“MHOT'OITIPOPUAHA BOAHMIIA 3A AKTUBHO AEYEHUE — HOBPUY” AT

JIOBPHY 9300 B4 yn “Manaiior Xuros” 24 B 058/600488 (axc 058/600414 & e-mail: oblb@bergon.net

MMPOTOKO.J
Ne 1/13 noemspu 2018 rop.

33 PA3NIEAKIAHETO HA OdepTHTE HA YIACTHHILATE B NIPOIEAYPA THII
"oTKpHuTa' 3a JOCTABKA HA HOBA MEIUIHHCKA anaparypa - 7 (cexem) 6pos
XEMOAHMAINIHM anapaTh 3a ny:xaure na "MBAJI-lo6puy'" AJl, MOHTAK,
BLECRIAAHE B CKCIIOATAINS ¥ FapaHIMOHHOTO NOAXbPIKAHE

Huec, 13.11.2018 rox. B "Muoronpodunsa Gonuuua 3a akTUBHO JeueHHe -
Hobpuy" AJL, rp. loGpuy, yi. "Mauaiior Xutos" 24, mo pena Ha 4. 104, an. 2 or 3011 u .
61 ot IIM30II, ce pasriemaxa u oneHmxa OpepTHTE Ha YYACTHHUIIUTE B npoueaypa 3a
Bb3jarae 3a oOlleCTBeHa NOpBYKAa THN "OTKpHTA" c npeamer: JloctaBka Ha HOBa
MEIHUUHCKaA anapatypa - 7 (cenem) Opos xema Halu3Hu arnaparu 3a Hyxaure Ha "MBAJI-
Hobpuy" AJl, MOHTaX, BLBEXK/1aHE B CKCILIOATAlMS U TapPaHIIHOHHOTO HOIbpKaHe.

IIpouenypara e orkpura ¢ Pemenue Ne 30 ot 26.10.2018 roz. Ha Manwiuurennus
AMPCKTOP Ha IpyKECTBOTO, mo obssiaenue Ne 875406, mpenmcka Ne 00083-2018-0016
PETHCTbpa Ha AreHIHATA 3a OOLUECTBEHH MOPBUKH, 0OABEHA B Odununanen BecTHUK Ha
EBponefickns cbro3 mojg Ne 2018/S 210-479549.

Pasrnexcaanero ce nposese ot KOMHCH, Ha3HavYeHa Ha ocHoBanue wi. 103, an. |
ot 30II cbe 3anosen Ne 283 / 13.11.2018 rox. ma M3mbiautensus JpekTop Ha "MBAJI-
Hobpuy" A/l rp. Jlo6puy, B chCTaB:

IMPEJACEJATEJL: 1. Enena ArtanacoBa Bemmkopa — eKcrepT oOIecTBeHn
[IOPBYKH.

YJIEHOBE:

2. Ang. I'eopru CroiiueB MuTkos - IOpPHCT Ha rpaxxaancku aorosop B "MBAJI-
Hobpua" AJT;

3. lanuena Jlumuesa Muxaiinosa - riasen CUETOBOJUTEN.

1. ]_ICH Ha 3acC/JaHMETO Ha KOMHCHATA e pasriexaaHeTo U OlleHKaTa Ha O(bepTl/ITe
1 KJIACHPAHETO Ha YYACTHHILIHTE.

2. Paborara Ha KomHcHATa 3amouna wa 13.11.2018 r. s 09.00 wuaca, korarto
BB3IOKUTETIAT TIpejiafe Cpelly MOMIMHC Ha IIPE/ICe/IaTeNsl Ha KOMUCHATA IPOTOKOJA [0 WL 48,
an. 6 ot 13011, 3aeano ¢ odepTHTe Ha YYACTHHIHTE, OCTABEHU B 3anevyaTaHu OMNaKOBKH,
IPHETH C BXOJAALIM HOMEPa, KAKTO CJIe/Ba;

2.1. "MAPBEHA JIMATHOCTHKA" EOOJI, npuera ¢ Bx. Ne 10635 /
12.11.2018 roa. 8 09.30 yaca;

2.2, "OPE3EHUYC MEJIUKDBJ KEBP BbJTCAPUS" EOOJ, npuera ¢ Bx.
Ne 10636/ 12.11.2018 roa. B 09.35 uaca.

3. Ilpenn na npucThOAT KbM OTBAapAHETO HA IJIMKOBETE C OhepTUTe, YleHOBETE
Ha KOMHCHATA, y4qacTBAallM B 3ace/[AHMETO, Ha OCHOBaHMe Wl S1, an. 8 ot [TT13011,
lIOZTHcaxa ¥ Mpe/CTaBuXa Ha BB3IOKHUTEN Aeknapauuu no wi. 103, amx 2 ot 3000 u 3a
IIpUJIaraHe Ha M3UCKBaHHUATA 110 4. 51, an. 8, ai. 9 m an. 13 ot [TI13071.
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4. [lpn oTBapsneTo Ha mmKOBeTE ¢ O(EPTHTE HE NPUCHCTBAXA NpPEeICTABUTENH HA
YYaCTHUIUTE U JIPYTH JHLIA.

5. 3ace/laHneTo Ha KOMHCHATA IIPOTEYE B JIBE YACTH - yOJIMYHA U 3aKPHTA.

5.1. B mybnruHaTa 4acT 0T 3aceaHHeTO KOMHCHSTA OTBOPH MO peJia Ha TAXHOTO
TIOCTRIIBAHC 3aN€YaTaHUTE ONAKOBKH HA YUYACTHULMTE W ONOBECTH TAXHOTO ChIbPIKAHHUE,
BIGIIOUHTCIIHO NPEIONKCHHTA HA YYaCTHULUTE 110 ChOTBETHHTE MOKA3aTEIH 3a OICHKA Ha
oeprure.

5.2. B 3aKpHuTaTa 4acT OT 3aCe/laHHeTO KOMUCHSTA:

- pasriena npeicTaBeHUTe O(EpTH M OLEHH CBHINIACHO M30paHms KpUTEpHH 3a
BB3JIAraHe TE3M OT TsAX, KOMTO ChOTBETCTBAT HA NIPEABAPUTEIHO OOABEHHTE YCIIOBHUS:

- pasiiclla IOKYMEHTHTE, CBBP3aHHM C JIHYHOTO ChCTOSIHHE M KPHTEPHHTE 3a
noA00p Ha YYaCTHHIUTE B HU3XOMSAII PEJ] CIIPIMO NIOJIYYEHHTE OLCHKH, /10 YCTAaHOBSIBAHE Ha
CBOTBETCTBUEC C W3UCKBAHMATA HA JIBAMA YYACTHMIIH, KOHTO KIACHPA HA IIBPBO H BTOPO
MACTO.

6. KomucusaTra KOHCTaTMpa, Ye NpeioKeHUsTa Ha YYaCTHHLIUTE Ca TIPHETH B
HCTIPO3PAYHHM 3alCHaTaHH ONAKOBKH, HA KOMTO ¢a MOCOYEHH JAHHMTE mo wi, 47, an. 2 ot
[I[I30I1, cnen koero NMPUCTBIH KbM OTBAPSIHETO HA OMAKOBKHTE IO peaa Ha TAXHOTO
IIOCTHIIBAHE.

7. KomucusTa myGIMuHO OOBECTH CHhIABPKAHHETO HA oepruTe, BKIIOYUTETHO
NPEIIOKeHHATa Ha YYACTHUIIHTE 110 [1OKA3aTeJIsl 3a OLEHKA.

Ha ocnoBanme un. 61, 1. 2 or IMTI30I1, uneHoBeTe Ha KOMHCHSATA TOHIMCaxXa
TeXHUYECKHUTE U LIEHOBHUTE [PE/I0KEHHS.

8. VY4YacTHHLMTE Ca HaNPaBHIH CJICJHHTE NPE/UIOKEHUS 110 KPUTEpUs 3a
Bb3JIarase "Hai-HHucKa neHa':

8.1. "MAPBEHA TUAT'HOCTHUKA" EOO/I;
[lena 3a nocraBka Ha 7 (ceieM) 6pos XeMOHATH3HH araparu:
115 325.00 (cro wm meTHajgeceT XMUIsuAH, TPHCTA, ABANECET M ner) Jepa 0e3

8.2. "OPE3EHUYC MEJAUKHJI KEBP BbJIICAPUST" EOO:
Ilena 3a nocraBka Ha 7 (ceaem) 6post XeMOAHATH3HM araparm:
122 500.00 (cTo, ABanecer u ABe XUJIAAN, U nercroTun) jesa 6es JIJIC.

9. Ilpn 3ano3naBaHeTo ¢ LEHOBOTO MpeoxkeHue Ha yyacTHuka "O®PEIEHUYC
MEJIMK'BJT KEBP BBbJICAPUSA" EOO/I, koMHCHSATA YCTAHOBH, Ye CHINOTO He OTroBOpa Ha
YCIOBHE, TIOCOYCHO B OOABIEHHETO 3a OOIIECTBEHA INOPHYKA [0 OTHONICHHE HA
CROTBETCTBUCTO CH € MAaKCHMaJHHs (DHHAHCOB PECYpC, KOWTO BBIJIOKHTEIST MOKE aa
ocurypu. Ceraacuo T. 7 ot paszen VI.3) "Jlonsinurenda uH(opmarms” Ha 06ABIEHHETO 3a
oOmlecTBeHa MOPBYKA TO3M MakcHMaleH (uuancoB pecype e 118 300 nesa Ges JJIC.
LleHoBoTO mpezioskeHHe Ha y4acTHHKA, B pasMep Ha 122 500 neBa HAJBMINABA TOCOYEHOTO
yCJIOBHE, TIOpaid KOETO CHUIMAT Clie/Ba [Ja ¢¢ OTCTPaHH OT yWacTHe B NpoLeAypaTta Ha
ocHoanue wi.107, 1. 1 ot 30Il. Tlpemioxkenue 10 BBINOKHTENS 32 OTCTPaHsBaHETO Ha
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YUACTHHKA, ¢ NI0POOHH MOTHBH 3a OTCT

mo 4. 103, an. 3 ot 3011,

10. Komucusra IIPOBEPH CLOTBETCTBUETO Ha
"MAPBEHA TUAI'HOCTHKA"

10.1. YuactHukst e HAIIPpaBUIT CIIEAHOTO MPEIIOKEHHE:
- Mocraska na 7 (cemem) Opost XeMoAManu3HK araparu:

Mapxka: AK 98
Mogen: Bio version

Ipoussonuren: Baxter GmbH Gambro
l'onuna na npoussoncreo: 2018 r.

= CLOTBCTCTBHB Ha TIpeaiaraHuTe Xemo

TCXHUYCCKATa CHelU(pHKALHS:

AHABAHETO, KOMHCHUATA L€ HanpaB4 B JAOKnana cu

NPCIJIOKEHHETO Ha Y4YyaCTHHKA
EOO/] ¢ Texuuueckure cneurpukanmu;

JHAIN3HU arapaTtH ¢ U3HCKBAHUSITA Ha

WQ HsuckBanusn KbM | [Tapamerpn (pynxkumonanun, | Croreerernn
XeMOJHAJIH3HHUTE ANapaTH | TeXHUYeCKH H3HCKBaHHUs, | e Ha
(TexHHYeCcKH H APYTH | palOTHH XapaKTEePHCTHKH u NpeaI0KeHH
NapameTpH:  QyHKUHOHAJIHH, OKOMILIEKTOBKA) Ha | eTo c
TeXHHYECKH H3NCKBAHMS, | NPENIATAHATE XeMOAUATHIHH M3HCKBAHMSAT
PadoTHH XxapakTepucTHKH W anapartu a
OKOMILIEKTOBKA)

1 2 3 4

1 | da mossossiza npopunupare Ha | [To3sosisgsa npodunupane Ha Na | CrhoTsercrsa
HaTpus 1 yirpaduiTpaumsTa. u UF

2 | Ha MOXKEe  J1a nposexa | [Tposexaa YHHIIYHKTYpHa | ChoTBeTCTBA
YHUIYHKTYpHA JlMalk3a, KIHK- | JHAIM34, KIHK-KIaK.
KJIaK.

3 |Jla uma  BE3MOKHOCT 33 Iposexna aneratHa 1 | CroTBeTCTRA
TMPOBEN/IaHE Ha aleTaTHA, KakKTo | GukapGOHATHA HATH3a,
1 Ha OukapbonaTHa Juanusa.

4 | Jla npurexasa MOZym 3a cyxa | IlputesxaBa momynm 3a cyxa | CboTBeTcTBA
Oukapbonarna cyberanmus. OukapOoHaTHa cyGceTanmus.

5 | /la ocurypsiBa BbB BCeKH MOMEHT Ocurypsisa u3onupana | CboTBeTCTBA
OT IpoLeaypara cTapTHpaHe Ha yarpapunrpanus (xudysus).
H30JIMpaHa yarpadunrpanus
(mcpysus). |

6 |/la e or orBopen Tunm - Aa | OTBOpeH THI cHcTeMa CroreercTBa |
[I03BOJIIBA  M3MOJI3BAHETO  Ha
KPbBHH JIMHHH, JHATH3aTOPH U
JMAIU3HA  KOHLUEHTPAaTH M OT
JAPYTH [IPOU3BOIHTENH,

7 | Na uma u3MepBaHe W 3amuTHH Cucremn 3a us3mepsane M | CroTBeTCTBA
CHCTEMH Ha 4pTEPHAITHO, | 3alllTa HA APTEPUATHO, BEHOZHO
BCHO3HO M TpaHcMeMOpaHHO H TpaHCMeMOpaHHO HaIAraHe
Hajsiraxe.

8 |[la wuma  Be3MONKHOCT 32 [o-tmmpoxk JIHanasox 3a | CeoTBETCTBA
HACTpOHBaHe Ha TeMIlepaTypara HaCTpolBaHe Ha TemIepaTypara
Ha — JInaM3HMA ~ pasTBOP B | HA  JMANM3HUS pastBop B
rpaHuuuTe ot 35 10 39° C, rpaHunuTe ot 33 1o 40° C, J
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Ha uma xenapuaHoBa momma c
Bb3MOXKHOCT 3@ JIOCTaBiHE Ha
aosu ot 0 no 10 mn/y + Gomye
Makc. 5 mur/6omyc.

XenapuHoBa MOMIIA  JOCTaBs
noszu ot 0 mo 10 mu/u + Gomye
Makc. 5 ma/bonyc.,

CroTtBeTcTBa

10

Ha mpurexxaBa mporpamMu 3a
KagecTBeHa  ge3uHbpekuus ¢
KHCEJTH U OCHOBHH
IE3UMH(EKTAHTH KaTo
[pPOrpamMMTe 3a ropeuia
Je3HHEKINA MM NPOMMBKA 1a
Obnar Ha 450 mu/MuH a Te3u 3a
crynena Ha 600 Mi/MuH.

Ilporpamu 3a gesunpexkuus c
KHCEJIH 1’} OCHOBHH
JE3UH(pEKTaHTH Karo
IPOrpaMHUTE 3a ropemia
Ae3MH(EKINST UK IPOMHUBKA ca
Ha 450 Ma/MHH a Te3m 3a
ctyaena Ha 600 mi/mun. [Toseye
OIIIHH 3a Je3uHGHKIHS.
BramoxknocT 3a HacTpoiiBane Ha
nporpamute 10 800 mMi/MuH.

CroTBercTBRa

1

Jla uma Brpamena cucremMa 3a
pasro3HaBaHe HAa  KOPEKTHHMS
Ne3sUH(EKTaHT 3a CHOTBETHATA
nporpama Ha Je3uH(pEeKIUs.

Cucrema 3a pasnosnaBane Ha
KOPEKTHUs  Jie3uH(peKTaHT 3a
ChOTBETHATa  IIporpamMa  Ha
JNE3UH(EKIIHS.

CroTBeTcTRa

12

Jla pasnomara ¢ mnporpama 3a
TOILJIMHHA Je3uH(peKIus
(temnepatypa j10 85°C).

ITporpama o 93°C

——]

CrorBercTBa

13

Ha u3nonssa cucrema 3a obemuo
KOHTpOJIUpaHa yntpaduiarpanus
¢ ToyHocT 1% u cxopoct ot 0 j0
4000 ma/yac. M na nokaspa
[IOCTOSIHHO ~ mnapametpute  UF
Llen, UF Bpeme, UF ckopocT u
UF obGem.

Cucrema 3a obemMHO
KouTposmpada UF ¢ tounoct 1
% u ckopoct ot 0 mo 4000
mi/uac. [lokasBa 10CTOSHHO
napamerpure UF  Ilen, UF
Bpeme, UF ckopocer u UF obem.

CroTBeTCTBa

14

Ha nputexxaa gmerektop 3a
HaJlMYHe Ha KPbB B OHAIM3HATA
TeyHOCT < 0,5 MI/KpBB/MHH —
npu Het=25 u 3ambpesBaHe Ha
XH/IpaBINYHATA CHCTEMA.

JleTexTop 3a HaMHYME HA KPEHB B
Ivanu3Hata TeuHoer < (),5
MI/KpBB/MHH — npu Hct=25 wu
3aMBPCABAHE HAa XHJPABIMYHATA
cucTema, 4pes HH(pavepseH
JIeTEKTOP — [10-4YBCTBHUTEJIEH.

CrooTBeTCTBA

15

Ha  npurexaBa  yaTpasByKoB
BB3AYIIEH IETEKTOP 22 MM.

Ynrpa3Bykos BB3J1yIIICH
JETEKTOp 22 MM.

CpoTBeTCTRA

16

Jla mpuTexkapa OnTHYEH AETEKTOP
32 HalMYHME€ Ha KPBB WK
pusmoornuen pasTBop B
KPbBHATA JIHHUS,

OnrtHueH neTekTop 3a HaMHYMe
Ha KpPBB WM (DH3HOJOrHYCH
PasTBOp B KPbBHATA JIMHHUA.

CroTBeTCTBA

1y

Jla naBa BB3MOMKHOCT BBB BCEKH
C/IMH MOMEHT OT Ipolle/ypaTa Ja
ce M3Bexk/1a NU(poBa ¥ TEKCTOBA
uH(OopMaHa Ha OBATapCKH €3HK
4pe3 HaTHCKaHe Ha OyTOHM Ha
naHena.

Bearapcko menro

CroTRETCTRA

18

Jla npuTexaBa MOZyn W3MepBar
B peallHO BpeMe Koe(HIlHeHTa Ha
OYHMCTBaHE Ha KpbBTa Kt/V.

Monyn 3a  usmepBane Ha
KOe(HMIIMEHTa Ha OYMCTBAHE Ha
KpbBTa Kt/V,

CroTBeTcTBA
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19

Ha npurexasa kourtpon in vivo
Ha KIIMPBHCA Ha ypes.

KinpwHac Ha ypes.

CwoTBeTCTBA

20

Ha mputexxaBa  KoHTpon
HATpHs B ILJ1a3MarTa.

Ha

KonTtpon na Hatpus B nasmara.

CroTtBeTcTBa

21

Jla mpurtexxaBa  aBTOMAaTHYHO
BKJIIOYBAHE W IPOBEXKJAHE Ha
Hay4alleH TEeCT.

ABTOMATHYHO  BKJIIOYBAHE W
[IPOBEXKIaHE Ha HAYyaJleH TECT.

CroTBeTcTBa

22

Ha e cprposonen ¢ unCTpyKIMSA
3a TmorpeOuTens Ha Obiarapcku
€3HK.

MucTpykuus  Ha

C3HK.

Ownrapcku

CpoTBeTcrBa

23

Ha upurexara nexrpanuzupano
OnoKMpaHe Ha X010BaTa YacT W
Oiiokupairy MEXaHU3BM Ha
KyIUIyHTHTE€ Ha JHaJM3aTHUA
pasTBOpP.

Llentpamusupano 6nokupane Ha
X0J0BaTa 4YacT M OJoKMpall
MEXaHH3bM Ha KYIUIYHIMTE Ha
JHAIH3ATHUS Pa3TBOP.

CrpoTBercTBa

24

Ha HMa ABTOMATHYHO
ajanTHpaHe Ha  UAIM3aTHUS
IIOTOK Ha 0a3a Ha 3agageHus
KPBBEH MOTOK M Ja MOXe ja
IIPEU3YNCTIABA e(peKTHBHHUS
KpBBEH IMOTOK npu pabora c
Pa3IMYHK CETMEHTH HA KphBHATA
JIHHUSL. Ha IIpUTEKABAT
aITMpOTreHeH buiTep 3a
AMalli3HATa TEYHOCT C IUIOLI Ha
MemOpanaTa He mo-majnka ot 2,2
KB.M C BrpajeHa CHCTeMa 3a
KOHTPOJI Ha 0TpabOTeHOTO BpeMe
U npeqBapuTenna uHbopManus
3a CMsiHa Ha (PUITEHpa.

ABTOMaTHYHO aJanTupane Ha
AUalli3aTHUA [0TOK Ha ©a3a Ha
3ajla/iecHHs KpPbBEH IOTOK W Jia
MOKe na IIPEU3YHUCIISIBA
eeKTHBHUS KPBBEH MOTOK MpH
paboTa ¢ pa3IuYHKM CerMeHTH Ha
KpbBHATA JHHHA. ANHPOTEHEH
GuITHp 3a AMANM3HATA TEYHOCT
¢ mwiour Ha MemOpanara 2.4 kB.M
C BrpaZieHa CHCTeMa 3a KOHTPOJ
Ha oTpaboTeHOTO Bpeme W
npeaBapuTensHa WHpopMmanus 3a
CMAHa Ha GUITHpA.

CroTBeTCTBA

25

Mla nputesxasa Brpanena Garepus
C KamaluMTeT HE IO-MallbK OT 3
Ah mpu 18 V u pa 6wue
obopyaBaH ¢ TOIIOOOMEHHHUK.
Ha uMa  BB3MOXHOCT 3a
BKJIFOUBaHE KbM HH(OpMAIHOHHA
CHCTEMa.

barepus 24 V. (2x 12 V), 7 Ah —
Oazupana JIBYIIOCOYHA
KOMYHHKaIMs C KPHIOTHPaHE Ha
JaHHH.

CroTBeTCTBa

26

Jla npurtexasa 10yaBTOMAaTHYHO
MHCTAJIHpaHe  Ha  ITOMIICHHS
CerMEHT Ha KpbBHATa JIHHHS U 14
MMa aBTOMATH3HpaHa Iporpama
38 IOYHCTBAHE C  XJIOPEH
npemapar OT JIMlleBaTa 4acT Ha
anapara.

[losyasromaTi4so uHCTaNMHpane
Ha [IOMIEHHS CErMEHT Ha
KpbBHATA JIHHHS u
aBTOMATH3MpaHa Mporpama 3a
TIIOYHUCTBAHE ¢ XJIOPEH Mpenapar
OT JIMLIEBATA YaCT Ha arapara.

CroTBeTCTBA

27

Ha  wMa  BB3IMOXKHOCT  3a
NPENOCTaBsiHE B paboOTeH pexuUM
Ha J1Be rpaukyu WK rpapuka u
paboTHH rapameTpH 0T
H3BBPIIBAHATA (Tekyma)

IIpenocrassine B paboteH
PeKUM Ha JBe rpaduKH wiau
rpaduka u paboTHH napameTpu
OT  M3BLpLIBaHAaTa (TeKyuia)
JMaiM3Ha IpoLeaypa.

CrorBercTBa
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[ | manmsna npoueypa. ] ]

- Cpok/cpokoBe u pasmep 3a mamate:

30 (Tpuaecer) Ha cTo — TIpH MOJITHCBAHETO Ha JIOrOBOPA;

30 (rpupecer) Ha cTo — B cpok 30 (TpuaeceT) 1Hu cren nocTaBkaTa Ha ariapaTture;

40 (4etHmpupecer) Ha cro — B cpok 30 (Tpmzecer) nHM cien MoHTaxa u
BLBSHKAAHETO B CKCIUIOATAIMS HA allapaTUTe,

- Cpox 3a jiocraska (s10 60 KaICHIAPHH IHK OT OCUTYPSBAHETO Ha hunaHcHpane
Ha  JIoroBopa UM OT IBPBOTO ILIAIAHE 110 HETO, B cilydalf, 4e TakoBa e mpenBHICHO): 60
(wectmecer) KaleHIApHU THH.

- Cpok 3a MoHTax M BbBekKIaHe B EKCILIOaTalMs (10 7 KaJeHAApHM IHH ciien
AocTaskaTa): 7 (ceneM) KaleHIapHH JIHH.

- Cpok 3a rapanmmonno HoANbpKaHe (He no-Kparbk or 24 Mecelna cejn
BBBCIKIAHETO B CKCIUIOTAINSA): 24 (1BELECET M YeTHPH) Meceld.

- Cpok 3a oTcTpaHsBaue Ha MTOBPE/IM B CPOKA Ha rapaHIHOHOTO NOAXBpPIKAHE (o
7 KaJleH[JapHH JIHA OT YBEOMABAHETO Ha M3MBIIHUTENIA): 5 (TIeT) KaleH apHu JiHH.

- Cpox Ha BanMmHOCT Ha obdeprara, HO He [I0-KpaT®eK OT 3 (TpH) Mecena ot
KpalHHsl CPOK 3a NOJIyuaBaHe Ha oeprure: 4 (ueTupu) mecena,

10.2. Kommucusira npuema, ye y4acTHHKBT "MAPBEHA JIMATHOCTUKA"
EOOJ1 e wampaemn HIPpEIUIOJKEHHEe, KOETO ChLOTBETCTBA Ha NpeaBapuTeIHO 00sBEeHHTE
YCIIOBHSI.

11. Komucusra orenn oeprara Ha yyacTHuka "MAPBEHA JAUATHOCTUKA"
EOO/L, cwriacno usbpanus KPUTEpHii 3a Bb3narate "Haii-Hucka rexa’.

12. Cnexn ouensBanero na ydactauka "MAPBEHA JJUATHOCTUKA" EOO/]
KOMHCHSATA pasriieqa JOKYMEHTHTE, CBBP3aHH C JIHIHOTO CHCTOSHHUE J KpUTEpUHTE 3a moa6op
B HM3XOJALI P/l CIIPSAMO MOJTYYEHHTE OLEHKH.

13. Komucusra wuspbpum MpOBEPKA Ha CHOTBETCTBUETO HA yYaCTHHKA
"MAPBEHA JJUATHOCTHUKA" EOOJ ¢ usuckBauusita 3a muamo CBCTOSIHHE, MTOCOYEHH B
Toukd 1, 2.1, 2.2 u 2.3 Ha pasgen VIL.3) na OGsBnenuero 3a nopwsuka: 1. YuactHuk B
fponeaypara Moxe na Obae BCSIKO OBLATapecko Wi HYXKIECTPAaHHO (U3MYECKO HIIN
TOPHIHYECKO JIHIE, HIH TeXHH O0eqMHEHHS, KAKTO U BCIKO Apyro oOpasyBaHue, KOETO HMa
paBO J1a M3IIBIHSBA JOCTABKH CBINIACHO 3aKOHO/ATEICTBOTO Ha AbpXKaBaTa, B KOATO TO e
ycranoBeHo. 2.1. Jla He ca Haimue nmpemnocTaBkuTe 3a 3aIBJDKUTEIIHO OTCTPAHSIBAHE 10 Yl
54, an. 1 or 30I1; 2.2. Ha otroBopst Ha usMckBaHuATA 110 W 3, T. 8, BBB Bp. ¢ ui. 4 or
3aKkoHa 33 MKOHOMHYECKHTE U (puHaHCOBHUTE OTHOIEHHS C APYIKECTBATA, PETUCTPUPAHH B
IOPHC/MKIINA ¢ npe(epeHIHaled IaHbYeH pexum, CBBP3aHUTE C TAX JIMLA M TeXHUTE
JNEHCTBUTENHH COOCTBEHHIH - Aexnapupa 8 EEJIOIL; 2.3. Jla we ca CBBP3aHHU JIMLA C JApYr
YHaCTHHK B IIpoLeaypara Mo CMUCHJIa Ha § 2, T. 45 ot JP na 3011, BbB Bpb3Ka ¢ §1,7.13u
14 ot JIP na 3akoua 3a my6iuunoTo pe/ilaraie Ha LUeHHH KHHKa

13.1. TlpoBepkara 3a choTBeTCTBHETO Ha Y4aCTHHKA ¢ M3MCKBAHHMATA 3a JIHYHO
CBCTOAHME CC M3BBPIIM Bb3 OCHOBA Ha IIPOBEPKA B TbPrOBCKHSI PETHCTHD Ha ATEHLHMATA 110
BIIMCBAHUSATA H HA ICKJIADHPAHHTE OT HEr0 0OCTOSTEICTRA B EEJIOIT.

13.2. Ha ocnoBanue un. 23, an. 4 or 3akona 3a TbPrOBCKHUSl PETHCTBP, KOMUCHSITA
U3BBPLIA CTyKeOHa npoBepka 3a 0GCTOATEIICTBATA, BIHCAHH 34 YHaCTHHKa B TBProBCKHS
PETUCTBP H YCTAHOBH BIIMCBAHETO HA CIEHUTE 06CTOSTEIICTRA:
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"MAPBEHA IMATHOCTHUKA" EOO/, cbe cenanume B rp. Codus 1799, anpec
Ha ynpasnenue: paifoH Mnamocr, x.k. Mnanocr 2, yn. ,Ceern Kunpusu™ 44, EUK
200600292, npesncrapassano oT Hanst Escraruesa Jlparoesa.

13.3. YuactHukbT e mocowmn s EEJIOIT kon 3a mocrsn 1o CJIEKTPOHHO
CBHETEJICTBO 3a CBAMMOCT Ha caiiTa Ha MunucreperBoTo Ha lIpaBocwaneTo http://cs.mjs.bg/.
Komucusita uspnprm HPOBCPKA, IIPA KOETO YCTAHOBH BATHIHO M3/A1CHO CBHJIETEJICTBO 3a
chaumoct Ha Hanust Escrarnesa Jlparoesa c perucTpannonen Homep 18072701467,

13.4.  Komucusra NpueMa Bb3 OCHOBA Ha M3BBPUICHUTE MPOBEPKH 1
ACKIAPHPAHHTE OOCTOATENCTRA, Y€ Y4aCTHHKET CBOTBETCTBA HA HM3UCKBAHMATA 33 JTHYHO
ChCTOSIHUE.

14, Komwucusra H3BBPIIM  NPOBEPKA 3a CHLOTBETCTBHETO Ha y4acTHHKaA
"MAPBEHA JIMATHOCTHKA" EOO/I ¢ u3ucksanusTa 3a FOJTHOCT 3a ympakHABaHE Ha
po)eCHOHAIHA NeHHOCT, T0COYEHO B paszen III.1.1) na O6sBnennero 3a nopwuka: Jla ca
ThPTOBLH Ha €IpO ¢ MEAMUMHCKH M3ENHS HIIH TIPOM3BOJIMTENIA HA ME/MIMHCKH H3Jens,
YCTaHOBCH Ha TepUTOpHATa Ha Peny6inka bbnrapus.

14.1. IlpoBepkara 3a choTBeTCTBHETO Ha YHaCTHHKA C U3UCKBAHUATA 32 FOJHOCT 3a

PerucTepa mo wi. 81 or 3MU Ha wusnamenute Pa3pClICHNs 32 TBPrOBHS Ha enpo c
MEIMLMHCKH M3JeNMs Ha caifTa Ha M3mbiHuTennara areHUMsd 10  JleKapcTBaTa
(http://Www.bda.bg/pemCTpH/perHCTpH—Ha—TLpFOBuH-H-npomssoﬂmenﬂ) IpH KOETO
YCTAHOBH 3a YYaCTHHKA CJICAHOTO"

"MAPBEHA JJUATHOCTHUKA" EOO/I: Msnazeno paspemenne 3a TBProBHs Ha
CApoO ¢ MemruuHCKH u3genus Ne [V-P-T / MU 720 or 28.07.2011 ro.

14.3.  Komucusra IpHEMa  BB3 OCHOBA Ha H3BBPIIEHHUTE NPOBEPKH U
ACKJIAPHUPAHHTE OOCTOATE/ICTBA, Ye YYaCTHHKBT ChOTBETCTRA Ha W3UCKBAHMATA 34 FOJAHOCT 3a
YIPaXKHABAHE Ha NpodecHoHaIHa NeHHOCT.

I5. Komucnsra wu3sbpuim POBCpKA 33 CBOTBETCTBUETO HAa yYaCTHMKA
"MAPBEHA JITUAI'HOCTHKA" EOOUI ¢ usucksanusTa 3a texmmuecky u NpodecHOHATHH
CIIOCOOHOCTH, OCOYEHH B pasjen II1.1.3) na O6siBata 3a nopsuka: Jla npunara u HoJabpIKa
CHCTEMa 3a ynpapjieHHE Ha KayecTBoTo EN ISO 9001 u/um EN ISO 13485/13488 w/umu
CKBHBAJICHTHA, ¢ 00XBaT B o0iacTra Ha TIPOM3BOACTBOTO H/MJTH THPrOBHSATA C MEIHIHHCKH
H3eTHsSI.

15.1. Ilposepkara 3a CHOTBCTCTBHETO HA YYaCTHHIMTE C M3MCKBAHHATA 3a
TEXHHYECKH H NPO(ECHOHATHY CIIOCOOHOCTH ce H3BbPIIH B3 OCHOBA HA JICKJIAPHPAHHUTE OT
Hero obcrosrencrsa B EEJ[OIT.

15.2. Komucusita npuema B»3 ocHosa Ha ACKIapupanuTe o0CTOsATENCTRA, Ye
YIACTHHKBT CHOTBETCTBA HA M3UCKBAHMSITA 38 TEXHUUECKH K NpOo(eCHOHAHM CIIOCOBHOCTH,

16.  Komucusra IJachpa  Ha TBPBO  MACTO yuacthmka "MAPBEHA
AHATHOCTHKA'" EOO/I.

3acenanueTo Ha KOMHCHSTA npukmoyn Ha 14.11.2018 rox. B 15.00 .
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