'OBE 3A AHECTE3U EAHOKPATHH-2 IIAAHT'A X180CM, IIAAHI" 100 CM,BAAOH2A

KPBI'OBE 3A NU3KYCTBEHA BEHTUAALINA 3A MHOTOKPATHA YIIOTPEEA 3A BB3PACTHHU, BKAIOUBA IBA CUAMKOHOBU

Hom. 1,6 IIIAAHTA x150 cm i.d.19 mm, KoHeKInH 22 MM, Y- KOHEKTOD

= O6ocobena no3unusa 6 - KOHCYMATHB 3A HOBOPOZIEHHU, 6.9 KNCAOPO/JHU CEH30PU1
3A [IYACOKCUMETDHP;

=  O6ocobena no3urusa 10 - KOHCYMATVIB 3A CTEPUAUSBALINSY , HOMEeHKAQTYPH:

Hom.10,1 AINXE3WBHA AEHTA C UHOAWKATOP ITAPA 19MMX100M; 134 rpagyca

Hom.10,4 CTEPUAVSBALIMOHHA POAKA, TAAIKA BE3 CI'bBKA

Hom.10,5 CTEPUAVSBALIMOHHA POAKA, TAAIKA BE3 CI'bBKA

Hom.10,8 CTEPUAVSBALIMOHHA POAKA, TAAIKA BE3 CI'bBKA

Hom.10,11 | CTEPUAMSBALIMOHHA POAKA, TAAIKA BE3 CI'bBKA
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Hom.10,12 | CTEPMAMS3AIIMOHHA POAKA, TAAIKA BE3 CI'EBKA

» O6ocobena nosunusa 17 — KUCAOPOAOTEPAIINY, HOMEHKAQTYPH:

Hom.17,2 | KUCAOPOIHA MACKA C YOABAXKUTEA, C AACTHUK 3A PUKCHPAHE

Hom.17,3 | HEBYAANBEPU

° B mpenaozkeHHeTO CH 3a H3I'BAHEHHE Ha IopbhUKaTa 3a obocobeHa mo3mmms No 1,
HOM. oT 1.1 no 1.6 BKA. y4YacTHHUKEBT € IIpenctaBUA [lpuaoxkenuss No2 m 2A Ha XapTHEH H
€AeKTPOHEH HOCHUTEeA, IIOI'bAHEHU II0 oOpaseir Ha Bwb3aoxkureaa; EC Ceprtudukar ot
npousBogutead Covidien LLc, USA c eBponeiicmku npexacraButea Covidien Ireland Limited,
Upnaannuga; EC YaoocToBepeHHe 3a CHCTeMa 3a II'bAHO KadeCTBEHO OCUTypsBaHe; [lekaapaiiuu 3a
CBOTBETCTBHE; OITMCAHUS M HHCTPYKIHHU 3a yrnorpeba; [lekaapamnud 3a Chraacue C KAay3uTe Ha
goroBopa; [lekaapaliid 3a CpoKa Ha BaAHAHOCTTA Ha odeprara; [lekaapalidd 3a clia3BaHe
3aIbAXKEHHUATA, CBBP3aHU C JaHBIM M OCHIYPOBKM, OIla3BaHE Ha OKOAHATa cCpeda, 3aKpHaa Ha
3aeTOCTTa M YCAOBHATA Ha TPyA mo d4a. 39, aa. 1, 1. 1, oykBa ,n“ ot IITI30II; Karaaoswy;
OTopHu3allIOHHO IIUCMO OT YI'bAHOMOIIIEHUS IIPEACTABHUTEA II0 CMUCHAA Ha YA. 10, aa. 2 ot 3MU;

[IpenaozkeHHeTO 3a HU3I'bBAHEHHE Ha y4YacTHHUKa 3a opepUpaHUTE MEeTUIIMHCKU HU30EAUST
oT obocobena mo3unma Ne 1, Hom.1.1 m 1.6 oTroBaps Ha H3UCKBaHHATa Ha BB3AoKUTeEAd.
Komucugara gomycka Mo MOCAEABAII0 ydacTue B Iporeaypara ydactHukra ,MEIUAOH®“ EOO/I.

° B mpemaoxkeHHETO CH 3a H3I'bAHEHHE Ha IophYKaTa 3a obocobeHa mosuiusg Ne6,
HOM.0.9 y9acTHUKBT € npeacraBua [Ipuaoxkennsa No2 m 2A Ha XapTHEH U €ACKTPOHEH HOCHTEA,
IOIMbAHEHU IO oOpaselrr Ha Brb3aoxkuread; EC CeptudukaT OT HPOU3BOIUTEAS HTPOU3BOIUTEAS
Covidien LLc, USA c eBponeticku tpenacraBurea Covidien Ireland Limited, Wpaaumgus;
[ekaapalus 3a ChOTBETCTBHE; MHCTPYKIIMHU 3a yrnorpeba; [lekaaparus 3a cbraacue ¢ Kaay3uTe Ha
noroBopa; [ekaapamus 3a cpokKa Ha BaAWIHOCTTAa Ha odeprara; /[lekaapalrus 3a Cra3BaHe
3aTbAKEHHSATA, CBBbP3aHU C OJaHBOH U OCUTYPOBKM, Olla3BaHe Ha OKOAHATA Cpeda, 3aKpHAa Ha
32€eTOCTTa U YCAOBHUATA HA TPYA o 4A.39, aa.l, 1.1, 6ykBa ,a“ ot [ITI30II; kaTaaor;

[pemaoskeHUETO 3a H3ITBAHEHHE HAa YYaCTHHKA 3a opepUupaHUTe MEIUIIMHCKH HU3IEAUS
or obocobeHa mo3umusa No 6, HOM.6.9 oTroBapss Ha H3HUCKBAaHUATA Ha DBB3A0KHTEAS.
Komucugara gorycka II0 IIOCAE€ABAIIO ydacTHe B IIpoleayparta ydactHuka ,ME/IUAOH®“ EOO/I.

o B mpenaozkeHMeTO CH 3a HU3IIbAHEHHE Ha IophYKaTa 3a obocobeHa mosmmus NelO,
HOM.10.1, 10.4, 10.5, 10.8, 10.11, 10.12 y9acTHUKBT e npeacraBua [Ipuaokenus No2 u 2A Ha
XapTUEH W EAeKTPOHEH HOCHTEA, MOIbAHEHU M0 obpaserr Ha Bw3soxkuress; Ceprudurar 3a
ISIAOCTHO OCHUTypdBaHe Ha KadecTBOTO Ha Steris Corporation, USA, foKyMeHT, yIOCTOBEPSBAIL,
gye Albert Browne Ltd., U.K. e nmoapasmeaenue Ha Steris Corporation, USA; nBe [lekaaparius 3a
crorBeTcTBHE OT Albert Browne Ltd., U.K., uHcTpyKIIMu 3a ynotpeba; [Jekaapaliya 3a cbraacue C
KAay3uTe Ha OoroBopa; [lekaapalius 3a CpoKa Ha BaAWAHOCTTA Ha odeprara; [lerkaapamnus 3a

CcIla3BaHe 3abAXKEHUSITA, CBBP3aHU C [JaHBIM W OCHUIYPOBKH, I1adBaHe Ha OKOAHATa Cpeaa,
3aKpHAa Ha 3aeTOCTTa W YCAOBHATA Ha TPYZA 1o 4Aa.39, aa.l, 1.1, 6ykBa ,a“ ot IIII30II; kaTaaor;
Oropusanmonso nucMo ot Steris Corporation, USA;

[MpemroskeHUETO 32 U3ITbAHEHHE Ha YYACTHHKA 3a OPEePUPAHHUTE MEIUITUHCKU HU3IECAUS
oTr ob6ocobena moauimda Ne 10, mom. 10.1, 10.4, 10.5, 10.8, 10.11, 10.12 otroBaps Ha
u3UCKBaHugaTa Ha DBrw3aoxkurteas. Komucudara [oIlycka IIO IIOCAEABAIIO yiacTHE B IIpolieaypaTa
yayactHuka ,MEJIVUAOH“ EOO/I.

. B mpemaoxkeHHMETO CH 3a HU3IIbAHEHHE Ha MOopbhbYKaTra 3a obocobeHa mosuius Nol7,
HOM.17.2 u 17.3 yd4acTHUK®BT € IpencraBUA [Ipraoxkennda No2 m 2A Ha XapTHEH U €AEKTPOHEH
HOCHUTEA, IIOIIbAHEHH I0 obpaser; Ha Bw3aoxkwuress; EC Ceprudukar 3a cucremMa 3a II'BAHO

OoCTaBKa Ha OOIIOD0AHUYHH U aHECTE3MOAOTHMYHU MEIUITMHCKU H3/IeANs U KOHCYMaTHBH, HEOOXOANMU 32 15
Y )
netHoctTa HA YMBAA IIpod. O-p Cr. KupkoBuu“A/l, rp. Ctapa 3aropa“ IIpoTokoa 2



OoCUTypsIBaHe Ha KadecTBOTO Ha ITpousdBoauTeAs Salter Labs, USA; [IucMo 3a IIOTBBPKIAECHUE; 1BE
Jlekaapaliyy 3a ChOTBETCTBHUS; KOITHUA Ha €TUKETH C rpaduydHo n3obpazkenue Ha CE MapKHUpoBKa;
Jlekaapamusa 3a cbraacHe C Kaay3UTe Ha A0roBopa; [lekaapalyd 3a CpoKa Ha BaAHOHOCTTA Ha
odeprara; [lekaapalys 3a clia3BaHe 3aBbAKEHUATA, CBbP3aHU C OJAaHBIH U OCUTYPOBKH, I1a3BaHE
Ha OKOAHATa Cpeaa, 3aKpHAa Ha 3a€TOCTTAa U YCAOBHLATA Ha TPyx Io 4A.39, aa.l, 1.1, 6ykBa ,a“ ot
[ITI30II; Kataaor; OTopH3allMOHHO IIHCMO OT YII'BAHOMOIIIEHHUS IIPEACTABUTEA IIO0 CMHCHAA Ha
4A.10, aa.2 ot 3MU.

[IpenaozkeHHETO 3a M3II'bAHEHHE Ha ydacCTHUKA 3a opepHUpaHUTE MEIUIIMHCKU H3IEAUT
oT obocobena mo3uisa Ne 17, HoMm. 17.2 u 17.3 oTroBapsg Ha H3HWCKBaHUSTA Ha BB3aoKHTEAS.
KoMmucugara goIycka II0 IIOCA€ABAIlO ydacTHe B IIpolenaypara ydactHuka ,MEJUAOH“ EOO/I.

6. YuactHUkKkbT ,,PCP* EOOM € momasn IPedAOKEHHd 3a H3IbAHEHHE Ha IophyKaTra 3a:

= OO6ocobena nosunusa 1/1.2; = OO6ocobena nosunusa 17/17.3
= OO6ocobena no3unusa 1/1.3; = OO6ocobena nosunuga 17/17.4
= O6ocobena mmo3unus 1/1.5; = OO6ocobena mmo3unusa 17/17.6
= O6ocobena mo3unus 3/3.3; = OO6ocobena mmo3unusa 18/18.1
= O6ocobeHa mmo3unus S/5.1; = OO6ocobena mmo3unusa 19/19.7
= (OO0ocobeHa mo3urud 6/6.4; = OO6ocobena mo3uruga 19/19.9
= OOocobena no3unus 6/6.5; = OO0ocobena mmo3unusa 19/19.10
= O6ocobeHa mo3uus 6/6.6; = (O6ocobena mo3umusa 19/19.11
= O6ocobeHa mo3unus 6/6.7; = O6ocobena mosurusa 20/20.2
= O6ocobeHa mo3uus 6/6.8; = O6ocobena mosuusa 20/20.3

O0bocobena mo3urus 6/6.11;
O6ocobeHna mo3utus 6/6.12;
O6ocobena mo3unus 7/7.3;
O6ocobena mo3unus 7/7.4;
O6ocobena mo3unus 7/7.5;
O06ocobena mmo3urusa 13/13.1;
O6ocobena mo3urusa 13/13.2
O6ocobena mmo3unus 13/13.3
O6ocobena mo3unusa 13/13.4
O6ocobena mmo3umus 13/13.5
O06ocobena mo3umusa 15/15.10
Obocobena mmosumusa 15/15.11
O6ocobena mo3unus 15/15.12
O6ocobena mo3unus 15/15.13
O6ocobena mo3umus 15/15.15
O0bocobena mo3umusa 15/15.18
O06ocobena mmo3unusa 15/15.19
O6ocobena mmo3unus 15/15.20
O6ocobena mo3unus 15/15.21
O6ocobena mosunus 15/15.22
O6ocobena mo3urusa 16/16.5
O06ocobena mo3unusa 17/17.1
O6ocobena mmo3unus 17/17.2

O6ocobena mo3urusa 20/20.4
O6ocobena mo3urusa 20/20.5
O6ocobena mo3urusa 20/20.6
O6ocobena mosumus 20/20.7
O6ocobena mosumus 20/20.8
O6ocobena mo3urusa 20/20.9
O6ocobena mo3urusa 23/23.4
O6ocobena mo3uus 23/23.5
O6ocobena mo3uruga 23/23.6
O6ocobena mo3urusa 23/23.7
O6ocobena mo3urus 23/23.8
O6ocobena mo3urus 23/23.9
O6ocobena mosurus 23/23.10
O6ocobena mo3urusa 23/23.11
O6ocobena mmo3unus 24/24.5
O6ocobena mo3urtusa 24 /24.6
O6ocobena mo3urysa 26
O6ocobeHa mo3unusa 27
O6ocobeHa mo3unusa 2.8
O0ocobeHa mmo3urd 35
O6ocobeHa mo3urysa 59
O6ocobena mo3urysa 61

— B mpenaoxkeHHETO CH 3a H3IIbAHEHHE Ha IIOpbyYKara 3a obocobenHa moswmrims Neol,
HOM.1.2, 1.3 u 1.5 y4yacTHUKSBT € IIpenctraBUA [IpuaoxkeHus No2 u 2A Ha XapTHEH U €ACKTPOHEH
HOCHUTEA, IIOITbAHEHH II0 obpasell Ha Bwb3aoxkuresda; [lekaapamus 3a CbraacHe C KAay3UTe Ha
agoroBopa; [lekaapanusd 3a CpPoKa Ha BaAHMAHOCTTA Ha odeprara; [lekaapamus 3a crIas3BaHe
3aTbAKEHUSTA, CBBP3aHU C JaHBIUM U OCUTYPOBKH, IIa3BaHe Ha OKOAHAaTa cpeda, 3aKpHia Ha
3a€TOCTTa M yCAOBHATA Ha Tpyn mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII3OII; Ceprudukar 3a
cucreMa 3a yIpaBAeHHEe Ha KadecTBOTO o craumapt EN ISO 13485:2016, uzmazeH Ha UMETO Ha
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OPOU3BOOUTEAS 38 MEIUITMHCKHUTE u3aeAus ot Hom.1.2, 1.3, 1.5, 3.3, 5.1, 6.4; EC Ceprudukar
3a MEeOUIIMHCKUTEe m3aeaus ot HoMm.l1.2, 1.3, 1.5, 3.3, 5.1, 6.4; [Jekaapaiud 3a ChOTBETCTBHE 3a
Me€J. U3OEAUS OT HOM.1.2; KaTaaor 3a Men. U3neAnud oT HOM. 1.2; [lekaapanud 3a ChbOTBETCTBHE 34
Men. uzzgeaus or HoM. 1.3 u 1.5; Katasor 3a Men. uszngeand or HoM. 1.3 u 1.5; OTopHU3aiIoHHO
nucMmo ot rmpousBonuTessa P.J.Dahlhausen & Co. GmbH.

[IpenaozkeHMETO 3a H3IBAHEHHE Ha y4YacTHUKA OTroBapsl Ha  H3UCKBaHUATA Ha
BrB3soxkuread. Komucusara 0IycKa IO IIOCAEABAINO ydacTHe B Hpolleaypara ydactuuka ,PCP¢
EOOQ/I 3a o6ocobena mmo3utrust Nel, Hom.1.2, 1.3 u 1.5.

— B mpenasoxkeHHeTo CH 3a H3I'bAHEHHE Ha IOpBbUKaTa 3a 000ocobeHa 1o3uiiuss No3,
HOM.3.3 YYaCTHHUKBT € npeacraBua lIpuaoxenuda No2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
IIOITPAHEHHU II0 obpaserr Ha Bw3aoxkwureas; [lekaapamus 3a ChraacHe C Kaay3UTe Ha J0T0BODPA;
[ekaapamus 3a CpoKa Ha BaAHMAHOCTTa Ha odeprara; [lekaapalys 3a cias3BaHe 3abAXKEHUSTA,
CBBpP3aHU C JaHBIL KU OCHUTYPOBKH, OIla3BaHE Ha OKOAHaTa Cpela, 3aKpHhaa Ha 3aeTocTTa U
ycaoBUATa Ha TPyn mo 4a.39, aa.l, 1.1, O0ykBa ,n“ ot IIII3O0II; [dekaapaiius 3a CHOTBETCTBUE,;
KpaTka xapakTepHCTHKa U KaTaAorl' Ha opepHUpaHoTo Men. usneaue; OTOPHU3AIIMOHHO ITHUCMO OT
P.J.Dahlhausen & Co. GmbH.
[IpenaozkeHHETO 3a HU3M'bAHEHHE Ha y4YaCTHHKAa OTroBaps Ha H3UCKBaHHATA Ha
Br3noxkutread. Komucusara moIycKa IO IIOCAEBAI0 ydacTHe B mpolenypara ydactHuka ,PCP“
EOOQ/I 3a o6ocobena mo3uriysa Ne3, oM. 3.3.

— B mpepnaoxkeHHeTo CH 3a U3I'bAHEHHE Ha IOpbukKaTa 3a o0ocobeHa rmo3uius NoS,
HOM. 5.1 yuyacTHUKBT € npeacraBua [Ipuasoxkenus No2 u 2A Ha XapTUEH U €AEKTPOHEH HOCHUTEA,
IOITbAHEHHU II0 obpasell Ha Bwb3roxkureas; [ekaapallus 3a Chraacue C KAay3UTe Ha OOTOBOPa;
[erkaaparya 3a CpoKa Ha BaAUOHOCTTA Ha odeprara; [JekKaapalysd 3a cliazBaHe 3abAKEHUATA,
CBBP3aHU C JAHBIM WU OCUTYPOBKH, OIa3BaHE Ha OKOAHATa Cpela, 3akKphaa Ha 3aeToCTTa U
ycaoBHudTa Ha TpyA 1o 4a. 39, aa. 1, 1.1, 6ykBa ,a“ ot IIII30II; [Jdekaaparus 3a CHOTBETCTBHUE;
Kparka xapakTepUHCTHKa Ha MEOUIIMHCKOTO u3neaue; OToOpH3allMOHHO IIHUCMO  OT
P.J.Dahlhausen & Co. GmbH.; EC Ceptudukar 3a meaunuHckute musgaeand u CepTudukar 3a
cHucTeMa 3a yIpaBA€HHe Ha KadecTBOTO o craHmaptT EN ISO 13485:2016, uzmaneH Ha UMeTO Ha
IIPOU3BOOUTEAS Ca MPEACTABEHH C JOKYMEHTHTE Ha 00ocobeHa mo3uiud 1.

[IpemaoskeHUETO 3a H3IBAHEHHE HAa yYYaCTHHKA OTroBapsd Ha  H3HUCKBaHUATA HA
Br3aoxkutread. Komucusara moIycKa IO IIOCAEOBAI0 ydacTHe B mpoleaypara ydactHuka ,PCP“
EOOQ/I 3a o6ocobena mosuriysa No5, oM. 5.1.

— B mpenaoxkeHHeTo CH 3a H3I'bAHEHHE Ha MOpbUKaTa 3a 00ocobeHa ro3uiius Neb,
HOM. 6.4, 6.5, 6.6, 6.7, 6.8, 6.11, 6.12 yuyacTHUKEBT e HpeacTaBua [Ipuasoxkenuss No2 u 2A Ha
XapTUEH W EACKTPOHEH HOCHUTEA, MOITbAHEHUW Mo obpasell Ha Bb3aoxkwuresd; [lerkaapamus 3a
ceraacue C Kaay3uTe Ha aoroBopa; [ekaapamuda 3a cpoKa Ha BaAUAHOCTTa Ha odeprara;
deraaparya 3a criazBaHe 3abAKEHUSITA, CBBP3aHU C [AHBIU U OCHUTYPOBKH, OMa3BaHE HAa
OKOAHATAa Cpefa, 3aKpHAa Ha 3aeTOCTTa M yCAOBHULATA Ha TPyA mo 4a. 39, aa. 1, T. 1, 6ykBa ,a“ or
[ITI30I1; [dexkaapamus 3a CBOTBETCTBHE OT IIPOM3BOAUTEAS Ha MeI. U3AeAuss OoT HOM.6.4 -
P.J.Dahlhausen & Co. GmbH.; KparTka xapakTepuCTHKa Ha MeO. H3OEAUd OT HoM. 6.4;
CeprTudukar 3a BBBeIeHA CHCTeMa 3a yIIpaBA€HHEe Ha KadecTBoTo Io ctaHmapt EN ISO
13485:2016, uzmanen Ha Vygon, ®panmusa; CE cepTuduKaT OT IPOU3BOAUTEAT HA MeO. U3OECAUS
ot HOM. 6.5, 6.6, 6.7, 6.8, 6.11, 6.12 - Vygon, ®pannusa; EC [Jexkaapanusa 3a CHOTBETCTBHE OT
Vygon, ®paHiud 3a Me[. U3/IeArs OT HOM. 6.5, 6.6, 6.7, 6.8; Karasor Ha Men. U3AeAUSI OT HOM.6.5
no 6.8 Bra.; EC [lekaapaliusa 3a CBOTBETCTBUE 3a Me. U3AeAud OT HOM. 6.11 u 6.12 ot Vygon,
dpaunus;Karasor Ha wMen. wusmeaus oT HOM.6.11 u  6.12; OtTopu3allMOHHO IIHCMO OT
P.J.Dahlhausen & Co. GmbH.; Oropu3ammonsHo nucmo ot Vygon; EC Ceprudurar 3a
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MEIUIIMHCKUTE H3AeAud OT HOM.6.4 1 CepTUdHKAT 3a CUCTEMAa 3a yIIpaBA€HHE Ha KadyeCcTBOTO II0
craggapt EN ISO 13485:2016 3a wmen. usmeaud OT HOM. 6.4, u3gazeH Ha HMETO Ha
IIPOU3BOAUTEAS Ca IIPEACTaBEHH C JOKYMEHTHUTe Ha obocobeHa ro3urud 1.

[IpenaozkeHHETO 3a H3IIbAHEHHE Ha y4acTHHKa OTroBapd Ha H3HUCKBaHUATa Ha
Br3noxkuread. Komucusra moIlycKa IO IIOCAEBAI0 ydacTHe B Ipollenypara ydactHuka ,PCP“
EOOQ/I 3a obocobena mo3uiruss Ne6, HoMm. 6.4, 6.5, 6.6, 6.7, 6.8, 6.11, 6.12.

— B mpenaoxkeHHeTo cH 3a U3I'bAHEHHE Ha IopbukaTa 3a obocobeHa ro3uiyg No 7,
HOM. 7.3, 7.4, 7.5 y4acTHUK®BT € npeacTaBHA [Ipuaoxkenus Ne 2 u 2A Ha XapTHEH U €AEKTPOHEH
HOCHUTEA, IIOI'bAHEHHU II0 obpasell Ha Bmb3aoxkwureada; [lekaapalys 3a cbraacHe C Kaay3uTe Ha
goroBopa; [lekaapanus 3a CpoKa Ha BasHMAHOCTTa Ha odeprara; [lekaapamus 3a clas3BaHe
3aIBbAKEHUSATA, CBbP3aHU C JAaHBIM U OCUTYPOBKH, IIa3BaHe Ha OKOAHATa Cpela, 3aKphaa Ha
3aeTOCTTa U yCAOBHULATA Ha TPyn 1o 4a.39,; aa.l, 1.1, oykea ,a° ot [ITI30II; nBa EO Ceprudukar
3a cuCcTeMa 3a OCHUIypsiBaHe Ha KadecTBOTO Ha IpousBoauTead — Frisenius Kabi, 'epmanus;
Ceprudurat Ha npoudBoauteas mo cragmapt EN ISO 13485:2012 3a men. usgeAus oT HOM.7.3,
7.4,7.5, 61.1; Ceprudukar Ha npousBoauteas 1o cragaapt EN ISO 9001:2015; [I'bAHOMOIIHO OT
Frisenius Kabi, 'epmanus, ¢ KoeTo ompeneasd, HazHadaBa U yIrbaAHOMolIaBa Ppecenuyc Kabu
Brearapua EOO/I ma ro npeacraBagBa U Oa IIPEXBHPASI TOBa ITBAHOMOIIHO Ha TPETU AHIlA 32 ME[.
nuaaeAus ot HoMm.7.3, 7.4, 7.5, 61.1; [deraapaiys 3a CbOTBETCTBHE Ha MeO. U3AEAUsS OT HOM.7.3,
7.4; omtcaHue Ha Med. U3NeAUd OoT HoM.7.3, 7.4; [lekaapanyd 3a CHOTBETCTBHE Ha Me[. U3OEAUI
OT HOM.7.5; OIIHCaHue Ha Me[. U3OeAUs OT HOM.7.5; OTopuizalioHHO IcMo oT dpuzenuyc Kadu
Brvarapua EOO/];

[IpenaozkeHHMETO 3a H3IIbAHEHHE Ha y4YacTHHKAa OTroBapd Ha H3HUCKBaHUATa Ha
Bw3nroxureada. Komucuara OoImyckKa MO IIOCAEABAIL0 ydacTHe B IIpolleaypara ydacTHuka ,PCP*
EOOQ/] 3a o6ocobena mo3uriysa No7, wom. 7.3, 7.4, 7.5

— B mpenaokeHHeTO CH 3a HU3I'bAHEHHE Ha IIophbYyKaTa 3a obocobeHa mo3uriusa No 13,
HOM. 13.1, 13.2, 13.3, 13.4, 13.5 y4yacTHUKET € npencraBua [Ipuaoxkenus No2 u 2A Ha xapTHEH
U eAeKTPOHEH HOCHUTeA, IOI'bAHEHU II0 obpasel] Ha Bwb3aoxkureasa; [lekaapaliyisg 3a cbhbraacue C
KAay3uTe Ha OoroBopa; [lekaapalrus 3a CpoKa Ha BaAWAHOCTTA Ha odeprara; [lekaapamnus 3a
Crla3BaHe 3abAXKEHUATAa, CBBbP3aHU C OAaHBIM U OCHTYPOBKH, I1a3BaHe Ha OKOAHATa cpena,
3aKpHAa Ha 3aeTOCTTa U YCAOBHATA HA TPyH Io 4a. 39, aa. 1, 1. 1, 6ykBa ,a“ ot IITI30II; CE
Ceprudurar ot npousBoguteas Vygon, Ppannmsa; Ceprucpurar no cragmapr EN ISO 13485:
2016, uzmagexn Ha Vygon, dpaniusa; EC [Jekaapanmga 3a croTBeTcTBUE; ABe EC [lekaapanuu 3a
CBOTBETCTBUE; OIIMCAHHE Ha MEIUIIMHCKUTE U3IEAUS; OTOpPU3allUs OT IIpo3uBos Vygon, dpaHiius;

[IpenaozkeHHETO 3a H3IIbAHEHHE Ha y4YacTHHKAa OTroBapd Ha H3HUCKBaHUATA Ha
Bw3nroxureada. Komucuara Aommycka HO IIOCAE€ABAILO0 ydacTHe B IIpolieaypara ydacTHuka ,PCP*
EOQO/] 3a obocobena mo3urma Nol3, mom. 13.1, 13.2, 13.3, 13.4, 13.5.

— B mpenaoxkeHHETO CH 3a HM3II'BAHEHHE Ha IopbukaTa 3a obocobeHa mosurus Nels,
Hom. 15.10, 15.11, 15.12, 15.13, 15.15, 15.18, 15.19, 15.20, 15.21, 15.22 y4aCTHHUKBT €
npencraBua [Ipuaoxkenns No2 m 2A Ha XapTHEH M €AEKTPOHEH HOCHTEA, IOITBAHEHH IT0 obpa3sert
Ha Br3aoxwurtens; [lekaapalius 3a chraacHe C Kaays3uTe Ha JoroBopa; [lekaapalusa 3a cbraacue C
KAay3uTe Ha OoroBopa; [lekaapalrms 3a CpoKa Ha BaAMAHOCTTA Ha odeprara; [lekaapamnus 3a
Crla3BaHe 3aIBbAKEHHSITA, CBBP3aHU C JaHBIM U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa cpena,
3aKpHAa Ha 3aeTOCTTa U YCAOBHATA Ha TPyA Io 4a. 39, aa. 1, 1. 1, 6yksa ,a“ ot IITI30II; CE
CepTudHKaT 3a cUCTEMa 3a I'bAHO OCHUTypsBaHe Ha KayeCTBOTO 3a Mem. uineaus oT Hom. 15.10,
15.11, 15.12, 15.13, 15.15, 15.18, 15.19, 15.20, 15.21, 15.22, 16.5, 17.1, 17.2, 17.3, 17.4, 17.6;
Ceprudurar no craggapt EN [SO13485:2016, uzmanen Ha npo3uBogutead Dahlhausen & Co.
GmbH 3a men. uzmeaus ot mom. 15.10, 15.11, 15.12, 15.13, 15.15, 15.18, 15.19, 15.20, 15.21,
15.22, 16.5, 17.1, 17.2, 17.3, 17.4, 17.6; ortmcadue Ha Me. u3dgeaud oT Hom.15.10, 15.11, 15.12,
15.13, 15.15; [dekaapaiud 3a CbOTBETCTBUE 3a MeI. u3aeaud otT HoM. 15.18, 15.19, 15.20, 15.21,
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15.22; ommucanue Ha Mend. usgeaud oT Hom.15.18, 15.19, 15.20, 15.21, 15.22; OTopHU3allTLUOHHO
nucmo ot npousdBoauTeasd Dahlhausen & Co. GmbH, I'epmanus.

[IpenaokeHHETO 3a H3II'bAHEHHE Ha y4YacTHHKa OTTroBaps Ha  HU3UCKBaHHATA  Ha
Br3noxkuread. Komucusra moIlycKa IO IIOCAEBAI0 ydacTHe B Ipollenypara ydactHuka ,PCP“
EOO/I 3a obocobena mo3uimg Ne 15, mom. 15.10, 15.11, 15.12, 15.13, 15.15, 15.18, 15.19,
15.20, 15.21, 15.22.

— B mpenaozkeHHeTO CH 3a HM3IIbAHEHHE Ha IOpPHYKaTa 3a obocobeHa mo3uius Nel6,
HOM. 16.5 y9aCTHUKET € ITpencTaBUA [IpuaokeHus No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHUTEA,
OITbAHEHHU II0 obpasel] Ha Bwb3roxkuress; [lekaapalius 3a ChraacHe C KAay3UTe Ha OOTOBOPA;
Hexkaaparyga 3a ceraacue C Kaay3uTe Ha OoroBopa; [ekaapaliyd 3a cpoKa Ha BaAUOHOCTTA Ha
odeprara; [dekaapalyd 3a cla3BaHE 33bAXKEHUSTaA, CBBP3aHU C OaHBIU W OCUTYPOBKH,
oIla3BaHE Ha OKOAHATa Cpea, 3aKpHAa Ha 3a€TOCTTa U YCAOBHLATA Ha TpyA o 4a. 39, aa. 1, 1. 1,
oykBa ,na“ ot IIII30II; [Jeraapaiud 3a CHOTBeTCTBHE Ha mpousdBoautead Dahlhausen & Co.
GmbH, Tepmanusg, onucaHWe Ha MEIUIIUHCKOTO H3MIEAW; OTOPU3AI[MOHHO IIHUCMO OT
IPO3UBOIUTENS;

[IpenaozkeHrneTo 3a HU3I'bAHEHHE Ha ydyaCTHHKaA OTroBapd Ha  H3HUCKBaHUATA  Ha
Br3noxkuread. Komucusara moIycKa IO IIOCAEOBAI0 ydacTHe B Iponeaypara ydacrHuka ,PCP“
EOOQ/] 3a o6ocobena mmo3uriysa Nel6, HoMm. 16.5.

— B mpenaokeHHeETO CH 3a HU3I'bAHEHHE Ha IopbhbuyKaTa 3a obocobena mo3urms No 17,
HOM. 17.1, 17.2, 17.3, 17.4, 17.6 yIacTHUK®BT € IIpeactraBUA [Ipuaoxkenuda No2 u 2A Ha XapTueH U
€AeKTPOHEH HOCHUTEA, IIOITbAHEHH II0 obOpasell Ha Bn3aoxuteas; [lekKaapaliua 3a CbrAacHUe C
KAay3UuTe Ha IoroBopa; [lekaapalyd 3a chraacHue ¢ Kaay3uTe Ha JoroBopa; [ekaapalius 3a cpoka
Ha BaAHMOHOCTTA Ha odeprarta; [eKaapaliud 3a cliadBaHe 3abAXKEHHATA, CBbP3aHU C JAaHBIIU U
OCUTYPOBKH, OIla3BaHe Ha OKOAHATA CpPela, 3aKpHAa Ha 3a€TOCTTa U YCAOBHSATA Ha TPYA IO 4UA.39,
aa.1, 1.1, 6ykBa ,a“ ot III130I1; Jdekaapaiusa 3a ChOTBETCTBHE Ha mpousBonuteasd Dahlhausen &
Co. GmbH, l'epmanusa Ha mMen. u3neaud oT HOM. 17.1, 17.2; onucanue Ha Mend. U3LEAHUS OT HOM.
17.1, 17.2; [deraapaliud 3a CBLOTBETCTBHE Ha IpousBomuTeass Dahlhausen & Co. GmbH,
l'epMmanus Ha Men. usgeausd oT HOM.17.3, 17.4 u 17.6; onucanud Ha Mel. U3NEAUd OT HOM. 17.3,
17.4 u 17.6; OtopusaniioHHO ntucMo ot npousBonutead Dahlhausen & Co. GmbH, 'epmanua. CE
CepTuduKaT 3a cUcTeMa 3a I'bAHO OCUTypsiBaHe Ha KadeCTBOTO 3a Me[. U3[eAusd OoT HoMm. 17.1,
172, 17.3, 17.4, 17.6 u Ceprudukar o craggapr EN ISO13485:2016, wuszmageH Ha
npozuBoguteass Dahlhausen & Co. GmbH 3a men. usneans ot Hom 17.1, 17.2, 17.3, 17.4, 17.6 ca
IpeCTaBEeHUTEe C JOKYMEHTHUTE B 00ocobeHa mo3uius 15.
[TpenaoskeHHETO 3a H3ITBAHEHHE HAa yYacTHHKA OTTOBaps Ha  HW3UCKBaHUATA  HA
Bw3nroxureada. Komucuara Aommycka MO IIOCAEABAILO0 ydacTHe B IIpollieaypara ydacTHuka ,PCP*
EOOQ/I 3a o6ocobena mo3utius Ne 17, mom. 17.1, 17.2, 17.3, 17.4, 17.6

— B mpenaoxkeHmeTo cH 3a H3II'bAHEHHE Ha INOophYKaTa 3a obocobeHa mo3mmus Nel8,
HOM. 18.1 y4yacTHUK®BT € npencraBua llpruaoxenuda No 2 u 2A Ha XapTHEH U €A€KTPOHEH HOCHUTEA,
IIOITPAHEHHU II0 oOpaserl Ha Bwb3aoxkwureas; [lekaapamusa 3a ChrAacHe C KAAy3UTe Ha JOTOBOPA,;
[lekaapaliysa 3a CpoKa Ha BaAHMAHOCTTa Ha odeprara; [lekaapalys 3a clia3BaHe 3abAKEHUITA,
CBBP3aHU C [JaHBI U OCUTYPOBKH, Olla3BaHe Ha OKOAHAaTa Cpela, 3akKpHhaa Ha 3aeTocTTa U
ycaoBugTa Ha TPyA 1o 4a.39, aa.l, 1.1, O0ykBa ,na“ ot [ITI30II; Ceprucukar o crangapt EN ISO
13485:2016, uznanen Ha Vygon, dpaniug; CE Ceptudukat Ha mpo3uBoauTess Vygon, PpaHiiug,
olHcaHUue Ha MeJ[. U3/ieAne; OTOM3al[MOHHO IIHUCMO;

Y4yacTHUKBT HE € IIpencTaBHA [lekaapanusa 3a CbOTBETCTBHE Ha IIPOU3BOOUTEAd 3a MEM.
usngeave oT HoM. 18.1, KakKBOTO € H3UCKBaHeTOo Ha BrB3roxkureas B pasmea V. YKASAHUA 3A
N3TOTBAHE HA O®PEPTATA. IIOJABAHE HA O®EPTATA, 4.6. ,TEXHUYECKO
[MPEOAOXKEHUWE®, ctp.17 oT yrBBpAEHaTa JOKyMEHTALIHS.
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IMopany OIIMCAHOTO IIO-TOPE M HA OoCHOoBaHue 4yaA. 107, 1. 2, 6. ,a“ ot 30II, koMucugra
npegsara Ha Bb3AoKUTEAd [a OTCTPaHH OT vdacTHe B mpoleaypara vaactHuka ,PCP“ EOO/ 3a
o6ocobena mosuryg Ne 18, HomeHkaarypa Nol8.1.

— B mpemaoxkeHHETO CH 3a HM3ITBAHEHHE Ha IopbhukaTa 3a obocobeHa mosuima Nel9,
HOM. 19.7, 19.9, 19.10, 9.11 yyacTHUKET € npenctraBuA lIpraoxenua No2 m 2A Ha XapTHEH U
€AeKTPOHEH HOCHUTEA, IIOITbAHEHU II0 oOpasery Ha Bw3aoxkureasa; [ekaapaliyd 3a Cbraacue C
KAay3uTe Ha Oorosopa; [lekaapallus 3a CpoKa Ha BaAUJHOCTTA Ha odeprara; [lekaapamus 3a
Crla3BaHe 3abAXKEHHATa, CBBbP3aHU C MOaHBIM U OCHUTYPOBKH, IIa3BaHe Ha OKOAHATa cpena,
3aKpHAa Ha 3aeToCTTa U yCAOBHATA Ha Tpya mo 4a.39, aa.l, 1.1, 6ykBa ,n“ ot IIII30II; EC
Ceprudukat Ha npousBoguteas Dahlhausen & Co. GmbH, 'epmanug Ha Men. U30eAHs OT HOM.
19.7, 19.9, 19.10, 19.11, 20.2, 20.3, 20.4, 20.5, 20.6, 20.7, 20.8, 20.9, 23.4, 23.5, 23.6, 23,7,
23.8, 23.9, 23.10, 23.11, 26.1, 28.1, 28.2, 35.1, 35.2, 59.1, 59.2; Ceprudukar no crasaapt EN
ISO 13485:2016, usnanen Ha nmpousBoauTeasds Dahlhausen & Co. GmbH 3a men. u3geAus oT HOM.
19.7, 19.9, 19.10, 9.11, 20.2, 20.3, 20.4, 20.5, 20.6, 20.7, 20.8, 20.9, 23.4, 23.5, 23.6, 23,7,
23.8, 23.9, 23.10, 23.11, 26.1, 28.1, 28.2, 35.1, 35.2, 59.1, 59.2; [ekaapaiiyus 3a CbOTBETCTBUE
3a Men. U3aeAus oT HoM. 19.7 u 19.9; kpaTka xapakKTepUCTHKa Ha MEJ. U3OeAud OoT HoM. 19.7 u
19.9; [erkaapanmu 3a CBOTBETCTBHE 3a Mea. usgeand oT HoM. 19.10 m 19.11; kpatka
XapakTepHUCTHKa Ha Mena. wusngeaus oT HoM.19.10 m 19.11; OTopH3allMOHHO MHCMO OT
npouzBoguteass Dahlhausen & Co. GmbH, 'epmanug.

[IpenaozkeHHETO 3a H3IIBPAHEHHE Ha ydYacTHHUKa OTroBapsd Ha  H3UCKBaHHATA Ha
Bw3nroxureada. Komucuara OoIyckKa MO IIOCAE€ABAILO0 ydacTHe B IIpolleaypara ydacTHuka ,PCP*
EOOQ/I 3a o6ocobena mo3uirus Nel9, vom. 19.7, 19.9, 19.10, 9.11.

— B mpenaoxkeHHeTo CH 3a U3I'bAHEHHE Ha Iopbukara 3a obocobeHa mosuring Ne20,
HOM. 20.2, 20.3, 20.4, 20.5, 20.6, 20.7, 20.8, 20.9 y9acTHUKET € npeacraBuA [Ipusoxkenuda No2 u
2A Ha XapTHEH U eAeKTPOHEH HOCHUTEA, IIOITbAHEHHU IT0 oOpasell Ha Bwaaoxkureas; [lekaapamnud 3a
cBpraacHe C Kaays3uTe Ha OoroBsopa; Jlekaapalud 3a cCpokKa Ha BaAMAHOCTTAa Ha odeprara;
exkaapamyga 3a crnasBaHe 3aIbAXKEHHATA, CBBP3aHU C OaHBIM M OCUTYPOBKH, IIa3BaHe Ha
OKOAHATa Cpela, 3aKphaa Ha 3aeTOCTTa U YCAOBHATA Ha TpyZx mo 4a.39, aa.l, T.1, 6ykBa ,a“ ot
[MT130I1; dekaapanud 3a CbOTBETCTBUE; OITUMCAHUA Ha ME. U3IEAUs; OTOPU3AIIMOHHO IIHUCMO OT
npousBoauteas; Ceptucdpurar 1mo cranmapt EN ISO 13485:2016, uzmaneH Ha IIPOU3BOAUTEAS
Dahlhausen & Co. GmbH u EC Ceprudurar Ha IIPOHU3BOAUTEAd Ca IIPHAOKEHUE KBM
JOKYMEHTHUTE OT obocobeHa ro3urus 19.

[IpenaozkeHHETO 3a H3IIBPAHEHHE Ha ydacTHHUKa OTroBapsd Ha  H3UCKBaHHATA Ha
Br3aoxkutread. Komucusara moIyckKa Mo IIOCAEOBAI0 ydacTHe B mpoleaypara ydactHuka ,PCP“
EOO/ 3a obocobena mosurusa No20, nom. 20.2, 20.3, 20.4, 20.5, 20.6, 20.7, 20.8, 20.9.

— B mpenaoxkeHHeTo CH 3a HU3I'bAHEHHE Ha HOopbukarta 3a obocobeHa mosuinda No23,
HOM. 23.4, 23.5, 23.6, 23,7, 23.8, 23.9, 23.10, 23.11 ygyacTHUK®ET € npeacraBua [Ipusoxkerns No2
U 2A Ha XapTHEH U €ACKTPOHEH HOCHUTEA, IOITbAHEHH II0 oOpasel] Ha Bw3soxkureas; [Jekaapaliivs
3a cBraacue C KAay3uTe Ha [oroBopa; [Jeraaparyd 3a cpokKa Ha BaAHAHOCTTA Ha odeprara;
derkaaparna 3a crasBaHe 3abAKEHUATA, CBBP3aHH C OaHBbIH W OCHUTYPOBKH, Ma3BaHE Ha
OKOAHATa Cpena, 3aKphaa Ha 3aeTOCTTa U YCAOBHATA Ha TPyZx mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot
30I1; [lekaapaiua 3a CBOTBETCTBHE Ha mpousBoauteasd Dahlhausen & Co. GmbH;
Oropusarinonno mnucmo; Ceptudukar mo cragmapt EN ISO 13485:2016, wuszmameH Ha
npousBogutead Dahlhausen & Co. GmbH u EC Ceprudurar Ha IPOU3BOAUTEAS] Ca ITPHUAOKEHUE
KBM JOKYMEHTHUTE OT 00ocobeHa mo3uius 19.
Komucugara morycka Io IocAeBallo ydacTHe B IIpolleaypara ydactHura ,,PCP“ EOO/L
3a obocobena mosurug Ne 23, vom. 23.4, 23.5, 23.6, 23,7, 23.8, 23.9, 23.10, 23.11.
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— B mpenaoxkeHHETO CH 3a H3IIbAHEHHE Ha ITOpBhYKaTa 3a obocobeHa mo3uirus No24,
HOM.24.5 u 24.6 y4acTHHUKBT € npeactaByA [IpuaoxkeHusa Ne2 m 2A Ha XapTHEH U €AEKTPOHEH
HOCHUTEA, IIOITbAHEHHU 10 obpaselr Ha Bwb3aoxkuresd; [lerkaapamms 3a CbraacHe C KAay3UTe Ha
noroBopa; [ekaapamus 3a cpokKa Ha BaAUOHOCTTA Ha odeprara; [lekaapamus 3a cla3BaHe
3aIbAKEHUSTA, CBbP3aHU C JaHBIU U OCUTYPOBKHU, [1a3BaHe Ha OKOAHATa Cpela, 3aKpuaa Ha
3aeTOCTTa MU ycAoBHdATA Ha Tpyn 1o 4a.39, aa.l, 1.1, 6ykBa ,n“ ot TITI30II; Ceprudukar 1o
cragpapr EN [SO 13485:2016, wusmamen Ha Vygon, ®Ppannusg; CE Ceprudukar ot
npousBonutead; EC pekaapaiyg 3a CBOTBETCTBHE; XapaKTepPUCTHKaA Ha Me[. H30eAUd;
OTOPHU3AIIMOHHO ITHCMO OT IIPOU3BOIUTEAS;

[IpemaoskeHHETO 3a H3IbAHEHHE Ha yYacTHHKa OTroBapd Ha  H3WCKBaHUATA Ha
Br3noxkutreada. Komucusara moIycKa IO IIOCAEBAI0 ydacTHe B Ipollenypara ydacTHuka ,PCP“
EOQ/I 3a obocobena mozurua No24,Hom.24.5 u 24.6.

— B mpenaoxkeHueTo CH 3a HU3II'bAHEHHE Ha IopbukaTa 3a obocobeHa mosuing Ne26
VYaCTHUKET € ITpencTaBUA [Tpraoxkenusa No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOITbAHEHU
o obpaser; Ha Bb3aoxkuread; [Jekaapaliyd 3a chraacue ¢ Kaay3uTe Ha noroBopa; [lekaapalys 3a
CpoKa Ha BaAuAHOCTTa Ha odeptara; [lekaapanus 3a cliadBaHe 3abAXKEHHATA, CBBP3aHU C
JaHbIM U OCUTYPOBKH, I1a3BaHe Ha OKOAHATA CPela, 3aKpHAa Ha 3a€TOCTTAa U yCAOBHATA HA TPYA
mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII30II; [Jekaaparus 3a CHOTBETCTBHE Ha ITPOU3BOIUTEAS
Dahlhausen & Co. GmbH, T'epmanus; ommcadme Ha MEOUIHMHCKOTO H3IEAWE; OTOPHU3AIIMOHHO
nucMmo ot Dahlhausen & Co. GmbH; Ceptudukar no cragmapt EN ISO 13485:2016, usganeH Ha
npousBoauteas Dahlhausen & Co. GmbH u EC CepTuduKaT Ha MPOU3BOAUTEAS CaA ITPHUAOKEHUE
KBM JOKYMEHTHTE OT ob6ocobeHa ro3unus 19.

[IpenaozkeHHeTO 3a H3IIBPAHEHHE Ha ydacTHUKA OTroBapsd Ha  H3UCKBaHUATA Ha
Br3noxkuread. Komucusara moIryckKa IO IIOCAEBAI0 ydacTHE B Ipoleaypara ydactHuka ,PCP¢
EOQ/I 3a obocobeHa mo3ursa No26.

— B mnpenasoxkeHHeTo CH 3a HU3II'bAHEHHE Ha Iopbukara 3a obocobena mosurus No 27
VYaCTHUKET € ITpencTaBUA [Ipruaoxkenus No2 m 2A Ha XapTUEH U €AEKTPOHEH HOCHUTEA, IIOITbAHEHU
o obpaszern; Ha Bbv3aoxkuread; [Jekaapaliyd 3a chraacue ¢ Kaay3uTe Ha noroBopa; [lekaaparys 3a
CpoKa Ha BaAWJHOCTTA Ha odepTara; [lekaapalusd 3a Clia3BaHe 3aIbAKEHHUATA, CBBP3aHU C
JAHBI U OCUTYPOBKH, ITa3BaHEe HA OKOAHATA CPeaa, 3aKpHAa Ha 3a€TOCTTAa U YCAOBHSATA Ha TPYLO
mo 4a. 39, aa. 1, 1. 1, 6ykBa ,a“ ot IIII30II; EO Ceprudurar Ha Abbott Diabetes Care, CAILI;
Ceptudurar 3a BBBeAeHA CHUCTEMa 3a yIIpaBA€HHME Ha KadecTBOTO 1o craHgapt EN ISO
13485:2016 Ha Abbott Diabetes Care Limited, OOemmHeHO KpaacTtBo; J[leKaapaiyud 3a
cpoTBeTCcTBHE Ha Abbott Diabetes Care Limited, O6enmHeHO KpaACTBO; MHCTPYKIIHMH 3a YIIOTpPebda;
OTtopusanmonHo nucmo oT Abbott GmbH & Co.KG, 'epmanus

— B mpemaokeHHETO CH 3a HU3ITbAHEHHE Ha Mophukara 3a obocobeHa rmo3uriuss No28
YYaCTHHUKET € npeacraBua IIpuaoxkenuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
o obpaszerr Ha Bb3aoxkureasd; [Jekaapaliuda 3a Chraacue ¢ Kaay3uTe Ha moroBopa; [lekaapalus 3a
CpOKa Ha BaAHMAHOCTTA Ha odeprara; [lekaapaiyud 3a coasBaHe 3abAXKEHUSTA, CBBP3aHU C
OaHbIIM U OCUTYPOBKH, IIa3BaHe Ha OKOAHATa Cpefa, 3aKpUAa Ha 3a€TOCTTa U yCAOBHATA Ha TPYA
mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII30II; [Jekaaparusa 3a CHOTBETCTBHE Ha ITPOU3BOIUTEAS
Dahlhausen & Co. GmbH, Tepmanuda; XxapakKTepHCTHKa Ha MEIUITMHCKOTO U3/EAHE;
OtopusanimonHo nucMmo oT Dahlhausen & Co. GmbH, Tepmanus; EC Ceprudukar Ha
npousBogutead Dahlhausen & Co. GmbH, T'epmanma u Ceptudukar no cragaaptr EN ISO
13485:2016, usmameH Ha IPOU3BOAUTEAS Ca ITPEACTAaBEHHU C JOKYMEHTHTE Ha 060coOeHa MO3UITHUS
19.
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[IpenaoxkeHHETO 3a H3I'BAHEHHE Ha ydJacTHHKa OTroBapd Ha  H3HCKBaHHSATA Ha
Br3noxkureasa. Komucusra molrycka IIo IIOCAEBAIl0 ydacTHe B IIpollenypara ydactHuka ,PCP¢
EOQ/I 3a obocobeHa mo3urusa No28.

— B mpemaokeHHETO CH 3a HM3I'bAHEHHE Ha IOpbhukara 3a obocobeHa mo3urums No3S
YYaCTHHUKET € mpenactaBuA [Ipusoxkenus No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, TIOITbAHEHH!
o obpaser; Ha Bb3aoxkuread; [Jekaapaliyd 3a chraacue ¢ Kaay3uTe Ha norosopa; [lekaapaius 3a
CpOKa Ha BaAMAHOCTTa Ha odeprara; [lekaapaliyd 3a clasBaHe 3albAXKEHUSTa, CBBP3aHU C
JaHbIIM U OCUTYPOBKH, I1a3BaHe HA OKOAHATAa CpeJa, 3aKpHAa Ha 3a€TOCTTa U yCAOBULATA HaA TPYA
mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII30II; [Jekaaparus 3a CHOTBETCTBHE Ha ITPOU3BOIUTEAS
Dahlhausen & Co. GmbH, Tepmanus; xapakTepHCTHKa Ha MEIUIIMHCKOTO U3/EAUE;
OropuzanonHo nmmcmo oT Dahlhausen & Co. GmbH, Tlepmanus; EC Ceprtudukar Ha
npousBomuteass Dahlhausen & Co. GmbH, T'epmanma u Ceptudurar no craumapt EN ISO
13485:2016, uznameH Ha IIPOU3BOUTEAS Ca MPEACTABEHU C JOKYMEHTHUTE Ha 000cobeHa MO3UITHUA
19.

[IpenaokeHHeTO 3a H3IIBPAHEHHE Ha ydyacCTHUKa OTroBapsd Ha  H3UCKBaHUATA Ha
Br3noxkuread. Komucusara molrycka IO IIOCAEBAI0 ydacTHE B Ipoleaypara ydactHuka ,PCP¢
EOOQ/I 3a obocobena mo3urudg Ne 35.

— B mpemaoxkeHHETO CHU 3a H3IIbAHEHHE Ha IMOpBhUKaTa 3a 00ocobeHa mo3uius No 59
VYaCTHUKET € ITpenctaBUA [Ipraoxkenus No2 u 2A Ha XapTUEH U €AEKTPOHEH HOCHUTEA, IIOITbAHEHU
o obpaszer; Ha Bb3aoxkuread; [Jekaapaliyd 3a chraacue ¢ Kaay3uTe Ha noroBopa; [lekaapaliys 3a
CpoKa Ha BaAWAHOCTTa Ha odeepTarta; /[lekaapalius 3a cha3BaHe 3aIbAXKEHUSTa, CBBP3aHU C
JaHbIM U OCUTYPOBKH, I1a3BaHE Ha OKOAHATA CPela, 3aKpHvAa Ha 3a€TOCTTAa U yCAOBHATA HA TPYA
o 4A.39, aa.1, 1.1, 6ykBa ,a“ ot III130I1; aBe [Jekaapalliu 3a CHOTBETCTBUE Ha ITPOU3BOIUTEAS
Dahlhausen & Co. GmbH, T'epmanus; XapakTepHUCTUKa Ha MEIUIIMHCKUTE U3IEAUS,
OtopusanimonHo nucMmo oT Dahlhausen & Co. GmbH, Tepmanus; EC Ceprudurar Ha
npousBomuTeass Dahlhausen & Co. GmbH, T'epmanusa u Ceptudurar no craumapt EN ISO
13485:2016, usmameH Ha IPOU3BOAUTEAL Ca IIPEACTABEHU C JOKYMEHTHTE Ha 000coO0eHa MOo3uIus
19.

[IpemaoskeHUETO 3a HU3I'BAHEHHE Ha yYacTHUKA OTroBapsd Ha  H3WCKBaHUATA Ha
Br3noxkuread. Komucusara moIycKa IO IIOCAEABAI0 ydacTHe B HIpoleaypara ydactHuka ,PCP¢
EOOQ/I 3a obocobeHa mo3urud Ne 59.

— B mpenmaoxkeHHETO CH 3a U3I'bAHEHHE Ha IopbuykaTa 3a obocobeHa mo3unus Ne 61
Y4aCTHUKET € nIpenactTaBua [Ipraoxkenusa No2 u 2A Ha XapTUeH U eA€KTPOHEH HOCHUTEA, IIOIIbAHEHU
o obpaszern; Ha Bbv3aoxkuread; [Jekaapaliyd 3a chraacue ¢ Kaay3uTe Ha noroBopa; [lekaaparys 3a
CpOKa Ha BaAMAHOCTTA Ha odeprara; [lekaapallvd 3a clas3BaHE 3abAXKEHUSTA, CBBP3aHHU C
JaHBIIN U OCHTYPOBKH, IIa3BaHE Ha OKOAHATa CpeJa, 3aKpHAa Ha 3a€TOCTTa U yCAOBHLATA Ha TPYA
o 4a.39, aa.1, 1.1, 6ykBa ,a° ot II[130I1; EO CepTudukar 3a CHOTBETCTBHUE Ha ITPOU3BOIUTEAS
Fresenius Kabi, 'epmanus, Karasor m wmHCTpyKUIMH 3a ymnorpeba; OTOPH3AIIMOHHO IIHCMO OT
Fresenius Kabi, Bwarapus;

[TeanoMoriHOTO OT Frisenius Kabi, T'epmanus, Cc KOeTO OIIpefeAs, HasHadaBa U
ymeaHOMOIIIaBa Ppecenuyc Kabu Brwarapus EOO/] ma ro mpeacraBagBa U Oa IIPEXBBPAS TOBa
I’'BAHOMOIITHO Ha TpeTH auna u Ceptudukat Ha npousBogutead 1o cragaapt EN ISO 13485:2012
IIPUAOKEHHE C JOKYMEHTHUTE B 000CcOOeHa MO3UIIUs 7.

[IpenaoxkeHHETO 3a H3II'BAHEHHE Ha yYacTHHKA OTroBapd Ha H3WCKBaHHUATA Ha
Bmw3nroxkureasa. Komucuara mommycka IO IIOCAE€ABAI0 ydyacTHe B Ipolieaypara ydactHuka ,PCP¢
EOO/I 3a obocobena mo3urus No 61.
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7. YuyacTHUKET ,EAHUT MEOHKAA“ OOl e momaa TIPEOAOKEHUS 3a H3IbAHEHUE Ha
nopwyKaTa 3a:
e Ob6ocobena mo3unug 21, HoMmeHKAaTYypH 21.9 11 21.10;

— B mpenaokeHHETO CH 3a H3II'bAHEHHE Ha HOopbhYKara 3a obocobeHa mo3umus No2l,
HOM. 21.9 u 21.10 yyacTHUKSBT € npencraBua [Ipuasoxkenus No2 m 2A Ha XapTHEH U €A€KTPOHEH
HOCHUTEA, TIOI'BAHEHHM II0 obpasel] Ha BB3aoxkuTess; YZocToBepeHHE 3a YII'bAHOMOIIABaHE OT
Soyagreentec Co., Ltd, Kopes, c koeto yirbaHomornasa ,Eant Megukaa“ OO/l mga ygacTBa ¢ TeXHU
MEIUIIMHCKH H3eAUs B OOILIECTBEHU IOPBYKH Ha Tepuropusta Ha PBwarapus; [Jekaapaiusd oT
y4yacTHHKa 3a HaHeceHa CE mapkupoBKa; [lekaapalius 3a CBOTBETCTBHE OT ITPOU3BOAUTEAS;
HNucTpyknuu 3a ynorpeba; [lekaapalius 3a ChraacHe C KAay3uTe Ha JoroBopa; J[lekaapaiysa 3a
CpOKa Ha BaAMAHOCTTa Ha odeprara; [lekKaapalius 3a cClla3BaHe 3aIbAXKEHHUATa, CBBbP3aHU C
JaHbIl U OCUTYPOBKH, I1a3BaHe Ha OKOAHATA Cpela, 3aKpHUAa Ha 3aeTOCTTa U YCAOBHLATA Ha TPYA
mo 4a.39, aa.1, 1.1, 6ykBa ,,a“ ot III[130I1; KaTaaor

[IpenaozkeHreTO 3a H3IbAHEHME Ha y4YacTHHKA OTroBapss Ha H3HCKBaHUSATA Ha
Br3aoxkuread. Komucuara molycKa IO TIOCA€ABAINO ydacTHe B Iponeaypara ydactHura ,EAUT
MEOVKAA“ OO/ 3a obocobena mo3urua Ne21, mom. 21.9 1 21.10 .

8. YyacTHUKET ,,BAKITIAK MEIHKAA“ OO/l € rogan IIpeIAOKEHUS 3a U3IIbAHEHHE Ha
mopbYKaTa 3a:
e (O0ocobena mo3urmga 10

10,1 | AAXE3VBHA AEHTA C MHAMKATOP TTAPA 19MMX100M; 134 rpagyca

10,2 | AAXE3VBHA AEHTA C MHAMKATOP CYXA TOIIAMHA 19MM/50M ;160 rpaxgyca
10,4 | CTEPUAUSALIMOHHA POAKA, T'AAIIKA BE3 CI'bBKA 400MM /200 M

10,5 | CTEPMAU3ALIMOHHA POAKA, 'ANAIKA BE3 CI'bBKA 350MMm/200 m

10,6 | CTEPMANUSALIMOHHA POAKA, T'AAIIKA BE3 CI'bBKA 300MM /200 M

10,7 | CTEPUAUBALIMMIOHHA POAKA, 'AAIKA BE3 CI'bBKA 100MmMm/200 m

10,8 | CTEPMAHUSALIMOHHA POAKA, T'AAIIKA BE3 CI'bBKA 250MM /200 M

10,9 | CTEPMAU3ALIMOHHA POAKA, TAAITKA BE3 CI'bBKA 75MM/200cMm

10,10 | CTEPUAUBALIMOHHA POAKA, TAATKA BE3 CI'bBKA 50MM/200 cMm

10,11 | CTEPUAUSBALIMOHHA POAKA, TAAIKA BE3 CI'bBKA 200MmMm/200 cm

10,12 | CTEPUAUSBALIMOHHA POAKA, TAAIKA BE3 CI'bBKA 150MM200 cm

— B mpenaokeHHETO CH 3a HU3I'bAHEHHE Ha IopbhukKaTta 3a obocobeHa mosuiusa Ne 10,
Hom. 10.1, 10.2, 10.4, 10.5, 10.6, 10.7, 10.8, 10.9, 10.10, 10.11, 10.12, y4aCTHUKBT €
npencraBua [Ipuaoxkennsa No2 m 2A Ha XapTHEH M €A€KTPOHEH HOCHUTEA, ITOI'BAHEHH II0 00pasery
Ha Bb3aoxuread; [IucMo 3a yIrbAHOMOIIIABaHE OT IIPOM3BOAUTEAS Ha MeM. U3AeAus oT HoM. 10.4,
10.5, 10.6, 10.7, 10.8, 10.9, 10.10, 10.11, 10.12 — Wipak, duHAaHIUS, C KOETO YI'BAHOMOIIIABA
,Bakmak Meamkaa“ OO/l ma muctpubyrupa mapkute Wipak Medical, Wipak u Steriking Ha
TepuropuaTa Ha PBrearapusa; OTopu3alilioHO IIHCMO OT IIPOMU3BOAUTEAT HA MEO. HU3OEAUS OT HOM.
10.1 u 10.2 - Interlock Medizintechnik GmbH, T'epmanusa; [lekaapaius OT y4dacTHHKa 3a
HaHeceHa CE mapkupoBKa; aABe [lekaapallii 3a CbOTBETCTBHE OT IIPOM3BOANTEAd; [leKaapalyusa 3a
chraache C Kaay3uTe Ha Oorosopa; [lekaapalysa 3a cpokKa Ha BaAMJHOCTTA Ha odepTara;
Hexkaapanyga 3a crasBaHe 3abAXKEHUSITA, CBBbP3aHM C MOaHBIM M OCUTYPOBKHU, I1a3BaHe Ha
OKOAHATAa Cpena, 3aKpHAa Ha 3aeTOCTTa U yCAOBHATA HaA TPyA Ho 4a. 39, aa. 1, 1. 1, 6ykBa ,a“ ot
[TTI30I1; kaTar03u B OPUTHHAA U B IPEBOJ, Ha OBATAPCKH €3HK; KOIIHE Ha ITPOEKTOA0Tr0BOPA; OITHC
Ha IIPEeACTaBEHUTE JOKYMEHTH;

[IpenaoxkeHHETO 3a HU3MI'BAHEHHE Ha yYacTHHKA OTroBapd Ha H3WCKBaHHUATA Ha
Br3naoxkuteada. KomucuaTa A0IIycKa I10 IIOCAEABAIlO y4acTHe B IIpoleayparta ydactHuka ,BAKIIAK

JlocTaBKa Ha OOIIIOOOAHUYHU U aHECTE3UOAOTHYHN MEAUIIMHCKN U3IEeAUS U KOHCYMaTUBH, HEOOXOOUMH 3a 23
netiHocrta HAa YMBAA IIpod. A-p Cr. KupkoBuu“A/l, rp. Crapa 3aropa® IIpoTokoa 2



MEOWKAA“ OO/l 3a obocobena moszummdg Ne 10, mom. 10.1, 10.2, 10.4, 10.5, 10.6, 10.7, 10.8,
10.9, 10.10, 10.11, 10.12.

9, YyacTHUKET ,B. BPAYH MEIJHKAA“ EOO/ e riomaa IIPeIAOKEHUS 3a U3II'bAHEHUE
Ha rmopbykKara 3a:
e (O0ocobeHa ro3unuda 2:

2,1- 1IeHTpaAHU BEHO3HU KaTeTpU 2,5- LIEHTPaAHHU BEHO3HU KaTeTpUu
2,2- 1IeHTPaAHU BEHO3HU KaTeTpU 2,6- LIEHTPaAHU BEHO3HU KaTeTpUu
2,3- LIEHTPaAHH BEHO3HH KaTeTpH 2,7- KOCTE€H BOCBK

2,4- LIeHTpaAHU BEHO3HH KaTeTpH

e (O6ocobeHa o3unudg 14, HOM.:
14,4- ypeny 3a €eHIOCKOIINL U €HIOXUPYPIUI 14,8- ypenu 3a eHOOCKOIINS U €HOOXUPYPTHU
14,6- ypeau 3a eHOOCKOIINS ¥ €HIOXUPYPrus
14,7- ypeau 3a eHOOCKOIINA U €HAOXUPYPrus

e 00ocobena mo3unmga Nel5, HOM:
15,10-acnupaninoHHA KaTeTPH 15,13- acttupalilioHHHA KaTeTpHu
15,11-acnupaliluOHHU KaTeTpHu 15,15- aciupallioHHU KaTeTpU
15,12-acnupaliluOHHU KaTeTpHu

e o00ocobena mo3unmg 18, Hom.18.1
e 00ocobeHa no3unug 34

— B mpenmaoxkeHHETO CHU 3a H3IIbAHEHHE Ha HopbhbuyKara 3a obocobeHa rosunimudg No 2,
HOM. 2.1, 2.2, 2.3, 2.4, 2.5, 2.6, 2.7 yuacTHHUKSBT € npencraBua [Ipuroxxkeraus No2 u 2A Ha xapTHueH
U eAEKTPOHEH HOCHUTEA, IIOI'bAHEHU I10 o0pasel] Ha Bb3aoxkuread; na Ceptudukara 3a IIFAOCTHA
cucreMa 3a rapaHTupaHa Ha KadectBoTo Ha B.Bpayn Cepmxkukaa, Ucnanusa; Ceprudukar 1o
craggapt EN ISO 9001:2008 u EN ISO 13485:2012 3a BBBAEHA CHUCTEMAa 3a yIIpaBACHHE Ha
KaQ4ecTBOTO Ha IIPOU3BOAMNTEAS; ABe [leKaapallid 3a CBOTBETCTBHE Ha I[IPOU3BOAUTEAS;
Ykazanusa 3a ynotpeba; [lekaapalius 3a cCbraacHe ¢ KAay3uTe Ha I0roBopa; [lekaapaliys 3a cpoka
Ha BaAUJHOCTTa Ha odeprara; [lekaapamus 3a clia3BaHe 33bAKEHUATA, CBbP3aHU C AaHBIU U
OCHUTYPOBKH, IIa3dBaHe Ha OKOAHaTa Cpella, 3aKpHaAa Ha 3a€TOCTTa U YCAOBHLATA Ha TPy ITo 4A.39,
aa.l, 1.1, OykBa ,n“ ot II[I30Il; karasor W omnucaHMWe Ha MEOWUIHMHCKUTE H30EAUS;
Oropusanmonnu nucMa oT 5.Bpayn Measyuren AT, 'epmanug u B.Bpayn Cepmaxukas, Ucnanuga
[IpenaoxkeHHETO 3a H3II'bAHEHHE Ha YyYacTHHMKAa OTTOoBapss Ha  H3HCKBaHUSTA  Ha
Be3noxkutreasa. Komucusara [AoIDyCKa IIO0 IIOCA€ABAIN0 ydYacTHE B Ipolleaypara  y4acTHHKAa
,B.BPAYH ME/ITMKAA“ EOO/]I 3a o6ocobena mo3urnug No 2, Hom. 2.1, 2.2, 2.3, 2.4, 2.5, 2.6, 2.7.

— B mpenAokeHHEeTO CH 3a HU3IbAHEHHE Ha IophyuKaTta 3a obocobeHa mo3uiusa Ne 14,
HOM. 14.4, 14.6, 14.7, 14.8 y4yacTHHUKBT € IpencraBua llpuaoxkenuda Ne2 um 2A Ha XapTHeH H
€AEKTPOHEH HOCHUTEA, IIOI’bAHEHH TII0 obpaserr Ha Bw3aoxwureas; EO Ceprtudukar ot
nposuBonuteass AESCULAP AG, I'epmanug; [Jekaapanug 3a ChOTBETCTBHUE 3a BBBEAEHA CHCTEHA
3a ymnpaBaeHHEe Ha KadecTBoTo o craHzmaprT EN ISO 9001:2015 u EN ISO 13485 Ha
npo3uBogutTesd; Karaaor; [lekaapamusa 3a cpokKa Ha BaAUOHOCTTA Ha odeprtara; [Jekaaparus 3a
CIlazBaHe 33bAXKEHMATa, CBBbP3aHU C OAaHbBbIM U OCUTYPOBKU, Olla3dBaHE Ha OKOAHAaTa Cpena,
3aKpHAa Ha 3aeTOoCTTa M ycAOBUATA Ha Tpyd Io 4a.39, aa.l, 7.1, OykBa ,a“ ot IIII3OII;
OropusanonHo nucMo ot npoussonutTeasas AESKULAP, I'epmanug;
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[IpenarokeHMeTO 3a H3IIbAHEHHE Ha YYaCTHHKA OTroBapsd Ha H3UCKBaHUATA Ha
Bre3roxkureas. Komucusara [omycka IO IIOCAEBAINO ydYacTHe B IIpolleAypaTra ydacTHHKA
»b.BPAYH MEIUKAA“ EOQO/] 3a o6ocobena nmo3uriug Nol4, Hom. 14.4, 14.6, 14.7, 14.8

— B mpenaoxkeHHeTO CH 3a H3I'bAHEHHE Ha HOpbhYKara 3a obocobeHa mo3urms NolS,
HOM.15.10, 15.11, 15.12, 15.13 u 15.15 y4yacTHUKSBT € npeacraBua Ilpuaoxkenua Ne2 u 2A Ha
XapTHEH M €AEKTPOHEH HOCHUTEA, IIOI'bAHEHH II0 obpaseln; Ha Bwn3aoxkureas;EC Ceprucdpurkap Ha
npousBoautead b.BbpayH Measyuren AI', I'epmanug; [Jekaapanud 3a CbOTBETCTBUE; [lekaapalnud
3a chraacHe C KaaysuTe Ha norosopa; [lekaapamus 3a CpoKa Ha BaAHOHOCTTA Ha odeprara;
Hexkaapanyga 3a crnasBaHe 3aAbAXKEHUSITA, CBHP3aHU C AJAHBIUM M OCHIYPOBKHU, OIIa3BaHE Ha
OKOAHATa Cpela, 3aKphaa Ha 3aeTOCTTa U YCAOBHATA Ha TpyZa mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot
[ITI30II; xataaor; OTopm3anugd 3a IIPEACTABUTEACTBO M ydacTHE€ B THPr OT IIPOU3BOLUTEAS
B.Bpayn Measyuren Al', 'epmanus.

[IpenaoxkeHHETO 3a H3MI'BAHEHHE Ha y4YacTHHKA OTroBapd Ha H3UCKBaHUATA Ha
Bo3soxkureadg. Komucuara [OOIIycKa II0 IIOCAEABAINO0 ydacTHe B IIpolleAypara ydacTHHKa
,B.BPAYH MEIUKAA“ EOO/I 3a obocobena moauimua Nel5, mom.15.10, 15.11, 15.12, 15.13 u
15.15.

— B mpenaokeHHETO CH 3a H3I'bAHEHHE Ha IopbhukKaTta 3a obocobeHa mo3uiusa Ne 18,
HOM. 18.1 ygyacTHUKSET € npencraBuA [IpuasoxkeHna Ne2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHTEA,
IOITbAHEHU 10 obpaseny Ha Bwb3aoxkureasa, EC Ceprudgurar Ha npousBogutess bB.Bpayn
Measyuren Al', T'epmanwug,/lekaapaliyvissi 3a CBOTBETCTBHE OT IIPOU3BOAUTEAS]; HMHCTPYKIIUU 3a
yrnorpeba; [lekaapamusd 3a CBrAacHe C Kaay3WTe Ha [O0roBopa; [lekaapalms 3a CpokKa Ha
BaAUOHOCTTA Ha odeprara; [lekaapalyd 3a clia3BaHe 3aIbAXKEHUSTA, CBBP3aHU C AaHBIU U
OCHUTYPOBKH, OIla3BaHe Ha OKOAHATAa Cpela, 3aKpHAa Ha 3a€TOCTTa U YCAOBHUSITA Ha TPy 10 4A.39,
aa.1l, 1.1, oykBa ,a“ ot [II130II; kaTasor; OTopH3alivd 3a IpeacTaBUTEACTBO U y4acTue B THPT OT
npousBoguTead B.Bpayu Measynren Al', 'epmanus.

[IpenaozkeHHETO 3a H3IIbAHEHHE Ha y4acTHHKa OTTroBapsd Ha H3HCKBaHUSATA Ha
Bw3nroxkureaa. Komucusra [OomyckKa IIO IIOCAEABAIO0 ydacTHe B IIpolleypaTa ydacTHHKA
,B.BPAYH MEIMKAA“ EOQO/] 3a o6ocobeHa mo3uiusa Nel8, mom. 18.1.

— B mpenaokeHHeTO CH 3a HU3II'bAHEHHE Ha Iopbukara 3a obocobeHa ro3uriimsa No27
Y4aCTHUKET € npenacTaBua [Ipraoxkenua No2 u 2A Ha XapTUEH U €A€KTPOHEH HOCUTEA, IIOII'bAHEHHU
no obpaszernr Ha Bw3soxkuress, EC Ceptudukar Ha mnpousBomutess B.Bpayn Measynren AT,
Fepmanwns,/lekaapaliiss 3a CBOTBETCTBHE OT IIPOM3BOAUTEAS; HHCTPYKIHUH 3a yIoTpeda;
[lekaapamusa 3a CcbraacHe C Kaay3uTe Ha A0roBopa; [lekaapalyd 3a CpoKa Ha BaAHJHOCTTA Ha
odeprara; [ekaapamusa 3a cla3BaHe 3aIbAXKEHUSTA, CBBP3aHU C [JaHBIU U OCHUTYPOBKH,
olla3BaHE Ha OKOAHAaTa Cpeja, 3aKpHAa Ha 3aeTOoCTTa M yCcAOBHULATA Ha TPyZA Io 4a.39, aa.l, 7.1,
oykBa ,n“ ot IIII30II; karasor; OTopu3aiud 3a OPEACTABHUTEACTBO U y4YacTHe B THBPr OT
npoussoautessa b.bpayH Measyuren Al', 'epmanus.

[TpenaoxkeHUeTO 3a U3IBAHEHHE Ha y4YacTHHKa OTroBapd Ha  H3UCKBaHUATa  Ha
Bb3snoxureadg. Komucudara mgomycka II0 IIOCAEABAI0 ydacTHe B IIpoleaypaTta ydacTHHKA
,B.BPAYH ME/IUKAA“ EOO/I 3a obocobena mo3uiius No27.

— B mpenaoxkeHMeTO CH 3a HU3IIBbAHEHHE Ha IopbhyYKaTa 3a obocobeHa mosuimsa No34
YYaCTHUKET € npencraBua [Ipuaoxkenna No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHTEA, IIOIIbAHEHU
no oOpazerr Ha Bw3soxkureas; EO Ceprtudukar 3a Cucrema 3a IIbAHO OCHTypsiBAHE Ha
KadecTBOTO; [lekaapallysd 3a ChbOTBETCTBHE 3a BbBeleHa CHUCTEHa 3a yIIpaBA€HHE Ha KadeCTBOTO
no cragaapt EN ISO 9001:2015 u EN ISO 13485 na mpousBoautess Aeckysan Al', I'epmanus;
KCEepOo KOIMS Ha eTHKETUTEe Ha MEOUIIMHCKUTE H3aeAnsd C rpaduydHo musobpaxkenue Ha CE
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MapKHUpPOBKa; [lekaapaliysl 3a CbhrAacCHe C KAay3uTe Ha Ooroeopa; [lekaapamnua 3a cpoka Ha
BaAuMAHOCTTA Ha odeprara; [ekaapalyd 3a Clla3BaHe 33IBbAXKEHHATA, CBbP3aHU C JaHBIU U
OCHUTYPOBKH, Olla3BaHE Ha OKOAHATa Cpelia, 3aKpHAa Ha 3aeTOCTTa U YCAOBHATA Ha TPYA IO 4A.39,
aa.1l, 1.1, 6ykBa ,a“ ot [II130II; kaTasor; OTopU3alvd 3a IIPEeACTAaBUTEACTBO B y4acTHE B THPT OT
npousBoguTead Aeckyaar Al', l'epmanus;

[IpenaoxkeHHETO 3a H3MI'BAHEHHE Ha y4YacTHHKA OTroBapd Ha H3UCKBaHUATA Ha
Bo3soxkureadg. Komucuara [OOIIycKa II0 IIOCAEABAINO0 ydacTHe B IIpolleAypara ydYacTHHKA
,B.BPAYH ME/IMKAA“ EOO/] 3a obocobeHa mo3uiius Ne34.

— B mpenmaokeHHETO CH 3a HU3II'bAHEHHE Ha IopbukKara 3a obocobeHa mo3uiimsa No40
Y4aCTHHUKET € npeacraBua IIpraoxenuda No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHTEA, IIOIIBAHEHH
no ob6pazenn Ha Bw3noxwureada; EO Ceprucdurar ot mnpousBomutess bB.Bpayn, HWcnanus;
Jekaapalniyga 3a CHOTBETCTBHE 3a BBbBeIAEHA CUCTEHA 3a yIIpaBA€HHE Ha Ka4decTBOTO IO CTaHAApT
EN ISO 9001:2015 u EN ISO 13485 Ha nmpousBoauTead; [lekaapaliuga 3a cbraacue C Kaay3uTe Ha
noroBopa; [lekaapalysd 3a CpoKa Ha BaAHAHOCTTa Ha odeprara; [lekaapamus 3a clas3BaHe
3abAKEHUSATA, CBBP3aHU C JaHBIM U OCHTYPOBKM, olla3BaHe Ha OKOAHATa Cpeda, 3akKpHia Ha
32€eTOCTTa U YCAOBHUSTA HA TPyZX 1o 4A.39, aa.l, 1.1, 6ykBa ,a“ ot [II[130I1; KaTar03u; HHCTPYKIIUH
3a yrorpeba; OTOPHU3aIIMOHHO IHCMO 3a IPEACTaBUTEACTBO U YIaCTHUE B THPT;

[IpenaozkeHHETO 3a H3IIbAHEHHE Ha y4YacTHHKa OTTroBapsd Ha H3HCKBaHUSATA Ha
Bw3nroxkureaa. Komucusta [OomyckKa IIO IIOCAEABAI0 ydacTHe B IIpolleAypara ydacTHUKA
,B.BPAYH ME/IMKAA“ EOO/] 3a o6ocobeHa mo3uiius Ne40.

— B mpenmaoxkeHHETO CU 3a HU3IIbAHEHHE Ha Mopbhykara 3a obocobeHa mosuriusa No4l
YYaCTHHUKET € npeacraBua IIpraoxkenuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no ob6pazeny Ha Bw3soxwureada; EO Ceprudurar ot mnpousBomutess bB.Bpayn, HWcnanus;
[erkaaparyga 3a CbOTBETCTBHE 3a BBBeEHA CUCTEHA 3a yIIpaBA€HHE Ha Ka4eCcTBOTO II0 CTaHAApPT
EN ISO 9001:2015 u EN ISO 13485 Ha nmpou3BOANTEAS; UHCTPYKILIMU 3a yroTpeda ¢ rpadUyHO
nzobpakenue Ha CE wmapkupoBka; [lekaapamus 3a cbraacue C Kaay3uTe Ha [I0roBopa;
Iekaapariyga 3a CpoKa Ha BaAUOHOCTTA Ha odeprara; [leKaapaliud 3a Clla3BaHe 3abAXKEHUATA,
CBBP3aHU C [JaHBI M OCUTYPOBKH, Olla3BaHE Ha OKOAHAaTa Cpela, 3akKpHhaa Ha 3aeTocTTa U
ycaOBHsATa HaA TPYA 1o 4A. 39, aa. 1, 1. 1, 6ykBa ,a“ ot [II130I1; kaTaso3u; OTOPU3AITMOHHO ITHCMO
3a IPeACTaBUTEACTBO U YIACTHHE B T'BPT;

[TpenaokeHHETO 3a HU3IBAHEHHE Ha yYaCTHHKA OTTOBaps Ha  HW3WCKBaHUSATA HAa
Br3noxkuread. Komucuara [OOIycKa TII0 IIOCA€ABAIN0 ydYacTHe B IIpoleaypara ydacTHHKA
,B.BPAYH ME/IMKAA“ EOO/] 3a o6ocobeHna mo3uiius Ne4 1.

— B mpenaoxkeHHeTO CH 3a HU3II'bAHEHHE Ha IopbukKara 3a obocobeHa rmo3urius No42
YYaCTHHUKET € npeacraBua IIpraoxkenuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no ob6pazenn Ha Bwe3noxwuread; EO Ceprudurar ot mnpousBomutessd b.Bpayn, HWcnanug;
[lekaapaliusa 3a CbOTBETCTBHE 3a BBBEIEHA CHCTEHaA 3a yIIpaBA€HHE Ha KadeCTBOTO II0 CTaHOapT
EN ISO 9001:2015 u EN ISO 13485 Ha mpou3BOAUTEAS; HHCTPYKIIMHU 3a yrnoTpeba; [lekaaparus
3a ChraacHe C Kaay3uTe Ha [0oroBopa; [lekaapalys 3a CpoKa Ha BaAHJHOCTTa Ha odepTara;
Hexkaapanyga 3a criazBaHe 3aAbAXKEHUSITA, CBBP3aHU C JAHBIM W OCHI'YPOBKHU, Olla3BaHE Ha
OKOAHATa Cpela, 3aKphaa Ha 3aeTOCTTa U YCAOBHATA Ha TPyZx mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot
[IT1I30I1; kaTaao3u; OTOPHU3AIIMOHHO TUCMO 3a IIPEACTaBUTEACTBO U YIaCTHHE B THPT;

[IpenaozkeHHETO 3a H3I'BAHEHHE Ha y4YacTHHKa OTroBapss Ha H3HCKBaHUSATA Ha
Bb3nroxkureasa. Komucusara [OomyckKa IIO0 IIOCAEABAI0 ydacTHe B IIpolleiypaTa ydacTHHUKA
,B.BPAYH MEIMKAA“ EOO/] 3a obocobena mo3uriusa No42.
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— B mpenmaokeHHETO CH 3a HU3IbAHEHHE Ha IophbuykKaTa 3a obocobeHa mosuirusa Nod4
YYaCTHHUKET € npeacraBua IIpraoxenuda No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no oOpaszerr Ha Bwmw3soxureas; EO Ceprucdurar ot npoumsBomutead bB.Bpayn, Tepmanus;
[eraapaliiys 3a CBOTBETCTBHE Ha IIPOU3BOAUTEAS; MHCTPYKLIHUH 3a yrorpeba; [Jerkaaparus 3a
chraacue C Kaays3uTe Ha morosopa; [lekaapaliysg 3a cpokKa Ha BaAMJHOCTTAa Ha odepTara;
Hexkaapanyga 3a crasBaHe 3aAbAXKEHUSITA, CBHP3aHU C AJAHBIM M OCHIYPOBKH, OIIa3BaHE Ha
OKOAHATa cpena, 3aKpHAa Ha 3aeTOCTTa WM yCAOBHLATA HaA TpyA Io 4a.39, aa.l, 1.1, OykBa ,a“ oT
[ITI30II; kaTaao3u; OTOPHUIAIIMOHHO IIHCMO 3a IIPEACTABUTEACTBO U y4acTHUE B THPT;

[IpenaozkeHHETO 3a H3II'bAHEHHE Ha y4acTHHKa OTToBapsd Ha H3HCKBaHUATA Ha
Bw3nroxureaa. Komucusara [O0OIMycKa IIO0 IIOCAEABAI0 ydacTHe B IIpolleAypaTra ydacTHHKAa
,B.BPAYH ME/IMKAA“ EOO/I 3a o6ocobena mo3urims Ne 44,

— B mpenmaozkeHHETO CU 3a HU3IIbAHEHHE Ha MHopbykara 3a obocobeHa mosunusa No47
YYaCTHHUKET € IpeacTaBuA [Ipuaoxkenusa No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCUTEA, IIOIIbAHEHU
o obOpaser; Ha Bwb3aoxkureasa; EO Ceptudurar ot npousBoautTess AESCULAP AG, lepmanud;
[erkaaparyga 3a CbOTBETCTBHE 3a BBBeIEHA CUCTEHA 3a yIIpaBA€HHE Ha KadeCTBOTO II0 CTaHAApPT
EN ISO 9001:2015 u EN ISO 13485 ua npousBoguTeas; [lekaapalus 3a CbraacHe ¢ KAay3uTe Ha
noroBopa; [ekaapamms 3a cpoKa Ha BaAUOHOCTTA Ha odeprara; [lekaapanus 3a cla3BaHE
3aTbAKEHHSATA, CBBP3aHU C JAHBIUM U OCHUTYPOBKH, IIa3BaHe Ha OKOAHATA Cpela, 3akphaa Ha
3aeTOCTTa U YCAOBHATA Ha TPyX Ito 4A.39, aa.l, 1.1, 6ykBa ,a“ ot 30Il; KaTaro3u; UHCTPYKILIUHU 32
ynorpeba; OTopu3aniioOHHO IIUCMO OT IIPOU3BOUTEAS;

[IpenaoxkeHUETO 3a H3II'bAHEHHE Ha yYacTHHKA OTroBapd Ha H3UCKBaHUATA Ha
Bu3soxkureadg. Komucmara [OoIIycKa IIO IIOCA€ABAINO0 ydacTHe B IIpolleAyparTa ydacTHHKa
,B.BPAYH MEIMKAA“ EOO/] 3a o6ocobena mo3uiiua Ne47.

— B mpemaokeHHETO CH 3a HU3I'bAHEHHE Ha IopbhukKaTa 3a obocobeHa mo3uiiusa No48
Y4aCTHUKET € IIpenacTaBua [Ipraoxkenua No2 u 2A Ha XapTUeH U €AEKTPOHEH HOCUTEA, IIOII'bAHEHHU
no ob6paseny Ha Bweaaoxwuteadg; EO Ceprudurar ot npousBomutead b.Bpayn, HWcnaxus;
exkaapaliyg 3a CbOTBETCTBHE 3a BbBeIAeHA CUCTEHAa 3a yIIpaBA€HME Ha KAuecTBOTO IO CTaHAAPT
EN ISO 9001:2015 u EN ISO 13485 na npousBoguTeasd; [lekaapalus 3a Cbraacre ¢ KAay3uTe Ha
noroBopa; [ekaapamms 3a CpoKa Ha BaaMgHOCTTA Ha odeprara; [dekaapanus 3a cClOa3BaHE
3aTbAKEHHSATA, CBBP3aHU C JAHBIUM U OCHUTYPOBKH, IIadBaHe Ha OKOAHATa cpeda, 3aKpHiaa Ha
32€TOCTTa M yCAOBHSATA Ha Tpyd mo d4a. 39, aa. 1, T. 1, 6ykBa ,a° ot IIII3O0Il; kataao3wy;
UHCTPYKIINH 3a ynotrpebda; OTOpHU3aIIMOHHO ITHNCMO OT IIPOU3BOAUTEAS,;

[TpenaoxkeHUETO 3a H3II'bAHEHHE Ha yYacTHHKA OTroBapsd Ha H3UCKBaHUATA Ha
Be3naoxkutreasa. Komucusara [Ao0IDyCKa IIO IIOCA€ABAIN0 ydYacTHe B Ipolleaypara  yd4acTHHKAa
,B.BPAYH ME/IMKAA“ EOQO/] 3a o6ocobeHa mo3uiius Ne48.

— B mpenmaokeHHETO CH 3a HU3IIbAHEHHE Ha IopbukaTa 3a obocobeHa mo3uriusa No76
YYaCTHHUKET € npeacraBua IIpraoxkenuda No2 u 2A Ha XapTHEH U €A€KTPOHEH HOCHUTEA, IIOI'bAHEHU
no obOpazen Ha Bwea3aoxwuread; EO Ceprudurar ot npousBomutead b.Bpayn, HWcnaxus;
Hexkaapaiiyga 3a CbOTBETCTBHE 3a BbBeleHA CUCTEHa 3a yIIpaBA€HHE Ha KadecTBOTO II0 CTaHAapT
EN ISO 9001:2015 u EN ISO 13485 Ha npousBogutTeas; [lekaapalius 3a cbrAaacHe ¢ Kaay3uTe Ha
agoroBopa; [lekaapalusd 3a CpPoOKa Ha BaAMAHOCTTA Ha odeprara; [lekaapamus 3a clas3BaHe
3aBbAKEHUATA, CBBP3aHU C OAaHBIIM U OCUTYPOBKH, ITa3BaHE Ha OKOAHATa cpena, 3akKpHuaa Ha
32€TOCTTa U YCAOBHUSTA Ha TPYLA 1o 4A.39, aa.1l, 1.1, 6ykBa ,a“ ot [II130I1; KaTar03u; HHCTPYKIIUH
3a ynorpeba; OTOpHU3aIIHOHHO ITHCMO OT MPOU3BOIUTEAS;

JlocTaBKa Ha OOIIIOOOAHUYHU U aHECTE3UOAOTHYHN MEAUIIMHCKN U3IEeAUS U KOHCYMaTUBH, HEOOXOOUMH 3a 27
netiHocrta HAa YMBAA IIpod. A-p Cr. KupkoBuu“A/l, rp. Crapa 3aropa® IIpoTokoa 2



HpCILAO}KCHI/ICTO 3a HUSIIBAHEHHE Ha Y4YaCTHHKa OTroBapd Ha  H3HCKBaHHATaA Ha

Bu3soxkureas. Komucuara [gomycka IO IIOCAEABAIIO yYacTHE B IIpoleaypara ydJacTHHKA
,B.BPAYH ME/IMKAA“ EOO/] 3a o6ocobeHa rmo3uriys No76.

10. Yyactaukbsr “COPAPMA TPEfI,Z[I/IHI‘“ Al e ogan TIpeAOXKEHUS 3a U3II'bAHEHUE

Ha I1opms4Kara 3a.

e (O0ocobena mosuriua Ne 2

2,1 | LIBK 3A Bb3PACTHHU 10 CEAIUHTEP ETHOAYMEHEH
2,2 | LIBK 3A Bb3PACTHHU 10 CEAIUHTEP ETHOAYMEHEH
2,6 | LIBK 3A JIELIA 11O SELDINGER 3A IOTYAAPEH JIOCTBII
e OO6ocobena nosurus Neb
6,6 BE3 BAAOH
6,7 BE3 BAAOH
6,8 BE3 BAAOH
e O6ocobena mo3urnus Ne7, Homenkaatypa 7.1 - TPUII'BTHO KPAHYE
e (O0ocobeHna mosura Ne8
8,1 | CTEPMAHA AHTHCEIITUYHA ITPEBPB3KA 15X20CM
8,2 | XUTIOAAEPTUYHA [UIIAIIA AETIEHKA 10 M/5 CM
8,3 | TIoaeHa IIpeBpPB3KaA, UMpPETPUpaHa C METAAHO cpebpo U CMec OT HATypPaAHH MacTHU KHUCEAWHH U TAHIIEPOA 5X5 cM
8,4 | CAHIIAACT 5CM/5 M
— O6ocobeHna no3uiya No9, HOMEHKAATYPH:
9,1 |EKT -XAPTHSI CARDIORAPID K111
9,2 | EKT -XAPTHS EAEKPOKAP/IOTPA®
9,3 | EKT XAPTHUS
9,5 | EKT XAPTHS EKT EDAN SF -300
9,9 | EKT XAPTHUS 3A ®ETAAEH MOHUTOP
— OO6ocobeHna no3urua Nol2, HOMEHKAQTYPH:
12,1 | EAHOKPATHU CTIEKYAYMU M.
12,2 | EIHOKPATHU CIIEKYAYMHU L
— O06ocobena nmo3uirusd No, HOMEHKAATYPH:
13.3 | COHIM 3A XPAHEHE 50 CM 3A HEZIOHOCEHH [IELIA - 3AOBAEH BPbX, [IBA CTPAHIYHH OTBOPA, C'bC 3AIIYIIAAKA;
’ PVC/PUR CUAMKOH c peHTreHOBa KOHTPACTHA HUIIIKA
13.4 | COHIM 3A XPAHEHE 50 CM 3A HEZIOHOCEHH [IELIA - BAOBAEH BPBX, [IBA CTPAHUYHI OTBOPA, C'C 3ATIYIIAAKA;
** | PVC/PUR CUAMKOH
13.5 | COHIM 3A XPAHEHE 50 CM 3A HEZIOHOCEHH [IELIA - BAOBAEH BPbX, [IBA CTPAHHYHY OTBOPA, C'hC 3ATIYLIAAKA;
*® | PVC/PUR CUAMKOH
— OO6ocobena no3urua Nol5, HOMEHKAQTYPH:
15,1 | ACTIUPALIMOHHU KATETPU C TEPMUHAAEH OTBOP
15,2 | ACTIUPALIMOHHU KATETPU C TEPMUHAAEH OTBOP
15,3 | ACTIMPALIMOHHU KATETPU C TEPMUHAAEH OTBOP
15,4 | ACTIUPALIMOHHU KATETPU C TEPMUHAAEH OTBOP
15,5 | ACTIUPALIMOHHU KATETPU C TEPMUHAAEH OTBOP
15,6 | ACTIMPALIMOHHU KATETPU C TEPMUHAAEH OTBOP
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15,7 | ACIMPALIMOHHU KATETPY C TEPMUHAAEH OTBOP
15,10 | ACTIMPALL KATETPU C'bC CTPAHUYHU OTBOPHU
15,11 | ACTIMPALL KATETPH C'’bC CTPAHUYHU OTBOPU
15,12 | ACTIUPALL. KATETPH C'bC CTPAHUYHU OTBOPU
15,13 | ACTIUPALL. KATETPH C'bC CTPAHUYHU OTBOPU
15,15 | ACTIUPALL. KATETPH C'bC CTPAHUYHU OTBOPU
— Obocobena mo3uriud Nel7, HOMEHKAQTYPH:
17,2 | KUCAOPOJIHA MACKA C YTBAYXUTEA, C AACTUK 3A ®UKCUPAHE
17,4 | KUCAOPOJHU MACKU 3A BEBETA
17,6 | HABAAEH KATETHP
— O06ocobena mo3uriusa No21, HOMEHKAQTYPH:
21,1 | MUKPOKOHTEWHEPHU 3A KAIHASIPHA KPBB C EZITA 200 MA
21,3 | MUKPOKOHTEWHEPU - CEPYM
21,7 | ENPYBETKU TUII "3ATBOPEHA C-MA - CEPYM 3 MA
21,8 | E[IPYBETKU TUII "3ATBOPEHA C-MA - CEPYM 4 MA
21,9 | ENPYBETKU TUII "3ATBOPEHA C-MA - XEMATOAOTHSI 3 MA
21,10 | ETIPYBETKU THII "3ATBOPEHA C-MA - XEMOCTA3A C HATPUEB LIUTPAT 1,8 MA
21,11 | ENIPYBETKU THII "3ATBOPEHA C-MA -3A CYE
21,14 | IBPXKATEA 3A BAKYYM CB/l 3A B3EMAHE HA KPHB
21,15 | UTAU 3A B3EMAHE HA KPBB
— O06ocobena noaurrysg No22
22,1 | XEMOCTATUYHA I'bBHYKA, 5 X10 CM
22,2 | SURGISEL - TUITI MPEXA 10X20 CM
— O6ocobena no3urua No23, HOMEHKAQTYPH:
23,1 | YPUHATOPHU TOPBH C KAATIAH U KPAHYE 3A TOAHO OTTUYAHE - 1.5 M, 2000 MA, HECTEPUAHU
23,2 | YPUHATOPHU TOPBEH C KAATIAH,KPAHUE 3A JIOAHO OTTUYAHE- 1.5 M, 2000 MA , CTEPUAHU
23,4 | YPOAOTMYEH KATETHP HEAATOH CHS
23,5 | YPOAOTMYEH KATETHP HEAATOH CH10
23,6 | YPOAOTMYEH KATETHP HEAATOH CH14
23,7 | YPOAOTUYEH KATETHP HEAATOH CH16
23,8 | YPOAOTMYEH KATETHP HEAATOH CH 18
23,9 | YPOAOTMYEH KATETHP HEAATOH CH 20
23,10 | YPOAOTUYEH KATETBHP HEAATOH CH 22
23,11 | YPOAOTUYEH KATETHP HEAATOH CH 24
23,13 | YPOAOTUYHU ®OAUEBU KATETPU
23,14 | YPOAOTUYHU ®OAUEBU KATETPU
23,15 | YPOAOTUYHU $OAUEBU KATETPU
23,16 | YPOAOTUYHU ®OAUEBU KATETPU
23,17 | YPOAOTUYHU SOAUEBU KATETPU
23,18 | YPOAOTUYHU ®OAUEBU KATETPU
23,19 | YPOAOTUYHU ®OAUEBU KATETPU
23,20 | YPOAOTUYHU ®OAUEBU KATETPU
23,21 | YPOAOTUYHU SOAUEBU KATETPU
23,22 | TPUITBTHU YPETPAAHU KATETPU C BAAOH 50-80 MA No24
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— O6ocobeHa no3uriusa No24, HOMEHKAATYPH:

24,1 | BBTEP®AANKU

24,2 | BBTEP®AANKU

24,3 | BETEP®AANKU

24.4 KarteTsp 3a nepudepHO MHTPAaBEHO3HO KaHIoAupaHe oT FEP, peHTTreHOIO3UTHBEH IO 1isIAaTa AbAXKHHA, KPHALIA 3a
’ dukcupaHe ¥ BTOPH BXOZ 32 MHQY3HUS C IIBETEH KO Ha AHaMeThpa

24.5 Katetsp 3a nepudepHo HHTPABEHO3HO KaHoaupaHe oT FEP, peHTreHOo3UTHBEH 110 I1gAaTa IbAKHUHA, KPHALIA 3a
’ dHKCHpaHe U BTOPH BXOZ 3a HH(QY3HUS C LIIBETEH KO Ha AuaMeTbpa

24.6 Katetsp 3a nnepudepHo HHTPABEHO3HO KaHioAupaHe oT FEP, peHTreHOmo3UTHBEH II0 IigAaTa IBbAKHHA, KPHALIA 32
’ ¢hukcupaHe ¥ BTOPH BXOZL 32 MHQPY3HUS C IIBETEH KO Ha AuaMeTbpa

24.7 Katetsp 3a nnepudepHo HHTPABEHO3HO KaHoaupaHe oT FEP, peHTreHONo3UTHBEH 110 I1gAaTa IbAKHUHA, KPHALIA 3a
’ dHKCHpaHe U BTOPH BXOZ 3a MH(Y3HUs C IIBETEH KO Ha AuaMeTbpa

24.8 Katetsp 3a nepudepHo HHTPABEHO3HO KaHoaupaHe oT FEP, peHTreHONno3UTHBEH 110 I1gAaTa IbAKHUHA, KPHALIA 3a
’ ¢hukcupaHe ¥ BTOPH BXOZL 32 MH(QPY3HS C IIBETEH KO Ha AuaMeTbpa

24.9 Katetsp 3a nnepudepHo HHTPABEHO3HO KaHoaupaHe oT FEP, peHTreHOmo3UTHBEH I10 IigAaTa IBAKHHA, KPHALIA 32
’ ¢hukcupaHe ¥ BTOPH BXOZL 32 MHQPY3HS C IIBETEH KO Ha AuaMeTbpa

24.10 ENHOKPATHU TAIIN 3A IIEPM®EPEH KATETHP, BUHTOBA KAITAYKH 3A BBP3A NAEHTHUPUKALIMA HA N3TOYHUKA,
i IBETOBO KOAVWPAHE

O6ocobena mmo3uius No49
ObocobeHna mo3urug Ne50
O6ocobena ro3urd No51
O6ocobeHa mo3uirus NoS52

— O6ocobena mo3urus No25
— O6ocobeHna mmo3urysa No26
— O6ocobena mo3urysa No28
— O06ocobena mo3uius Ne31
- O6ocobena mo3uius NoS53
O06ocobeHna ro3urud No54
O06ocobeHa ro3urd No55
O6ocobena mmo3uirus No62
O6ocobeHa ro3urd Noeb63
O06ocobeHa ro3urud Ne65
O6ocobena mmo3uiruss No66

O6ocobena mo3uiius Ne32
O6ocobena ro3uimg Noe33
O6ocobena ro3uiug No34
O6ocobena mo3uiruss Ne36
O6ocobeHa ro3uig No38
O6ocobena ro3uimg No40
O6ocobena mo3uiius Ne4 1

O6ocobena ro3urud No4?2 O6o0cobeHa mmo3urusa Nob67

D R R N N N N A 2

O6ocobena ro3uimg No45 O6ocobeHa ro3urd No77

R

O6bocobena ro3uimg Ne46

— B mpenmaoxkeHueTo CH 3a HM3II'BAHEHHE Ha IIOpbYKaTa 3a obocobeHa mosuid No2,
HOM. 2.1, 2.2 1 2.6 y9aCTHUKSBT € IIpeactaBuA lIpraoxkenua No2 u 2A Ha XapTHEH U €AEKTPOHEH
HOCHTEA, IIOI'bAHEHH I10 oOpa3ser] Ha Be3aoxkureas; [IbanomorHo ot JuMuTsp JUMHTPOB, C KOETO
ybaHOMOIIaBa Kpucrusna KupdeBa na IpencraBasgBa ydacTHHUKA IIpel BCEKH Bb3AoKUTEA;
exkaapanya 3a cbraacue C Kaay3uTe Ha aoroBopa; [lekaapalyg 3a cpoKa Ha BaAHOHOCTTA Ha
odeprara; [lekaapamus 3a cHa3BaHe 3aIbAXKEHUSTA, CBBP3aHU C [JAaHBIH U OCHUTYPOBKH,
oIla3BaHE Ha OKOAHAaTa cpeja, 3aKpHaa Ha 3aeTOoCTTa U yCAOBHULATA Ha TPyA Io 4a.39, aa.l, 7.1,
oykBa ,a“ ot [III30II; OTopu3aitmoHHO ITUcMO 0T ITpousBoauTess Porr Menuksea , 'epmanuga; EO
Ceprudurar; EO [deraapaius 3a CpOTBETCTBHE; KaTasor W ommMcaHwe Ha MEOUIIHHCKUTE
uzneaund; [lekaapalygd oT ydyacTHUKaA 3a HaHeceHa CE MmapKupoBKa;
[IpenaozkeHHETO 3a H3II'bAHEHHE Ha y4YacTHHKa OTroBaps Ha  H3UCKBaHHATA Ha
Bw3nroxkureasa. Komucusara [OomyckKa IIO IIOCA€ABAI0 ydacTHe B IIpolleypaTa ydacTHHUKA
,CODPAPMA TPEMIUHI* A/l 3a 06ocobena mo3urust No2, Hom. 2.1, 2.2 u 2.6.

— B mpenmaoxkeHHeTO CH 3a H3II'BbAHEHHE Ha IIOphYKaTa 3a obocobeHa mo3uiyd No6,
HOM. 6.6, 6.7 1 6.8 y4acTHUKBT € npencraBua [Ipuaoxkenusa No2 u 2A Ha XapTHEH U €AeKTPOHEH
HOCHTEA, IIOI'bAHEHH I10 obpa3zert Ha Buaaoxkureas; [I'baHomorHo ot JuMuTsp JUMUTPOB, C KOETO
ybaHOMoIIaBa Kpucrusna KupdeBa na IpencraBasgBa ydacTHUKA IIpel BCEKH Bb3aokurea;

JlocTaBKa Ha OOIIIOOOAHUYHU U aHECTE3UOAOTHYHN MEAUIIMHCKN U3IEeAUS U KOHCYMaTUBH, HEOOXOOUMH 3a 30
netiHocrta HAa YMBAA IIpod. A-p Cr. KupkoBuu“A/l, rp. Crapa 3aropa® IIpoTokoa 2



exkaapanyga 3a cbraache C KAaay3uTe Ha OoroBopa; [lekaapalyd 3a CpoKa Ha BaAHOHOCTTA Ha
odeprara; [lekaapamusd 3a CliadBaHe 33 bAXKEHUATA, CBbP3aHU C JaHBIIU U OCUTYPOBKH, IIa3BaHe
Ha OKOAHaTa Cpeaa, 3aKpHAa Ha 3aeTOCTTa U YCAOBHATA Ha TPyA 1o 4Aa.39, aa.l, 1.1, OykBa ,a“ ot
[ITI30IT; OTopu3atnoHHO ITHUCMO OT IIpousBoauteas Porr Menukba , l'epmanusa; EO Ceprudukar;
EO [exkaapaiuda 3a croTBeTCTBHE; KaTasor u onncaHne Ha MeOUIIMHCKUTE n3aeAns; UHCTpyKINHU
3a ynorpeba; [lekaapaliys oT ydacTHHKaA 3a HaHeceHa CE MapKHUpPOBKa,;

[IpenaoxkeHHETO 3a H3IIbAHEHHE Ha ydacTHHKa OTroBaps Ha  H3HUCKBaHUATA Ha
Bo3soxkureadg. Komucuara [OOIIycKa II0 IIOCAEABAINO ydacTHe B IIpolleAypara ydYacTHHKA
,CODPAPMA TPEMIUHI“ Al 3a o60cobeHa no3utus Ne6, HoM. 6.6, 6.7 1 6.8.

— B mpemaoxkeHHETO CH 3a H3ITBAHEHHE Ha IIOphYKaTa 3a obocobeHa mosmmus No7,
HOM. 7.1 y4acTHHUKBT € npeactaBua [Ipuaoxkennd No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHTEA,
IOITBbAHEHU TII0 oOpaser] Ha Bw3asoxwureas; I[IbaHOMomHO oT AduMuTbp [JUMHTPOB, C KOETO
yirbAHOMoOINIaBa KpucrusgaHa KupuyeBa ga mpencraBadgBa ydaCTHUKA IIped BCEKU BB3A0KUTEA;
Iekaapaiig 3a cbhraacue C KAay3uTe Ha A0roBopa; [lekaapalius 3a cpokKa Ha BaAMOHOCTTA Ha
odeprara; [leraapalus 3a CliadBaHe 33bAKEHHUATA, CBbP3aHU C JaHBIU U OCUTYPOBKH, [Ta3BaHe
Ha OKOAHAaTa Cpeaa, 3aKpHAa Ha 3aeTOCTTa U YCAOBHUATA Ha TPyA 1o 4A.39, aa.1l, 1.1, 6ykBa ,a° oT
[ITI30I1; OTopuzanmoHHO mHUCMO OT IrpoudBonuteas [lauxatt Yenwvamen UmmopTt eHn Excropt
Ko,Atn, Kwurait; EO Ceprudukar; [Jekaapanusa 3a CBOTBETCTBHE; KaTasor m omnmcaHHe Ha
MEOUIIMHCKUTE u3neaus; MHCTpyKumu 3a ynorpeda; [Jekaapalvdg OoT ydyacTHHKA 3a HaHeceHa CE
MapKHUPOBKA,;

[IpenaoxkeHUeTO 3a HIMNbAHEHHE Ha YyYacTHHUKAa OTroBaps Ha H3WCKBaHUSITA Ha
Bru3soxkureadg. Komucmara [OoOIIycKa II0 IIOCA€ABAINO0 ydacTHe B IIpolleAyparTa ydacTHHKa
,CODPAPMA TPENMIUHI“ A/l 3a 06ocobena rmo3urust No7,Hom.7. 1.

— B mpemaoxkeHHETO CH 3a H3II'bAHEHHE Ha IOphYKaTa 3a obocobeHa mo3ummss No8,
HOM. 8.1, 8.2 1 8.4 yyacTHUKSET € IpenactraBuA [IpuasoxkeHus No2 u 2A Ha XapTHEH U €AEKTPOHEH
HOCHUTEA, IIOITbAHEHHU IO oOpa3zell Ha Bb3aoxkuread; [IbaHOMOIITHO OT JJUMHUTEP JJUMUTPOB, C KOETO
yreaHOMOINIaBa Kpucruana KupuyeBa ga mpencraBadBa y4YaCTHHKaA IIpel BCEKH BB3A0XKHUTEA;
exkaapanya 3a cbraacue C Kaay3uTe Ha OoroBopa; [lekaapaiius 3a cpokKa Ha BaAMJHOCTTa Ha
oeprara; [Jexkaapanuda 3a CliazBaHe 33TbAKEHHUATA, CBBbP3aHHU C JAaHBIH U OCUTYPOBKH, ITa3BaHe
Ha OKOAHAaTa Cpeaa, 3aKpHAa Ha 3aeTOCTTa U YCAOBHATA Ha TPyX 1o 4A.39, aa.l, 1.1, 6ykBa ,1“ oT
[ITI30II; OtopuzanmoHHO nHCMO OT TnpousBonuTeasa ,CODPAPMA“ A/l; [Hexkaapauus OT
npousBoguTeAs 3a HaHeceHa CE mapkupoBka; CeprudHKaT 3a CHOTBETCTBHUE HA ITPOU3BOAUTEAS,
BaaugeH g0 30.04.2019r., BaaueH KbM JaTarta Ha moaaBaHe Ha odeptata; EC Ceprudukar 3a
IIIAOCTHA CUCTEMa 3a yIIpaBA€HHE Ha KadecTBOTO BaaugeH n0 30.04.2019r., BaaueH KbM gaTaTa
Ha mogaBaHe Ha odgeprarta; Ceprudukar 3a HaHeceHa CE mapkpoBka; aBe [lekaapaliuu 3a
CBOTBETCTBHE OT IIPOU3BOANTEAS; AHaAu3eH cepTudukar; Kartasor u ykazaHua 3a yrnorpeba Ha
MEIUIIMHCKUTE U3IeArus oT HomM.8.1 u 8.4, OTopHU3allMOHHO IIHCMO OT IIPOU3BOAUTEALD
XAPTMAHH-PUKO A/, Yemka Penybauka; [ekaapaiua 3a HaHeceHa CE wMapkupoBKa OT
npousBoguteass; EO Ceprudukar; ne EO [Jekaapanuu 3a CbOTBETCTBUE; KaTasor; HHCTPYKIIUH
3a ymorpeba; [lekaapaiuda 3a HaHeceHa CE MapKUpPOBKa;

[TpenaoxkeHUueTO 3a H3I'BAHEHME Ha ydacTHHKAa OTToBaps Ha  H3HUCKBaHUATA  Ha
Br3aoxkureadg. Komucuara [OoIlycka II0 IIOCA€ABAIN0 ydacTHe B IIpolleAypara ydacTHHKa
,CODPAPMA TPEMIUHI“ A/l 3a 06ocobena mmo3urust Ne8, Hom. 8.1, 8.2 u 8.4.

— B mnpemaoxkeHHeTO CH 3a H3II'BAHEHHE Ha IMOopbYKaTa 3a obocobeHa mo3urusg Ne9,
HOM. 9.1, 9.2, 9.3, 9.5, 9.9 yyacTHUK®BT € npeacraBuA [Ipuaoxenus No2 u 2A Ha xXapTHEH U
€AeKTPOHEH HOCHUTEA, MOI'bAHEHU II0 obpaseir Ha Bwa3aoxkwuread; [IbaHomomnHo oT JuUMUTHDP
JuMuTpoB, C KoeTo yI'baHOMOINaBa KpuctusHa KupdueBa ga mnpeacraBagBa ydacTHUKA Ipen
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BceKUu BB3roxkuten; [lekaapanud 3a CbrAaCHe C KAQy3UTE Ha IoroBopa; [lekaapalius 3a cpoka Ha
BaAUOHOCTTA Ha odeprara; [lekaapaiusa 3a Cla3BaHe 33 bAKEHHATa, CBBP3aHU C OAHBIU U
OCUTYPOBKH, OIla3dBaHe Ha OKOAHATAa Cpela, 3aKpHAa Ha 3aeTOCTTa U YCAOBHUSTA Ha TPy 110 4A.39,
aa.1l, 1.1, 6ykBa ,,a“ ot III130IT; OTopu3aimonHo mucMo ot rmpoudBoautesss AYME/L CPA, Urtaaus;
EO Ceptudukar 3a cucreMa 3a OCHIypsSBaHe Ha KadecTBOTO; [leKaapaliisd 3a CHOTBETCTBUE;
Kartanor; [lekaapaliyus oT yuacTHUKa 3a HaHeceHa CE mapkupoBka,;

[IpenaokeHUETO 3a H3MbAHEHHE Ha yYacTHHKa OTroBapsl Ha  H3UCKBaHUATA Ha
Brw3noxkureas. KomucusTa pgomycka II0 TIIOCAeABAIl0 ydacTHe B IpolleaAypara ydacTHHKA
,CODPAPMA TPEMIUHI“ Al 3a o60cobeHa mo3urus Ne9, HoMm. 9.1, 9.2, 9.3, 9.5, 9.9.

— B mpenmaoxkeHMeTO CH 3a H3IIbAHEHHE Ha MopbyKara 3a obocobeHa ro3mrms Nol2,
HOoM. 12.1 m 12.2 y9acTHUK®BT € npeacraBua [Ipuaoxenud Ne2 m 2A Ha XapTHEH U €AEKTPOHEH
HOCHTEA, IIOI'bAHEHHU I10 00pasel] Ha Bb3aoxkuread; [I'baHOMOIIIHO OT AUMUTEP JUMUTPOB, C KOETO
ypaHOMOIIaBa Kpuctugna KupueBa ga mpencraBasgBa ydacTHHUKa IIped BCEKH Bb3aoxkurea;
Hexkaapanyg 3a cbraacue ¢ Kaay3uTe Ha Oorosopa; [Jekaapamusa 3a cpokKa Ha BaAHJHOCTTa Ha
odeprara; [ekaapamnusa 3a coasBaHe 33IbAXKEHHSTa, CBBP3aHU C JaHBIU U OCHUTYPOBKH,
oIla3BaHE Ha OKOAHATAa Cpelia, 3aKpHAa Ha 3aeTOCTTAa U yCAOBHATA Ha TPYZA o 4a. 39, aa. 1, 1. 1,
oykBa ,a“ ot IIII30Il; OTopM3allMOHHO ITHCMO OT mpou3BomuTead Aaboparopuu Eypomenuc,
®pannusa; EO Ceprudwukar 3a cucTeMa 3a OCHTYpsSBaHe Ha KadecTBOoTO; [leraapaiys 3a
croTBeTcTBUE; KaTtanor; [lekaapaliyisg oT ydacTHUKA 3a HaHeceHa CE MapKHUpoBKa;

[IpenaoxkeHUEeTO 3a H3II'PAHEHME Ha ydacTHHKAa OTToBaps Ha  H3HUCKBaHUATA  Ha
Br3soxkureadg. Komucmara [OoIIycKa II0 IIOCA€ABAINO0 ydacTHe B IIpolleAyparTa ydacTHHKA
,CODPAPMA TPEVIUHI“ Al 3a o60cobeHa mo3umus Nel2, Hom. 12.1 u 12.2.

— B mpenaoxkeHmeTo CH 3a H3IIbAHEHHE Ha IOphYKaTa 3a obocobenHa mo3uiusa Nol3,
HOoM. 13.3, 13.4 m 13.5 y4yacTHUKBT € npenacraBua llpuaoxkenma No2 u 2A Ha XapTHEH U
€AeKTPOHEH HOCHUTEA, IIOITbAHEHH II0 obOpasell Ha Bwoasoxkuread; ITbaHOMOIIHO oT JUMHUTEHD
JdumutpoB, ¢ KoeTo yIrbaHOMoIaBa KpucrusuHa KupueBa na npeacraBagBa ydacTHUKA IIpem
BcekHU Bb3aoxkuTen; [lekaapalius 3a cbraacHe C Kaay3uTe Ha AoroBopa; [lekaapaiiya 3a cpoka Ha
BaAMOHOCTTA Ha odpeprarta; [lekaapalius 3a clia3BaHe 3aTbAXKEHHATA, CBBP3aHU C OAaHBIU U
OCHUTYPOBKH, OIla3BaHe Ha OKOAHATA Cpelia, 3aKpHAa Ha 3a€TOCTTAa U YCAOBHUSTA HA TPy 110 4A.39,
aa.l, 1.1, 6ykBa ,a“ ot IIII30Il; OTOPHU3AIIMOHHO ITMCMO OT ITPOU3BOAUTEAs YaHTKYy XeKaHT
Memunuacku UaCcTpyMenT Ko, OO/, Kurati; EO Ceprudurar 3a cucreMa 3a OCUTYpPsIBaHE Ha
Ka4decTBOTO; [lekaapalysa 3a cboTBeTCTBUE; KaTaaor; [lekaapalius oT y4acTHHKA 3a HaHeceHa CE
MapKHUPOBKA,;

[TpenaoxkeHUEeTO 3a H3II'BAHEHME Ha ydacTHUKAa OTToBapsl Ha  H3HUCKBaHUATA  Ha
Be3noxkutreasa. Komucusara [AoDycKa II0 IIOCAEABAIN0 ydacTHe B Ipolleaypara  ydYacTHHKA
,CODPAPMA TPEVIUHI“ Al 3a o60cobena mo3umus Nel3, vom. 13.3, 13.4 u 13.5.

— B mpenaoxkeHMeTO CH 3a HU3IIBPAHEHHE Ha HopbhukKara 3a obocobeHa mo3mrms NolS,
HOM. 15.1, 15.2, 15.3, 15.4, 15.5, 15.6, 15.7, 15.10, 15.11, 15.12, 15.13, 15.15 y9acTHHKET €
npencraBua [Ipuaoxkennsa No2 u 2A Ha XapTHEH M €AEKTPOHEH HOCHUTEA, ITOI'BAHEHH II0 00pasery
Ha Bw3soxwureaqa; [IbanomomtHo ot JumMursp JUMHTPOB, C KOoeTOo yIrbaHOMoOINaBa KpuctuaHa
KupueBa ma mpencraBasgBa ydacTHHKa IIpel BCEKH Bb3aoxkutes; [lekaapaliyig 3a cbraacue C
KAay3uTe Ha OoroBopa; [lekaapaliyd 3a CpokKa Ha BaAUAHOCTTA Ha odeprarta; [lekaapaiud 3a
CIla3BaHe 3aIbAXKEHHATA, CBBP3aHH C OaHBIM U OCHUTYPOBKH, Olla3BaHE Ha OKOAHATa Cpena,
3aKpHAa Ha 3aeTOCTTa W YCAOBHUSATA Ha Tpyd Io 4A.39, aa.l, 7.1, 6ykBa ,n“ or IIII3OII;
OTOpH3aIlMOHHO THCMO OT npousBoauteasa Aaboparopuu Eypomenuc, ®panmusa; EO Ceprudukar
3a CHCTeMa 3a OCHUTypdBaHEe Ha KadecTBOTO; [lekaapalysa 3a croTBeTCTBHE; KaTaaor; [lekaapaliys
OT y4acTHHKa 3a HaHeceHa CE mapkupoBKa,;
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I[TpenaokeHHETO 3a HBITBAHEHHE HAa yYaCTHHKA OTTOBaps Ha  H3UCKBaHUATA  HA
Bb3nroxxkureas. Komucusara mgomycka IO TIOCA€ABAIO ydYacTHe B IIpolleaypara  ydacTHUKA
,CO®PAPMA TPEUOUHI“ Al 3a o6ocobena mo3umusa 15, vom. 15.1, 15.2, 15.3, 15.4, 15.5, 15.6,
15.7, 15.10, 15.11, 15.12, 15.13, 15.15.

— B mpenaoxkeHmeTo cH 3a H3IIbAHEHHE Ha INopbhUyKaTa 3a obocobeHa mosurus Nel7,
HOM. 17.2, 17.4 m 17.6 y4yacTHUKBT € IpencraBua llprmaoxenusa No2 u 2A Ha XapTUeH U
€AeKTPOHEH HOCHUTEeA, MOI'bAHEHU II0 obpaselr Ha Bwaaoxkwuread; IIbaHomoniHo ot JUMUTHDP
JuMuTpoB, C KoeTo yIbaHOMoOIIaBa KpucruaHa KupdeBa ma mnpencraBagBa ydaCTHHKaA IIPeL
BCE€KHU BB3aoxkuTes; [ekaapanuda 3a CbraacHe C Kaay3uTe Ha A0roBopa; [Jekaapammda 3a Cpoka Ha
BaAHOHOCTTa Ha odeprarta; J[lekaapalyd 3a cla3BaHe 3aQbAKEHUATA, CBBbP3aHH C JaHBLU U
OCHTYPOBKH, OIla3BaHE Ha OKOAHATAa Cpela, 3aKpHaa Ha 3a€TOCTTa M YCAOBHATA Ha TPy IO 4A.39,
aa.l, 1.1, oykBa ,,n“ ot IIII30II; OTOPU3AITMOHHO THUCMO OT MPOU3BOAUTEAS HA MEI. U3MIEAUS OT
HOM.17.4 Aaboparopupun Eypomenuc, Ppanmnusa; EO Ceprudukar Ha OTPOU3BOAUTEAS;
Hexkaapanyg 3a cpOTBETCTBHE; KaTaaor; OTOpPH3aIllMOHHO IIHCMO OT IIPOM3BOANTEAd Ha ME.
usneauss or HoM.17.6 Ilauxa#t Yawwampa HWmmopr enn Excmopr Ko., Arn, Kurati; EC
CeprudukaT Ha NpPOHU3BOANTEAS; [leKaapalldsl 3a CBOTBETCTBHE; KaTaaor; OTOpH3allOHHO
OUCMO OT IIPOU3BOOUTEAS Ha Men. H3OeArud oT HoM.17.2 Yauxky Xerkadur MeaunuHCKH
Nucrpymertu Ko., OO/, Kurait; EO Ceprucdurkar; EO [Jexkaapanusa 3a CBOTBETCTBUE; KATAaAOT;
[eraapaliysg oT ydacTHHUKA 3a HaHeceHa CE MmapKupoBKa;

[IpenaoxkeHHETO 3a H3IIbAHEHHE Ha y4YacTHHKA OTroBaps Ha  H3HUCKBaHUSTA Ha
Br3soxkureadg. Komucuara [OoIIycKa II0 IIOCA€ABAIN0 ydacTHe B IIpolleAypara ydacTHHKA
,CODPAPMA TPEVIUHI“ Al 3a 0o60cobeHa mo3utus Nel7, Hom. 17.2, 17.4 u 17.6.

— B mpenaoxkeHMeTo CH 3a H3IIbAHEHHE Ha IOphYKaTa 3a obocobeHa mo3uiusa No2l,
HOM. 21.1, 21.3, 21.7, 21.8, 21.9, 21.10, 21.11, 21.14 u 21.15, y4acCTHHKBT € MpPEeACTaBUA
[Mprroxkenmnsa Ne2 m 2A Ha XapTHEH U €AEKTPOHEH HOCUTEA, IMOI'bAHEHHW II0 obOpasely Ha
Be3noxureada; IlbaHomomuo ot AduMutrhp [JUMHUTPOB, C KOETO yII'bAHOMoOIIaBa KpucrtugHa
KupueBa ma mpencraBasgBa ydacTHHKa IIpes BCEKU Bb3aoxurtes; [erkaapanud 3a cbraacue C
KAay3uTe Ha Oororsopa; [lekaapaliysd 3a cpoKa Ha BaAHMAHOCTTA Ha odeprara; J[lekaapaiud 3a
CIla3BaHE 3aIbAXKEHHATA, CBBbP3aHHU C OAaHBIM U OCHUTYPOBKH, Olla3BaHE Ha OKOAHATa Cpena,
3aKpHAa Ha 3aeTOCTTa W YCAOBHATA Ha Tpyd mo 4a. 39, aa. 1, T. 1, 6ykBa ,a“ ot IIII3OII;
OTopH3allMOHHO IHCMO OT I[Ipou3BoAuTeAd Ha Mend. usneanus Kemxwmanr [oHrgoHr Menuksba
Tekunoapmxku Ko., Arm; EO Ceprudgukar Ha mpousBomutesd; 4 [leraapaiiyu 3a CBOTBETCTBUE;
KaTaAor'; MHCTPYKIIUM 3a yroTpeda; [lekaapalus oT ydacTHHKa 3a HaHeceHa CE MapKUpPOBKA;

[TpenaoxkeHUEeTO 3a H3II'PAHEHME Ha ydacTHUKAa OTToBapsl Ha  H3HUCKBaHUATA  Ha
Be3noxkutreasg. Komucusara [AoIDyCKa IIO IIOCA€ABAIN0 ydYacTHE B Ipolleaypara  y4acTHHKAa
,CODPAPMA TPEWIUHI Al 3a o6ocobena mosmims Ne 21, mom. 21.1, 21.3, 21.7, 21.8, 21.9,
21.10,21.11,21.14 u 21.15.

— B mpenaoxkeHHeTo CH 3a HU3ITbAHEHHE Ha IOphYKaTa 3a obocobeHa mo3uius No22,
HOM. 22.1, 22.2, yyacTHUKBT € npencraBua [IpuaoxkeHus No2 u 2A Ha XapTHEH U €AEKTPOHEH
HOCHUTEA, TIOIIbAHEHH 10 obpaszell Ha Bb3aoxkuread; [IbaHOMOIIHO OT JJUMUTEP [JUMUTPOB, C KOETO
yrbaHOMOINaBa KpucruaHa KupuyeBa ga mpencraBadgBa y4aCTHHUKA IIPeN BCEKH BB3A0KHUTEA;
[lekaapaliig 3a Chraacue C KAay3UTe Ha A0roBopa; [lekaapalipa 3a cpokKa Ha BAAMOHOCTTA Ha
odeprara; [eraapalysa 3a CliadBaHe 3albAKEHUATA, CBBP3aHU C AJAHBIU H OCHUTYPOBKH,
orla3BaHE Ha OKOAHATa Cpeda, 3aKpHaa Ha 3aeTOCTTa M yCAOBHLATA Ha TpyAd Ho 4a.39, aa.l, T.1,
oykBa ,a“ ot [ITI30I1; OTOpHU3AITMOHHO ITHCMO OT ITPOU3BOMAUTEAS HaA Me. u3feAusd EXuMenukaa,
Hunepaannua, na EO Ceprucpurara Ha OpouU3BOAUTEAd; ABe [lekaapalliyl 3a CBHOTBETCTBUE;
KaTaAo3W; WHCTPYKIIMH 3a yrnoTpeda; [lekaapaliys oT ydacTHHKA 3a HaHeceHa CE MapKHUpOBKa;

JlocTaBKa Ha OOIIIOOOAHUYHU U aHECTE3UOAOTHYHN MEAUIIMHCKN U3IEeAUS U KOHCYMaTUBH, HEOOXOOUMH 3a 33
netiHocrta HAa YMBAA IIpod. A-p Cr. KupkoBuu“A/l, rp. Crapa 3aropa® IIpoTokoa 2



[IpenaoKeHUETO 3a HUIITbAHEHHE Ha y4YaCTHHKA OTroBapsd Ha  HM3UCKBaHHATA  Ha
Bu3soxkureas. Komucuara [gomycka IO IIOCAEABAIIO yYacTHE B IIpoleaypara ydJacTHHKA
,CODPAPMA TPENIMHI“ A/l 3a o6ocobeHa mo3urus Ne22, HoMm. 22.1, 22.2.

— B mpenaoxkeHMeTO CH 3a HU3IIBPAHEHHE Ha MopbykKara 3a obocobeHa ro3mrms No23,
HOM. 23,1, 23,2, 23,4, 23,5, 23,6, 23,7, 23,8, 23,9, 23,10, 23,11, 23,13, 23,14, 23,15, 23,16,
23,17, 23,18, 23,19, 23,20, 23,21, 23,22 y4acCTHUKBT € npenctaBua llpuaoxenusa No2 u 2A Ha
XapTHEH U EAEKTPOHEH HOCHUTEA, IOIIbAHEHHU II0 oOpasell Ha Bwb3aoxkuread; [IbaAHOMOIIHO OT
Jumutsp JUMHUTPOB, C KOETO yIrbaHOMOINaBa Kpucruana KupueBa ga nmpencraBagdBa yIYaCTHHKA
npen BceKM Bbaaoxkurea; [lekaapalnuda 3a CcbraacHe C Kaay3uTe Ha [0ToBopa; [lekaapalus 3a
CpOKa Ha BaAHAHOCTTa Ha odeprara; [lekaapalldsa 3a cla3BaHe 33QbAXKEHHATA, CBBP3aHU C
JaHBIIM U OCUTYPOBKH, I1a3BaHE Ha OKOAHATA Cpelia, 3aKpHaAa Ha 3a€TOCTTa U YCAOBHATA Ha TPYA
mo 4a.39, aa.l, 1.1, O0ykBa ,n“ ot IITI30OII; OTOPHU3AIIMOHHO MHCMO OT IPOU3BOIUTEAS HA ME/I.
usaeaus oT HOM.23.1 u 23.2 Yanxeky Xekanr Menunmacku Uuacrpymertu Ko., OO/, Kuraii; nBa
EO Ceprucdukara Ha npousBonutess; [lekaapaliya 3a CbOTBETCTBHE; KaTaAO3HM; HHCTPYKIIMU 3a
ynorpeba; OTOPH3AIIMOHHO ITHCMO OT IIPO3UBOAUTEAT HA Me. u3neaus ot HoMm. 23,4, 23,5, 23,6,
23,7, 23,8, 23,9, 23,10, 23,11, 23,13, 23,14, 23,15, 23,16, 23,17, 23,18, 23,19, 23,20, 23,21,
23,22 IManmxait Yambampa Wmmopr ena Excnopt Ko., Ata, Kwurait; EO Ceprudukara Ha
IpousBooUTeEAd; MOBe [lekKaapanuu 3a CHOTBETCTBHE; KaTaAO3H; UHCTPYKLIUH 34
ynorpeba;Jekaapaiiia oT ydacTHHKA 3a HaHeceHa CE MapKHUpoOBKa;

KomMmucugara momycka IIo IIOCAE€ABAI0 ydacTHe B IIpolleaypara ydactHuka ,CODPAPMA
TPEUIUHI“ Al 3a o6ocobena mosumms Ne 23.1, 23.2, 23.4, 23.5, 23.6, 23.7, 23.8, 23.9, 23.10,
23.11, 23.13, 23.14, 23.15, 23.16, 23.17, 23.18, 23.19, 23.20, 23.21, 23.22.

— B mpemaoxkeHHETO CH 3a H3IIbAHEHHE Ha HOphYKaTa 3a obocobeHa mosuiua No 24,
HOM. 24.1, 24.2, 24.3, 24.4, 24.5, 24.6, 24.7, 24.8, 24.9, 24.10 y4acTHHKET € HIpPeACTaBUA
[Ipuaoxenua Ne 2 u 2A Ha XapTHEH U EAEKTPOHEH HOCHTEA, IIOIIbAHEHH II0 obOpaszelr Ha
Be3noxureada; IlbaHomomuo ot AduMutrhp [JUMHUTPOB, C KOETO yII'bAHOMoOIIaBa KpucrtugHa
KupueBa ma mpezncraBasgBa ydaCTHHKa IIpell BCEKH Bb3aoxkurtes; [lekaapanud 3a ceraacue C
KAay3uTe Ha aorosopa; [ekaapaliyd 3a CpokKa Ha BaAHMAHOCTTa Ha odeprara; J[lekaapaiudg 3a
Cra3BaHe 3aIbAXKEHHSATa, CBBP3aHU C AAaHBIM M OCUTYPOBKH, Olla3BaHE Ha OKOAHaTa Cpeaa,
3aKpHAa Ha 3aeTOCTTa W YCAOBHATa Ha Tpyd mo 4a. 39, aa. 1, t. 1, 6ykBa ,a“ ot IIII3OII;
OTopHU3aIlMOHHO ITHCMO OT ITPOU3BOUTEAd HA Me. U3AeAud oT HoMm. 24.1, 24.2, 24.3, 24.4, 24.5,
24.6, 24.7, 24.8, 24.9 ®orr Menuksba, 'epmanus; nBa EO Ceprudmurara Ha IIPOU3BOAUTEAS; OBE
[lekaapaliuu 3a ChOTBETCTBUE; KATAaA03U; HWHCTPYKIHH 3a yroTrpeba; OTOpPH3AIIMOHHO IIHCMO OT
IpPO3UBOAUTEAd Ha Memn. usnaeaud oT HoM. 24.10 Hlauxait Yanbwampa WUmnopt enn Excroopt Ko.,
Atn, Kuraii; EO Ceprudukara Ha OPOU3BOAUTEAS; [leKaapalius 3a CHOTBETCTBHE; KaTaAOT;
exkaaparya oT yuacTHHKA 3a HaHeceHa CE mapkupoBKa,;

Y4acTHUKEBT HE € IIPeACTaBUA HHCTPYKIHsS 3a yrnorpeba Ha HpeasaraHUTE METUIITHCKH
U3eArs Ha ObATAPCKH €3UK, a 32 MEOUIIMHCKUTE U3IEAHs, 32 KOUTO He Ce M3UCKBa HHCTPYKIIUSI
3a ymorpeba ceraacHo d4a. 16, aa. 2 or 3MU, y4yacTHHKBT cAeABa [a NOPEACTAaBH MaKeT Ha
OMaKOBKaTa Ha MEOUIIMHCKUTE H3eAud C rpadudHo u3obpaxkenwe Ha ,CE” MapKupoBKa - Ha
XapTHEH HOCUTeA, KaKBOTO € H3UCKBaHeTo Ha DBwrw3aoxkureas B paszzmea V. YKASAHUYA 3A
N3IrOTBAHE HA O®EPTATA. TIIOAABAHE HA O®EPTATA, 4.6. ,TEXHUYECKO
[TPEOJAOXKEHUWEY, ctp. 17 B yTBbpAcHATA JOKyMEHTALIHS.

[Mopaau oIMCcaHOTO IMO-TOpPE M Ha ocHoBaHue da. 107, T. 2, 6. ,a
npegsara Ha Bb3AoKHTEAd 1a OTCTPaHM OT ydacTHe B npolleaypara ydactHuka COPAPMA
TPEVIWHI“ A/l 3a o60ocobena mosurus No 24, HomeHkaaTypa 24.10

[IpegaokeHUETO 3a H3MBAHEHHE Ha yYacTHHKAa OTroBapsl Ha  H3UCKBaHUATA Ha
Br3soxkureadg. Komucuara [OoIycKa II0 IIOCA€ABAIN0 ydacTHe B IIpolleAypara ydacTHHKa

«

ot 30IlI, komucugara
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,CODPAPMA TPEUIUHI“ Al 3a o6ocobena mo3urus 24, Hom. 24.1, 24.2, 24.3, 24.4, 24.5, 24.6,
24.7, 24.8, 24.9.

— B mpenaoxkeHHeTo CH 3a H3I'BAHEHHE Ha IIOphUYKaTa 3a obocobeHa mo3unudg No 25,
Y4aCTHUKET € IpeacTaBua IIpraoxkenua No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
o obpaszeny Ha Bw3aoxkureas; [IbaHOMOIIHO OT AuMUTHP [JUMHUTPOB, C KOETO YyII'bAHOMOIIaBa
Kpuctuana KupueBa ga mpencraBagBa ydacTHHKa IIpel BceKM Bbaaoxkutea; [lekaapanuda 3a
chraacue C Kaays3uTe Ha norosopa; [lekaapaliysg 3a cpokKa Ha BaAMJHOCTTAa Ha odepTarta;
Hekaapanya 3a crnasBaHe 3aIbAXKEHHUATA, CBBP3aHU C JAHBIUM W OCHUTYPOBKH, OIla3BaHE Ha
OKOAHATAa Cpena, 3aKpHAa Ha 3aeTOCTTa U YCAOBHLATA Ha TPyA Io 4a. 39, aa. 1, T. 1, OykBa ,a“ or
[ITI30IT; OTopHU3alMOHHO IUCMO OT Ipou3BoAUTeAd Ha Men. udaeaud [lanxait Hanwsampn Mmmoopt
enn Excriopt Ko., Atn, Kuratt; Ceprudukara Ha IIPOU3BOAUTEAST 32 CHCTEMAa 3a OCUTYpsiBaHE Ha
KadecTBOTO Ha IpousBoacTBo; EC Ceprudukart; yeTupu [lekarapaliiy 3a ChbOTBETCTBHE; KATAAOT;
Texumuecku nokymMeHTH 3a CE 3a crepuaHa CIPHUHIIOBKA 3a €IHOKpaTHa yrnorpeba; MHCTPYKIIUMU
3a ynorpeba; [Jekaaparnua oT ydacTHHKA 3a HaHeceHa CE MmapkupoBKa.

[IpenaoxkeHUETO 3a H3II'PAHEHME Ha ydacTHHKa OTToBaps Ha  H3HUCKBaHUATA  Ha
Bp3noxkuread. Komucumara OOIyCcKa II0 IIOCAEABAINO ydYacTHe B IIpoleaypara ydYacTHHKA
,CODPAPMA TPENIMHI“ A/l 3a o6ocobeHa mo3uus 25.

— B mpemaoxkeHHETO CH 3a H3IIbAHEHHE Ha HOphYKaTa 3a obocobeHa mosuiud No 26,
y4acTHUKBT € mnpencraBua Ilpuaoxkenus Ne 2 m 2A Ha XapTUeH B €AEKTPOHEH HOCHUTEA,
IOIMbAHEHU TII0 oOOpasel] Ha Bw3asoxwurteas; IIbaHOMOMHO oT AduMuUTBEp [JUMHTPOB, C KOETO
ybaHOMOINIaBa Kpuctugna KupueBa ga mpencraBasgBa ydacTHUKa IIped BCEeKH Bb3aoxkuTes;
[erkaaparya 3a ceraache C Kaay3uTe Ha OoroBopa; [Jekaapamms 3a CpoKa Ha BaAMIHOCTTAa Ha
odeprara; [eraapaiys 3a CliadBaHe 3aIbAKEHUSATA, CBBP3aHU C OAaHBOH W OCHTYPOBKH,
oIla3BaHE Ha OKOAHATa Cpeaa, 3aKpHAa Ha 3a€TOCTTa U yCAOBUATA Ha TPyA Io 4a. 39, aa. 1, 1. 1,
oykBa ,na“ ot IITI30IIl; OTopH3allMOHHO IMHUCMO OT IIPOU3BOANTEAs Ha Men. usaeaud ,Codapma’
Al; Jekaaparug oT npousBoauteas 3a HaHeceHa CE mapkupoBka; CepTudHKaT 3a CbOTBETCTBUE
Ha npousBoautesd; EC Ceprucgukar 3a IFAOCTHA CHCTeMa 3a yIpaBA€HHE Ha KadeCTBOTO
BaaugeHn mo 30.04.2019r., BaauzeH KBM JaTaTa Ha HojaBaHe Ha odeprara; Ceprudukar 3a
HaHeceHa CE mapkupoBKa; aBe [ekaapalud 3a CHOTBETCTBHUE OT MPOU3BOAHUTEAS; AHaAAU3EH
ceprudukat; Kartasor m ykazanuda 3a ynorpeba Ha MEOUIIMHCKHUTE H3IOeAHs; [leKaapamus OT
ydacTHHKA 3a HaHeceHa CE MapKUpOBKa,;

[TpenaoskeHUETO 3a H3ITBAHEHHE HAa yYacTHHUKA OTToBaps Ha HW3HWCKBaHUATA Ha
Be3naoxkutreasg. Komucusara [AoIDyCKa IIO IIOCAEABAIN0 ydacTHe B Ipolleaypara  y4YacTHHKA
,CODPAPMA TPEVIUHI“ Al 3a 060cobeHa ro3utius 26.

— B mpenaoxkeHmeTo cH 3a H3IIbAHEHHE Ha IophYKaTa 3a obocobeHa mo3uius No28,
y4acTHUKBT € mnpencraBua Ilpuasoxkenma Ne 2 um 2A Ha XapTHEH B E€AEKTPOHEH HOCHTEA,
TIOITbAHEHU M0 oOpaszerr Ha Bwp3aoxkwurtead; IIbaHoMoOIHO oT AuMuUThp [JUMUTPOB, C KOETO
ymrbaHOMOIIABa Kpuctugna KupdyeBa ma mpeacraBagBa yJacTHUKA Hped BCEKU Bb3A0KUTEA;
Hexkaaparyga 3a cbraacue C Kaay3uTe Ha Oorosopa; [Jekaapaius 3a cpokKa Ha BaAHMJHOCTTa Ha
odeprara; [ekaapamus 3a cCHasBaHe 33bAKEHHATa, CBBP3aHU C OaHBIU U OCHTYPOBKH,
orla3dBaHE Ha OKOAHATA CpeAa, 3aKpHaa Ha 3a€TOCTTa U yCAOBHLATA Ha TpPyA Io 4A.39, aa.l, T.1,
oykBa ,a“ ot III[I30IIl; OTOpHM3aIIMOHHO IIMCMO OT MPOU3BOOUTEAd Ha Mena. u3aeAud ,Aymemn’,
Uraans; EO Ceprudmrar 3a IIAOCTHA CUCTEMA 3a YIPaBAEHHWE HAa KadecTBOTO; [lekaapaliud 3a
CBOTBETCTBHE Ha ITPOU3BOAUTEAS; KaTaror U ykazaHuda 3a ynorpeba Ha MEOUIITMHCKUTE H3MEAUS;
[erkaaparua ot ygacTHHKA 3a HaHeceHa CE MapKHPOBKA,;
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[IpenaoKeHUETO 3a HU3ITbAHEHHWE Ha yJaCTHHKA OTroBaps Ha U3UCKBaHHUATA Ha
Bu3soxkureas. Komucuara [gomycka IO IIOCAEABAIIO yYacTHE B IIpoleaypara ydJacTHHKA
,CODAPMA TPEV/IVHT“ A/l 3a o6ocobeHa mo3uius 28.

— B mpemaoxkeHHETO CH 3a H3IIbAHEHHE Ha HOphYKaTa 3a obocobeHa mosuiudg Ne 31,
y4acTHUKBT € mpencraBua Ilpuaoxkenus Ne 2 m 2A Ha XapTHUEH M €AEKTPOHEH HOCHTEA,
IIOITbAHEHU II0 oOpaserr Ha Bwb3aoxkuread; IIbaHomomHo ot AuMursp [JUMHUTPOB, C KOETO
ypaHOMOIIaBa Kpuctugna KupueBa ga mpencraBasgBa ydacTHHUKa IIped BCEKH Bb3aoxkuTes;
Jlekaapamusa 3a cbraacHe C Kaay3uTe Ha A0roBopa; [lekaapallyd 3a CpoKa Ha BaAHOHOCTTa Ha
odeprara; [lekaapalys 3a Clia3BaHe 3abAXKEHUATA, CBBP3aHU C JAaHBIH U OCUTYPOBKH, 1a3BaHe
Ha OKOAHAaTa Ccpeaa, 3aKpHAa Ha 3aeTOCTTa U YCAOBHATA Ha TPyA 1o 4Aa.39, aa.l, 1.1, OykBa ,a“ ot
[ITI30I1; OTopu3allMOHHO IIMCMO OT IIPOU3BOAUTEAS Ha Men. u3geAuss oT HoM. 31.2 u 31.4
»MomMmuua Kpemoct“Al; [dekaapanus OT IIpou3BoauTesss 3a HaHeceHa CE wmapkupoBka; EO
Ceprudukar 3a ISAOCTHA CHCTeMa 3a VyIIpaBA€HHE Ha KadecTBOTO; ABe J[lekaapalluu 3a
CBHOTBETCTBHE Ha Ipou3BoauTeAs; Karasor u ykazaHud 3a ynorpeba Ha MEAUIIMHCKUTE HU3IEAUS;
OTopHu3allIOHHO IIMCMO OT IIPOMU3BOAUTEAS Ha Mend. u3neAaus oT HoMm. 31.5 [Ixxmaurcy Menmaroc
Hou-YBrH Manwdexkasprsp Ko.,Atm; EO Ceprudukar; [lekaapaiys 3a ChOTBETCTBHE; KAaTaAOT;
OTopH3allIOHHO IHCMO OT HpOH3BOAUTeAd Ha Men. usgeand oT HoMm.31.1 m 31.3 Hartmann,
Yemka Pemybamka; [Iekaapamua 3a HaHecenna CE wMmapkupoBKa oT mnpousBomutesd; EO
Ceprudurar; EO [deraapaid 3a CBHOTBETCTBHE; KaTaAOl; KCEPOKOIHd Ha  OIaKOBKaTa C
rpacuyHo m3obOpakeHre Ha CE mapkupoBkarta; [lekaapaiyd oT y4dacTHHKa 3a HaHeceHa CE
MapKHUPOBKA;

KoMmucugara momycka o IIocAeABAalllo ydacThe B IIpollenypata ydacTtHuka ,CODAPMA
TPEUIUHI“ A/l 3a 06ocobena mo3umus 31.

— B mpemaoxkeHHETO CH 3a H3IIbAHEHHE Ha HOphYKaTa 3a obocobeHa mosuiua Ne 32,
y4acTHUKBT € mnpencraBua Ilpuaoxkenus Ne 2 m 2A Ha XapTUeH B €AEKTPOHEH HOCHUTEA,
IIOIMbAHEHU TII0 OOpasel] Ha Bw3asoxwurteas; IIbaHOMOMIHO oT AduMUTBEP [JUMHTPOB, C KOETO
yreaHOMOINaBa KpucruaHa KupuyeBa ga mnpencraBadBa y4acCTHHUKA IIPEd BCEKH BB3A0XKHUTEA;
exkaaparya 3a cbraacue C Kaay3uTe Ha OoroBopa; [ekaapaimusa 3a cpoka Ha BaAMJHOCTTa Ha
oeprara; [Jexkaapanuda 3a CliazBaHe 33TbAKEHHUATA, CBBbP3aHHU C JAaHBIH U OCUTYPOBKH, ITa3BaHe
Ha OKOAHAaTa Cpeaa, 3aKpHAa Ha 3aeTOCTTa U YCAOBHATA Ha TPyA 1o 4Aa.39, aa.l, 1.1, OykBa ,a“ ot
[ITI30II; OTopu3allMOHHO IIHUCMO OT MHIPOU3BOAUTEAd Ha Men. uzneausa Hartmann, Yemika
Penrybanka; [lekaapariuda 3a HaHeceHa CE mapkupoBka ot npousBonutead; EO Ceprudgurar; EO
Iekaapaliysa 3a ChOTBETCTBHE, KAaTaAOT; KCEPOKOIIUS Ha OIlaKOBKATa C rpadUdHO U300paskeHue
Ha CE MmapkupoBkarta; [lekaapaliyg oT ydacTHHKA 3a HaHeceHa CE MapKUpoOBKa;

KomMmucugara pomycka IIOo IIOCAE€ABAI0 ydacTHe B Ipoleaypara ydactHuka ,CODPAPMA
TPEUIMHI“ A/l 3a 06ocobena mo3uus 32.

— B mpemaoxkeHHETO CH 3a H3IIbAHEHHE Ha HOphYKaTa 3a obocobeHa mosuiusa Ne 33,
Y4IaCTHUKET € IIpenactaBua IIpraoxenua No2 u 2A Ha XapTHEH U €A€KTPOHEH HOCHUTEA, IIOIIBAHEHHU
no obpaszery Ha Bw3aoxkureas; [IpaHOMOIIHO OT JAuMuUTHp AUMHUTPOB, C KOETO YIIbAHOMOIIIABA
Kpucrugana KupuyeBa ma mnpencraBadBa ydacTHHKa IIpen BCEKH BB3aoxkures; [lekaaparuga 3a
chraache C Kaay3uTe Ha Ooroeopa; [lekaapalysa 3a cpokKa Ha BaAMJHOCTTA Ha odepTara;
[lekaapaliyg 3a CIa3BaHE 3aIbAKEHHUATA, CBBP3aHU C OAaHBIUM U OCHUIYPOBKH, OIla3BaHE Ha
OKOAHATa cpena, 3aKpHAa Ha 3a€TOCTTa U YCAOBHATA Ha TPyA Io 4a.39, aa.l, 1.1, 6ykBa ,a“ ot
[TII130I1; OTopu3aMOHHO IMUCMO OT IPOU3BOANTEAd Ha Mend. usneausa Aaboparopuu Eypomemuc,
dpannusa; EO Ceprudukar; EO [ekaapamusa 3a CbOTBETCTBHE; KaTasor; EBpornelicku mMomea Ha
uHQPOPMAIMOHHO nocue; [lekaapalys OoT ydacTHHKA 3a HaHeceHa CE MmapKupoBKa;
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[IpenaoKeHUETO 3a HUIITbAHEHHWE Ha yJaCTHHKA OTroBaps Ha M3UCKBaHHUATA Ha
Bw3noxkureas. Komucugara [gomycka IO IIOCAEABAIO yYacTHE B MHOpoleAypara ydacTHUKA
,CODAPMA TPEV/IUHT“ A/l 3a o6ocobena rmo3urus 33.

— B mpemaoxkeHHETO CH 3a H3IIbAHEHHE Ha HOphYKaTa 3a obocobeHa mosuiug Ne 34,
Y4aCTHUKET € IIpeacTaBua IIpuaoxkenua No2 u 2A Ha XapTUEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no obpaszeny Ha Bw3aoxkureas; [I'paHOMOIIHO OT JuUMUTHEP [AUMHUTPOB, C KOETO YyIIbAHOMOIIIaBa
Kpuctuana KupueBa ga mpencraBagBa ydacTHHKa IIpel BceKM Bbaaoxutea; [lekaapanuga 3a
cBraacHe C Kaay3uTe Ha Oorosopa; Jlekaapaiuga 3a cpokKa Ha BaAMHOCTTAa Ha odepTara;
Hekaapanya 3a crnasBaHe 3aIbAXKEHHUATA, CBBP3aHHU C AJAHBIHU M OCHUTYPOBKH, OIla3BaHE Ha
OKOAHATa Cpela, 3aKphaa Ha 3aeTOCTTa U YCAOBHATA Ha TpyZx mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot
[ITI30I1; OTopHU3allMOHHO MHUCMO OT Ipou3BoAUTeAd Ha Men. uzneaud lauxait Yaunsampa Ummoopt
enn Excriopr Ko., Atn, Kurait; EO Ceprudurar; [ekaapalysg 3a CBHOTBETCTBHE; KaTaAOT;
HHCTPYKIINH 3a ynorpeba; [lekaapalius oT ydacTHHKa 3a HaHeceHa CE MapKUpPOBKa;

[IpenaoxkeHHETO 3a HU3II'BPAHEHHE Ha y4dacTHHKa OTroBapsd Ha H3UCKBaHUATaA Ha
Br3soxkureadg. Komucmara [OoIIycKa IIO0 IIOCA€ABAINO0 ydacTHe B IIpolleAyparTa ydacTHHKa
,CODPAPMA TPENIMHI“ A/l 3a o6ocobeHa mo3umus 34.

— B mpemaoxkeHHETO CH 3a H3IIbAHEHHE Ha HOophYKaTa 3a obocobeHa mosuiua Ne 36,
Y4aCTHUKET € IIpencTaBua [Ipraoxkenua No2 u 2A Ha XapTUeH U €AEKTPOHEH HOCUTEA, IIOII'bAHEHHU
no obpaszeny Ha Bw3aoxkureas; [I'paHOMOIIHO OT JuUMUTHEP [AUMHUTPOB, C KOETO YyIIbAHOMOIIIABa
Kpuctuana KupueBa ga mnpencraBagBa ydacTHHKa IIpel BceKM Bbaaoxkutea; [lekaapamnuga 3a
chraacue C Kaays3uTe Ha morosopa; [lekaapalysg 3a cpokKa Ha BaAMJHOCTTA Ha odeprara;
Hekaapanua 3a crnasBaHe 3aIbAXKECHHATA, CBBP3aHH C OAaHBLM M OCHUIYPOBKH, IIa3BaHE Ha
OKOAHATa Cpela, 3aKpHhAa Ha 3aeTOCTTa U YCAOBHATA Ha Tpyx mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot
[ITI30II; oTopH3allMOHHO MHUCMO OT IIPOU3BOAUTEAS HA MeO. U3aeAud oT HoM. 36.2 dort Menukbea
I'm6X, 'epmanus; EO CepTudukat; KaTasor U UHCTPYKIIMH 3a yroTpebda; OTOpHU3allOHHO ITHCMO
OT mpousBoautTeAd Ha men. usneaud lllanxay Yauvampa Ummnopt enn Excropt Ko., Atn, Kuraii;
EC Ceprudukar; Ceptudpukar Ha EO 3a cucrema 3a OcCUTypsSBaHe Ha KadecTBOTO Ha
IIPOU3BOACTBOTO; [leKaapalus 3a ChbOTBETCTBHE; KaTaAOT; HHCTPYKIINH 3a ynotTpeba; [lekaapaiius
OT y4acTHHKA 3a HaHeceHa CE MapkupoBKa;

[IpenaoxkeHHETO 3a HU3I'BAHEHHE Ha y4JacTHHKa OTroBapsd Ha H3UCKBaHHUATA Ha
Bp3snoxutreadg. Komucmara [OOIIycKa II0 IIOCAEABAINO ydYacTHe B IIpolleAypara  ydJacTHHKAa
,CODPAPMA TPENIMHI“ A/l 3a o6ocobeHa mo3umus 36.

— B mpemaoxkeHueTo cH 3a U3I'bAHEHHE Ha HophYKaTa 3a obocobeHa mosuing Ne 38,
Y4aCTHUKET € npenacTaBua [Ipraoxkenua No2 u 2A Ha XapTUeH U €A€KTPOHEH HOCUTEA, IIOII'bAHEHHU
1o obpa3zell Ha BB3A0KUTEASI, KBAETO AEKAAPUPAT, Y€ 3a TOBA MEAUIIMHCKO U3OEAHUE - HECTEPHAHO
He ce m3uckBa EC Ceprudwmkar m [erkaapalidsa 3a CBOTBETCTBUE; [I'BAHOMOIIHO OT JUMHTEBD
JuMUuTpoB, C KoeTo yIbAHOMoINaBa KpuctusHa KupueBa ma mpeacTaBagBa ydacTHUKA HOpen
BceKUu Bn3roxkuten; [lekaapanud 3a CbrAaCHe C KAQy3UTE Ha I0oroBopa; [lekaapalius 3a cpoka Ha
BaAMOHOCTTa Ha odeprarta; J[leKaapalius 3a clia3BaHe 3abAXKEHHATA, CBBP3aHH C AaHBIIN U
OCUTYPOBKH, [1a3BaHEe Ha OKOAHATa Cpela, 3aKpHAa Ha 3a€TOCTTa U YCAOBUSITA HA TPYL IO 4A.39,
aa.l, 1.1, oykBa ,a“ ot IIII30Il; oTOpH3aIlMOHHO MHUCMO OT MPOU3BOAUTEAd Ha MeI. U3OEAUS
Aabopatopun Eypomenuc, PpanHmus; KaTasor; HHCTPYKLUU 3a ynorpeba; [lekaapaiusd OT
y4gacTHHKA 3a HaHeceHa CE mapKupoBKa;

[TpensokeHUETO 3a HU3MBAHEHHE Ha yYacTHHKAa OTroBaps Ha H3UCKBaHUATA Ha
Brw3noxkureas. KomucusTa [gomycka IIO TIIOCA€ABAI0 ydacTHe B MHpoleaypara ydacTHHKA
,CODPAPMA TPEV/IUHI“ Al 3a 060cobeHa rmo3utius 38.
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— B mpenaoxkeHMeTO CU 3a HU3IIBPAHEHHE Ha Hopbukara 3a obocobeHa mosurus Ne4O,
y4acTHUKBT € npencraBua IIpuaoxxennma Ne 2 m 2A Ha XapTHEH M EAEKTPOHEH HOCHTEA,
IIOITbAHEHU 10 oOpazery Ha Bwb3aoxkwuresd; [IbaHomorHo ot AuMuresp [JUMUTPOB, C KOETO
yrbaHOMOIaBa KpuctugHa KupuyeBa ga mpencraBagBa y4acTHHKA IIpel BCEKH BB3aoKUTEA;
Hexkaapanyga 3a cbraacue ¢ Kaay3uTe Ha OoroBopa; [Jekaapamusa 3a cpokKa Ha BaAHJHOCTTa Ha
odeprara; [lekaapalus 3a CliadBaHe 33 bAXKEHUSTA, CBbP3aHU C JAaHBIIM U OCUTYPOBKH, [1a3BaHe
Ha OKOAHATAa cpefia, 3aKpHAa Ha 3ae€TOCTTA U YCAOBHUSTA HA TPYyA 1o 4A.39, aa.1, 1.1, 6ykBa ,,a“ oT
[ITI30I1; OTopu3allMOHHO MHCMO OT Hpou3BoauTesd Ha Men. usneaus Karcan Katior Can.Be
Tumx. AL, Typuus; nBa EO Ceprucdurara; aBe [dekaapalliil 3a CHOTBETCTBHE; KaTaAOT;
HHCTPYKIINH 3a ynorpeba; [lekaapamus oT ydacTHHKA 3a HaHeceHa CE MapKHUpPOBKA,;

[IpenaozkeHHETO 3a M3I'bAHEHHE Ha yJacTHHKa OTroBaps Ha H3HCKBaHUATA Ha
Bw3nroxureaa. KomucusTa [O0mycKa II0 IIOCAEABAIO0 ydacTHe B IIpolleAypara ydacTHHKA
,CODPAPMA TPEWUVHT* Al 3a o6ocobena nozurus 40.

- B mpenmaozkeHHETO CH 3a HU3IIbAHEHHE Ha MOpbhYKaTa 3a obocobeHa mo3urrusa No4l,
YYaCTHHUKET € npeacraBua IIpruaoxenuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no obpaszen Ha Bw3soxkureas; [I'baHOMOIIHO OT JUMUTEP JUMHTPOB, C KOETO YIIbAHOMOIIIABA
Kpucrugna KupuyeBa ma mpencraBadgdBa ydacTHHUKa IIpel BCeKH BB3aoxkures; [lekaapamuga 3a
chraacHe C Kaays3uTe Ha [oroeopa; Jlekaapaiuda 3a cCpokKa Ha BaAMHOCTTAa Ha odepTara;
exkaapanyga 3a crasBaHe 3aIbAXKEHHUSATA, CBBP3aHM C OAaHBIM M OCUTYPOBKHU, I1a3BaHE Ha
OKOAHATa Cpela, 3aKpHhAa Ha 3aeTOCTTa U YyCAOBHATa Ha TpyZn mo 4a.39, aa.l, T.1, 6ykBa ,a“ oT
[ITI30II; OTopu3allMOHHO IHCMO OT IIPOU3BOoAUTeAd Ha Men. usneanda Karcan Katior Can.Be
Tumx. A.I., Typuuga; EO Ceprudukar; [dekaapanus 3a CbOTBETCTBHE; KATAAOT; HHCTPYKIIUHU 3a
ymotpeba; [deraapaiius oT ydacTHHUKA 3a HaHeceHa CE MapKUpPOBKa;

[IpenaozkeHHETO 3a H3ITPAHEHHE Ha ydJacCTHHKAa OTroBapsa Ha H3UCKBaHHUATA Ha
Bp3snoxkuread. Komucumara [OOIyCcKa II0 IIOCAEABAINO ydYacTHe B IIpoleaypara ydYacTHHKA
,COPAPMA TPEUIVHI“ A/l 3a o6ocobena nosurws 41.

— B mpenaoxkeHmeTo cH 3a H3IIbAHEHHE Ha IOphYKaTa 3a obocobeHa mo3uius Nod2,
YYaCTHHUKET € npeacraBua IIpuaoxkenuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no obpazeny Ha Bw3aoxkwureas; ITbaHomornHo or JuMuThp [AUMHTPOB, C KOETO YI'BAHOMOIIIABA
Kpuctusna KupueBa na mnpeacraBasgBa ydacTHHKa IIpel BCEKU Bb3aoxkurtes; [lekaapaius 3a
chraacHe C Kaays3uTe Ha Oorosopa; Jlekaapalysg 3a cpokKa Ha BaAMAHOCTTAa Ha odeprara;
Hexkaapanyga 3a crasBaHe 3aQbAXKEHUSITA, CBBP3aHU C JaHBIM M OCUTYPOBKU, Olla3BaHe Ha
OKOAHATa Cpela, 3aKpuaa Ha 3aeTOCTTa U YyCAOBHATA Ha TpyZA mo 4a.39, aa.l, T.1, OykBa ,a“ ot
[ITI30I1; OTopu3allMOHHO IHCMO OT IIPOU3BoAUTeAd Ha Men. usneausa Karcan Kartior Can.Be
Tumx. A.Il., Typuuga;, nBa EO Ceprudukara; [Jekaapaimsa 3a CBOTBETCTBHE; KaTaAoT;
MHCTPYKIINH 3a yrotpeda; [lekaapaliys oT ydacTHHKa 3a HaHeceHa CE MapKHUpoBKa;

[IpenaozkeHHETO 3a H3IIbAHEHHE Ha yJacTHHKa OTroBaps Ha H3WCKBaHUATa Ha
Bw3noxkureasa. Komucusara mgomycka II0 IIOCA€ABAIO0 ydacTHe B IIpolleaypara ydacTHUKA
,CODPAPMA TPENIMHI“ A/l 3a o6ocobeHa mo3uus 42.

— B mpenaoxkeHmeTo CcH 3a H3IIbAHEHHE Ha IOphYKaTa 3a obocobeHa mo3uius No4S,
YYaCTHUKET € IpencraBua [Ipuaoxkernuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOI'bAHEHU
no obpazeny Ha Bw3aoxkwureas; ITbaHomornHo ot JuMutbp [JUMHTPOB, C KOETO YITBAHOMOIIIABA
Kpucrusana KupueBa na mnpeacraBasgBa ydacTHHKa IIpel BCEKU Bb3aoxkurtea; [lekaapaius 3a
chraache C Kaays3uTe Ha [orosopa; [lekaapalysg 3a cpokKa Ha BaAMJHOCTTAa Ha odeprara;
[ekaaparus 3a cCliadBaHe 3aIbAXKEHUATA, CBBP3aHU C OAHBIM M OCUTYPOBKH, IIa3BaHe Ha
OKOAHATa Cpela, 3aKphaa Ha 3aeTOCTTa U YCAOBHATA Ha TPyZa mo 4a.39, aa.l, t.1, OykBa ,a“ ot
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[ITI30II; OTopu3allMOHHO IIHCMO OT IIPOM3BOAUTEAd Ha Men. usneaud oT HoM. 45.1 lllamxait
Yauwampa HWwmmopr ena Exkcmopr Ko., Atn, Kurait; EO  Ceprudumrar; [ekaapaiuda 3a
CBOTBETCTBHE; KaTasor; OTOPHU3AIIMOHHO IHUCMO OT ITPO3UBOAHUTEAS HA MEM. U3OEAUSI OT HOM 45.2
oo 45.7 Bra. ,Momuua Kpenioct“ A1, Beauko TwpHOBO; [ekaapalus 3a HaHeceHa CE mapkupoBKa
ot npousBoautead; EO Ceprudurar; EC [dekaapaius 3a CbOTBETCTBUE; KATAAOT U MHCTPYKIIUU
3a ynorpeba; [lekaapaliys oT ydacTHHKaA 3a HaHeceHa CE MapKHUpPOBKa,;

[IpenaozkeHHETO 3a H3IIbAHEHHE Ha y4YacTHHKa OTroBaps Ha H3UCKBaHUATa Ha
Bw3noxkureasa. Komucusara [gomycka IIO IIOCA€ABAI0 ydacTHe B IIpolleiypara  ydacTHUKA
,COPAPMA TPEUIVHI“ A/l 3a o6ocobeHa nosurus 45.

— B mpenaokeHHeTo CH 3a H3IIbAHEHHE Ha IIOphYKaTa 3a obocobeHa mo3uius No46,
YYaCTHHUKET € npeacraBua IIpraoxkenuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no obpaszeny Ha Bw3aoxkureas; [I'paHOMOIIHO OT JuUMUTHEP [AUMHUTPOB, C KOETO YIIbAHOMOIIaBa
Kpuctuana KupueBa ga mnpencraBagBa ydacTHHKa IIpel BceKM Bbaaoxutea; [ekaapanuga 3a
chraacve C Kaays3uTe Ha norosopa; [lekaapaliysg 3a cpokKa Ha BaAMJHOCTTAa Ha odepTara;
exkaaparyga 3a crasBaHe 3abAXKEHHATA, CBBP3aHM C OaHBIM M OCUTYPOBKH, IIa3BaHe Ha
OKOAHATa Cpela, 3aKpHaa Ha 3aeTOCTTa U YCAOBHATA Ha TpyZa mo 4a.39, aa.l, 1.1, 6ykBa ,a“ oT
[ITI30IT; OTopU3allMOHHO ITHCMO OT ITPOU3BOAUTEAd Ha Mel. usneaud ,MomuHa Kperoct“, Beanko
TepHOBO; [TBAHOMONITIHO oT JuMuTHp JUMHUTPOB, C KOETO yIrbaHOMOIIIaBa Kpucrusaua KupueBa na
IpeacTaBAadBa y4acCTHHKA IIpen BCEKH Be3aoxuren; [Jekaapanua 3a CbraacHe C KAay3UTe Ha
noroBopa; [ekaapaiug oT mnpousBomutead 3a HaHeceHa CE wmapkupoBka; EO Cepruduxkar;
[ekaapalus 3a CbOTBETCTBHE; KaTaAOT; MHCTPYKIIUU 3a yrnoTpeda; [ekaapallyd OT y4acTHHKA 3a
HaHeceHa CE MapKUpoBKa;

[IpenaoxkeHUEeTO 3a H3II'PAHEHME Ha ydacTHHKAa OTToBaps Ha  H3HUCKBaHUATA  Ha
Bp3soxkutread. Komucuara [OOIIyCcKa II0 IIOCAEABAINO ydYacTHe B IIpoleaypara ydYacTHHKA
,CODPAPMA TPENIMHI“ A/l 3a o6ocobeHa mo3uus 46.

— B mpenaoxkeHmeTo cH 3a H3II'bAHEHHE Ha HopbhuyKaTa 3a obocobeHa mosuius NedO,
Y4aCTHUKET € npenacTaBua [Ipraoxkenua No2 u 2A Ha XapTUeH U €A€KTPOHEH HOCUTEA, IIOII'bAHEHHU
no obpaszeny Ha Bw3aoxkureas; [I'paHOMOIIHO OT JuMUTHP [IUMHUTPOB, C KOETO YIIbAHOMOIIIABA
Kpuctuana KupueBa ga mnpencraBadgBa ydacTHHKa IIpel BCceKHM Bbaaoxurea; [lekaapanud 3a
chraacHe C Kaays3uTe Ha Oorosopa; Jlekaapaliysg 3a cpokKa Ha BaAMAHOCTTAa Ha odeprara;
Hekaapanuga 3a crnasBaHe 3aIbAXKEHHATA, CBBP3aHM C OaHBLH M OCHUITYPOBKH, IIa3BaHE Ha
OKOAHATa Cpelia, 3aKpHhAa Ha 3aeTOCTTa U YCAOBHATA Ha TPyn mo 4a.39, aa.l, 1.1, 6ykBa ,a“ oT
[MTTI30I1; OTopu3allMOHHO MHCMO OT MHPOU3BOAUTEAd Ha Memn. usaeaud ,MomuHa Kperoct“ All,
Beanko TvpHOBO; [lekaapaliia ot npousBogutead 3a HaHeceHa CE mapkupoBka; EO Ceprucdurar
3a I'bAHA TapaHIUs Ha cucTeMara Ha KadecTBo; EO CepTudukar 3a CHUCTeMa 3a OCHUTypsBaHe
Ka4ecTBOTO Ha HNpoAyKIusaTa; [lekaapamus 3a ChOTBETCTBHE; KATaAOT; HHCTPYKIIMH 3a yroTpebda;
OTopH3allOHO ITHCMO OT MPO3UBOAUTEAd Ha Mend. usaeaud oT HoM. 49.9 u 49.10 Ilauxati
Yamaeampn HWwmmopr esn Excropr Ko., Ara, Kurati; EC Ceprudwmkar; [dekaapanus 3a
CBOTBETCTBHE; HHCTPYKIUHU 3a yrnoTpeba; OropusanioHHo mucMo ot ®pusennyc Kabu, Brarapus;
[bAHOMOIITHO OT TpPOU3BOAUTEAd Ha Men. usneausd or Hom.49.13 Frisenius Kabi AG, c koeto
ompezneas, Ha3Ha4YaBa U yirbaHoMmomaBa dpuszenunye Kadbu Brarapua EOO/ na 0pae npeacraBuTeA
Ha IIPOH3BOAUTEAS U [a 'O IIpeAcTaBAdBa B THprose U mnpouenypu no 30II, ga npexBbspad ToBa
I'bAHOMOIIIHO Ha TPeTH AMIla, KOWTO Oa MoraT na IIpeAcTaBAgBaT IpousBonutessi; asa EO
Ceprudukara Ha mpousBoauTess; EO [lekaapamnus 3a CBOTBETCTBUE; KATAAOT; MHCTPYKIIUH 3a
yrnotpeba; [Jekaapalyda oT ydacTHUKA 3a HaHeceHa CE MapKUpOBKa;

[IpenaoxkeHHETO 3a H3I'BAHEHHE Ha ydYacTHHKa OTTroBaps Ha  H3HUCKBaHHATA  Ha
Bo3snoxkureadg. Komucuara [OOIIycKa II0 IIOCAEABAINO ydYacTHE B IIpolleaypara ydYacTHHKA
,CODPAPMA TPEV/IUHI“ Al 3a 060cobeHa rmo3utius 49.
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— B mpenaoxkeHmeTo CH 3a H3IIbAHEHHE Ha IOphYKaTa 3a obocobenHa mosuiusa NeS0,
YYaCTHHUKET € npeacraBua IIpraoxennda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOI'bAHEHH
no obpaszeny Ha Bw3soxkuteas; [I'baHOMOIIHO OT JuMUTHP AUMHUTPOB, C KOETO YIIbAHOMOIIIABa
Kpuctuana KupueBa ga mnpencraBagBa ydacTHHKa IIpel BceKM Bbaaoxutea; [ekaapanuda 3a
chraacve C Kaays3uTe Ha moroBsopa; [lekaapamusa 3a CpoKa Ha BaAHMAHOCTTa Ha odeprara;
Hexkaapanyga 3a crnasBaHe 3aIbAXKEHHATA, CBBP3aHU C OAaHBIM M OCUTYPOBKH, IIa3BaHe Ha
OKOAHATAa Cpea, 3aKpHAa Ha 3a€TOCTTA U YCAOBUATA HA TPy mo 4Aa. 39, aa. 1, T. 1, OykBa ,,a“ oT
[ITI30I1; OTopu3allMOHHO IIHCMO OT IIpOU3BoAUTeAd Ha Men. wusneaud ,Codapma“ All;
Hexkaaparua ot npousBonuteas: 3a HaHeceHa CE mapkuposka; CepTudukar 3a CbOTBETCTBUE Ha
npousBoguTeas BaangeH no 30.04.2019r., BaaugeH KbM gaTaTa Ha IIogaBaHe Ha ogeprara; EC
CeprtudukaT 3a IFAOCTHA CHCTEMa 3a yIpaBA€HHE Ha KadecTBOTO BaauaeH no 30.04.2019r.,
BaAWZleH KBbM JaTarTa Ha nojaaBaHe Ha odeprara; Ceprudurar 3a HaHeceHa CE mapKupoBKa;
[ekaapaius 3a CHOTBETCTBHE OT IMIPOU3BOAUTEAS; TpPpHU AHaau3HU cepTudukara; Karasor u
yKazaHus 3a ynorpeba Ha MeOUIIMHCKUTE H3aeAud; [lekaapamus oT ydacTHHKa 3a HaHeceHa CE
MapKHUPOBKA;

[IpenaozkeHHETO 3a U3IIbAHEHHE Ha y4acTHHKAa OTTOoBapsd Ha M3UCKBaHHUATA Ha
Bw3nroxkureasa. KomucusTa [OomyckKa IIO IIOCAEABAI0 ydacTHe B IIpolleypaTra ydacTHHKA
,CODPAPMA TPENIMHI“ A/l 3a o6ocobena mo3uus 50.

— B mpenaoxkeHmeTo cH 3a H3II'bAHEHHE Ha IopbUyKaTa 3a obocobeHa mo3mius NoSl1,
Y4aCTHUKET € IIpenacTaBua [Ipraoxkenua No2 u 2A Ha XapTUeH U €AEKTPOHEH HOCUTEA, IIOII'bAHEHHU
no obpaszeny Ha Bw3aoxureas; [IpaHOMOIIHO OT AuMUTHP [IUMHUTPOB, C KOETO YIIbAHOMOIIIABa
Kpucrugna KupuyeBa ma mpencraBadBa ydacTHUKaA HOpen BceKU Bb3noxuten; [Jekaapamua 3a
chraacHe C Kaays3uTe Ha Oorosopa; Jlekaapalya 3a CpokKa Ha BaAMJHOCTTAa Ha odepTara;
[lekaapamnusa 3a clladBaHe 3aIbAXKEHHATa, CBBP3aHH C OaHbBIM M OCUTYPOBKH, [Ia3BaHE Ha
OKOAHATa Ccpela, 3aKpHhaa Ha 3aeTOCTTa U yCAOBHATa Ha TpyZn mo 4a.39, aa.l, T.1, 6ykBa ,a“ oT
[ITI30I1; OTopu3allOHHO IHCMO OT IIPOU3BOAUTEAd Ha Men. usneaus ,MommHa Kpemoct“ All,
Beauko TvpHOBO; [lekaapaliug oT npousBoautead 3a HaHeceHa CE mapkuposka; EO Ceprucurar
3a I'bAHA TapaHIlUd Ha CHcTeMaTa Ha KadecTBO; ABe [lekaapallu 3a CBHOTBETCTBHE; KaTaAOT;
WHCTPYKIINHK 3a yrorpeba; OTOPH3aIIMOHO ITHCMO OT IPO3UBOAUTEAS HA MeEH. HU3/IEAHS OT HOM.
54.4 u 54.5 llasxa#t Yawsampa Ummnopt esn Excropr Ko., Atao, Kurait; EC Ceprudurar; Tpu
Jlekaapaliyuu 3a ChOTBETCTBHE;KaTaAOT; [leKaapaliys OT ydacTHHKa 3a HaHeceHa CE MapKHUpOBKa;

[IpenaokeHHETO 3a H3II'bAHEHHE Ha ydacTHHKa OTroBapsd Ha  HU3UCKBaHHATa Ha
Be3naoxkutreasg. Komucusara [AoIDyCKa IIO0 IIOCAEABAIN0 ydYacTHE B Ipolleaypara  y4acTHHKa
,COPAPMA TPEUINHI“ A[] 3a 06ocobena nozunus 51.

— B mpenaoxkeHmeTo cH 3a H3IIbAHEHHE Ha IophYKaTa 3a obocobeHa mo3mius NoS52,
YYaCTHHUKET € npeacraBua IIpruaoxkenuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no obpazeny Ha Bw3aoxkwureas; ITbaHomornHo ot JuMuThp [AUMHTPOB, C KOETO YI'BAHOMOIIABA
Kpuctusna KupueBa na mnpeacraBasgBa ydacTHHKa IIpel BCEKH Bb3aoxkurtea; [ekaapamnusa 3a
chraache C Kaay3uTe Ha Oorosopa; [lekaapalysa 3a cpokKa Ha BaAMJHOCTTA Ha odepTara;
Hexkaaparyga 3a crasBaHe 3albAXKEHHUSATA, CBBP3aHU C MOaHBbIM M OCUTYPOBKH, IIa3BaHe Ha
OKOAHATa Cpela, 3aKphAa Ha 3aeTOCTTa U YCAOBHATA Ha Tpyn mo 4a.39, aa.l, 1.1, 6ykBa ,a“ oT
[ITI30II; OTopHU3aITMOHHO TIIHCMO OT IIPOU3BOAUTEAd Ha wMen. wuznaeaus ,Codapma“ All;
[ekaapanusa oT npousBonuteas 3a HaHeceHa CE mapkupoBka; CepTudukar 3a ChOTBETCTBHE Ha
npousBoauTeas BaauaeH no 30.04.2019r., BaauaeH KbM garaTa Ha nogaBaHe Ha ogeprara; EC
Ceprudukar 3a IFAOCTHA CHCTEMa 3a yIpaBA€HHE Ha KadecTBOTO BaauaeH no 30.04.2019r.,
BaAWZeH KBbM [Jarara Ha IoaaBaHe Ha odeprara; [derkaapanus 3a CBOTBETCTBHE OT
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IIPOU3BOOUTEAS; [ABa AHaau3HU cepTudukara; Karasror u ykasaHua 3a ymnorpeba Ha
MEIUIIMHCKUTE U3HAeAUs; [lekaapaliusa OoT yJYacTHHKA 3a HaHeceHa CE mapKupoBKa;

[IpenaokeHHETO 3a H3II'BAHEHHE Ha y4YacTHHKa OTroBapsd Ha  HU3UCKBaHHATa Ha
Bw3nroxkureaa. Komucusara [OomycKa IIO0 IIOCAEABAIO ydacTHe B IIpolleAypaTra ydacTHHKA
,CODAPMA TPEV/IUHT“ A/l 3a o6ocobeHa o3uIus 52.

— B mpenaoxkeHmeTo cu 3a H3II'bAHEHHE Ha IopbUyKaTa 3a obocobeHa mo3urus NoS3,
Y4aCTHUKET € IIpencTaBua IIpuaoxkenua No2 u 2A Ha XapTUEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no obpaszeny Ha Bw3soxkuteas; [I'baHOMOIIHO OT JuMUTBHP JUMHUTPOB, C KOETO YIIbAHOMOIIIABA
Kpucrugana KupuyeBa ma mpencraBadgdBa ydacTHHKa IIpel BCEeKH BB3aoxkurtes; [lekaaparua 3a
cBraacHe C Kaay3uTe Ha Ooroeopa; Jlekaapainuga 3a cpokKa Ha BaAMHOCTTAa Ha odepTara;
Jlekaapanusa 3a cCHa3BaHe 3aIbAXKEHHATA, CBBP3aHH C OAaHBIM M OCHUTYPOBKH, I1a3BaHe Ha
OKOAHATa cpeaa, 3aKpHAa Ha 3aeTOCTTa M yCAOBHLATA Ha TpyA 1o 4a.39, aa.l, 1.1, OykBa ,a“ oT
[TTI30II; OTopu3allMOHHO IIHUCMO OT I[IPOU3BOAUTeAsS Ha Men. wusneaus ,Codapma“ All;
[ekaaparus oT npousBonuteas 3a HaHeceHa CE mapkupoBka; CepTudukar 3a CbOTBETCTBHE Ha
npousBoauTeas BaauaeH o 30.04.2019r., BaauaeH KbM AaTaTa Ha moaaBaHe Ha odeprara; EC
Ceprtudukar 3a IFAOCTHA CHCTEMa 3a yIpaBA€HHE Ha KadecTBOTO BaauaeH mo 30.04.2019r.,
BaAWZeH KbM JaTraTa Ha IogaBaHe Ha odeprara; [lekaapamus 3a CBOTBETCTBHE OT
IPOU3BOAUTEAS; TpU AHaam3HH cepTudUKaTa; Karasror um ykaszanusa 3a yrorpeba Ha
MEIUIIMHCKUTE U3aeAUs; [lekaapaliusa OoT ydacTHUKaA 3a HaHeceHa CE mapKupoBKa;

[IpenaoxkeHHETO 3a U3II'BPAHEHUE Ha yUYaCTHHKA OTroBaps Ha H3UCKBaHUATa Ha
Br3soxkureasg. Komucuara [OoIycKa IIO0 IIOCA€ABAINO0 ydacTHe B IIpolleAyparTa ydacTHHKa
,CODPAPMA TPEVIUHI“ Al 3a 060cobeHa rmo3utus 53.

— B mpenaoxkeHHeTo CH 3a H3IIbAHEHHE Ha IOphYKaTa 3a obocobeHa mo3uius NoS4,
YYaCTHHUKET € npeacraBua IIpraoxkenuda Ne2 u 2A Ha XapTHEH U €A€KTPOHEH HOCHUTEA, IIOI'bAHEHU
no obpaszeny Ha Bw3aoxkureas; [IpaHOMOIIHO OT AuMUTHP [AUMHUTPOB, C KOETO YyII'bAHOMOIIABa
Kpuctuana KupueBa ga mpencraBagBa ydacTHHKa IIpel BceKM Bbaaoxkutea; [lekaapamnuga 3a
chraacue C Kaay3uTe Ha [orosopa; [lekaapalysa 3a cpokKa Ha BaAMJHOCTTA Ha odeprara;
Hexkaapamya 3a crasBaHe 3a’bAXKEHHSATA, CBBP3aHM C OaHBIM M OCUTYPOBKH, I[Ia3BaHE Ha
OKOAHATa Cpelia, 3aKpHhAa Ha 3aeTOCTTa M YCAOBHATA Ha TPyn mo 4a.39, aa.l, 1.1, 6ykBa ,a“ oT
[ITI30II; OTopuM3anMOHHO TIIMCMO OT IIPOU3BOAUTEAd Ha wMexn. wuzneaus ,Codapma“ ALl
Herkaapara ot npousBoauteas 3a HaHeceHa CE maprupoBka; CepruduKaTr 3a CHOTBETCTBHE Ha
npousBoguTeass BaauaeH no 30.04.2019r., BaaugeH KbM garaTa Ha nogaBaHe Ha ogeprara; EC
Ceprudukar 3a IFAOCTHA CHCTEMa 3a yIpaBA€HHE Ha KadecTBOTO BaauaeH mo 30.04.2019r.,
BaAHeH KBM MmaTarTa Ha IlomaBaHe Ha odeprara; aBe Jlekaapallid 3a CHBOTBETCTBHE OT
IpoOU3BOOUTEAd; TpU AHaau3HH cepTudukara; Karasor u ykazanus 3a yrnorpeda Ha
MEeIUIIMHCKUTE U3neAnd; [lekaapanusa oT ydacTHUKA 3a HaHeceHa CE MapKUpoBKa,;

[MpemaoskeHUETO 32 U3I'BAHEHHWE Ha YYACTHHKA OTroBapss Ha HW3UCKBaAHUATA Ha
Bre3noxkuread. Komucuara [OOIycKa TII0 IIOCA€ABAIN0 ydacTHe B IIpoleaypara ydYacTHHKA
,CODPAPMA TPENIMHI“ A/l 3a 06ocobeHa mo3umus 54.

— B mpenaokeHmeTo cH 3a H3IIbAHEHHE Ha IOphYKaTa 3a obocobeHa mo3uius NoSS5,
YYaCTHHUKET € npencraBua [Ipuaoxkenna No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOITbAHEHU
no obpaszery Ha Bw3aoxkureas; [IpaHOMOIIHO OT JuMuUTHp AUMHUTPOB, C KOETO YIIbAHOMOIIIABa
Kpucruana KupueBa ga mpeacraBadgBa yYacTHHKA Mpen BceKH Breaaoxkurea; [Jekaapanuda 3a
ceraacue C Kaay3uTe Ha aoroBopa; Jeraaparyd 3a cpoKa Ha BaAWAHOCTTAa Ha odeprara;
Hderkaapara 3a crasBaHe 3abAKEHUATA, CBBP3aHH C OaHBbIH W OCHUTYPOBKH, [Ia3BaHE Ha
OKOAHATa Cpela, 3aKphaa Ha 3aeTOCTTa U YCAOBHATA Ha TpyZa mo 4a.39, aa.l, T.1, OykBa ,a“ ot
[ITI30II; OTopH3aITMOHHO TIIHCMO OT IIPOU3BOAUTEAd Ha wMen. wuznaeaus ,Codapma“ All;
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[ekaaparus oT npousBonuteas 3a HaHeceHa CE mapkupoBka; CepTudurkar 3a ChOTBETCTBHE Ha
nmpousBonuTeas BaaugeH no 30.04.2019r., BaauaeH KbM OaTaTa Ha nomaBaHe Ha odeprara; EC
Ceptudukar 3a IFAOCTHA CHCTEMAa 3a YIpaBA€HHE Ha KadecTBOTO BaauzaeH mo 30.04.2019r.,
BaAHZEeH KbM jaTaTa Ha IlogaBaHe Ha odeprara; aBe [lekaapalldd 3a CBOTBETCTBHE OT
IIPOU3BOOUTEAS; [Ba AHaauM3HH cepTudHKaTa; Karasor m ykasaHua 3a yrnorpeba Ha
MEeOUIIMHCKUTE U3neAnd; [lekaapanuda oT ydacTHUKA 3a HaHeceHa CE MapKupoBKa,;

[IpenaozkeHHETO 3a U3II'PAHEHHE Ha yYaCTHHKA OTroBapsd Ha HW3UCKBaHUATA Ha
Bo3soxkureadg. Komucuara [OOIIycKa II0 IIOCAEABAINO ydacTHe B IIpolleAypara ydYacTHHKA
,CODPAPMA TPENIMHI“ A/l 3a o6ocobeHa mo3umus 55.

— B mpenmaoxkeHMeTO CH 3a H3IIBPAHEHHE Ha MopbyKara 3a obocobeHa mo3urus Neb62,
YYaCTHHUKET € npeacraBua IIpruaoxenuda Ne2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHTEA, IIOIIbAHEHH
1o obpaszell Ha Bb3aoxkuTeAs], KBAETO AeKAapUpaT, Ye 3a MEIUIIMHCKUTE U3ZIeAUs OT HOM. 62.1 He
e Heobxomum EC Ceprudmkar; ITeaHOMOIIHO 0T JUMUTEP JUMHUTPOB, C KOETO YVI'BAHOMOIIIaBa
Kpucrugna KupuyeBa na mnpencraBagBa ydacTHHUKa IIpel BCeKM BB3aoxkurtes; [lekaapanuga 3a
chraache C Kaays3uTe Ha morosopa; [lekaapalysg 3a cpokKa Ha BaAMJHOCTTA Ha odeprara;
[eraaparnya 3a crasBaHe 3abAKEHUATA, CBBP3aHH C OaHBbIOH W OCHUTYPOBKH, I[I1a3BaHE Ha
OKOAHATa Cpela, 3aKpHhAa Ha 3aeTOCTTa U YCAOBHLATA Ha TPyn mo 4a.39, aa.l, 1.1, 6ykBa ,a“ oT
[ITI30I1; OTopuM3anMOHHO TIIMCMO OT IIpouU3BoauUTeAd Ha wexn. uzneaus ,Codapma“ ALl
Heraaparua ot npousBoguteas 3a HaHeceHa CE mapkuposBka; Ceprudukar 3a CbOTBETCTBUE Ha
npousBoauTeas BaauaeH no 30.04.2019r., BaauaeH KbM AaTaTa Ha moaaBaHe Ha odeprara; EC
Ceprudukar 3a IFIAOCTHA CHCTEMa 3a yIpaBA€HHEe Ha KadecTBOTO BaauaeH no 30.04.2019r.,
BaAWZleH KBbM Jarara Ha IogaBaHe Ha odeptara; [lekaapanus 3a CHOTBETCTBUE OT
npousBoguTeAd; AHaau3eH cepTudukara; Karasor m ykasaHusa 3a ynorpeba Ha MEIUIIMHCKUTE
nzaeansi; OTOPU3AIMOHHO ITMCMO OT HPOU3BOAUTEAS Ha Men. uzzmeave oT HOM.62.1 ,MonHoroa“
EOOA, Ilazapmxkuk; J[ekaapaiyd 3a CBOTBETCTBHE; TexXHHYeCcKa cHelupUKalus Ha
MEOUWIIMHCKOTO Hu3zeAre; 3adBA€HHE 3a PEeTHUCTPAlUs Ha MPOU3BOAUTEAH U MEOUIIMHCKU HU3AEAUS
IIyCHaTH Ha Ilazapa H/HAU B [AeHCTBUe, Ha Tepuropusra Ha PBrarapusa, B CbOTBETCTBHE C YA.27,
an.l, ar.4 u ua.29, aar.4 or 3MMH; cHUMKa Ha OIlaKOBKaTa Ha u3aeaueTo; [lekaapaius oT
ydacTHUKa 3a HaHeceHa CE MapKHpoOBKa;

HpeILAO}KeHI/IeTO 3a UIIIBAHEHHUE Ha y‘-IaCTHI/IKa OTroBapd Ha H3HCKBaHHdATa Ha
Bre3soxkuread. Komucuara [OOIycKa TII0 IIOCA€ABAIN0 ydacTHe B MIpoleaypara ydYacTHHKA
,CODPAPMA TPENIMHI“ A/l 3a o60ocobeHa mo3uus 62.

— B mpenaoxkeHHeTo CH 3a H3IIbAHEHHE Ha IOphYKaTa 3a obocobeHa mo3uius No63,
Y4aCTHUKET € IIpenactTaBua [Ipraoxkenusa No2 u 2A Ha XapTUeH U eAeKTPOHEH HOCHUTEA, IIOIIbAHEHU
1o oOpaszell Ha Bb3aokuTEAd, KBAETO AeKAAPHUPAT, Ye 3a 0(pepHUPaAHOTO MEAUIIMHCKO U3OEAUS HE €
HeoOxomum EC Ceprudukar; [IeanomornHo ot JAuMurbp AUMHTPOB, C KOETO YIIbAHOMOIIABA
Kpucrugna KupuyeBa na mnpencraBadgBa ydacTHHKa IIpel BCeKHM BB3aoxkures; [lekaapamuga 3a
ceraacue C Kaay3uTe Ha aoroBopa; [ekaapanud 3a cpoKa Ha BaAWAHOCTTa Ha odeprara;
[eraapaiig 3a cHa3BaHe 3aIbAXKEHUSITa, CBBP3aHU C JaHBIM MU OCUTYPOBKM, I1a3BaHe Ha
OKOAHATAa Cpeqa, 3aKpHAa Ha 3aeTOCTTa U yCAOBHATA Ha TPyA mo 4a. 39, aa. 1, T. 1, 6ykBa ,a1“ oT
[ITI30I1; OTopu3allMOHHO IIMCMO OT IIPOU3BOAUTEAd Ha Men. usneausa Hartmann, Yemka
penybauka; [lekaapamusa oT HOpousBogutTeasd 3a HaHeceHa CE wmapkupoBka; [lekaaparus 3a
CBHOTBETCTBHE; KaTaaor m ykasaHusa 3a yrorpeba Ha MEIUIIMHCKUTE H3OeAus; [leKaapalvs OT
y4JacTHHKa 3a HaHeceHa CE mapKupoBKa;

[TpensokeHUETO 3a HU3MIbAHEHME Ha y4YacCTHUKA OTroBaps Ha HW3UCKBaHUSTA Ha
Brw3noxkureas. KomucusTa [gomycka IIO TIIOCA€ABAI0 ydacTHe B MHpoleaypara ydacTHHKA
,CODPAPMA TPENIMHI“ A/l 3a 06ocobeHa mo3uus 63.
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— B mpenaoxkeHMeTO CH 3a HU3IIBPAHEHHE Ha HopbYKara 3a obocobeHa mo3urus Ne6S,
YYaCTHHUKET € npeacraBua IIpraoxenuda No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no obpaszeny Ha Bw3soxkureas; [IpaHOMOIIHO OT JuUMUTEP JUMHUTPOB, C KOETO YIIbAHOMOIIIABA
Kpucrugana KupuyeBa ma mnpencraBadgdBa ydacTHHKa IIpel BCEeKH BB3aoxkurtes; [lekaapamua 3a
chraacue C Kaays3uTe Ha morosopa; [lekaapaliysg 3a cpokKa Ha BaAMJHOCTTAa Ha odepTara;
Hexkaapanyga 3a crasBaHe 3aIbAXKEHHATA, CBBP3aHU C OAaHBIOM M OCUTYPOBKH, IIa3BaHe Ha
OKOAHATa cpena, 3aKpHAa Ha 3aeTOCTTa M yCAOBHLATA HaA TpyA Io 4a.39, aa.l, 1.1, 6ykBa ,a“ oT
[MTI30I1; OTopu3allMOHHO MMHUCMO OT ITPOU3BOAUTEAS Ha MeI. u3aeAre oT HoM. 65.1 Hartmann,
Yemka pemnybauka; [Jexkaapaimsa oT Ipou3BoauTesss 3a mnocraBeHa CE wmaprupoBka; EO
Ceprucdurar; EO [dekaapaius; KaTasoT U MHCTPYKIIHMH 3a yroTpedba; OTOPHU3aIIMOHHO ITHCMO OT
npousBoguTeass Ha Men. usgeaus ,Codapma“ A; Ceptudurar 3a CBHOTBETCTBHE Ha
npousBoguTeas BaangeH no 30.04.2019r., BaaugeH KbM garaTa Ha IogaBaHe Ha ogeprara; EC
CeptuduKraTr 3a IFGAOCTHA CHCTEMAa 3a yIIpaBACHHE Ha KadecTBOTO BaauiaeH mo 30.04.2019r.,
BaAWZleH KBbM Jarara Ha IofaBaHe Ha odeprara; [lekaapamuss 3a CHOTBETCTBUE OT
npousBoguTeAd; AHaauzeH cepTuduKar; Karasor m ykaszaHuda 3a yrnorpeda Ha MEIUIIMHCKUTE
usneausd; [lekaapaliys oT ygyacTHHKA 3a HaHeceHa CE MapKHUpoBKa;

[IpenaozkeHHETO 3a U3IIbAHEHHE Ha y4acTHHKAa OTTOoBapsd Ha M3UCKBaHHUATA Ha
Bw3nroxkureasa. KomucusTa [OomyckKa IIO IIOCAEABAI0 ydacTHe B IIpolleypaTra ydacTHHKA
,CODPAPMA TPENIMHI“ A/l 3a o6ocobeHa mo3uus 65.

— B mpenaoxkeHmeTo cH 3a H3IIbAHEHHE Ha IopbUyKaTa 3a obocobeHa mo3ulus Neb6,
Y4aCTHUKET € IIpenacTaBua [Ipraoxkenua No2 u 2A Ha XapTUeH U €AEKTPOHEH HOCUTEA, IIOII'bAHEHHU
no obpaszeny Ha Bw3aoxureas; [IpaHOMOIIHO OT AuMUTHP [IUMHUTPOB, C KOETO YIIbAHOMOIIIABa
Kpucrugna KupuyeBa ma mpencraBagdBa ydacTHUKa HIpen BCEeKH BB3aoxuten; [lekaapaiusa 3a
chraacHe C Kaays3uTe Ha Oorosopa; Jlekaapalya 3a CpokKa Ha BaAMJHOCTTAa Ha odepTara;
Hekaapanya 3a crnasBaHe 3aIbAXKEHHATA, CBBP3aHH C OaHBOM M OCHUITYPOBKH, IIa3BaHe Ha
OKOAHATa Cpela, 3aKpHhaa Ha 3aeTOCTTa U yCAOBHLATA Ha TpyZA mo 4a.39, aa.l, 1.1, 6ykBa ,a“ oT
[ITI30I1; OTopu3allMOHHO IIHUCMO OT ITPOU3BOMAUTEAS Ha MeI. HU3/eAre OoT HoM. 66.1 Hartmann,
Yemka pernybauka; [Jexkaapaima oT IIpoudBoauTesss 3a InocraBeHa CE wmapkupoBka; EO
Ceprudukar; EO [dekaapaius; KaTasor U UHCTPYKIIMH 3a yroTpeda; OTOPHU3aIIMOHHO ITHUCMO OT
npou3BoguTeass Ha Men. wusneaus ,Codapma“ A; CeptudHKaT 3a CBHOTBETCTBHE Ha
npousBoguTeass BaauaeH no 30.04.2019r., BaaugeH KbM garaTa Ha nogaBaHe Ha ogeprara; EC
Ceprudukar 3a IFAOCTHA CHCTEMa 3a yIpaBA€HHE Ha KadecTBOTO BaauaeH mo 30.04.2019r.,
BaAWZleH KbM jaTaTa Ha IlogaBaHe Ha odeprara; aBe [lekaapalliid 3a CBOTBETCTBHE OT
npousBoguTesd; AHaauzeH cepTuduKar; Karasor u ykaszaHuda 3a yrnorpeda Ha MEIUIIMHCKUTE
usneaus; [lekaapaliys oT ygyacTHHKA 3a HaHeceHa CE MapKHUpoBKa;

[IpenaoxkeHHETO 3a U3II'PAHEHUE Ha yUYaCTHHKA OTroBaps Ha HW3UCKBaHUATa Ha
Be3noxkutreasg. Komucusara [AoIDyCKa II0 IIOCAEABAIN0 ydYacTHE B Ipolleaypara  y4acTHHKAa
,CODPAPMA TPENIMHI“ A/l 3a o60cobeHa mo3uus 66.

— B mpenaoxkeHmeTo CH 3a HU3IITbAHEHHE Ha IOphUYKaTa 3a obocobeHa mo3uius No67,
YYaCTHUKET € pencraBua [Ipuaoxkernnda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOI'bAHEHU
no obpaszerny Ha Bw3aoxkureas; [IpaHOMOIIHO OT JuMUTHP AUMHUTPOB, C KOETO YIIbAHOMOIIIABA
Kpucrugana KupuyeBa mna mnpencraBagBa ydacTHHKa IIpel BCEeKM BB3aoxkurtes; [lekaapanua 3a
chraache C Kaay3uTe Ha Oorosopa; [lekaaparysa 3a cpokKa Ha BaAMJHOCTTA Ha odepTara;
Llekaapaliyiss 3a cHoa3BaHE 3aIbAXKEHUATa, CBBP3aHU C OAaHBIU U OCUIYPOBKH, I[1a3BaHE Ha
OKOAHATa Cpela, 3aKpHhAa Ha 3aeTOCTTa U YCAOBHLATA Ha TPyn mo 4a.39, aa.l, 1.1, 6ykBa ,a“ oT
[ITI30I1; OTopu3anOHHO MHCMO OT IIPOU3BOAUTEAS Ha Men. usaeave Kemkuanr ['OHTOOHT
Memukba TexkHoabmxku Ko., Atm; EO Ceptudukart; [lekaapaliusd 3a CBOTBETCTBHE; KATaAOT U
HHCTPYKIINH 3a ynorpeba; [lekaapalyd oT ydacTHHKA 3a HaHeceHa CE MapKHUpoOBKa,;
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[IpenaoKeHHUETO 3a U3ITbAHEHHE HA YIACTHUKA OTTOBapss Ha HW3UCKBaHHUATA Ha
Bu3soxkureas. Komucuara [gomycka IO IIOCAEABAIIO yYacTHE B IIpoleaypara ydJacTHHKA
,CODAPMA TPEV/IUHT“ A/l 3a o6ocobeHa o3uius 67.

— B mpenaoxkeHMeTo CH 3a H3I'BAHEHHE Ha IOphUYKaTa 3a obocobeHa mosurius No77,
Y4aCTHUKET € IIpeacTaBua IIpuaoxkenua No2 u 2A Ha XapTUEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
no obpaszeny Ha Bw3aoxkureas; [IbaHOMOIIHO OT JuMUTBHP [JUMHUTPOB, C KOETO YyII'bAHOMOIIaBa
Kpucrugna KupuyeBa mna mpencraBadBa ydacTHHKaA IIpel BCEKH Brw3aoxkures; [lekaapariuda 3a
cBraacHe C Kaay3uTe Ha Oorosopa; Jlekaapaiuga 3a cpokKa Ha BaAMHOCTTAa Ha odepTara;
Hekaapanya 3a crnasBaHe 3aIbAXKEHHATA, CBBP3aHH C OaHBLOM M OCHUIYPOBKH, IIa3BaHE Ha
OKOAHATa Cpela, 3aKpHhAa Ha 3aeTOCTTa U YCAOBHATA Ha Tpyx mo 4a.39, aa.l, 1.1, 6ykBa ,a“ oT
[TTI30I1; OTopHU3allMOHHO ITHCMO OT ITpou3BoauTeAss Hartmann, Yemka pemnybauka; [lerkaapamus
oT npousBonutead 3a rnocraBeHa CE mapkupoBka; EO Ceprudurar; EO [Jekaapaliyig; KaTasor U
HHCTPYKILINH 3a ynorpeba; [lekaapalys oT ydacTHHKA 3a HaHeceHa CE MapKHpPOBKa,;

[IpenaozkeHHETO 3a U3II'PAHEHHE Ha yYaCTHHKA OTroBapsd Ha HW3UCKBaHUATA Ha
Br3soxkureadg. Komucmara [OoIIycKa IIO0 IIOCA€ABAINO0 ydacTHe B IIpolleAyparTa ydacTHHKa
,CODPAPMA TPENIMHI“ A/l 3a o6ocobeHa mo3umus 77.

11. Yyactaukber “EAIIAK -AHUSHHI“ EOO/ e romaas IpenAosKeHUs 3a U3I'bAHEHUE Ha
nopbYKaTa 3a:
e  OO6ocob6ena mo3unusa Ne 5, HOMEHKAAQTYPH:

5,1 T'EA 3A EXOI'PA®/Y3/1/ TYBA OT 5 AUTPA, BE3 COA, BOAOPA3TBOPUM, [TPO3PAYEH, HEJPASHEIIL KO2KATA

5,3 EAEKTPOHA TIACTA 3A JE®UBPUAATOP

e  OO6ocobena no3uiud Noe 9, HOMEHKAQTYPH:

9,1 EKT -XAPTHS CARDIORAPID K111

9,2 EKT -XAPTUA EAEKPOKAPIIOT'PA®

9,3 EKT XAPTUA

9,4 EKT XAPTHA EKT EDAN - Terpanka

9,5 EKT XAPTHS EKT EDAN SF -300

9,7 EKT XAPTUY C PEIIEP

9,8 EKT XAPTUA XEAETE

9,9 EKT XAPTHA 3A PETAAEH MOHUTOP

e  OO6ocob6ena no3unusa Ne 10, HOMEHKAQTYPH:
10,4 | CTEPMAMBALIMOHHA POAKA, TAAZIKA BE3 CI'bBKA

10,5 | CTEPUAMBALIMOHHA POAKA, TAAIKA BE3 CI'bBKA

10,6 | CTEPUAUSBALIMMOHHA POAKA, TAAIKA BE3 CI'bBKA

10,7 | CTEPUANUSALIMOHHA POAKA, TAAIKA BE3 CI'bBKA

10,8 | CTEPUAUSBALIMOHHA POAKA, TAAIKA BE3 CT'bBKA

10,9 | CTEPUAUBALIMMOHHA POAKA, TAAIKA BE3 CI'bBKA

10,10 | CTEPUANSBAIIMOHHA POAKA, TAAIKA BE3 CI'bBKA

10,11 | CTEPUAUBALIMOHHA POAKA, TAATKA BEE3 CI'bBKA

10,12 | CTEPUANSBAIIMOHHA POAKA, TAAIKA BE3 CI'bBKA

e OO6ocobena mmoaurus Ne 11
e  OO6ocobGena mo3urusa Ne 17,HOMEHKAQTYPH:

17,1 KHMCAOPO/THA MACKA C HEBYAANU3EP

17,2 KHNCAOPOJIHA MACKA C YOABAXKUTEA, C AACTUK 3A PUKCHPAHE

17,3 HEBYAAWMBEPU
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17,4 KHCAOPOJIHU MACKH 3A BEBETA

17,6 HA3BAAEH KATETBHP

« O6ocobena mo3uusa No28; « O0ocobena mozuirua No38;
« O06ocobena mo3uitus Ne30; » O6ocobena moauriusg Nob67;
« Ob6ocobena mozurysa No34;

YyacTHUKBT € InpencraBua IlpmaoxeHne 2A Ha XapTHEH H EACKTPOHEH HOCHTEA,
IIOITbAHEHU II0 oOpaseil Ha DBw3soxkuTeas 3a obocobeHa mo3ummss Ne 5, HOM. 5.1 m 5.3;
[ekaapaiiug 3a cHa3BaHe 3aAbAXKEHHSITa, CBBP3aHU C AAaHBIM H OCUTYPOBKM, IIa3BaHe Ha
OKOAHATAa Cpella, 3aKpHAa Ha 3aeTOCTTa W YCAOBHSATA HA TPYA mmo 4a. 39, aa. 1, 1.1, 6ykea ,a“ ot
[MTI30I1; YobeanoMmontuteaHo ntucmo oT npousBoauTeass ULTRAGEL HUNGARY 2000, Yurapud; nBe
EC [Heraapamuu 3a cworBercTBue; CE Ceprtudmrart; KaTasor M HHCTPYKIIHMH 3a yHOTPeODa;
[IpenaokeHHE 3a HU3IIbAHEHHE Ha Hopbukara llprmaoxkenme Ne 2, [lekaapanuda 3a CbraacHe C
KAAQy3UTe Ha JoToBopa; [lekaapanyd 3a CpokKa Ha BAaAUAHOCTTA Ha odeprara - HelloAHcaHa.

Y4yacTHUKBT € HOpeacTaBHA llpuaoxkeHume 2A Ha XapTHEH U E€ACKTPOHEH HOCHTEA,
IIOITbAHEHU 110 o0pasel] Ha Bb3aoxkureas 3a o6ocobeHa mo3urusg No 9  Peructpupallia XapTHud 3a
EKT“, moM. 9.1. 9.2, 9.3, 9.4, 9.5, 9.7, 9.8, 9.9; [deknapanusa 3a cla3BaHe 3aIbAXKEHHUATA,
CBBbpP3aHU C JaHBILH M OCUTYPOBKH, Olla3BaHE Ha OKOAHAaTa Cpela, 3aKpHaa Ha 3aeTocTTa U
ycaoBudaTa Ha Tpyn mo 4a.39, aa.l, 1.1, OykBa ,na“ ot [III30Il; YI'bAHOMOIIIMTEAHO IIMCMO OT
npousBogutens ,Aymen”, Uraaus; EC Ceprudurar 3a cucTeMa 3a OCHUIypdBaHe Ha KadeCTBOTO;
KaTaaor ¢ Hn300paskeHHe Ha OIlaKOBKaTa Ha HW3AeAWeTO C rpadguydHo uzobpaxkenne Ha CE
MapKUpOBKaTa M HWHCTPYKIHHU 3a ynorpeba; llpemaokeHme 3a H3IbAHEHHE Ha MOOpHYKATa
[Tpuaozxenwme Ne 2, rIorbAHEHO IO 00pa3sel] Ha BB3AOKUTEAd; [leKaaparus 3a Cbraacrue C KAay3uTe
Ha goroBopa; [ekaapaliyd 3a CpokKa Ha BaAUIHOCTTA Ha odepTara;

IIpensozxkeHHEeTO 3a H3II'BAHEHME Ha y4YacTHHKA OTroBapd Ha H3UCKBaHHATA Ha
Bp3aoxuread. Komucusara O0IIycKa II0 IOCAEABAII0 yYacTHeE B IIpoleaypara ydacTHuka ,EATIAK-
AM3BHVHI* EOO/I 3a o6ocobena mo3uirus Ne 9, mom. 9.1. 9.2, 9.3, 9.4, 9.5, 9.7, 9.8, 9.9.

— B mpenmaokeHHETO CH 3a HU3IIbAHEHHE Ha Iopbukara 3a obocobeHa mo3urimusa NolO
SKOHCYMATHUBU 3A CTEPUANUBALMAY, vom. 10.4 u 10.35, 10.6, 10.7, 10.8, 10.9, 10.10, 10.11,
10.12 yyacTHUKET € npencraBua [Ipraoxkenue 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOI'bAHEHU
mo obpaszelr Ha Bn3roxurtens; [leKaapaliud 3a CrasBaHe 3abAXKEHHSTA, CBBP3aHU C JAHBIU U
OCUTYPOBKU, IIa3BaHe Ha OKOAHATa Cpela, 3aKpHAa Ha 3aeTOCTTa U yCAOBHULATA Ha TPYL IIo 4YA. 39,
aa.1, 1.1, 6ykBa ,a“ ot IIII30II; YII'bAHOMOIIUTEAHO ITMCMO OT AeKAapHpaHUd B KOoAOHA 9 Ha
[Tpruaoxxenne 2A mpousBogutres SP Medical Sa, Typmuusa; CepTudukar 3a ChOTBETCTBHE; KCEPO
KOIIMe Ha KaTaaor Ha BuoncumyHm mepHUYOBe, nmpousBeneHu oT KAI MEDICAL; IlpenaoxkeHue 3a

H3IIbAHEHHE Ha mopbukKara IIpuaoxkeHwe Ne 2, mombAHeHHE IO obpa3zell Ha Bb3aoxKUTeAd;
[ekaapalius 3a ChraacHe C KAQy3uUTe Ha A0roBopa; [lekaapalysa 3a CpoKa Ha BaAUAHOCTTA Ha
ocdeprara;

Y4acTHUKEBT HE € IpeacTaBHA [JOKyMEHT - CepTH(PHKAT Ha IPOU3BOAUTEAS 33 HaAHECEeHa
»,CE” MapKupoBKa BBPXy MEOUIIMHCKOTO H3AeAHEe H/HUAM KOHCYyMaTUB, B CBOTBETCTBHUE C
U3UCKBaHHUATA Ha 4YA. 8 u 4a. 15 or 3MU m wmHCTpyKIMda 3a ymnorpeba Ha IIpefraraHUTe
MEIUITMHCKH U3OEAUd Ha ObATAPCKHU €3HK, a 33 MEAHUIIMHCKHUTE HU3EAHs, 32 KOUTO HE Ce€ U3UCKBAa
HHCTPYKILIUA 3a yrorpeba cwraacHo 4a. 16, aa. 2 or 3MU, y4yacTHUKBT cAaegBa [a MIpeacTaBU
MakKeT Ha OIlaKOBKaTa Ha MEOWIIMHCKUTE Hu3neAus c rpadudHo wu3obpaxkenwe Ha ,CE”
MapKHpPOBKa - Ha XapTHEH HOCHUTEA, KaKBOTO € HU3WCKBaHETO Ha BmB3aoxkureas B paszmea V.
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YKA3AHUY 3A UBIOTBAHE HA O®EPTATA. ITTIOJJABAHE HA O®PEPTATA, 4.6. ,TEXHUYECKO
[MPEOAOZKEHUEY, ctp. 17 B yTBbpAcHATA JOKyMEHTALIHS.

ITopaay OIIMCAHOTO IIO-TOPE M Ha ocHoBanume uA. 107, 1. 2, 0. ,a“ ot 30II,
KOMHCHATA IIpegsara Ha Bb3A0KUTEAd [a OTCTPAHH OT VYacTHE B HPOILEAypPaTa Y4YacTHHKA
LEAITAK- AMSHUHI EOQ/I 3a obocobena moazuriusg Ne 10 , KOHCYMATHBU 3A CTEPUAMSALINAY,
woMm. 10.4 u 10.35, 10.6, 10.7, 10.8, 10.9, 10.10, 10.11, 10.12.

— B mpenaoxkeHHeTo cu 3a HU3II'bAHEHHE Ha IopbukKara 3a obocobeHa mosurus No 17
YyacTHUKBT € IIpefcTaBUA: [leKaapaliyd 3a cla3BaHe 3aIbAXKEHUsTa, CBBP3aHH C JaHbBIU U
OCUTYPOBKH, [1a3BaHe Ha OKOAHATA CPela, 3aKpHAa Ha 3ae€TOCTTa U YCAOBHUSTA Ha ITPOU3BOAUTEAS
YILKAL, Typmous; KaTaaor ¥ HHCTPYKIHU 3a ynorpeba Ha OBATAPCKH €3HUK 3a €THOKTApeH
HeOyaalizep, HECTEpPHAEH CeT, KHCAOPOAHA MacKa C HeOyAHu3aTop; KHCAOPOAHA MAaCKa;
[IpenaoxkeHre 3a H3I'BAHEHHE Ha IopbhuKaTa 3a obocobeHa mo3unus 17 — IlpuaoxkeHume 2;
[ekaapamus 3a cbraacue C KAay3uTe Ha [0roBopa; [lekaapaliid 3a CpoKa Ha BaAWJHOCTTA Ha
odeprara; Ilpuaoxkenue 2A 3a obocobeHa TO3uIUsS 17 Ha XapTHEH M EACKTPOHEH HOCHUTEA,
IIOITbAHEHU 110 oOpaszell Ha Bb3aokuTeAd, YIIbAHOMOLIUTEAHO IIHCMO OT ITpousBoauTeasa Yilkal
Medical, Typuus; CepTudHKaT 3a OCUTYpPsIBaHE HA KAYECTBOTO HA ITPOAYKTHUTE;

Y4acTHUKET He € npeacTaBua [JOKyMEHT - cepTUdHUKAT Ha IIPOU3BOAUTEAS 32 HAHECEeHa
,CE” MapKupoBKa BBPXy MEOWUIIMHCKOTO HU3AeAHe U/HUAHM KOHCYyMaTWB, B CBOTBETCTBHE C
M3UCKBaHUATa Ha d4YA. 8 m 4a. 15 or 3MU, [dorymeHT /meraapaiysi/ 3a CBOTBETCTBHE Ha
MEIUIIMHCKOTO u3aeAue 1o 4a. 14, aan. 2 or 3MHU, chcraBeHa OT IIPOU3BOAUTEAS HUAU HETOB
VI'bAHOMOIIIEH IIpe/icTaBUTeA. Haauile e Heu3IrbAHEHHE Ha H3UCKBaHUATA Ha BB3aoxkuteas B
pasmea V. YKABAHUYA 3A UI3ITOTBAHE HA OPEPTATA. IIOJABAHE HA O®PEPTATA, 4.6.
»TEXHUYECKO TTPEAAOXEHHWE®, ctp. 17 B yrBbpAeHaTa JOKyYMEHTAITUS.

[Mopaay ooucaHoTO MO-TOPe M Ha OCHoBaHHe 4A. 107, T. 2, 6. ,a“ ot 30I1, komucuara
npemaara Ha Bb3a0KHTeAd [a OTCTPAHM OT VvdacTHe B mpoueayvpara vydactHuka ,EAITAK-
ANBHUHI* EOO/ 3a obocobena rmo3uimdg No 17.

— Y4acTHUKBT € IIpeactaBUA IIpuaoxkeHume 2A 3a obocobeHa moauimg 11, Hom.11.1,
11.2, 11.3, 11.4 u 11.5, Ha XapTHEH U EAEKTPOHEH HOCHUTEA, MOI'BAHEHU II0 obOpaszel] Ha
Bre3aoxkuTead, YI'BAHOMOUIUTEAHO HIHUCMO OT mpousBoguteass Kai Europe, Tepmanusa; EC
Ceprudukar; KaTarol Ha aHTAHHCKH €3UK; [IpemaoskeHHe 3a H3IrbAHEHHE Ha IophukKaTa 3a
ob6ocobena mo3unusa 11, vom. 11.1, 11.2, 11.3, 11.4 u 11.5; [Jexkaapaiiuga 3a CbrAacHue C KAQAY3UTE
Ha nmoroBopa; [leraapalys 3a CpoKa Ha BaAUOHOCTTA Ha odeprara; [Jeraapalyd 3a clia3BaHe
3abAKEHUSATA, CBBbP3aHU C JAaHBIM U OCUTYPOBKHM, IIa3BaHe Ha OKOAHAaTa cpega, 3aKpHaa Ha
3aeTOCTTa U YCAOBHLATA Ha TPyZA mo 4a.39, aa.l, 1.1, O0ykBa ,a“ ot [III30II; EC ceprudurar Ha
IIPOU3BOIUTEAS

YyacTHUKEBT € nOekaapupaa B KoaoHa 9 Ha [IpuaoxkeHue 2A, ye IIPOU3BOAUTEA HA
menuimHcKuTe u3neand e Kai Industries Co., Ltd, dmonud, a yIrbAHOMOIIEH HPEACTaABUTEA IIO
cmucbaa Ha 4A.10, aa 2 or 3MU e Kai Europe, I'epmanua. Y4acTHUKBT He € IIPEACTABHA
JIOKyMeHT 3a IMHCMEHOTO YVI'PAHOMOIIIABaHE Ha IIPEACTaBUTEAd II0 CMHCBhAA Ha 4a. 10, aa. 2 ot
3MHU, Kai Europe, I'epmanud.

Y4acTHUKET He € IpeacTaBua [JJOKyMEHT - cepTU(UKAT Ha IIPOU3BOAUTEAd 32 HAHECEeHa
»,CE” MapKupoBKa BBPXy MEOUIIMHCKOTO H3AeAWEe H/HUAW KOHCYyMaTHB, B CBOTBETCTBHUE C
U3UCKBaHUATA Ha d4YA. 8 m 4a. 15 or 3MU, [okymeHT /mekaapaiys,/ 3a CBOTBETCTBHE Ha
MEIUIIMHCKOTO u3aeame Io 4a. 14, aa. 2 or 3MU, crcraBeHa OT IPOU3BOOUTEAS] UAWU HETOB
VITBAHOMOIIIEH MPEACTaBUTEA. YYACTHHKBT HE € MpeacTraBUA J[OKyMEHT 3a ITMCMEHOTO
YI'bAHOMOIIIABAHE HAa IMPEACTaBUTEA 10 CMUCHAA HA YA. 10, aa. 2 or 3MU, KoraTo IPOU3BOUTEAST
Ha MEOUIIHHCKHUTE U3AECAHS HE € YCTAaHOBEH Ha TEPUTOpHATA Ha abpKaBa daeHKa Ha EC mam Ha
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obppxkaBa oT EBporneiickoTo HKOHOMHYECKO IPOCTPaHCTBO. [IpeacTaBeHUST OT y4YaCcTHUKA KaTaAOT
€ Ha aHTAWICKH €3HK, 0e3 IpeBoa Ha ObATAPCKU €3UK.

Haaune e HeM3IbAHEHHE Ha HU3WCKBaHUSTA Ha Bb3aoxutead B pasznea V. YKASAHUA
3A MHUIIOTBAHE HA O®PEPTATA. ITIOJABAHE HA O®EPTATA, 4.6. ,TEXHUYECKO
[MPEOAOZKEHUE, ctp. 17 u ctp. 18 B yrBBpAEHATA JOKYMEHTAIIV.

IMopagu omucaHOTO IMO-TOPE M Ha ocHoBaHue 4a. 107, 1. 2, 6. ,a“ ot 30I1, KoMmucusTa
npensara Ha Bb3AoXKHTeAd [aa OTCTPaHH OT ydyacTHe B Ipolleaypara ydactHuka ,EATTAK-
AN3HHI EOQ/I 3a obocobena mo3urius 11, wom.11.1, 11.2, 11.3, 11.4u 11.5.

— YYacCTHUKEBT € IpeacraBua [Ipuaoxkenue 2A 3a obocobeHa mo3uiusa 28 Ha XapTHEH
U €AeKTPOHEH HOCHUTEA, IIOITbAHEHH II0 o0pa3sel Ha BB3A0KHTEAd; YI'BAHOMOIIUTEAHO ITHCMO OT
npousBoguTead Farum, Iloama; J[ekaapaliiyis 3a CBOTBETCTBHE; KaTaAOrl - OIIMCaHHE Ha
MEeIUIIMHCKUTE U3neAus; [IpensoxkeHue 3a U3I'bAHEHHE Ha Mophukata; [lekaapaliyus 3a CbrAacHe C
KAay3uTe Ha J0TOoBOpa; [lekaapaliysa 3a cpokKa Ha BaAHAHOCTTA Ha odeprara; [eraapaliua 3a
Cria3BaHe 3aIbAKEHUATA, CBBP3aHU C JaHbBIIM U OCUTYPOBKM, Ila3BaHEe Ha OKOAHaTa cpena,
3aKpHAa Ha 3aeTOCTTa U YCAOBHUSATA Ha TPYX ITo 4A. 39, aa. 1, 1.1, 6ykBa ,,a°“ ot III130IT;

YyacTHUKEBT He € mnpeacraBua [OKyMEHT - CepTU(UKAT Ha IIPOU3BOAUTEAd 34
HaHeceHa ,,CE” MapKHUpoBKa BBPXYy MEOUIIMHCKOTO HU3/AeANEe U/HUAU KOHCYMAaTUB, B CbOTBETCTBHE C
M3UCKBaHUATa Ha 4A. 8 1 4a. 15 ot 3MU., KakBUTO ca M3UCKBAHUSATA HA BB3A0XKUTEAd B pasaea
V. YKABAHUY 3A MHITIFOTBAHE HA O®PEPTATA. IIOOJABAHE HA O®EPTATA, 4.6.
»TEXHUYECKO ITPEAJAOXKEHHWE®, cTp. 17 B yrBbpAeHaTa JOKYMEHTAITUS.

[Topaau OoIIMCAHOTO IIO-TOPE U Ha ocHoBaHue 4a. 107, 1. 2, 6. ,a“ ot 30I1, KoMUCHSITA

npeagsara Ha Bwb3aoKuTeAsd Jma OTCTPaHU OT ydacTHe B _Impoleaypara ydactHuka ,EAITAK-
AN3UHI EQOOQ/I 3a o6ocobena mmo3uiivss No 28.

— Y49acTHUKET € npencraBua [Ipuaoxkenne 2A 3a obocobena mosurusa 30 Ha XapTHEH
HOCHUTEA, IIOI'bAHEH II0 oOpasel] Ha Bb3aoxkuTeAs, YIIbAHOMOIIUTEAHO ITHCMO OoT Lumed, UTaaus;
EC Ceprudukar 3a cucTeMa 3a OCHUIYpsBaHe Ha KadecTBOTO; KCEPOKOIIMEe Ha CHHMKa Ha
MeOUIIMHCKOTO; [IpenaoxkeHue 3a M3I'bAHEHUHE Ha IopbukaTa llpruaoxenHume 2; [lekaapanus 3a
chraacue C Kaay3uTe Ha [oroBopa; Jlekaapalys 3a CpokKa Ha BaAMAHOCTTA Ha odeprara;
[lekaapamusa 3a clladBaHe 3aIbAXKEHHATa, CBBpP3aHHU C OJaHbBIM W OCUTYPOBKH, [1a3BaHE Ha
OKOAHATAa Cpeqa, 3aKpHAa Ha 3aeTOCTTa U YCAOBHATA Ha TPyA o 4a. 39, aa. 1, T. 1, 6ykBa ,a1“ oT
[ITI3O0II; I[TpuaoxkeHKe 2A Ha €eACKTPOHEH HOCHUTEA;

— YuacTHUKGEBT e IpenctraBUA [IpuaoxkeHne 2A Ha XapTHEH U €A€KTPOHEH HOCUTEA 3a
obocobena mosuriug 34, MOIbAHEHHE IO oOpasell Ha BB3A0KUTEAS; YI'BAHOMOIIIUTEAHO ITHCMO OT
npou3BoguTeAs Ha Men. usneaus or HoM.34.1 mo 34.8 Bra. Nigro Greetmed Medical Instruments,
Kurati; EC Ceprudukar 3a cucreMa 3a OCUTYpPsIBaHE Ha KadeCTBOTO; YI'BAHOMOIIMTEAHO ITHCMO
OT IIpou3BoauTeAd Ha Men. usmearud or HoM 34.9 u 34.10 Kai Europe GmbH, T'epmanusa; EC
Ceprudukar; [IpenasoxkeHne 3a U3ITbAHEHUE HA MMOpBUYKaTa 3a obocobeHa 1o3uiius 34, mOrbAHEHO
o obpaszeny Ha Br3aoxkuread; [ekaapalydg 3a chraacue ¢ Kaay3uTe Ha IoroBopa; [lekaapaiusa 3a
CpoKa Ha BaAWAHOCTTA Ha odeepTarta; [lekaapalius 3a clia3dBaHe 3aIbAXKEHHATa, CBHP3aHUu C
[OaHbIIU U OCUTYPOBKH, Oolla3dBaHe Ha OKOAHATa cpela, 3aKpUaa Ha 3a€TOCTTa U yCAOBULATA HA TPYA
o 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII30Il - Henoxnucana ot yunpaBuread [laamen Kaaaiimxues;
HNHcTpykuu 3a ynorpeba Ha Men. uszaeans ot HOM. 34.1 no 34.8 BKA; Kcepokonue Ha Karaaor Ha
AaHTAUMCKHU €3HK Ha Memn. usmaeAus or HoM 34.9 u 34.10;

Y4acTHUKBT HE € TIpeacraBuA [JOKyMEHT - cCepTU@UKAT Ha IIPOU3BOJIUTEAUTE 3a

HaHeceHa ,CE” MapKupoBKa BBPXY MEAUIIMHCKUTE U3IEAUS U /WA KOHCYMAaTUBH, B CHOTBETCTBUE
C M3UCKBaHUATA Ha 4A. 8 U 4a. 15 ot 3MU, kakTo u [JOKyMeHT /mekaapalysd,/ 3a CbOTBETCTBUE
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Ha MEOUIIMHCKUTE Hu3aeAue 1o 4a. 14, aa. 2 or 3MU, chcraBeHa OT IIPOU3BOAUTEAST AU HETOB
YII'BAHOMOIIIEH IIPEICTaBUTEA.

OT ommcaHOTO IIO-TOpE € BHAHO, Y€ 3a Men. u3neaud oT HoM 34.1 go 34.8 y4aCTHUKET €
IpeaCTaBUA €QUHCTBEHO HHCTPYKLMHU 3a ymorpeba. Toil e Ta0Baao ma mpencTaBd U ITPOCIIEKTH,
KaTaA03H, CHelU(PUKAIIUU OT IIPOU3BOAUTEAS U APYTH AOKYMEHTHU, OOKAa3Balld CHOTBETCTBHUETO
Ha MEIUIIMHCKUTE U3MIEANUS ChC CIIEIUPUKAIIMATA HA BB3A0KHUTEAST BBB popMaTa Ha 3aBEPEHU OT
y4JacTHHKA POTOKOITHH, KATO TEKCTOBATA YaCT CAeBa Aa Obe mpeBeieHa Ha OBATapCKHU €3UK.

INopaay ONMMCAHOTO IIO-TOPE M Ha ocHoBaHue 4ya. 107, 1. 2, 6. ,a“ ot 30I1, komucugara
npeagsara Ha Bb3aoKuTeAsd ma OTCTPaHH OT ydyacTue B _Impoleaypara ydactHuka ,EAITAK-
ANBHUHI EOQ/I 3a obocobeHa rmo3uiuga 34.

— YyacTHUKGET e npencraBua [Ipuaoxkenue 2A 3a obocobeHa ro3unud 38 Ha XapTHEH U
€AeKTPOHEHE HOCHUTEA, IIOII'bAHEHUE II0 obpasel] Ha Bb3aoxkuresd; YII'bAHOMOIIIUTEAHO ITHCMO OT
npousBonutead Nigro Greetmed Medical Instruments Co, Kurait; EC Ceprucdukar 3a cucrema 3a
ocuUrypsgBaHe Ha KadeCTBOTO Ha I[IPOU3BOACTBO; KaTaA03U U OIIMCAHUS Ha H3/IEAHUETO;
[TpenaozkeHre 3a U3I'PAHEHHE Ha IIOpbYKaTa 110 obocobeHa mo3unus 38; [Jekaapaliusa 3a cbraacue
C KAQy3uTe Ha [I0oroBopa; [lekaapallyd 3a CpoKa Ha BaAMAHOCTTa Ha odeprara; [lekaapamus 3a
Clla3BaHe 3aBbAKEHUSATA, CBBP3aHU C JaHBIM KU OCHIYPOBKH, Olla3BaHE Ha OKOAHaTa cpena,
3aKpHAa Ha 3aeToCcTTa U ycAoBUATA Ha Tpya o 4a.39, aa.l, 1.1, OykBa ,n“ ot IIII3OIl -
HEIoAIINCaHa ;

Ha ocuoBanme 4a. 107, 1. 2, 6. ,a“ ot 30Il, KoMHUCHUATA OTCTPAHSIBA OT ITOCAEIBAIIO
yuactue ,EATTAK- AUSUHT“ EOO/I 3a obocobena no3urud Ne 38. IIpensokeHHeTO Ha y4aCTHHUKA
3a U3IIbACHUE Ha MOpBYKATa HE OTroBaps HAa HM3HUCKBaHeTo Ha 4a. 39, aa. 3, 6. ,n“ ot IIII30I1 u
M3UCKBaHETO Ha BB3AOXKUTEAT Ha cTp. 18, pasmea V, T. 4.6, monrouka T. 4.6.8 oT yTBBpAEHAaTa
JOKyMEHTAaIlUs.

Y4acTHUKET € IIpeactaBuA [Ipuaoxkenme 2A 3a obocobeHa mo3uius 67 Ha XapTHEH U
€AEKTPOHEH HOCHTEA, IIOI'bAHEHHE II0 obOpasel] Ha Bb3aoxkureas; YII'BAHOMOIIIMTEAHO IIHCMO OT
npousBomuteass F.L. Medical S.r.l. Unipersonale, Wrtaausa; [ekaaparusa 3a CHOTBETCTBHE Ha
npousBonuteasi; Karaasor; [IpemaozkeHune 3a H3I'bAHEHHE Ha IHopbuKatTa - lIpuaoxkeHune 2;

exkaapanya 3a cbraacue C Kaay3uTe Ha OoroBopa; [ekaapaiius 3a cpokKa Ha BaAMJHOCTTa Ha
odeprara; [ekaapamus 3a Cria3BaHe 3abAKEHUSITA, CBbP3aHU C AAaHBIU U OCUTYPOBKH, [T1a3BaHe
Ha OKOAHATa Cpejla, 3aKpHAa Ha 3a€TOCTTa M yCAOBUSTA Ha TPyA mo 4a. 39, aa. 1, T. 1, 6ykBa ,a“
ot IITTI30IT;

Y4acTHUKBT HE € IIPEICTAaBHA CEPTHUQUKAT Ha IIpou3BogutTead 3a HaHeceHa ,CE”
MapKHPOBKA BBPXY MEAUIIMHCKOTO H3/eAre. llopaau ToBa, Ha ocHoBaHue 4a. 107, 1. 2, 6. ,a“ ot
30I1, xoMHCcHATaA HaMHpa, 4Ye € HaAulle HeH3I'bAHEeHHe Ha M3MCKBaHeTOo Ha Brb3aoxkuread,
IMOCOYEeHO Ha cTp. 17, 1. 4.6.3. ot pasznmea V, T. 4.6 oT yTBBEpPJcHATA JOKYMEHTAIINL U IIpefiaara Ha
BB3A0KHUTEAd A OTCTPAHHU OT ydacTHe B npolieaypara ydactauka ,EATTAK- AUBWMHI EOQQ/ 3a
obocobena mo3urius 67.

12, Yuactauksr “BET'A MEOVKAA“ EOO/] e momaa IpenAOKEHUS 3a HU3I'bAHEHHE Ha
rnoppyKara 3a:
e (O6ocobena mosuiusa No40;
e O6ocobena mmo3uius No41;

— B mpenaoxkeHHeTo CH 3a HU3IIbAHEHHE Ha MOphYKaTa 3a obocobeHa mosurus No40,
YVYaCTHHUKGET € IpeactraBua [Ipuaoxkernua No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCUTEA, IIOII'bAHEHU
o obpaser; Ha Bw3soxkuTeas; [I'baHoMomHO oT JuMuThp JAHKOB MIBaHOB, C KOETO yI'bAHOMOIIIABA
EBa CepadumoBa BomeHnuyapoBa ma momaBa oepTH OT MMETO Ha y4YaCTHHUKA, a ydacTBa B
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npouenypu 1o 30Il, ma npeacraBagBa ydacTHUHKA; [lekaapaliys 3a ChraacHe C KAQy3HUTE Ha
noroBopa; [lekaapalys 3a CpoKa Ha BaAugHOCTTA Ha odeprara; [lekaapamus 3a cla3BaHe
33bAXKECHHUATA, CBBbP3aHH C JAHBIM U OCHUTYPOBKH, IIa3BaHE Ha OKOAHATa Cpela, 3aKkpHaa Ha
32€TOCTTa B yCAOBHSTA Ha TPYZQ 1o 4A.39, aa.l, 1.1, OykBa ,a“ ot III[130II; [Tucmo — Paspermenue
ot npouszBogutTeas Dogsan Tibbi Malzeme San, Typius, ¢ KoeTo yIrbAHOMOIIIABA YYacTHHUKA 3a
CBOM €IWHCTBEH OTOPH3HPAaH AUCTPUOYTOP Ha BCHYKHU IIPOAYKTHU Ha gogsan Ha TEPUTOpPHUdATa Ha
PBrarapug; EC Ceptudukar 3a ISIAOCTHA CUCTeMa 3a rapaHTUpaHe Ha KadeCTBOTO, BaAUJEH 10
12 maii 2019r., BaauzmeH KBM [aTaTa Ha IlofaBaHe Ha OOKYMEHTUTe; OBe J[lekaapanuu 3a
CBHOTBETCTBHE, BaaugHU A0 12 maii 2019r., BaANOHU KBM JaTaTa Ha [oaBaHE Ha JOKYMEHTHUTE;
KCEPOKOITHsI Ha H300pazkeHHe Ha OIlaKOBKaTa Ha MEAHUIIMHCKOTO H3/AeAHue C TpaduuHO
n3obpakenne Ha CE MapKupoBKaTa; KaTaAol W HHCTPYKIHMU 3a yrnoTrpeda; Ceptuduratu 3a
CHCTEeMa 3a YIIPaBACHHE Ha Ka4e€CTBOTO Ha MEIUIIMHCKHUTE HU30E€AUd,B ChOTBETCTBHE CBC CTAHAAPT
EN ISO 13485:2016;

Komucugara pmomycka IIo IIOCA€ABAI0 ydacTHe B IIpollenypaTa ydacTHHUKa “BETA
MEOUKAA“ EOO/I 3a ob6ocobena ro3uriuga 40.

— B mpenaoxkeHHETO CH 3a H3II'bAHEHHE Ha MHopbykaTra 3a obocobeHa mosuriusg Nedl,
YYaCTHHUKET € npeacraBua IIpraoxkennua Ne2 u 2A Ha XapTHEH U €A€KTPOHEH HOCHUTEA, IIOI'BAHEHH
o obpaser; Ha Bw3soxkuTeas; [I'baHOMOIIIHO 0T JuMUTHP SIHKOB MIBaHOB, C KOETO yIIbAHOMOIIIABA
EBa CepadumoBa BogenmyapoBa na momaBa odepTH OT UMETO Ha yJacTHUKA, Ja ydacTBa B
npouenypu 1o 30I1, ma mnpeacraBagBa ydacTHUHKA; [lekaapalius 3a ChrAaCHe C Kaay3HUTe Ha
aoroBopa; [lekaapalysd 3a CpoKa Ha BaAMAHOCTTA Ha odeprara; [lekaapamnus 3a clas3BaHe
3abAKEHUATA, CBBHP3aHU C JAaHBIUM U OCUTYPOBKHM, IIa3BaHe Ha OKOAHATa Cpela, 3akpuaa Ha
3aeTOCTTa U yCAOBUSATA Ha TPYZA 1o 4A.39, aa.l, 1.1, OykBa ,a“ ot II[130II; ITucmo — Paspermenue
ot npouszBoguteasd Dogsan Tibbi Malzeme San, Typius, ¢ KOeTo yIrbAHOMOIIIABA YYacTHUKA 3a
CBO¥ eqQUHCTBEH OTOPH3UPAH AUCTPHUOYyTOP Ha BCHYKH IPOAYKTH HA gogsan Ha TEPUTOpHATa Ha
PBrwarapug; EC Ceprudurar 3a IIGAOCTHA CUCTEMAa 3a TapaHTHpaHe Ha KadeCTBOTO, BAAUZEH OO0
12 mai#i 2019r., BaauzmeH KBM [aTaTa Ha IlofaBaHe Ha OOKYMEHTUTe; OBe J[lekaapanuu 3a
CBOTBETCTBHE, BaauaHU a0 12 mait 2019r., BaaAUOHU KBM JaTaTa Ha HolaBaHe Ha JOKYMEHTUTE;
KCEPOKOIIMd Ha H300paskeHHe Ha OIaKoOBKaTa Ha MEOHUIIMHCKOTO U3IeAHue C TIpadudHO
n3obpakenne Ha CE MapkupoBKaTa; KaTaAol WM HHCTPYKIMU 3a yrnorpeda; Ceptuduratu 3a
CHCTeMa 3a yIIpaBA€HHE Ha Ka4eCTBOTO Ha MEOUIIMHCKHTE U3/IEANL,B ChOTBETCTBHE CHC CTAHAAPT
EN ISO 13485:2016;

— Komucugara gomycka MO HOCAeOBAII0 ydacTHe B Hpoleaypara ydactHuka “BETA
MEOUKAA“ EOO/I 3a obocobeHa mno3uruda 41.

Ha ocHoBanue ua. 57, aa. 3 ot [II130I1, komucuaTa B3e pellleHUe OTBapsHETO Ha IIEHOBUTE
OPEAOKEHUS HA YYACTHUIIUTE, AOOYCHATH JI0 IIOCAEABAINO VYaCTHE B HpolleAypaTa Ja ce
n3Bppm Ha 11.07.2019r., or 11:00 uaca, B 3acemareaHara 3asa Ha YMBAA Ilpod. A-p
Croan KupkoBud“AZl, rp. Crapa 3aropa, ya.“I'enepaa CtoaeToB” 2.

[Tpenuc oT HACTOSAIIMA IIPOTOKOA fa O'blie U3IPATEH [0 BCUYKH YYAaCTHHIIH, KaKTO U aa 0pae
IMyOAMKYyBaH B IIpodHAa Ha KyllyBada, B €AeKTPOHHOTO JOCHE Ha IIpollefypara.

[IpemcemaTeAsaT HA KOMHCHUSTA da M3TOTBH U H3IIPATH CHOOIIEHHE 34 OTBApaHe Ha IIEHU 10
BCUYKH YYaCTHHUIIM, KOETO na Obae myOAMKyBaHO Ha Ipodria Ha KylyBada, B €ACKTPOHHOTO
[ocUe Ha IIpolleaypara.
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HOpaILI/I IIOABBAHE€ Ha IIAAQTE€H T'OAHMIICH OTIIYCK OT PEAOBHHA YACH Ha KOMHCHLATA orir. a-p

IIpencenmarea:

1. ﬂ-p 2KuBKO 2KEASI3KOB 3anuueno coraacko 4.2 ot 33714

BbB Bpb3Ka c 4n.42, an.5 ot 300N

YaeHOBE: ydi

3anunyeHo covraacHo un.2 ot 33714

2 . ﬂOL[. a-p FeOpFH ApaGaH}KI/IeB .. BbBBpb3Ka Ccun.42, an.5 ot 30N

3 . KaTepHHa qu’BKOBa. .. 3anuyeHo cbraacHo 4.2 ot 33714 .

BbB Bpb3Ka c un.42, an.5 ot 30N

4. Taug PameBcka.- 33M4eHocornacioun20t330g

BbB prBKis/c un.42, an,5,01 30

3anunyeHo cbrnacHo 4n.2 ot 33714,

5' A'HB TaTHHa KekeBcka ( /"" BbB ?p'bar(a cun.42,an.5 ot 30M

JlocTaBKa Ha OOIIIOOOAHUYHU U aHECTE3UOAOTHYHN MEAUIIMHCKN U3IEeAUS U KOHCYMaTUBH, HEOOXOOUMH 3a
netiHocrta Ha YMBAA IIpod. A-p Ct. KupkoBuu“AZl, rp. Crapa 3aropa“

Xpucro MymmxueB, ChIUAT Oe 3aMeHeH, cuuTaHo oT 24.06.2019r. ot pe3epBHUS yaeH KarTepuHa
YaawkoBa. Komucuara npuraoyu cBogra pabora Ha 04.07.2019r. B cbecTaB:
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