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HPOTOKOJI Ne 2

3a Pa3MNCKNAHE, OLCHKA M KIacHpaHe Ha OdepTHTe B OOILIECTBEHA MOPHYUKA C IpeaMeT:
w/ocmaska na meduyuncku uzdenua, Auunu npeonasHu cpedcmea u KOHCyMamueu 3a HyscOume
na Ilpozpama ,Ilpeeenyun u xonmpon na XHUB/CITHH* sKousawa 47 obocobenu nozuyuu,
KOHCTAaTallMUTe Ha KOMHCHATA 32 HAMYKETO U PENOBHOCTTA Ha NIPECTABEHHTE TOKYMeHTH B Lk Ne
1, BKIIOYMTENHO H JONBJIHHMTENHO IPEACTABEHHTE JOKYMCHTH, H3HCKaHH ¢ [Iporokon Nel,
noxymentute B [lmuk Ne 2, kakto u otapsue nHa Ilmuk Ne 3 ¢ meHoBmTe odepTH Ha y4YaCTHHLHUTE,
OLICHSABAHE U KJIacHpaHe Ha oepTHuTe.

Ha nposenennre 3akpuru 3acemamma ma 28.10, 29.10. m 30.10.2015 r. mHa KOMHCHSATA,
HasHaveHa cbe 3anoBex Ne P/I-11-339/04.08.2015 r. (cpoksT 3a paboTa Ha KOMHCHSATA yIBIDKEH ChC
3anosen Ne P/T-11-420/02.10.2015 r. u 3amosen Ne PJT1-11-521/04.11.2015 r.) Ha BE3NI0XKHTENIA, B3eXa
Y4YacTHe CIEeIHUTE JIUIA:

I. CnreraB Ha KoMHCHATA:

IIpencenaren: AuToH ['0COMHOB, HAYATHKK OTIE] ,»OIT* B mupexius ,,HPOIT3*;

Yaenose:

1. Koncrantanoc Sumc, cr. acucrenT moctaBku kbM [1OI®, €KCIEPT ¢ npodecnoHamna
KOMIIETEHTHOCT;

2. Bana MutkoBa, riiaBe ekcnept B oTaen ,,OI1¢, aupexuus ,,HPOIT3”;

3. m-p Mapusa 3amopupoBa, aBpKaBeH eKCIEpT B mupekius  ,,M/IIIS, excrept ¢
NpopEeCHOHATHA KOMIETEHTHOCT H

4. Xpucto ViBaHOB, BBHIIIEH €KCHEPT, BIHCAH B peructbpa Ha AOII mox Ne BE-878, excniepr ¢
npod)eCHOHAITHA KOMIIETEHTHOCT.

Ha nposenenute 3akputu 3acenanus Komucusara pasriena NOIBIHHTETHO IIPEICTaBEHUTE
JOKYMEHTHTE U3uCKaHu ¢ [Iporokom Ne 1.

KomucusTa Hanpasu ciieHUTEe KOHCTATALKH 110 IOITBTHATEIHO IPeACTABEHHTE JOKYMEHTH:

Yuactauxer “AKUBAC” OO/ ¢ Bx. Ne 26-01-159/22.10.2015 . e IIPEICTAaBUN OITbJIHEHA
Aexnapauus 0o wi. 47, an. 9 ot 3011, cbriacHO W3KCKBAHUATA, IOCOYEHH B T. 3.1.1.3. ,.Heooxoaumu
JOKYMEHTH OT JOKYMEHTAIIUATA 33 YUACTHE.

Komucusara nomycka yuactauka “IKUBAC” OO/I 10 0 HATATHINHO y4acTue B IIpolieaypara
no obocobena nozumus Ne 34,

Yuactaukst “CO®APMA TPEHAUHI” AJl ¢ Bx. Ne 26-01-177/27.102015 r. e
NPEACTaBUN JTOMBIHHTEIHO H3MCKAHM JOKYMEHTH M MHQOpMamuH, Kacaeld 000COOEHH MO3HIUK:
NeNe 10, 11, 12, 14, 15, 16, 17, 22, 23, 24, 32, 33, 35, 36, 37, 40, 41, 42 u 44.

YYaCTHUKBT € IPE/ICTaBUII 3aBepeHo Konue Ha EC cepTHHMKAT 32 CHOTBETCTBHE ¢ HupextuBa
93/42/EEC, n3nanen ot HoTHGUIMpaH opraH no cMuchIa Ha 3MU 3a 060co6enn nosumuy NeNe 10, 11
ul2,

Y4YaCTHHKBT € MpeACTaBHII 3aBEPeHO Komue Ha JleKTapalus 3a ChOTBETCTBHE C Hupextuna
93/42/EEC, uznanena oT NMpOM3BOJMUTENS HA M3JIEIHATA 32 060COOCHH nosuunu NelNe 14, 15, 16, 17,
22,23 u 24.



VY4YacTHUKBT € MpeICTaBHJI 3aBEpeHO Komnue Ha Jleknapamus 3a ChOTBETCTBHE C J[MpexTHBa
93/42/EEC, u3nmaneHa OT NPOM3BOMUTENS Ha u3lenusra W 3aBepeHo komme Ha EC ceprudukar 3a
crotBercTBHE ¢ JlupektuBa 93/42/EEC, m3nanen ot HOTHGUIMpaH OpraH Mo cMuchia Ha 3MU 3a
o6ocobenu mo3uiuu NeNe 40, 41 n 42.

V4acTHHKBT HE € MpeJCTaBUI 3aBepeHo komue Ha BanmmaeH ceprudukar BJIC EN ISO
13485:2003/ISO 9001:2008 wunm exBuBaseHTEH cepTU(HUKAT KaKTO W JAPYIH JOKa3zaTeJCcTBa 3a
€KBUBAJICHTHH MEPKH 3a OCUT'YpsiIBaHE Ha KauyeCTBOTO, C 00XBAT CHIVIACHO IMPEIMETa Ha 00IeCTBEHATa
NOPBHYKA, U3/1aJICH HA UMETO Ha IPOM3BOIOUTENS Ha u3jenusara mo obocobenn mo3umuu NeNe 10, 11,
12, 32 u 33 ,,Momuna kpenoct™ AJl, cbriaacuo 1.2.2.3. 0T ,, MUHUMATHU W3UCKBaHHS 32 TEXHHUYECKH
BBH3MOXHOCTH U KBATHU(HKAIMA HA YYaCTHHIUTE™, 4acT OT ,,O0IM U creluGUIHA HU3UCKBAHUS KbM
YYaCTHHIHUTE™, TOCOUEHH B IOKYMEHTAIUATA 32 yJacTHeE.

Y4acTHUKBT HE € MpeICTaBWi JeKiapalusi 3a 3allalllaHe Ha MEIUIIUHCKUTE HU3IeNUs OT
obmecTBeH (GOHM, B KOSTO CE€ TOCOYBA KOHKPETHOTO MEAMIIMHCKO HM3JEJHE, 3a KOETO CE€ Y4yacTBa Mo
obocobenun mo3uuuy NeNe 10, 11, 12, 14, 15, 16, 17, 22, 23, 24, 32, 33, 35, 36, 37, 40, 41, 42 u 44,
cerimacHo 1. 2.3.4. ot ,M3uckBaHHA KBbM MEIHIMHCKH HM3IeIHS OT 00ocobeHa mo3umusa Ne 1 1o
06ocobena mosunus Ne 44 (I'pymu I, I1, IIT u IV)“, wact ot ,,O0mu u cnenuduIHE U3UCKBAHHUS KBM
yYaCTHHUIMTE" IOCOYESHH B TOKyMEHTALUATA 32 Y4acTHE.

Y4YacTHHKBT HE € MPEACTaBHII KONKE Ha oULIHaIEeH TOKYMEHT, u3zaaeH oT M3nbinHuTenHara
areHIMs 110 JIEKapcTBaTa OT KOHTO JIa € BHJIHO, Y€ 38 MEJUIIMHCKOTO H3/enue 3a 060cobeHa mo3uiys
Ne 17, usama peructpupann gasad B UAJI u/umu EUDAMED 3a HHOMACHTH/IOTEHIIMATHE HHIMIEHTH
npe3 INOCHEAHMTE ABE TOMMHH, KAKTO M 3a OJOKMPaHH WM H3TErICHH NapTHAM OT CBIIOTO
MENUIHHCKO H3AEAHe Ipe3 MOCIeIHUTEe JBe TOOWHH, cbriacHo T1.2.3.3. or ,M3uckBanus KeM
MEIUIMHCKY M3nenus or 06ocobena nosunug Ne 1 1o o6ocobena mosuiusa Ne 44% gact ot ,,00mu u
crnenu(UYHH W3UCKBAHUS KbM YYaCTHHUIMTE ' [IOCOYEHHU B TOKYMEHTAIIMATA 32 YYacTHE.

Y4acTHHKBT HE € MPEACTaBHII KOTHE Ha oUIHaieH TOKyMEHT, u3aaaeH oT Msnennurennara
areHIys 10 JeKapcTBaTa OT KOUTO Ja € BUJHO, Ye 32 MEIUIIMHCKUTE U3Jeus 32 000COOEHH O3HLIUH
Ne 15 , Mukexumonna uriaa 20 G % crepunna®, Ne 22  WnxkekunonHa uraa 22 G 1 1/4 crepunna‘
1 Ne 23 | Amxexknuonna uraa 23 G 1 1/4 crepunna“, HaMa peructpupanu aaHHu B MIAJI w/mnn
EUDAMED 3a wHIMISHTU/TOTEHIMATHY HHIMICHTH Ipe3 IOCIECAHUTE [BE TOIUHH, KaKTO M 3a
OJOKHpaHH WM M3TEIJICHH NMapTHAX OT CHIIOTO MEAULIMHCKO H3JENHE Mpe3 MOCIEAHUTE JBE TOIHHH,
ceriacHo T. 2.3.3. or ,M3uckBaHMS KBM MEIUIMHCKH HM37eaHd oT obocobena mozummsas Ne 1 no
o6ocobena mosurus Ne 44 (I'pynm I, 11, III u IV)*, gact ot ,,O01u ¥ cneruduyHE H3UCKBAHHS KBM
y4acTHHLUTE" IOCOYEHH B JOKYMEHTALMATA 33 YJacTHE.

ITpenBu H3JI0KEHOTO MO-rope, Ha ocHoBaHue 4. 69, an.1l, T.1 ot 30I1, komMucHsTa npenara
3a orcTpansBane “COPAPMA TPEVJIMHI” AJl oT mo HaTaThIIHO yYacTHE B HpOIlleypara 3a
06ocobenn mo3ummu NeNe 10, 11, 12, 14, 15, 16, 17, 22, 23, 24, 32, 33, 35, 36, 37, 40, 41, 42 u 44.

VyactaukeT “XUMTEKC” OO/] He € npeacTaBui JONBJIHUTEIHO H3MCKAHHUTE C MPOTOKOJTI
No 1 moxymentH u uHdopmaiuy, kacaemu obocodernu nosmmuu: NeNe 8, 9, 10, 11, 12, 14, 15, 16, 17,
18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 29, 32, 33, 35, 36, 37, 38, 39, 40, 41, 42, 44 u 46.

INpenBua H3IOKEHOTO O-TOPE, Ha OCHOBaHME Wi. 69, an.1, 1.1 or 30II, koMucHsTa Npeara
3a orcrpansBane “XHMTEKC” OOJl ot no HaraThIIHO y4yacTHe B IpoueaypaTa 3a 000cobeHu
mosummu NeNe 8, 9, 10, 11, 12, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 29, 32, 33, 35, 36,
37, 38, 39, 40, 41, 42, 44 u 46.

VuactauksT “MEJUIIMHCKA TEXHUKA WHXXEHEPHUHI™” OOJ c Bx. Ne 26-01-
182/22.10.2015 r. e mpeACTaBHMI AOMBIHHTETHO H3MCKAaHH INOKYMEHTH H MHGOPMALHH, Kacacllu
06ocobenn mo3unuu NeNe 2, 8.9, 10, 11, 12, 14, 19, 20, 21, 22, 23, 24, 25, 32, 33, 39 u 46.

VYacTHHKBT € TPEACTaBH Komue Ha oduInaneH AOKYMEHT, usjaneH or Msmbianutennara

areHIys 10 JEKapcTBaTa OT KOWTO € BUAHO, Y€ 32 KOHKPETHHTE MEJMIMHCKY H3/IENHs [0 000c00eHH
no3umud NoNe 2, 8. 9, 10, 11, 12, 14, 19, 20, 21, 22, 23, 24, 25, 32, 33 u 39 3a KOMTO Cc€ y4acTBa HIMA



peructpupanu gaHHd B HMAJI w/unu EUDAMED 3a MHUMAEHTH/HOTCHLMAIHH WHIUACHTH npes
TNOC/IEAHNTE ABE FOMHH, KAKTO H 33 OJIOKHPAHH HIIM U3TETJIEHH IAPTHAM OT CHILHTE.

Y4acTHHKBT € NPEJICTABUI 3aBEPEHO KONHe Ha BamuzeH cepruduxar EN ISO 13485:2012 ¢
00XBaT CBINIACHO NpeaMeTa Ha 060cobenu mosutmsn NeNe 9, 10, 11,12, 14, 19, 20, 21, 22, 23, 24 u 25,
u31asieH Ha uMeTo Ha npousBoautenss KD Medical GmbH.

Y4aCTHHKBT € NMPEICTABHII 3aBEPEHO Komue Ha JleKnapalus 3a ChOTBETCTBHE C JupexTuBa
93/42/EEC, u3naznesa oT NpOM3BOAUTENS Ha MEIMIIMHCKHTE H3IEHs IO 060c006eHH mo3uimu NeNe 9
10,11, 12, 14, 19, 20, 21, 22, 23, 24 u 25.

YYaCTHHKBT HE € TpENCTaBU 3aBepeHo Komve Ha EC cepTMduKaT 3a CHOTBETCTBHE C

Hupexrusa 98/79/EC, mananen or HoTuuumpan opras mo cMuchia Ha 3MU 3a 060cobeHa mo3uuus
Ne 8.

3

YYaCTHUKBT HE € [PE/ICTABU 3aBEPEHO Komue Ha JleKnapalus 3a CHOTBETCTBHE ¢ JIMpeKTHBA
93/42/EEC, n3nanena oT MpoH3BOAMTENsS HA MEAULIMHCKUTE H3AeHs 10 060co6enn mo3umun NeNe 32,
33 u 39, cernacHo T. 3.1.1.6.9 ot JlokyMeHTaMsTa.

Y4acCTHUKBT He € NPEACTaBUII JEKIAPALHH, C IIPUIOXEHO u3BNedeHHe oT CIHChKa 10 wi. 1, T.
1, 6yksa ,,0 or Hapenbara 3a yciioBusTa u peda 3a ChCTaBsHE HA CIMCHK HA MEAULMHCKHTE H3IETHS
o 4. 30a ot 3MU u 3a onpenesgane Ha CTOHHOCTTA, 0 KOSTO TE Ce 3amIamar, oT KOeTo H3BJICUCHUE
Aa € BHAHA NpoJaXxHaTa IeHa mo cMuchia Ha § 1, 1. 29a or 3MU, BBB Bph3ka ¢ § 1, T. 4 or
Honbinurennure pasnopenbu Ha Hapen6ara, 3a o6ocoGenu mosumum NeNe 32 u 33,

Y4YaCTHHKBT HE € IIpEJICTABHII 3aBepeHo Komue Ha ceprudukar ISO 13485:2003/1SO
9001:2008 nnu exBUBaNEHTEH CepTHOUKAT, KAKTO U JPYTH AOKA3aTeICTBA 33 eKBUBAICHTHH MEPKH 32
OCUI'ypsIBaHE Ha Ka4eCTBOTO HA MIPOU3BOAUTENS HA MEAHIIMHCKOTO H3JeHe 110 060cobeHa mo3umus Ne
46 Heinz Herenz Medizinalbedarf GmbH, ¢ 06xBat chriacHo npeaMera Ha 060co6eHaTa MO3HIHSL

IIpeasun u3noxenoro no-rope, Ha ocHoBanue wi. 69, a1, 1.1 or 30I1, koMucHsTa IpevIara
3a orctpansBate “MEAMIIMHCKA TEXHUKA HHXEHEPHHI™” OO/l oT 1mo HAaTaThLIHO
ydactue B npoueaypara 3a 06ocobenu mosumuu NeNe 8, 32, 33, 39 u 46.

Komucusara nomycka yuactunka “MEJUIMHCKA TEXHUKA MWHXEHEPUHI™ OO
A0 IO HATaTBIIHO Y4acTHE B mpoleaypaTa o obocodenu nosuimu NeNe 2, 9, 10, 11, 12, 14, 19, 20,
21,22,23,24 u 25.

Yuactauksr “EMOHHUSI ®APMATEX BbJITAPUSI” EOOJI He € TNpeacTaBui
JAONBIIHUTEIHO HM3MCKaHUTE ¢ mpoTrokon Ne 1 noxkymeHTH W HHbOpMaimu, Kacaemy o60cobeHu
no3unuu NeNe 2. 3.4, 5, 6, 38 u 39.

IIpeasun n3m0XkeHOTO MO-rope, Ha OCHOBaHue 4. 69, an.1, 1.1 or 3011, KomMucuATa npejara
3a orcrpaHaBaie “EMOHUS ®APMATEX BbJTAPUSI” EOOJ oT 1o HaTaTBIIHO y4yacTHE B
npouenypara 3a obocobenn nosuuuu NeNe 2, 3, 4, 5. 6, 38 u 39.

VYuactaukst “JIAB JMATHOCTUKA” OOJ ¢ Bx. Ne26-01-186/22.10.2015 r. e npeacTaBui
JOI'BJIHATEIHO M3UCKAHU TOKYMEHTH U MH(pOPMaIiH, Kacaeu o6ocodeHa mosunus Ne39.

Y4YaCTHHKBT € IPEACTAaBUII IIPEBOJL Ha OBJIrapCKu €3KK Ha IIpeCcTaBeHUs KaTauor 3a 060cobeHa
no3unus Ne 39,

Komucusra nonycka yuacrauka “JIAB JUATHOCTHUKA” OO/l 110 10 HAaTaTbIIHO y4acTHE
B Ipoueaypara no obocobena nozunus Ne 39,

YuactHuker “MAPBEHA JUATHOCTHUKA™ OOJ ¢ Bx. Ne26-01-189/23.10.2015 1. e
OPeJCTABUIT JOMBIIHUTEIHO H3UCKaHH JOKYMEHTH B MHbOpMalumH, Kacaemy 060cobeny nosumun NeNe
6 u 8.

VYYaCTHUKBT € MpEeJCTaBHi KOMHMe Ha OpuIHalieH AOKYMEHT, H3janeH or M3mbiHMTesnHara
areHIMs IO JIEKapcTBaTa OT KOWTO Ja € BHJHO, Y€ 3a KOHKPETHHTE MEIMIUHCKA M3JEIHs IO
obocobenu mosuuuu NeNe 6 m 8 msma peructpupand jJannu B MAJI w/unin EUDAMED 3a



MHIUICHTH/IOTEHIMATHN HHIHACHTH Tpe3 IOCICIHUTE JB€ TOJMHH, KAKTO M 3a OJOKMPAHH HIH
U3TETJICHU NaPTUIH OT CHILMHUTE.

Komucusita nonycka ydactauka “MAPBEHA TUATHOCTHUKA” OOJI 10 10 HATATbHIIHO
y4acTHe B Ipoleaypara 1no o6ocodenu mo3unun NeNe 6 u 8.

Yuactaukst “JAHC ®APMA” EOOJ c Bx. Ne 26-01-192/27.10.2015 r. e npencraBui
JONBIHUTEITHO H3UCKAHK JOKYMEHTH M HH(OpMalUH, Kacaely o6ocobenn no3uuuu NeNe 1, 2, 3, 4, 5,
6u8.

VYYaCTHUKBT € IPEACTABKIT 3aBEPEHO Konue Ha BanuaeH ceprauduxar ISO 9001:2008 ¢ o6xsar
CBIJIACHO MpeaMeTa Ha 000CO6EHUTE TO3HIUHM 33 KOMTO y4acTBa, H3/aI€H Ha KMETO Ha YYaCTHHKA.

VYYacTHHMKBT € TIPEACTAaBHJI KONHE Ha OQUUHANeH IOKYMEHT, M34afeH OT V3MbIHUTENHATA
arcHUMs 10 JIEKapCTBaTa OT KOHTO Ja € BUAHO, Y€ 3a MEIUIIMHCKUTE H3JEINs 110 060COOEHH TO3UIIHH
NoNe 1, 2, 4 v 6 HsiMa GJIOKHpAHK WM U3TETJIEHH TAPTHIM TIPE3 HOCTEIHNATE [BE TOIUHH.

YYaCTHHKBT € IPEACTAaBUJI IPEBOJ Ha OBArapCcKH e3MK Ha INpPEeICTABEHHTE KAaTANO3H H
Oporyp# 3a 06ocobeHn mozumun NeNe 1,2,3, 4,5, 6 u 8.

Komucusta nomycka yuacthuka “JAHC ®APMA” EOO/I 10 1m0 HAaTaThIIHO y4acTHE B
npouenypara no obocobery no3uiuu NeNe 1,2, 3, 4,5, 6 u 8.

Yuacthuxker “BYJIMAP MJUI” OOJ ¢ Bx. Ne 26-01-193/21.10.2015 r. e npeacraBun
JON'BJIHATETHO U3UCKAHM JOKYMEHTH H HHGopMaLH, Kacaemu obocobena nosuims Ne 45.

YYaCTHHMKBT € ITPEICTABUII 3aBEPEHO KOIHe Ha BaiuzeH cepruduxar ISO 9001:2008, c o6xBar
npeameTa Ha 06ocobena nosuuus Ne 45, u3janed Ha uMeTo Ha npoussoauTens ,,Kynpo-94« OO/,

Komucusara nomycka yuactHuka “BYJIMAP MJI” OOJ [0 10 HaTaTBIIHO YYacTHE B
Tpouexypara no obocodeHa nozumms Ne 45,

VYyactauker “BECT MEJUKAJI KEBP” EOOJ ¢ Bx. Ne 26-01-194/27.10.2015 1. ¢
TIPEACTaBHI JIOIIBJIHUTEIHO U3UCKAHM TOKYMEHTH U UH(pOpMaluy, kacaemu 060cobern mo3umuy NeNe
26,27, 28,29 u 30.

Y4aCTHUKBT € NpeIcTaBuil oTAeNHY miMKkoBe Nol , JIokyMeHTH 32 oAGOp™ 3a BCAKA MO3HMIHS,
3a KOSITO KaHIHIaTCTBA.

V4YacTHUKEBT € IMpeACTaBs 1OMbJHEHa Jexyapamus no wi. 47, ar. 9 or 30I1, ceriacHo
M3MCKBaHMsATa mocoyeHd B T. 3.1.1.3. ,,HeoOxomumu noKkyMeHTH™ OT IOKYMEHTALHMATA 32 YYACTHE.

Y4acTHUKBT € IPEACTABUI AEKIapalus, ¢ MPHIIOKeHOo H3BjaeueHne oT Ciucbka mo wi. 1, T. 1,
OykBa ,,0* or Hapenbara 3a ycnoBusra ¥ pefia 3a ChCTaBsiHe Ha CIIMCHK HA MEIUIIHHCKHTE M3AEIIHS T10
41, 30a ot 3MU u 3a onpenensiHe Ha CTOHHOCTTA, O KOATO Te Ce 3aIalllaT, OT KOETO M3BJICYEHHE €
BHAHA MPOJAXXKHATa IeHa no cMucbra Ha § 1, 1. 29a or 3MMW, BBB BpB3ka ¢ § 1, T. 4 or
Jonsnaurennute pasnopendu Ha Hapenbara, 3a 06ocobenu nozuuuu NeNe 29 u 30.

VY4YacTHHKBT € OpPEACTaBMI KOMHUE Ha OQHIUAJCH NOKYMEHT, H3janeH oT M3meaHutenHara
areH1us 110 JIeKapcTBaTa OT KOHTO 1a € BUIHO, Ye 338 MEJNLMHCKUTE U3JeNus 110 060co0EHU NO3HIINH
NeNe 29 u 30 vama peructpupanu nanuu B MAJl w/unmm EUDAMED 3a HHUMIEHTH/MOTSHIHANHH
MHIUCHTH 1IPE3 NOCIEIHNTE NBE TOAHHM, KAKTO U 32 ONIOKMPaHH HIIH W3TEIVICHN NapTHIN OT CHIIOTO
MeHITMHCKO U3/esIHe NIPe3 NOCIEAHATE JBC FOIMHA,

YUYacTHHKBT € NpPEACTaBMII JIEKIapaliMM, B KOHMTO CE€ [0COYBAT MEAMLIHHCKHTE H3JENUS NO
o6ocobenn nosutiu NeNe 29 u 30 n xoHKpeTHHST 0O1UecTBeH HOH 10 KOHTO ce 3arutaliar.

Y4YacTHHKBT € HPEACTaBUI MOCTPH Ha NpeafaraHuTe MEQMIMHCKH H3Ie/us 1Mo obocobeHu
no3unun NeNe 29 u 30.

V4acTHHKBT € IpeAcTaBHil 3aBepeno Konue ua panuied ceprugukar 1SO 13485:2003, c
obxBat chITIAcCHO nOpenmera Ha obocoGenu nosunun NeNe 29 u 30, n3ganeH Ha HMeTO Ha
IPOU3BOUTENS.

Y4aCTHUKBT € NpeACTaBHII 3aBEPEHO Konue Ha BasueH ceptudukar ISO 9001:2008, ¢ obxBar
ChIVIACHO NMpeaMeTa Ha 06ocoberH rio3unun NeNe 29 1 30, u3zgajieH Ha UMETO HA YYAaCTHHKA.



VYacTHUKBT € IPEeICTaBWJI MpPeBOA Ha OBIrapckd €3MK Ha IpeICTaBEeHUTE KaTalo3d H
Opourypu 3a 060cobenn no3uuun NeNe 29 u 30.

Y4YacTHUKBT HE € MPeICTaBUII JeKIapalus, ¢ NPUIOXKeHo u3BiedeHne ot Criucpka no wi. 1, T.
1, 6ykBa ,,6° ot Hapenbara 3a ycnoBusTa ¥ pea 3a ChCTaBSHE HA CITMCHK HA MEIUIUHCKUTE H3JEIHS
1o wi. 30a or 3MU u 3a onpenensHe Ha CTOHHOCTTA, 0 KOATO T€ C€ 3aIJIalaT, OT KOETO U3BJICYECHUE
€ BHIOHA MpoJaXHara IieHa mo cmuchiaa Ha § 1, T. 29a or 3MU, BBB Bpw3ka ¢ § 1, T. 4 or
Jonbnautenaute pasnopendu Ha Hapenbara, 3a 06ocobenn no3unuu NeNe 26, 27 u 28.

Y4aCTHUKBT HE € MPeICTaBHJI KOIHe Ha OQUIMaTIeH HOKYMEHT, u3JalieH oT V3nbaHuTenHara
areHIys 110 JIEKapCTBaTa OT KOUTO Ja € BUIHO, Ye 33 MEAHIUHCKUTE H3/AEIUs 10 000COOEHH MO3HLIUH
NoeNe 26, 27 u 28 usama peructpupann ganud B MAJI w/umu EUDAMED 3a uHIMAEHTH/NOTEHIMATHI
MHIAACHTH TIpe3 TOC/ICAHNTE ABE FOIMHH, KAaKTO U 3a OJIOKMPAHU WITM M3TEIJICHH MapTUIU OT CHILIOTO
MEIHIIMHCKO M3/ETHE IPe3 MOCIeHUTE BE FOIUHHU.

VYYacTHHKBT HE € MPEACTaBHII JCKJIAPAlliH, B KOUTO C€ NOCOYBAT MEJULIMHCKUTE HU3JEJIUs 110
060co6Gern mo3uuuu NeNe 26, 27 u 28 u KOHKpeTHHAT o01ecTBeH QoHI Mo KOKTO ce 3aruianar.

Y4acTHUKBT HE € NPEACTaBHIT JOKYMEHT 32 BHECEHA rapaHllys 3a ydacTHe B Npolexypara Ho
o6ocobenn nmo3uuu NeNe 26, 27 u 28.

Y4YacTHUKBT HE € NPEACTaBMII MPEBOA Ha OBNrapckdl €3MK Ha NPEACTAaBEHUTE KaTalo3H U
Opourypu 3a o6ocobenu no3uiuy NoNe 26, 27 u 28.

IIpenBun U3N0XEHOTO MO-rope, Ha ocHoBaHue Wi. 69, an.l, 1.1 ot 3011, xoMucHsTa NIpeIara
3a orcTpansBane “BECT MEJUKAJI KEBP” EOQO/] ot no HartaThIHO y4acTHE B IIpoLeayparta 3a
06ocobenn mo3uun NeNe 26, 27 u 28.

Komucusra nomycka yuyactHuka “BECT MEIUKAJI KEBP” EOOJ 10 no HaraThLIHO
y4JacTHeE B npoleaypara 1no o6ocobenu nosuuuu NeNe 29 u 30.

Vyactauksr “APKO KOMITAHHU” EOO/ ¢ Bx. Ne 26-01-195/26.10.2015 r. e npeacraBui
JOI'BIHATETHO H3HCKAHU JOKYMEHTH ¥ HHPOpMaNuH, kacaemu obocobeHa mo3uuus Ne 1.

VuacTHHKBT € MpeICTaBHJ MOMbJIHEHa Aekiaapauus no wi 47, ar. 9 or 30Il, ceriacHo
HU3MCKBaHMATA ITocodeHs B T. 3.1.1.3. ,,HeoOxoauMu JOKyMEHTH® OT JOKYMECHTAUATA 3a yYacTHE.

Komucusta gomycka yyactHuka “APKO KOMITAHHA” EOO/I 1o no HaTaThHIHO y4acTHE B
npouexypara no obocobena nozurms Ne 1.

VYuactauksT “PUJAKOM” EOO/] He e npeacTaBuil JOMBIHUTEIHO H3HCKAHHUTE C IIPOTOKOI
Ne 1 moxymenTty U uHGOpManuu, kacaeny o6ocobenu mo3umu NeNe 1, 8 u 34.

ITpenBua H3TOKEHOTO MO-TOPE, HA OcHOBaHKE WI. 69, an.1, T.1 ot 30I1, KomucHsATa nIpeasara
3a orcrpanssade “PHAAKOM” EOO/ ot mo HaTaThIIHO ydacTHe B IIpoLeAypara 3a 000cobeHH
no3unud NeNe 1, 8 u 34.

VYuactauksr “IOHUMEJIMKA” EOO/ c Bx. Ne 26-01-199/22.10.2015 r. e npeacrtaBun
JOIBIHUTEHO U3UCKAHM JOKYMeHTH 1 HHbopMauuy, Kacaeuu o6ocobenn noszunuu NeNe 34, 35, 36 u
37.

VYacTHHKBT € TpeacTaBui oTaenHy inkoBe Nel , JlokyMeHTH 3a oAOOp® 3a BCAKA MO3MIIHS,
33 KOSATO KaH/[UJaTCTBa.

Y4acTHMKBT € NpeACTaBHI nombiaHeHo “TIpencraBsiHe Ha y4acTHHMKA” 3a BCHMYKH 000COOeHH
HO3MIIHH, [T0 KOUTO Y4acTBa.

V4acTHUKBT € [PeICTaBI 3aBEpeHO Konue Ha BanuaeH ceprudukar ISO 9001:2008 ceriacno
npeaMeTa Ha MOpBUKaTa, H3/1afAeH Ha MMETO Ha Y4aCTHHKA.

VYacTHHKBT € MpeACTaBH KOomue Ha oduIManeH IOKyMEHT, H3JaleH oT MsmenHuTennara
areHIMs IO JIEKapcTBaTa OT KOWTO Ja € BHAHO, Y€ 3a KOHKPETHHTE MEIHLIHHCKA H3JETHA 110
o6ocobenn mosumud NeNe 35, 36 u 37 uama perucrpupanu gaHEd B MAJI w/umun EUDAMED 3a
MHIUICHTH/TIOTEHIIMATHA HHIMAECHTH IIpe3 MOCIEHUTE JBe TOJAWHH, KaKTO M 3a OJOKHUPaHH MIH
H3TETJICHH NTapTHIH.



V4acTHHMKET € IPEACTABHII 3aBEpPeHO Komue Ha BamuaeH ceptudukar ISO 13485:2003 u ISO
9001:2008 wu3naneny Ha mMeTo Ha mpousBomutens Ancen Xentkesp Espoma HB ¢ o6xsar,
HeloKpHBal npeamera Ha obocobenn mozuuuu NeNe 35, 36 m 37 KakBOTO € HM3HCKBAHETO Ha
BB3JIOXKHTENS B T. 2.2.3 0T ,,MHHHMAJIHH H3MCKBAHMS 32 TEXHHYECKH BH3MOXKHOCTH U KBATH(HKALKS
Ha y4aCTHHIHUTE", 9acT oT ,,O0ImH U crnenudHYHN N3UCKBAHHUS KbM yJaCTHHIATE™,

I[IpeaBU U3JIOKEHOTO MO-TOpe, Ha ocHOBaHMe Wi. 69, an.1, 1.1 ot 3011, KomucHATa IpeIara
3a orcrpausBaie “IOHUME/IUKA” EOOJ/l or mo HaTaThIIHO ydYacTHe B IIpolieaypara 3a
060co0enu mo3uimu NeNe 35, 36 m 37.

Komucusara pomycka ydyactauka “lIOHHUMEJAUKA” EOOJ/| 1o no HaraTbUIHO y4YaCTHE B
nporeaypara rno obocodena nozumus Ne 34,

Ciien NpUKITIOYBaHe Ha paboTa MO JONBJIHUTEIHO MPEJOCTaBEHHTE JOKYMEHTH, U3HCKaHH C
IIpotokon Nel, KOMHCHATAa NIPUCTHIX KbM pasriexkaaHe Ha TOKYMEHTHTE mpeacTaBeHd B [Liuk Ne2
,IIpeokeHne 3a U3MbIHEHHE Ha TOPhYKATa” ¥ KOHCTATHPa CJIEAHOTO:

Komucuara nposepd TeXHHUeCKMTe mpeaioxkeHus Ha ydacTHHKa ‘“JKHBAC” OOJ 3a
o6ocoOeHa mosmisg Ne 34 W KOHCTaTHpa, Y€ HanpaBeHOTO IIPEMIOKEHHE 3a H3IBIHCHHC HA
NOPHYKATa € B CbOTBETCTBUE C U3UCKBAHUATA Ha BB3y10xkuUTeENA K Ha 3011

Komucusra nonycka ydactauka “JKUBAC” OO/l 1o oTBapsiHE HAa HEHOBOTO MPEAJIOKECHUE 32
060cobena no3uuus Ne 34.

KoMucHsiTa MpOBEpH TEXHHYECKOTO IpeIOKeHHe Ha ydacTHuKa ,CO®APMA
TPEMJAUHI® AJl 3a o6ocobena mosumust Ne 29 ¥ KOHCTAaTHpa, Y€ HAIPABEHOTO IpPE/JIOXKEHHUE 3a
M3IBIHEHME HA OPHYKATA € B ChOTBETCTBHE C M3UCKBAHHUATA Ha BB3IOXHUTENA M Ha 3011,

Komucusra gonycka yyactauka ,,CO®APMA TPEMJIMHI“ AJl 1o oTBapsHe Ha IEHOBOTO
npeiokeHue 3a o6ocodena nosumus Ne 29.

Komucusta mpoBepd TexHW4eckuTe npemtoxeHus Ha ydacTHHka “XMMTEKC” OOJ sa
060cobenu mo3unuu NeNe 45 u 47 u KOHCTaTHUpa, Y€ HANPAaBEHUTE NPEIIOKEHHS 32 U3MBIHCHUE HA
MOPBYKATA ¢a B CHOTBETCTBHE C U3UCKBAHHATA Ha BE3JIOXKHTENA U Ha 3011

Komucusra pomycka yuactHuka “XHMTEKC” OOJ nmo oTtBapsHe Ha LCHOBHTE
npeoxenus 3a 06ocodeny nozuuun NeNe 45 u 47.

KoMmucHsTa NpoBepH TeXHHYeCKUTe TNpemioxenus Ha ydactHuka “MEJUIIMHCKA
TEXHUKA UHXKEHEPUHI™ OO/I 3a o6ocob6enn mosunmu NeNe 2, 9, 10, 11, 12, 14, 19, 20, 21,
22,23, 24, 25 u 34 ¥ KOHCTATHpa, Ye HallpaBEHUTE MPEIJIOKEHHUS 32 U3MBIHEHHE Ha MOpBhYKaTa ca B
CBOTBETCTBHE C H3UCKBAHHUATA Ha BH3I0XHUTeAs u Ha 30I1.

Komucusara momycka ydacteuka “MEJUIIUHCKA TEXHHUKA WHXXEHEPHUHI™ ool
710 OTBapsiHE HA IIEHOBUTE HPEUTOKEHHS 32 060cobeHn mosumuu NeNe 2, 9, 10, 11, 12, 14, 19, 20, 21,
22,23,24,25u 34.

KoMucHITa IIPOBEPH TEXHHUYECKUTE Mpe/UIoKeHHs Ha ydacTHHKA ,EJITA 90M* OOJ 3a
06ocoberu no3uiud NeNe 3, 4 u 5 ¥ KOHCTaTHpa, Y€ HAIPABEHHUTE MPEIIOKCHHS 32 U3IIBIHECHHE Ha
MOPBHYKATA Ca B ChOTBETCTBHE C H3UCKBAHMATA Ha Bh3joXuTens ¥ Ha 30IL

KomucusiTa gomycka yyactHuka , EJITA 90M“ OO/I 1o oTapsiHe Ha IEHOBHTE NPEUIOKCHHUS
3a 000co6enu mo3ummu NeNe 3.4 u 5.



KomucusiTa mpoBepu TEXHHUECKOTO IHpeioxeHne Ha yuyacTHHKA ,,JIAB JTHAT'HOCTHKA
00/] 3a 060cobena nmo3utus Ne 39 u xoHCTaTHpa, Y€ HANPABEHOTO MPEUIOKEHHE 3a U3IB/IHCHHE Ha
NOpbYKaTa € B ChOTBETCTBHE C H3MCKBaHUsTa Ha Bb3noxuTens v Ha 3011,

KoMmucHsTa I0MycKa ydacTHHKa ,JIAB IMATHOCTHKA® OO/l 1o oTBapsiHe Ha LEHOBOTO
npemioxenne 3a 06ocodena nozunus Ne 39.

KoMmucusTa TNpOBEpH TEXHHUYECKHTe MpeUIOXKeHHs Ha  ydacTHHKa ,MAPBEHA
JTUATHOCTHKA“ OO0/ 3a 060cobenu nmo3unuu NeNe 1, 3,4, 5, 6 u 8 1 koHCcTaTHpa CIEAHOTO:

IpH pasmIeKIaHe HAa TEXHHIECKUTE NpeIoKeHus Kacaemu obocobenu nosuimu NeNe 3,4 u 5
KOMHMCHSITa KOHCTATUPA, Y€ T€ HE OTrOBApAT HA W3MCKBAHETO HA BB3JIOXKHUTENS 3a ONakoBka — 1 x 96
AMKOBA I1JIaKa, OKOMILIEKTOBaHH ¢ HeoOxoauMus Opoil BpbxydeTa. [IpeanoxkenneTo Ha y4aCTHHKa € 33
omakoBka oT 1 x 192 sMKoBa I1aka, OKOMILIEKTOBaHH ¢ HeoOX0auMus Opoi BpbXU€Ta.

IpU pasliieXIaHe Ha TEXHAYECKOTO Ipe/JIoXKEHHe Kacaemo obocobeHa mosuuus Ne 6
KOMHCHATA KOHCTATHpPa, Y€ TO HE OTroBaps Ha M3UCKBAHETO HA BB3JIOXKHUTENSA TeCTa Ja OTKpHBa
cnenuduynn antu-XMB anTHTeNRa B 1poOH OT KPBB, cepyM M mnasMa. IIpeioxkeHneTo Ha yyacTHHKa
€ 3a TecT, KOHWTO paboTH caMo C TIa3Ma U CepyM, a He paboTH ¢ KpPbB.

[IpenBHa M3JI0KEHOTO TO-rOpe, Ha ocHoBaHue wi. 69, an.1, 1.3 or 30Il, koMucusTa npe/ara
3a orcrpanssane ,MAPBEHA JTUAT'HOCTHKA* OO/l ot 10 HaTaThUIHO yYacTHe B MPOLeaypaTa
3a 060co0enu no3ummu NeNe 3, 4, 5 u 6.

Komucusata nonmycka yvactauka ,MAPBEHA JUAIHOCTHUKA“ OO/l 1o oTBapsiHe Ha
IIEHOBHUTE NpeIoxeHus 3a 06ocobern no3umu NoNe 1 1 8.

KoMmucHSTa IpoBEPH TEXHMUECKUTE Npe/IoKeHUus Ha ydacTHHKa ,JJAHC ®APMA“ EOOJ
3a 000cobenn noszunmua NeNe 1, 2, 3, 4, 5, 6 u 8 U KOHCTaTHpa, Y€ HAIPABEHHTE MPEITIOKCHHS 3a
M3ITbJIHEHUE HA HOPHYKATa ca B ChOTBETCTBHE C H3MCKBaHUATA HA BB3J0oxuTeNs U Ha 3OIL

Komucusra gomycka ydactuuka ,JAHC ®APMA“ EOOJ 1o orsapsHe Ha LEHOBUTE
npemioxenus 3a o6ocobenn mozumuu NeNe 1,2,3,4,5,6 u 8.

KoMmucusaTa OpoBepr TEXHHYECKHTE MPEUIONKEHHs Ha ydacTHHKA ,BYJIMAP MJUI* OO/ 3a
060cobenn mo3umuu NeNe 8, 26, 27, 28, 29, 30, 31, 43, 45 u 46 u KOHCTaTHpa, Y€ HANPaBEHUTEC
IpEIOKEHHS 38 H3MTBbIHEHHE Ha IIOPhUKATa €a B ChOTBETCTBHE C M3UCKBAHMSATA HA BB3JIOKUTENA H HA
30I1.

Komucusita monycka yyactauka ,BYJIMAP MJI* OOJd no orapsHe Ha LEHOBHTC
npeanoxenns 3a o6ocobenn mosunum NeNe 8, 26, 27, 28, 29, 30, 31, 43, 45 u 46.

KOMHCHSTa TIpOBEpH TEXHHYECKHTe NpeltoxXeHHs Ha ydactHuka ,BECT MEJHKAJI
KEBP“ EOO/J] 3a 060co6enu no3unuu NeNe 29 1 30 1 KoHCTaTHpa, Y€ HANPaBeHUTE NPEUIOKCHUS 32
M3IIbIHEHHE Ha IIOPBUKATA Ca B ChOTBETCTBHE C H3UCKBAHUSTA Ha BB30XuTeNs ¥ Ha 3011

Komucusra pomycka ywactauka ,BECT MEJIHMKAJI KEBP“ EOOJ no orBapsHe Ha
IIEHOBUTE TpeLIoKeHHs 3a 060cobenu no3unun NelNe 29 u 30.

KomucHusaTa MpoBepH TEXHHYECKOTO MpeLIoxeHHe Ha ydacTHuKa ,APKO KOMIIAHH“
EOO/ 3a o60cobena mo3unus Ne 1 ¥ KoHCTaTupa CIeTHOTO:

B TEeXHHYECKOTO IIPEIIONKEHHE Ha YYaCTHHKA JIMICBA HH(pOpMAlUs 3a YyBCTBHTEIHOCT Ha
tecta 100 %, cnenmduunoct He no-Manka oT 99 %. Or npuioXeHUTe U3BAAKH OT Karajuora u
IocoueHaTa B TAX MHGOpPMANUs 3a MEIUIMHCKOTO H3menus moj kar.Ne 1231-1041 e BuaHo, ue
qyBCTBHTENHOCTTa € > 99,9%, Kkoero He oTroBaps Ha H3HCKBAaHETO HA BB3JIOKUTCIA 32
gyscTBUTeIHOCT 100%.

IIpenBH H3JI0%EHOTO MO-rOpe, Ha OCHOBaHHKE WI. 69, ai.l, 1.3 ot 3011, xomMucusTa npeajara
3a orcrpansisade ,APKO KOMIIAHH“ EOO/ oT no HaraThUIHO y4YacTH€ B Tpoueaypara 3a
060cobena mo3unus Ne 1.



Komiucusta mpoBEepH TeXHHYECKUTE MpeAioxkeHus Ha ydactHuka ,JUAMEIL® OOJ 3a
ob6ocobenn mosuiu NeNe 35, 36, 37 u 39 u KoHCTaTHpa, Y€ HaIpaBEHUTE IPEIOKEHHS 3a
U3IbJIHEHHE Ha IIOPHYKATA ca B ChOTBETCTBUE C M3UCKBAHUATA Ha BB3oXxuTens U Ha 3011

Komucusra gomycka yuactauka ,JJUAME* OO/ 1o oTBapsiHE Ha ICHOBUTE IIPENIOKEHUS
3a 000oco0enn nosummu NeNe 35, 36, 37 u 39.

KoMucusTa npoBepH TEXHHYECKOTO MpeaioxeHue Ha ydactHuka oIOHUMEJIHUKA“ EOOJ
3a o0ocoOecHa mo3uiua No 34 U KOHCTaTHpa, Y€ HAIlPaBEHOTO INPEUIOKEHHE 3a H3MBIHEHHE Ha
NOpBYKATa € B ChOTBETCTBHE C M3MCKBaHHUATa Ha Bb3noxurens 1 Ha 3011

Komucusra momycka ydactHuka ,IOHUMEJIHUKA“ EOOJ no oreapsHe Ha LEHOBOTO
npeanoxenue 3a o6ocodena no3uuus Ne 34.

Ha ocropanue ui. 69a, ain. 3 ot 3011 Bcuuku yyacTHHIM Osixa yBegoMmeHH Ha 28.10.2015 1., ue
OTBapAHETO HA IIEHOBUTE O(epPTH HA NONYCHATHUTE YYacCTHUIM e ce mposexe Ha 02.11.2015 r., or
11,00 u. B crpagara Ha MUHHCTEPCTBOTO Ha 3[paBeonas3Banero, mi. ,,Ceera Henens” Ne 5, rp. Codus.
CpoOIIeHHMe 3a OTBapsAHE Ha LIEHOBH IIpeJIoKeHus Oeme nyOIMKyBaHO Ha caliTa Ha MHHHCTEPCTBOTO
Ha 37paBeona3BaHeto Ha 28.10.2015 r.

Otpapsnero Ha IInux Me 3 ¢ Hanmuc ,llpeiarana IieHa” Ha JOIyCHaTHTE YYaCTHHLHM Oe
u3BbpireHo Ha 02.11.2015 r. ot 11.00 4. 0T KOMHCHS B CbCTAB:

IIpencenaren: Auton ['ocrionuHOB, HayanHuk otaen ,,OIl“ B aupekims ,,HPOII3%,

UneHose:

1. KoncrantuHoc SIHHC, CT. acHCTeHT AocTaBkH KbM IIDI'D“, ekcnepr ¢ mpodecnoHanHa
KOMIIETEHTHOCT;

2. Bansg MuTkoBa, IJ1aBeH excrept B otaen ,,OI1, mupexnus ,,HPOII3”;

3. Pymen AnapeeB, MeHHIKBD HocTaBku [IQI'®, excnepT ¢ npodecHoHaIHa KOMIIETEHTHOCT 1

4. Xpucto ViBaHoB, BBHIIEH €KCIIEPT, BiucaH B peructbpa Ha AOIT mox Ne BE-878, excmepr ¢
npodecroHaIHa KOMIIETEHTHOCT.

Pymen Anapees, MeHumxbp noctaBku [IOI'®, ekcrepr ¢ npodecHoHalIHa KOMIETCHTHOCT,
pe3epBeH uieH Ha KOMHCHsATA HasHaveHa cbe 3amoseq Ne PJI-11-339/04.08.2015 r. (cpoksT 3a paboTa
HAa KOMHCHATa YIOBKeH cbc 3amosen Ne PJII-11-420/02.10.2015 r. m 3amosex Ne PJI-11-
521/04.11.2015 r.) Ha BB3JIOXKHUTENS, YYacTBA B OTBapsSHETO Ha IIEHOBHTE OQEPTH Ha JOIYCHATHTE
YYaCTHHI(M HA MSCTOTO HA PEJOBHHS WICH Ha KOMHCHATA 1-p Mapus 3ampupoBa, AbpKaBeH eKkclepT
B qupexuus , M/, excriepT ¢ npodecHonania KOMIETEHTHOCT.

KoMHcHATa IOKAaHH YITBJIHOMONIEHHTE TPEICTABUTENN Ha YJaCTHHIMTE, Nojann obeprH, Aa
NPHCHCTBAT NIPH OTBApSIHETO HA IIEHOBUTE OQEPTH HA JONYCHATHTE YYACTHHULH .

Ha ocnoBanme wi. 68, an. 3 ot 3akoH 3a obiectBenute nopbuku (30II) npu gekcTBHATA HA
KOMHCHATA 110 1. 69a, ai. 3 oT 30II, npuchcTBaxa ClICAHATE NPEACTABUTENHN HA yIaCTHHIHATE!

1. n-p Hennm MikoHOMOBa, yIIBIIHOMOLIEH npeacTaBuTten Ha ,,COOAPMA TPEI/II[I/IHF“ AJl;

2. T'ammua CTosiHOBA, YIIBIHOMOLIEH npencrasuten Ha ,,COOAPMA TPEUVHI AJLL;

3. IMerxo KpneTes, ynmbiHoMomen npeacrasuten Ha ., AMUJIOP BBJITAPUA“ OO;

4. Ceerocnas I{ankos, ymenHomomeH npeacrasuren Ha ,,AA MEJIUK'BII BBJINAPUA“O0/;

5. Mapus Huxonosa, ynsiHOMoOIIeH npencrasuren Ha , MAPBEHA JTUATHOCTHUKA“OO[;
6. Emucapera UyGpuesa, ynbiaHomolnen npeacrapuren Ha ,,JJAHC ®APMA* EOOJ;
7. Unusa Apraynos, ynpasuren Ha ,,APKO KOMIIAHU” EOO/I;
8. AnTtoH Bakapencku, ynpasuren Ha ,,3SMEJ” EOOJI;
9. Tlerko BemuoBcku, ymsnaomonieH npeacrapuren Ha ,,6YJIMAP MJT* OOJ;
10. Panua Mupuesa, ymeaaomolnen npeacrasuten Ha ,,JOHUMEJIMKA” EOO/L.



KomucHATa TPHCTHIM KBM OTBapsSHETO M OIIOBECTABAHETO HA IICHOBHUTE IPEIOKEHHUS Ha
YUaCTHHIIATE, [0 Pe/ia Ha MOCTHIBaHe Ha OQepTHUTE.

Komucusita ce cbhobpa3u ¢ u3nckBaHusATa Ha 4wi. 69a, an.l or 3011 U He OTBOpPH IIIHUKOBE C
IIEHH Ha:

“CODAPMA TPEP'II[I/IHF” AJl 3a obocobenn nosuimu ¢ NelNe 10, 11, 12, 14, 15, 16, 17, 22,
23,24, 32,33, 35, 36, 37,40, 41, 42 u 44;

“UCTJIMHK BBJITAPUS” EOOJI 3a o6ocobenn mosumuu ¢ NeNe 10, 11, 12, 14, 15, 17, 22,
25, 35, 36, 37, 38, 40, 41, 42 u 44;

LIMEJ“ EOOJI 3a 060ocob6enu mo3uriu ¢ NeNe 2 1 8;

“Xumrexc” OO]I 3a 06ocobenu nosuimu ¢ NelNe 8, 9, 10, 11, 12, 14, 15, 16, 17, 18, 19, 20, 21,
22,23, 24,25,26,27,29, 32, 33, 35, 36, 37, 38, 39, 40, 41, 42, 44 u 46;

“Memuuuncka Texanka Umxerepunr” OO/ 3a 06ocobGeru mosumuu ¢ NeNe 8, 32, 33, 39 u 46;

“Emonus ®apmarex brirapus” EOO]] 3a o6ocobenu mosumuu ¢ NeNe 2, 3,4, 5,6,38 u 39;

“Xemmen buirapus” EOOJ 3a 06ocobenn mosuuuu ¢ NeNe 9, 10, 11, 12, 14, 15, 19, 20, 22, 23,
24, 25, 35,36, 37,40, 41, 42, 44 u 45;

“Arapra-LIM” EOO]] 3a 06ocobern nozunuu ¢ NeNe 9, 10, 11, 12, 14, 15, 16, 17, 18, 19, 20,
21,22, 23,24, 25, 35,36,37, 40,41 u 42;

., BT’ MEJZ* EOO/] 3a 060cobenn mo3uuuu ¢ NeNe S 1 6;

,,Mapaena Jluarnoctuka*“ OO/] 3a o60cobenn mo3unnu ¢ NeNe 3, 4, 5 1 6;

“AA Meauxsn Bearapus™ OO/ 3a 060ocoGenu nosummu ¢ NeNe 1,2, 3,4, 51 6;

“Ennak-JInszuar” EOOJ] 3a 060co6enn mo3unuu ¢ NoNe 1 u 8;

..bect Meaukan Kenp* EOO/] 3a 060co6enn nosumnuu ¢ NeNe 26, 27 u 28;

., Apxo Kommnanu“ EOO/] 3a o6ocobena mo3umus ¢ Ne 1;

,Lamugop bearapus“ OO]I 3a o6ocobenu mosummu ¢ NeNe 1, 2,3, 4,5, 6 u 8;

,Punaxom* EOO]J] 3a o60cobenn nosuuun ¢ NeNe 1, 8 u 34;

,JOrnmennka“ EOOJ] 3a 060ocobenu mo3utuu ¢ NeNe 35, 36, u 37.

CawriacHo wi.69a, an. 3 ot 30I1 npu oTBapsSHETO U ONOBECTABAHETO Ha NMpE/JIaraHUTe LCHH,
KOMHCHSATA NPENJIOKHM MO equH OT MPUCHCTBAIUUTE NPEACTABHTENH Ha YYACTHHIMTE Aa MOJIHIIE
[IEHOBUTE OepTH.

KOMHCHSATA 3aKPH 3aCEJaHHETO M CHIVIACHO JOKYMEHTAIMATa, 32 BCAKA OT/ENHa OepTa, KOSTO
OTroBaps Ha M3MCKBaHHATA Ha 3aKOHA 3a OOLIECTBEHUTE MOPHYKU U YCJIOBHATA HA JOKYMEHTAUHUATA
oo0peHa OT BB3JIOXKHTENS, NPHCTBIM KBbM CBEpsABaHE Ha OOSBEHHTE LICHOBHTE MNPEIUIOKEHHS,
Kacaellli MEIMIMHCKH W3ICIHs, C BIMCAHHTE npeeinu croinocty B Criucbka 1o ui. 1, 1. 1, 6yksa
,,0° or Hapenfara 3a ycloBHATa U pea 3a ChCTaBsHe Ha CIUCHK HAa MEAUIMHCKHMTE M3IENHA 1O .
30a ot 3MU. Komucusara KOHCTaTupa, Ye OOABEHHUTE IICHOBUTE MPEAJIOKEHHUS Ca MOJ BIIMCAHHUTC B
CruchKa NpeeNHy CTOWHOCTH U IPEMKMHA KbM OLEHKa Ha ODEpTHTE, B3 OCHOBA Ha KPHTCPHS ,,HaH-
nucka uena” /6e3 JUIC/, xaTo cpaBHM LeHOBUTe obepTH Ha y4JacTHHMIHMTE Ha 0aza NpeIokKeHH
eIHHINYHH LIEHH.

KoMucusiTa KOHCTAaTHpa, Ue 1leHoBoTo mpemioxenne Ha “Byamap MJI” OO/l 3a obocoberu
nosumuu Ne 8 u Ne 29, nesosoto npewioxkenue Ha “Jlanc ®apma” EOO/J] 3a 06ocobena mosuuus No 8
| 1IEHOBOTO Tpeioxkenue Ha “XKusac” OOJ] 3a obocobena nosumus Ne 34 ca ¢ nosede 0T 20% no
6JIaroNpUATHH OT CPEIHATA [leHA Ha OCTAHAIHTE YYAaCTHHIM 33 ChOTBETHHTE 00OCOOCHH IO3HIMH.
[Topamu ToBa 06CTOSTENCTBO M Ha ocHoBaHMe wi. 70, an.l or 3011 koMHCHATa TIOKCKA YYAaCTHULIHTE
Ja NpeACTaBAT CPOK OT 3 /Tpu/ paGOTHM JHH OT MOJyYaBaHE Ha HCKaHETO noapobHa NUCMEHA
0GOCHOBKA 3a MPEUIOXKEHaTa OT TAX €/IMHMYHA 1IeHA 10 ChOTBETHHTE 000COOCHH MO3UIMHK. BCHYKH
060CcHOBKH Osixa mpefcraBenu Ha 03.11.2015 r. go kpas Ha paGoruus neH. Ha 04.11.2015 r.
KOMUCHSTA B ChCTaB BCHUKH PENOBHH WICHOBE Ce CLOPa Ha 3aKPHTO 3aceJlaHHe.

KoMmucusta IpoBepd U aHANM3Mpa OOOCHOBKAra IIpeiCTaBeHa OT ydacTHHKa “bysimap %)
OOJ1 3a o6ocobenu mo3uuuu Ne 8 u Ne 29. Komucusra cMmsra, He ca HaIALE MKOHOMHYHOCT IIpH
H3MLJIHEHHE Ha OOIecTBeHaTa Jlopbuka cbriacHo 4n.70, an.2, 1.4 ot 30I1, ¢ Hanuyme Ha cobcTBeHA



Martepuaiia 6a3a u coOCTBeH TpaHcnopT. ChINO Taka, KOMHCHSATA CMATA, Y€ Ca HAJTUIIE U3KTIOUMTEITHO
OJIaronpUsATHYU YCIIOBUS IIPU AOTOBAPSHETO Ha CIICLIHANHY IIEHH 3a KOHKpeTHara nporeaypa. [Ipeasun
TOpPHOTO, KOMHCHSTa nmpueMa ¢uHaHcoBaTa 0OOCHOBKA Npe/icTaBeHa OT y4dacTHHKa “bymmap MJI”
OO]] 3a obocobenu mozuuuu Ne 8 u Ne 29. Komucusita aomycka y4acTHHKA IO IIO-HATATBIINHO
y4acTHe B Ipolieyparta.

Komucusra npoepu U aHanu3upa oOOCHOBKATa IpeacTaBeHa oT ydyactHuKa “‘Jlanc dapma”
EOQ/] 3a obocobena mosuius Ne 8. Komucusita cMsTa, 4e ca HaIUIE HIKITIOYHTENHO ONaronpuaATHH
yCTIOBUS MpPEJOCTABEHH OT CTpaHa Ha MPOW3BOJAUTENINTE Ha OQEepUpaHUTE MPOAYKTH, Karo
npedepeHIMaTHY 1IeHH, U IpueMa ¢puHaHcoBaTa 0OOCHOBKA Ha yYacTHHKA 3a 060cobeHa mo3unus Ne
8. Komucusra romnycka y4acTHHKA JI0 O-HATATBIIHO yYacTHe B poLeaypara.

Komucusrta nposepu U aHaiu3zupa oO00CHOBKaTa NpeacTaBeHa oT yyactHuka “XXusac” OO/ 3a
06ocobena no3uius Ne 34. Komucusra cMaTa, 4e ca HANULE U3KIFOYUTENHO 61aronpusTHH YCIOBHS U
UKOHOMMUYHOCT IIpH H3MbJIHEHUE Ha OOIlecTBeHaTa MOpPbUYKa, MOPOJACHH OT (aKTa, Ye YHACTHUKBT €
NPOU3BOAUTEN HAa U3JEJIUETO C KOETO ydacTBa. B mojkpena Ha ropHOTO, YYaCTHHKBT € ONHUCAT HOB
TEXHOJOTHYEH IPOLEC 3a M3ITBIHEHHE HAa IPOU3BOACTBEHUTE AEHHOCTH M MOAPOOHO LeHooOpa3yBaHe
Ha KpaifHaTa IieHa Ha H3JeHeTo ¢ Koero ydactBa. Komucusara npueMa ¢punHaHcOBaTa 0OOCHOBKA Ha
y4JacTHHKaA 3a 06ocobena no3uius Ne 34, KomucusaTa fonycka yJYacTHHKA IO MTO-HATATHITHO Y4acTHE
B MpoLeAypaTa.

Ha 05.11.2015 r. MUHHCTBPBT Ha 3ApaBEONa3BaHETO OTIPABH MOKAHA KbM BCHUKH yYaCTHHUIIM
3a yIBJDKaBaHE Ha CPOKa Ha BAJMAHOCT Ha odepTUTE C KOMTO ydacTBar. Jlo xkpas Ha OmpeneneHus
cpok 06.11.2015 r. B MuHHKCTEPCTBO Ha 37paBeona3BaHETO ca MOCTHIIWIIN ACK/Iapalluy 3a yAbIKaBaHe
Ha cpoka Ha BaIuaHOCT Ha opeptute oT yyactHunute: “Codapma Tpeiigunr” All, “bByimap MJI”
00, “XKupac” OO/, “Hlanc dapma” EOOJ, “Xumrexc” OO, “Menmununcka TexHuka
WNuxenepunr” OOJl, ,Mapsena [luarnoctuka™ OO/, ,bect Memukan Kewp“ EOO/, ,I'amunop
bearapus“ OO/, ,,JOuumennka™ EOQO/], ,Juamen” OO/, “Jlab /luarnocruka“ OO/ u “Enta 90M”
OO0.

B pesynarar Ha paboTaTa cH MO pasriexlaHe, OLCHSBAHE W KJacHpaHe Ha IOCTHIIUIUTE
IpPEAJOKCHHS 3@ YyYaCTHE B OTKpUTATa Mpoleaypa 3a Bb3jlaraHe Ha OOIIEeCTBEHA NTOPBYUKA C IPEAMET:
»/0CMa6Ka HA MEOUYUHCKU U30eUA, TUYHU NPEONnAa3HU CPeOCmea u KOHCYMAmueu 3a Hydcoume
Ha IIpozpama ,Ilpesenyua u xkoumpon na XHB/CITHH* exmoueawa 47 obocobenu no3uyuu,
KOMHUCHUSATA

MNPEJIAT A:

Ha ocnoBanme ui. 69 an. 1 T. 4, BBB Bpb3Ka ¢ wi. 57, an. 2, BbB Bph3Kka ¢ an. 3 ot 3011, 3a
orcrpanssane “UCTJIMHK BBJTAPHA” EOOJ ot nponenypata no o6ocobenn nozuuuu ¢ NeNe
10, 11, 12, 14, 15, 17, 22, 25, 35, 36, 37, 38, 40, 41, 42 u 44. Y4acTHUKBT € NIPEACTABUI €IUH IUIHK C
Hamuc: “Ilpennarana nena” ¢ koeto odeprata He orroBaps Ha usMckBaHusara Ha 30Il m Ha
JloxyMeHTanusaTa 3a y4yactde B noppukara. CerimacHo un. 57, an. 3 ot 30II um Touka 3.1.3 ot
JloxyMeHTaIMsATa, KOTaTo YYaCTHHK MojaBa odepra 3a rnosede oT efHa 060cobeHa MO3ULKS, TUTHKOBE
Ne 2 u 3 ce npeacTaBAT 3a BCSKa OT MO3UIMHTE 3a KOUTO ce ydacTBa. M3BBH odeprara CH yHaCTHHKBT
€ peJICTaBII OTAENHA KyTHs ¢ Haamuce “MocTpu”, KoeTo e B mpoTuBopedne ¢ wi. 57 ai. 2 ot 3011

Ha ocuoBanme wr. 69 an. 1 T. 4, BB Bpb3Ka ¢ wi. 57, al. 2, BbB Bph3Ka ¢ an. 3 ot 3011, 3a
orcrpansiane “3 MEJ[” EOO/] ot npouenypara o o6ocobenu nozumuu ¢ NeNe 2 u 8. Y4aCTHHUKET €
npeAacTasua enquH MK ¢ Haanuc: “Tlpeanarana IieHa” ¢ koero odeprara He OTroBaps Ha
m3nckeanuaTa Ha 3011 u Ha JlokyMenTanusra 3a ydactde B nopwvukara. CeriacHo 4i. 57, ain. 3 ot
30IT m Touka 3.1.3 or JlokyMeHTalnMsTa, KOraTo Y4acTHHK IojaBa odepra 3a moBede OT €]1HA
060cobena no3unus, minkoBe Ne 2 U 3 ce mpe/ACTaBsT 3a BCSAKA OT MO3ULIUATE 32 KOMTO CE Y4acTsa.

Ha ocHoBanue wi. 69 an. 1 1. 4, BBB Bpb3ka ¢ un. 57, an. 2 ot 30Il, 3a orcrpansBane
“XEJIME/I BBJTAPUS” EOO/ ot npouenypara no obocobenu mosuuuu ¢ NeNe 9, 10, 11, 12, 14,



15, 19, 20, 22, 23, 24, 25, 35, 36, 37, 40 41, 42, 44 u 45. 13ebH odepraTa CH YYaCTHUKBT €
TIpEACTABHII OTIE/HA KyTHsI C [IOCTaBEHH MOCTPH, KOETO € B IpoTHBOpeure ¢ wi. 57 ai. 2 ot 3011,

Ha ocnosanne wi. 69 air. 1 T. 4, BbB Bpb3Ka ¢ wi. 57, an. 2, BeB Bph3Ka ¢ an. 3 ot 30II, 3a
orcrpansBane “AI'APTA-IIM” EOO/] ot npouenypara no oboco6enu nosumun ¢ NeNe 9, 10, 11, 12,
14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 35, 36, 37, 40, 41 u 42. Y4acTHHUKBT € IPEACTABUII €HH
mwuK ¢ Haanuc: “TIpemiarana geHa” ¢ koeto opeprara He orroBaps Ha usucksanuara Ha 30I1 u na
JloxymenTanusra 3a yuactue B nopbuxarta. CermacHo wi 57, am. 3 ot 30Il u Touka 3.1.3 ot
JIOKyMeHTAIMATa, KOTaTo YYaCTHHK I1ojasa odepra 3a noBeye OT eqHa 06ocobeHa Mo3UNHAs, TIIMKOBE
Ne 2 u 3 ce npeAcTaBaT 3a BCSKA OT [TO3ULMKTE 32 KOUTO ce ydacta. M3BpH odeprara CH yUaCTHHKET
€ IIPeACTaBHII OTIENHA KyTHs ¢ Hajmuc “Moctpu™, koeto ¢ B npotusopeune ¢ 4. 57 an. 2 or 3011

Ha ocroBanue un. 69 an. 1 1. 4, BbB Bpb3Ka ¢ wi. 57, ajn. 2, BB Bph3Ka ¢ ail. 3 ot 3011, 3a
orcrpanssade “BI' MEJL” EOOJ] or npouenypara no o6ocobenu nosuuuu ¢ NeNe 5 1 6. YYaCTHUKBT
€ mpeicTaBWi €NMH IUIMK ¢ Haamuc: “Tlpennarana mena” c¢ Koeto ogeprara He OTroBaps Ha
msuckBanuaTa Ha 3011 u Ha JlokyMeHTauusTa 3a yyactde B nopbykara. CeriacHo wi. 57, am. 3 or
3011 u touka 3.1.3 or JloKymeHTalusTa, KOTaTO YYacTHHK HOoXaBa odepra 3a IOBEYe OT €IHA
000cobeHa mo3uius, IIuKoBe Ne 2 U 3 ce NpeACTaBsT 34 BCAKa OT ITO3UIIMMTE 3a KOMTO C€ y4acTBa.

Ha ocnoBanme 4. 69 an. 1 1. 4, Bus 8pb3ka ¢ wi. 57, an. 2 ot 3011, 3a orcTpansBane “AA
MEJAUKBJ BbJIATAPUS” OO0JL ot npoueaypata o obocobenn mo3uuuu ¢ NeNe 1, 2, 3,4, 5 u 6.
V4acTHAKBT € NpelncTaBui npo3payny Iumkose Ne 2 ¢ Haamuc: “IlpemnoxeHue 3a M3MbIHEHHE HA
nopbukara” ¢ koerto odeprara He orroBaps Ha u3uckBanugta Ha 30II ¥ Ha JloKyMeHTtanusaTa 3a
yuactue B nopbukara. CeriacHo wi. 57, an. 2 ot 3011 u cbrnacHO H3UCKBaHHUATA HA JOKYMEHTAIMATA,
BCsiKa odepTa TpsAOBa la ChAbPKa TPH OTAENHH 3ariedaTany, HENpO3pauHy ¥ HaAMUCaHH TIHKA.

Ha ocHoBanue ui. 69 ain. 1 1. 4, BbB BpBb3Ka ¢ wi. 57, an. 2, BB Bpb3Ka ¢ ain. 3 or 3011, 3a
orcrpanssane “EJITAK JIM3UHI™ EOOJ ot npouenypara no o6ocobenu noszurmu ¢ NeNe 1 u 8.
YYacTHHKBT € IpeAcTaBuil equH mWikk ¢ Haamue: “IIpennarana uena” ¢ koeTo opeprara He OTrOBaps
na m3uckBanusTa Ha 3011 1 Ha JlokyMeHTalMsATa 33 yyacTie B ropbukara. CpriaacHo wi. 57, an. 3 or
3011 u Touka 3.1.3 or JlokyMmeHTanmsTa, KOraTO Y4YacTHMK IoJaBa odepTa 3a IOBEYE OT edHa
060cobena no3uuus, mwinkose Ne 2 1 3 ce npeICTaBAT 3a BCKa OT MO3ZHUMMTE 3@ KOUTO CE y4yacTBa.

Ha ocroBanue wi. 69 ai. 1 1. 4, BbB BpB3Ka ¢ wi. 57, an. 2 u an. 3 ot 30I1, 3a orcTpanasane
“TAMMJOP BBJTAPUSI” OOJ ot npoueaypara no obocobenn nosuuu ¢ NeNe 1, 2,3, 4,5, 6 u
8. Y4acTHMKBT € npeACcTaBui npo3paduny miukose Ne 1 ¢ saanuc: “JIokyMeHTH 3a 1o160p”. ChriacHo
pasnopenbarta Ha wi. 57, ai. 2 ot 3011 1 n3ucksanuara Ha JlokymeHTanuara, Bcaka opepra TpsabBa 1a
ChAbPKA TPH OTACIHHU, HENPO3pa4yHH U HAJIHCAHH TUIMKA. YUYaCTHHKBT € MPEACTaBUI eUH IUIHK C
nagrmc: “Tlpennarama meHa” ¢ koeto odeprata He orroBaps Ha usuckeanusara Ha 30I1 u Ha
JlokyMenTauusTa 3a ydactue B nopsukara. Ceraacso wi. 57, am 3 ot 30Il u rtouka 3.1.3 or
JlokyMeHTanuATa, KOraTo YY4aCTHHK IT0faBa odepTa 3a moseye oT eHa 000co0eHa MO3HUIHMS, [UIHKOBE
Ne 2 u 3 ce mpencTaBsT 3a BCSIKa OT IIO3ULMUTE 38 KOUTO CE y4acTna.

Ha ocHoBanue wi. 69, ain.1, 1.1 ot 3011, 3a orcrpansBane “CO®APMA TPEMJIUHI AJl oT
npoueaypara no obocobenn mosuumn NeNe 10, 11, 12, 14, 15, 16, 17, 22, 23, 24, 32, 33, 35, 36, 37, 40,
41, 42 u 44. Odeprara Ha yyacTHUKa He oTroBps Ha Wwi. 56 oT 3011 u Ha JlokymeHTanusTa 3a yyactue
B OOIIECTBEHATA NMOPHYKA. YUACTHUKBT HE € MPEACTABUI 3aBEPEHO KONHE Ha BANUICH CcepTUUKar
BAC EN ISO 13485:2003/ISO 9001:2008 uny exkBHBaleHTEH CEPTHQUKAT KakKTO H JApYTH
JI0Ka3aTeNCcTBa 33 €KBHBAIICHTHY MEPKH 33 OCHI'YpsABaHE Ha KauecTBOTO, C 0OXBAT CBHITIACHO NpeaMeTa
Ha OOIIeCTBEHATA NOPBUKA, M3JaJeH Ha UMETO Ha MPOM3BOLMTENA Ha HM3JENUATa Mo 0060cobeHH
mosumuu NeNe 10, 11, 12, 32 u 33 ,Momuna kpenoct” AJl, cpriaacro T1.2.2.3. oT ,MuHHAMaIHH



M3UCKBAHMS 3a TEXHMUYECKH BB3MOXXHOCTH ¥ KBatM(uKalusg Ha ydacTHHUUTE®, yacT oT ,,O0IH H
crielupUIHN U3UCKBAHUA KBM YYaCTHUIUTE™, IOCOYEHH B JOKYMEHTAIIUATA 34 Y4acTHE. Y YaCTHHKLT
HE € NpEeACTaBWI JEeKIapalus, B KOSITO ce [MOCOYBa KOHKPETHOTO MEIUIIMHCKO H3JeNHe, 3a KOETO Ce
yuacTBa 1o obocodenu mozunuu NeNe 10, 11, 12, 14, 15, 16, 17, 22, 23, 24, 32, 33, 35, 36, 37, 40, 41,
42 wu 44, ceraacHo T. 2.3.4. oT ,,I3uCKBaHMS KbM MEIMIMHCKU HM3IENIHSA OT 00ocobeHa nmosunus Ne 1
10 ob6ocobena mo3uuus Ne 44 (I'pymu 1, I, 11T u IV)“, wact ot ,,O0mu u cnenuduyHr U3UCKBaHUSA KBM
YYaCTHHUIIUTE" NOCOUEHH B JOKYMEHTAIlMATA 3a y4yacTHE. YYaCTHHKBT HE € MPEICTaBHJI KOIHE Ha
odunuanes TOKyMeHT, u3fajeH oT M3mbiHUTEIHATA areHIMsE MO JIEKapCTBaTa OT KOWTO Ja € BHUJHO,
4e 3a MEIUIUHCKOTO u3zenue 3a obocobena mosurus Ne 17, Hama peructpupanu naHHu B MAJI w/wn
EUDAMED 3a HHUUACHTU/TIOTCHIMATHA HMHIMJICHTH INpe3 IMOCICTHUTE IBE TOIWMHH, KaKTO W 3a
ONOKMpaHH MM U3TETJICHHU MapTUIHM OT CHUIOTO MEAUIMHCKO HU3JENHe Mpe3 MOCIeIHUTE ABE FOJHHH,
certacHo T.2.3.3. ot ,JM3McKkBaHMs KBbM MEIMIMHCKH H3jelusd OT obocobeHa mosumus Ne 1 no
o6ocobena nozuuus Ne 44 (I'pynu I, 11, Il u IV)™, wacT oT ,,O0mu u cnenu@UUHU W3UCKBAHUS KBM
YYaCTHHIMTE MOCOYEHH B JOKYMEHTALUATA 3a y4yacTHE. YUYaCTHUKBHT HE € HpeACTaBMI KOIHe Ha
oduimanes MOKyMeHT, U3AaldeH o1 M3nbIHUTENHATA areHIMs Mo JeKapcTBaTa OT KOUWTO Aa € BUIHO,
Ye 32 MEIULIMHCKUTE H3aenus 3a 00ocobenn mo3uiuu Ne 15 | Mmkekimonna urna 20 G % crepunna®,
Ne 22 | MUuxekumonna urna 22 G 1 1/4 crepuina’ u Ne 23, VinxekunonHa urna 23 G 1 1/4 crepunna®,
usima peructpupanu aaHHd B UAJ] n/unu EUDAMED 3a MHUIMAEHTH/NIOTEHIIMATHE WHIMJCHTH TIpe3
IOCACIHUTE JB€ F'OAMHH, KaKTO W 3a ONOKMpaHd MM M3TETJEHU MapTHAU OT CHUIOTO MEAHMIMHCKO
U3JIeJIhe TIpe3 MOCIIeHUTE IBE TOAMHH, ChIrIacHo T. 2.3.3. ot ,,/3uckBanus KbM MEIULWUHCKH H3ICIHS
ot 06ocobena mosumms Ne 1 10 o6ocobeHa nmozumusa Ne 44 (I'pynm 1, I, I u IV), vact ot ,,O61m u
cnenn(pUYHU U3UCKBAHHS KbM YUaCTHHIIMTE IOCOYEHU B TOKYMEHTALMATA 3a y4acTHE.

Ha ocnoBanme un. 69, an.l, 1.1 or 3O0Il, 3a orcrpansBane “XHMMTEKC” OO/ ot
npouenypara o obocobenu mosunmu NeNe 8, 9, 10, 11, 12, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24,
25,26, 27, 29, 32, 33, 35, 36, 37, 38, 39, 40, 41, 42, 44 n 46. Odeprara Ha yHaCTHHKA HE OTTOBpS HA
y1. 56 or 30I1 u Ha JlokymeHTanusATa 3a y4acTHe B OOIIeCTBEHAaTa MOpPHUYKA. YUACTHHKBT HE €
IPEACTABHII JeKIapalus, ¢ MPUIOXKeHO u3BinedeHHe or Cmucbka mo wi. 1, 1. 1, 6ykma ,,6“ or
HapenGara 3a yclIOBHATa ¥ pelia 38 ChCTaBSHE Ha COMCHK Ha MEIUIMHCKHTE M3enus mo wi. 30a or
3MHU u 3a onpeaesiHe Ha CTOMHOCTTA, /10 KOATO Te ce 3amnamar /Hapenbara/, oT KoeTo U3BICUCHHE
Ja € BHJHA IpOJaXHaTa IeHa 1mo cMuchiaa Ha § 1, T. 29a or 3MMU, BBB Bpe3ka ¢ § 1, T. 4 oT
JonsnuurenHute pasnopentm Ha HapenOata, 3a Bcsxa efHa IO3MIHS, 3@ KOATO YYaCTHHKBT
KaHJMIATCTBA. YYAaCTHUKBT HE € MpEeICTaBHWI Komue Ha oduIHaIeH IOKyMEHT, H3JaJeH OT
V3nenHATEIHATA areHIUs 10 JIEKapCcTBaTa OT KOWTO N1a € BHJHO, 4€ 32 KOHKPETHHUTE MEIHIHHCKH
u3nenus mo obocobenu nozmuuu NeNe 8, 9, 10, 11, 12, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25,
26,27, 29, 32, 33, 35, 36, 37, 38, 39, 40, 41, 42, 44 u 46 3a KOUTO y4JaCTBa HsIMa PErUCTPUPAHH JaHHH
B MAJI w/unmu EUDAMED 3a MHIMACHTH/MMOTEHIMATHN WHUUACHTH IIpE3 MOCIECAHHTE JBE I'OAMHH,
KaKTO W 3a OJIOKMpaHH HJIM M3TETJICHH NapTUAW. YUaCTHUKBT HE € MPEACTaBUI ACKiIapalus, B KOATO
ce TIOCOYBAT MEIMIIMHCKUTE H3Aenus no obocobenu nmosunuu NeNe 8, 9, 10, 11, 12, 14, 15, 16, 17, 18,
19, 20, 21, 22, 23, 24, 25, 26, 27, 29, 32, 33, 35, 36, 37, 38, 39, 40, 41, 42, 44 u 46 3a KOUTO y4acTBa U
KOHKPETHUAT oOmecTBeH (OHI MO KOHTO ce 3amamar, Ha ChOTBETHATa AbpXKaBa — WICHKA Ha
Esponeiicky cbio3. YUacTHUKBT He € npeznctasui cepruduxar ISO 13485:2003/ISO 9001:2008 nim
€KBHBAJIEHTEH CepTH(HUKAT, KAaKTO M JPYTH JOKa3aTeICTBa 3a €KBUBAICHTHH MEPKH 32 OCHTYpsIBaHE Ha
Ka4yecTBOTO Ha mpousBoautens ,,.Bypuac mexuxanc” I'. bByprnac u C. Bypna Ko., ¢ ob6xBar crriacHo
npeamera Ha o6ocobeny nozuuuu NeNe 8, 26, 27 n 29. Y4aCTHUKBT HE € IPEJICTABHII 3aBEPEHO KOMHUE
Ha Jleknapanus 3a ceotBeTcTBHe ¢ JJupektusa 98/79/EC, usnanen oT NpOU3BOAMTEINS HA U3JETUETO U
3aBepeHo komme Ha EC ceprudukar 3a cwotBercrede ¢ Jlupextusa 98/79/EC, wsmamen ot
HOTH(HUIUpPaH oprad 1o cMuckaa Ha 3MU 3a u3genuero no obocobena nosuims Ne 8. Y4aCTHHKBT He
€ MpeACTAaBUII KOMUS Ha GPOIIypH, KAaTATO3H H/UIK QOTOrpa)CKH CHUMKH Ha CTOKUTE, OT KOUTO SICHO
Ja ce BIDKIA KAaTAJIOXHHs HOMEpP Ha H3/ENUATa, KOUTO ce odepupar 3a obocobery no3umun NeNe 15,
16, 18, 19 1 21. Y4acTHHKBT HE € NPEACTABHI 3aBEPEHO KOMKE Ha NPEBENCH U BAIMICH CepTH(hUKAT



BJIC EN ISO 13485:2003/ISO 9001:2008 11 eKBUBaICHTEH CEPTU(PUKAT KaKTO U JPYrH
J0Ka3aTeJICTBA 32 EKBUBAJICHTHM MEPKH 338 OCUTYpSBAaHE Ha KaueCTBOTO, C 0OXBAT CHIJIACHO MpeaMeTa
Ha 060cobenun nozummm NeNe 9, 10, 11, 12, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24 u 25, u3najcH Ha
MMETO Ha NPOM3BOJMTENA Ha u3genuara ,MomuHa kpemoct AJl. YUacCTHHKBT HE € NpPEICTAaBHI
3aBepeHd komua Ha Jleknapauuu 3a cboTBercTBHe ¢ JlupextmBa 93/42/EEC, wusnanenn ot
NpOM3BOMTEIA Ha u3jemisTa 06ocobenn nosuiun NeNe 26, 27, 29, 32, 33,38 u 44. Y4acTHUKBT HE €
TnpeAcTaBmIl 3a u3zenusTa o6ocobenu mosumuu NeNe 26, 27, 38, 40, 41 u 42 3aBepeno xomue Ha EC
ceptudukar 3a chotBeTcTBHE C JlupexruBa 93/42/EEC, u3nanen oT HOTUGUUMpPAH OpraH 10 CMHChHIA
Ha 3MMU. YyacTHHKLT HE € TpPEJCTaBMJ MOCTPH Ha IpelUlaraHuTe MEIUIMHCKM H3Jenus 1o
obocobenu no3zuiuu NeNe 26, 27, 29 u 41. YyacTHHKBT HE € IPEACTaBHI 3aBEPEHO KOIIME Ha
ceprudukar ISO 13485:2003/ISO 9001:2008 wim exBUBaJeHTEH CcepTUGHKAT, KAaKTO M JpYrd
JIOKA3aTeNICTBA 38 CKBUBAICHTHH MEPKH 33 OCUTYPSIBAHE HA KAYECTBOTO HA IPOM3BOAMTENS ,,[lenTanad
C.JL”, ¢ 0bXBaT chIIacHO mpeaMera Ha 00ocobeHu no3numuu NeNe 35, 36 u 37. Y4aCTHHKBT He €
NpeICTaBHI 3aBEpeHO Komne Ha ceprudukar ISO 13485:2003/ISO 9001:2008 wau exBHBaIEHTCH
cepTHUKAT, KAKTO U IPYrH [OKA3aTENCTBa 332 EKBUBAICHTHH MEPKH 32 OCHIYPSBAHE HA KaueCTBOTO
na npoussogutesst ,,VWR INTERNATIONAL EUROPE BVBA”, ¢ 00XxBar CchITIaCHO NpeAMETa Ha
o6ocobena mosumusa Ne 39. YYacTHHKBT HE € NPEACTaBW/ 3aBepeHo komue Ha ceptuduxar ISO
13485:2003/ISO 9001:2008 wiam exBUBaICHTEH cepTHdMKAT, KAaKTO M JPYr¥ JOKa3zaTejacTBa 3a
eKBHBAJICHTHH MEPKH 33 OCHMTypsBaHE Ha KayecTBOTO Ha mpomssourtens ,,C. K. BETPO JIN3AMH
C.P.JL*, c 06xBaT chIIacHO npeaMera Ha obocoGeHa ro3uuus Ne 44, VYacTHHKBT HE € IPEACTaBUI
3aBepeHO Komme Ha cepTudukar [SO 13485:2003/ISO 9001:2008 miu exBuBaneHTeH CepTHHUKAT,
KaKTo M JpYrd JOKa3aTejcTBa 3a CKBHBAICHTHM MEDKH 32 OCHUIYpsSBaHE Ha KadeCTBOTO Ha
npoussoxutens ,,Jenranab C.JI.”, c 06XBar ¢briiacHO npeaMeTa Ha obocobena no3uius Ne 46.

Ha ocrosanme ui. 69, an.1, 1.1 or 30I1, 3a orcrpaussane “MEJUITUHCKA TEXHHKA
UHXEHEPHUHI™ OO/I ot npouexypara 1o o6ocobenn mosuuun NeNe 8, 32, 33, 39 u 46. Odeprara
HA y4acTHWKA He oTroBps Ha wi 56 or 30I1 u Ha JlokyMeHTaluMATa 3a yd4acTue B oOlieCTBeHaTa
IOphYKA. YUACTHHKBT HE € NpejcTaBui 3aBepeHo konue Ha EC ceprudukar 3a ChOTBETCTBHE C
Jlupextusa 98/79/EC, usnanen ot HoTH(UIMpaH oprad no cMuchia Ha 3MU 3a obocodbera mosuiHs
Ne 8. YuacTHHKBT HE € IpelCTaBHiI 3aBepeHo Komue Ha Jleknapauus 3a choTBETCTBHE ¢ J[UpekTHBa
93/42/EEC, u3naneHa oT MPOW3BOAMTENS HA MEAUIMHCKUTE u3jenus o 06ocobenn mosuuun NeNe 32,
33 u 39, ceriacHo T. 3.1.1.6.9 ot JloxymeHTanusra. Y4YacTHHKBT HE € MPEICTAaBHII JCKJIapaluy, C
npunoxkeHo uspnedenue ot Criuerka o 4. 1, 1. 1, Oyxsa ,,6 ot Hapenbara 3a ycnoBusita u peia 3a
ChCTABSHE HA CIUCHK Ha MeJHIMHCKHTE H3nenus no wi. 30a or 3MU u 3a onpezenste Ha CTORHOCTTA,
10 KOSTO Te Ce 3aIUIaliiat, OT KOETO U3BJCUEHHE Ja € BH/IHA IPOJAXHaTa [IeHa 1o cMUchna Ha § 1, 1.
29a or 3MH, BbB BpB3Ka ¢ § 1, 1. 4 or Jlonwinutensute pasnopendu sa Hapenbara, 3a obocobenn
nosamur NeNe 32 u 33. YuacTHMKBT HE € NpEJICTABIUI 3aBepeHo Kkomue Ha ceprudmkar ISO
13485:2003/ISO 9001:2008 unu exkBuBajcHTeH cepTudukar, KakTo ¥ JAPYrd JHOKas3areiacrBa 3a
¢KBHUBAJICHTHY MEPKH 33 OCHIYPHBAHE Ha Ka4€CTBOTO Ha NPOM3BONUTEIS Ha MEAUIMHCKOTO H3ZENHE
110 060cobena mosuimsa Ne 46 Heinz Herenz Medizinalbedarf GmbH, ¢ obxBar ceriacHo mpeamera Ha
obocobenara Mo3uiHus.

Ha ocuopamme un. 69, an.l, .1 or 30!, 3a otcrpanssaie “EMOHHNSI ®APMATEX
BbJTAPUST” EOOJ ot npouenypara no obocobenu nosiuan NeNe 2, 3, 4, 5, 6, 38 u 39. Odeprara
Ha ydacTHHKA He oTroBps Ha wi. 56 ot 30l u nHa [lokyMeHTalusTa 3a y4acTHE B obmecTBeHara
NOpBUKA. YUaCTHHKBT HE € MPeJCTaBII JEKIapals, C IPHI0KEHO U3BJICYCHHE OT Cnucbka o ui. 1,
1. 1, O6ykBa ,,6“ or HapenbaTa 3a ycnoBHsiTa W pela 3a ChCTaBSHE Ha CIMCBK HA MEAHIMHCKHTE
w3gemus mo wi. 30a or 3SMHU 1 3a onpejensHe Ha CTOMROCTTA, MO KOATO TE €€ 3aruiamar, oOT KOeTo
W3BIICYEHHE 1 € BUHA IPOJIaXKHATA leHa o cMuchiaa Ha § 1, T. 29a or 3MU, BbB BpB3ka ¢ § 1, 1. 4
ot JlombnHUTENHUTE pasnopendu Ha Hapenbara 3a o6ocobenn mo3HIMH NeNe 2, 3, 4, 5, 6, 38 u 39.
V4YacTHHKBT HE € TIPEICTaBIII Kolike Ha o(uiuancH JOKyMEHT, U3laleH oT M3mbIHUTeIHaTa areHIMs



10 JiekapcTBara OT KOWTO Ja € BHOHO, Y€ 3a KOHKPETHOTO MEJHIHHCKO H3Jenue OT 000CoOeHH
nosutmu NeNe 2, 3, 4, 5, 6, 38 u 39 usama peructpupanu aanau B MAJI w/mmu EUDAMED 3a
MHIUAEHTH/TOTCHIMATHA MHIUACHTA Mpe3 IOCIENHUTE IBE TOAWHH, KaKTO W 3a OJOKHUpaHH HIH
U3TErJICHU TIAPTHIU OT CHIIOTO MEAUIIMHCKO U3JEHE ITpe3 OCIEAHUTE ABE TOAUHHU. Y YaCTHUKBT HE €
IpeICTaBWI ACKIapallMi OT yYacTHHUKA, B KOUTO C€ [T0COYBAa MEIMIMHCKOTO H3JenHe No 060cobeHn
nosumuy NeNe 2, 3, 4, 5, 6, 38 u 39 3a KoeTo ce yyacTBa U KOHKPETHHUAT 00mieCTBeH QOH] 110 KOHTO ce
3aIuialia, Ha ChOTBETHATA JbpKaBa — WieHKa Ha EBponeiickyl chi03. YUaCTHUKBT HE € MPEICTaBUI 3a
obocobenu mo3uiuu NelNe 2, 3, 4, 5 u 6 3aBepeHo komnue Ha Jleknapauus 3a CBOTBETCTBHE C
Jupektusa 98/79/EC, u3naneH oT NMpoU3BOMUTENS HA M3JE/IUATA. YYAaCTHHKBT HE € NPEJCTaBHI 3a
o6ocobenn mosumma NelNe 3, 4, 5 um 6 3aBepeno komue Ha EC ceprudukar 3a ChOTBETCTBUE C
Hupextusa 98/79/EC, m3naneH ot HOTHQHUMpaH opraH Mo cMmuchbia Ha 3MU. Y4aCTHHUKBT HE €
npencraBui 3a o6ocobenn mosumuu NelNe 2. 3. 4, 5, 6, 38 u 39 mpeBon Ha OBIrapcKu €3MK Ha
[peNCTaBeHUTE KATANIO3U. YYACTHUKBT He € mpeacTaBun 3a obocobenu nozunuu NeNe 38 m 39
3aBepeno komue Ha J[exknapauus 3a cworBerctBUe ¢ JupektuBa 93/42/EEC, wusnmameHa ot
TIPOU3BOJIMTENS HA U3AETUETO.

Ha ocnoBanme w1 69, an.l, 1.1 ot 30Il, 3a orcrpanssane “BECT MEJIUKAJI KEBP”
EOOJ ot npouexypata mo o6ocobenu mo3urmd NoNe 26, 27 u 28. Odeprata Ha ydJacTHHKA He
orrosps Ha wi. 56 ot 3011 u Ha JlokyMeHTanusTa 3a yyactie B 001ecTBeHaTa NOPhYKA. Y YaCTHHKBT
He € NpeACcTaBWi JeKiapalus, ¢ IpuIoxkeHo u3BnedeHue or Cruceka nmo wi. 1, T. 1, 6yksa ,,6“ ot
HapenGara 3a yclnoBHATa M pelia 3a ChCTaBAHE Ha CIUCHK HAa MEIUIMHCKHUTE u3zenus no wi. 30a ot
3MU u 3a ompenesisHe Ha CTOWHOCTTa, JO KOSITO Te C€ 3aljailaT, OT KOETO H3BJIECYEHHE € BHIHA
IpoJaXkHaTa [eHa 1o cMHCHIa Ha § 1, T. 29a or 3MMU, BEB Bph3Ka ¢ § 1, T. 4 or JlombIHHUTEIHATE
pasnopenou Ha Hapenbata, 3a o60ocobenn noszunuu NeNe 26, 27 u 28. YuaCTHHKBT HE € IIPEACTaBHI
KOmHe Ha OQHIMATICH JOKYMEHT, u3aneH oT U3nbiHuTenHaTa areHus 1o JIEKapcTBaTa 0T KOMTO J1a €
BUJIHO, Y€ 33 MEAMLIMHCKHTE M3IeNTHs 110 000cobenn no3uuuu NeNe 26, 27 u 28 HsMa perucTpupaHu
nauau B MAJI w/umn EUDAMED 3a MHUMAECHTU/TIOTCHIIMATHN WHIUACHTH TIPE3 INOCICIHUTE JBE
TOAMHH, KaKTO H 3a OJOKMpaHW WJIM H3TETJIEHH MapTHAM OT ChINOTO MEAMIHMHCKO H3JEHE Ipes3
NOCHEJHUTE [B€ TOMWHHM. YUYaCTHUKBT HE € NPEACTaBWI JAeKJIapalli¥, B KOHTO C€ II0COYBaT
MEIMIIMHCKHTE H3enus no obocobenn mozuiuu NelNe 26, 27 u 28 1 KOHKpPETHHAT oOmecTBeH QOHT
10 KOWTO Ce 3aIiamar. Y4YacTHUKBT HE € NPEACTaBUI JOKYMEHT 3a BHECEHA rapaHIys 3a y4acTHE B
npoueaypara mo o6ocobenn mosunuu NeNe 26, 27 u 28. Y4aCTHHKBT HE € NPEACTaBUII IIPEBOX Ha
6BArapcKu €3MK Ha NpeICTaBeHuTe KaTanosu u Opourypu 3a o6ocobenn nosumuu NoNe 26, 27 u 28.

Ha ocroBanue uwi1. 69, an.l, 1.1 or 30Il, 3a orcrpansBane “PUJAKOM” EOOJ ot
npouenypara o odocobenu mo3uuuu NeNe 1, 8 u 34. Odeprata Ha yyacTHHKA HE OTrOBps Ha Wi. 56
ot 3011 u Ha JIokyMeHTAI[UATA 3@ yJ4acTUe B OOILECTBEHATA IOPBUKA. Y YaCTHUKBT HE € PEJCTaBHII 33
06ocobena no3unusa Ne 34 3aBepeno konue Ha BatuzaeH cepruduxar BJIC EN ISO 13485:2003/ISO
9001:2008 uiax eKBHBAJICHTEH CEPTUPHKAT KaKTO H APYTH JOKA3aTeICTBA 3a €EKBUBAJICHTHH MEPKH 3a
OCHI'ypsiBaHE Ha KAueCTBOTO, ¢ 00XBaT CHIVIACHO NIpeAMETa Ha OOIeCTBEHATa NOPbYKa, U3NaNeH Ha
nMero Ha npoussomutens HiMedia Laboratories Pvt. Ltd, cermacHo T. 2.2.3. or ,,MuUHMMaIHH
M3HCKBAaHUA 34 TEXHMYECKH BHE3MOXHOCTH M KBalu(HUKAUMsA Ha YyYacTHHIHMTE, yacT oT ,,00mu u
crenupUYHM H3MCKBAHUS KBbM YYaCTHHIMTE' MOCOYEHH B JOKYMEHTAIMATA 3@ YyYacTHE. Y YaCTHHUKBT
HE € MPeJCTABHII JIEKJIapanus, B KOSTO Ce I0COYBa KOHKPETHOTO MEJHIIMHCKO U3JeNHe Mo 060co0eHH
mo3unuu NeNe 1 H 8 ¢ KOETO ce y4acTBa M KOHKPETHHAT oOIIEecTBEH (OHJ MO KOHTO Ce 3aiaima Ha
CHOTBETHATA AbpXKAaBa — WIEHKAa Ha EBpomeiicku Cbio3, chriacHo T. 2.3.4 0T ,MI3uCKBaHHSA KBM
MeIUIIMHCKH U31enus oT o6ocobena nosunus Ne 1 1o o6ocobena mosumus Ne 44 (I'pymu I, 11, III u
IV)“, gacT ot ,,O610M ¥ CrienUpUIHE H3UCKBAHUS KbM YJaCTHHIHMTE" MOCOYEHH B JIOKyMeHTanusTa 32
yuacTHe. YYaCTHHKBT He € NPEACTaBIII JEKJIapallit, C MPHIOXKeHOo u3BnedeHne oT CrnuchKa o 4. 1,
T. 1, OykBa ,,6 ot Hapenbara 3a ycnoBusaTa M pela 3a ChCTaBsAHE Ha CIHHCBHK Ha MEIHLIMHCKHTC
uznemus no wi. 30a or 3MU u 3a ompenensHe Ha CTOMHOCTTA, A0 KOATO TE CE€ 3aIlIAINAT, OT KOETO



H3BJICYCHHE Ja € BUJHA NIPOAAXKHATA 1I€Ha 10 cMHUchia Ha § 1, 1. 29a ot 3MU, BB Bpb3ka ¢ § 1, T. 4
ot JlonenaurenuuTe pasnopendtu Ha Hapenbara, 3a 060co6enu nosumuu NeNe 1 1 8. Y4acTHUKET He €
npejctaBun 3a ob6ocobeHu nozumuud NeNe 1 m 8 xomme Ha oHIHANEH TOKYMEHT, U3JANEH OT
W3neiHKTENHATAa ar€HIUs MO JIeKapcTBaTa OT KOMTO Ja € BHAHO, Y€ 38 KOHKPETHOTO MeEIULHHCKO
u3llejiie 3a KOeTO Ce ydyacTBa HsaMa peructpupand nasHd B HMAJl w/uma EUDAMED 3a
VHIMICHTH/TIOTEHIHAIHE WHIUJICHTH Ope3 IIOCIEeIHHUTE [Be TOAMHH, KaKTO M 3a OJIOKHpaHH WM
U3TETJIEHH NApTHIH OT CHIIOTO MEAUHHUHCKO U3eIHe Ipe3 MOCIEIHUTE IBE TOJAUHH. Y YaCTHUKBT HE €
npeacraBui 3a obocobeHa mosuuusi Ne 8 mpunoxenuero kpM Jleknapauusita 3a ChOTBETCTBHE C
Hupexrusa 98/79/EC, uznaneHa oT NpOU3BOMUTENS HA M3ACIMETO. YYACTHUKBLT HE € NPEACTAaBMII 3a
obocobena mosuumss Ne 8 3aBepeHo komue Ha EC ceptudukar 3a crorBercTBHE ¢ JlMpeKTHBa
98/79/EC, uznaneH ot HOTH(HUIMpaH oprad no cMuchia Ha 3MU. YuyacTHHKBT He € IpecTaBuIl 3a
obocobena nosuuus Ne 34 3aBepeHO KOIME Ha paspeIIMTENHO 3a ITycKaHe Ha na3apa Ha OWOLHACH
npenapar, M3JaJeHO MO pefa Ha 3aKoHa 3a 3allUTa OT BPEAHOTO BB3ICHCTBHE Ha XHMHUHHTE
BellecTBa U cMecH unu Pernmament Ne 528/2012 r. na EBponeiickus mapiameHT # Ha CbBeTa, OTHOCHO
IpeJOoCTaBIHETO Ha Maszapa M ynorpebara Ha OMOLMIM 3a MEIMOHHCKOTO H3JeiTHe 1o 000cobOeHa
nozunusd Ne 34 (I'pyma IV). VuacTHuUKBT He € NpencTaBW INpeBOA Ha ObIrapckd €3UMK Ha
IIpeACTaBeHUTE OpOLLypH U KaTano3u 3a 06ocobenu mo3unuu NeNe 1 u 34.

Ha ocnoBanue 1. 69, an.l, 1.1 or 30Il, 3a orcrpanspane “lIOHUMEJIHUKA” EOO/J] ot
npouenypara 1o obocobenu no3uiyu NelNe 35, 36 u 37. Odeprara Ha y9acTHHKA HE OTTOBPS Ha WI. 56
oT 30I1 u Ha JlokyMeHTanusTa 3a y4acTde B 0OLIeCTBEHATa NOPHUYKA. YUACTHUKBT HE € MPEICTaBUI
3aBepeHo Komue Ha BanuaeH ceprudukar ISO 13485:2003 u ISO 9001:2008 uznaneHn Ha UMETO Ha
npouspoautens Aucen Xentkesp EBporna HB ¢ o6xBat, mokpuparil mpeaMera Ha 060co6eHH TO3UIIUA
NeNe 35, 36 1 37 kakBOTO € H3UCKBAHETO HA BB3JIOXKHUTENS B T. 2.2.3 0T ,, MMHHMAa/IHU U3UCKBaHHA 32
TEXHHYECKA BH3MOXKHOCTH M KBaM(HKaiuss Ha ydacTHMOUTE , yact oT ,,O0mm U crnenuduyHu
M3UCKBAHMUs KbM YYaCTHHIIUTE".

Ha ocHoBanue wi. 69, an.1, 1.3 ot 3011, 3a orcrpanssane ,MAPBEHA JJUAT'HOCTHUKA*
OO/J ot npouenypara nmo obocobern mo3uin NeNe 3, 4, 5 u 6. YUaCTHHKBT € IpeJicTaBUi ofepTa,
KOSTO HE OTroBaps Ha MpPeABapUTENHO OOABEHHTE YCIOBUS Ha BB3NOXKUTEIA. T[eXHHYECKHUTE
npeagoxeHus kacaenm obocobenn nozuuuu NeNe 3, 4 u 5 He oTroBaps Ha M3HMCKBAHETO Ha
BB3JIOXKHUTEIA 3a ONIAaKOBKA — 1 X 96 AMKOBa 1J1aKka, OKOMILIEKTOBaHH ¢ HEoOXoauMus Opoi BppxdeTa.
[IpemmoxxeHneTo Ha y4acTHMKa € 3a omakoBKa oT 1 x 192 sgMmxoBa Ijlaka, OKOMIIJIEKTOBAaHH C
HeoOxoauMus Opoii Bpbxdera. TeXHUYECKOTO NpeUIoKeHHe Kacaemo obocobeHa mosumusa Ne 6 He
OTroBaps Ha M3MCKBAaHETO Ha BB3JIOXKHTENs, a UMEHHO: TecTa Ja OTKpuBa crneuuduyny antu-XHB
aHTHTENa B POOH OT KPBB, CEPYM U IUIa3Ma. [IpemioxeHeTo Ha yyaCTHHKA € 3a TECT, KOHTO paboTH
€aMo C Iia3Ma U CepyM, a He paboTH C KPbB.

Ha ocuoBanue ui. 69, an.1, 1.3 or 3011, 3a orcrpansBane ,,APKO KOMIIAHU“ EOOJ ot
nporeaypara 3a 06ocobena no3uius Ne 1. YuacTHuKBT e npeacTaBui opepra, KOSTO HE OTroBaps Ha
NpeIBApUTENIHO OOSBEHHUTE YCIOBUS HA BBIIOXKHTENA. B TEXHHYECKOTO IIPEANIOKEHHE HA yYAaCTHHKA
nuncsa HHQOpPMAIIHs 3a dyBCcTBHTETHOCT Ha Tecta 100 %, cnemuduynocT He no-manka ot 99 %. Or
IPHJIOKEHUTE U3BAJKK OT Karajora ¥ MoCoYeHaTa B TAX HHPOPMAIMS 32 MEAUIHUHCKOTO U3JETIHMS IO
kar.Ne 1231-1041 e nocodveHo, ye 4yBCTBHTENHOCTTA € > 99,9%, KoeTo He OTroBaps Ha HU3HCKBAHETO
Ha BB3JIOXKUTENS 3a wyBCTBUTENHOCT 100%.

Ha ocnopanue 4i1.39, an.1, 1.1 ot 3011 xomucugra npeniara nponeaypara j1a ce npekparu mo
06ocobenn nozuru NeNe 7 v 13, thit KaTe He e roJa/ieHa HUTO eHa odepra.
Ha ocuosanue 4in.39, an.1, 1.2 or 3011 koMmucnara npejylara npoueaypara 1a ce IpekparTu rno
]

obocodenn nosuumu NeNe 15, 16, 17, 18, 32, 33, 38, 40, 41, 42 u 44, Tpit KaTO BCUYKH NMONAJICHU
o(epTH HE OTTOBAPAT Ha MPEABAPUTETHO 00IBEHHTE OT Bh3IOXKHTENS YCIOBHSL.



Cnen wu3BbpHIBaHE Ha BCHYKH TOPENOCOYEHH JEHCTBUSA, KOMMCHATA MPUCTBIH KbM
KJ1aCMpaHeTO Ha YYaCTHHUUTE, KOUTO OTTOBapAT Ha MpPEABAPUTEIIHO OOSBEHHTE OT BB3JIOKHUTEIS
YCIIOBHSL.

Kriacupanero Ha yyacTHuIMTE MO OOOCOOECHUTE TMO3WIIMH IIPH IpEIBAPUTENHO OOSIBEHHS
KpHUTEpHUHl ,,Hall-HUCKA 1[eHa™ € KaKTO CJie/IBa:

Obocobena | YuacTHHK Enunnun | O6wa uesa B | Knacupan
nosuuus Ne aueHaB | JB. 6e3 BKI. e

JIB., O€3 JAC

sk, JIJIC

ObocobeHa no3uims No 1 - Crienupuunu Tecrose 3a Anarnocruxa va Cudpuauc - EJTU3A IgM/IgG
4YBCTBHTEJIHOCT Ha TecTa 100 %, cnieunpu4HOCT He No-Majaka oT 99 %

1. »MAPBEHA JIUAT'HOCTHKA® OO0 0,8293 4 139,87 1 msicTo

1. “TAHC ®APMA” EOOJ 1,2761 6 370,29 II msicTo
060cobena no3unms Ne 2 - Teer 3a Syphilis TPHA (OnakoBka He noBeue ot 200 tecra)

2. “NJAHC ®APMA” EOO/J] 0,4032 2 499,84 I macro

2. OD(’;E)II’IHI/IHCKA TEXHHUKA NTHXXEHEPHUHI™ 0,83 5 146,00 II msicTo

0O6ocobena no3uims Ne 3 - ELISA HBsAg Tect

- 3a MbpBUYHA JMAarHOCTHKA Ha XenaTtuT B

- 4yBCTBMTEIHOCT paBHa Ha Wiy nox 0, 130 IU/ml,moBbpXHOCTEH aHTUIEH Ha XenaTHT B u cneunduyHOCT He no-Mankag
oT 99 %

onakoBka - 1x96 sMKOBa 11aKa, OKOMIUIEKTOBAHH ¢ Heo0xoauMus Opoil BpbXueTa

3. “IAHC ®PAPMA” EOOJ 0,4881 10 121,24 I msicTo
3. “EJITA 90M” OO0 0,8250 17 107,20 I macro

O6ocob6ena no3uiusa Ne 4 - ELISA HCV At

- 33 TbPBHYHA JHATHOCTHKA Ha XermaTtut C

- OMaKoBKa - 1X96 AMKOBa IJjlaKka, OKOMILIEKTOBAaHHU ¢ He00Xx01MMHUsA Opoii BpbXYETa
4yBCcTBUTENHOCT Ha Tecta 100 %, cneundHuHOCT He no-Majka oT 99 %

4, “EJITA 90M” 001 0,8250 8 236,80 I macro
4. “IJAHC ®PAPMA” EOOJ 1,1776 11 757,16 II macto
O60ocobena nosuims Ne 5 - ELISA HIV 1+2 - Ar/AT Tect
- 32 mbpBUYHa AuarHoctuka Ha XMB/CIHMH
- ONAaKOBKa - 1X96 AMKOBa IUIaKa, OKOMIUIEKTOBAHH ¢ HeoOxoaumus Opoil BpexueTa
- 4yBCTBHTENHOCTTA 32 feTekiusd Ha XUB anturena qa e <25 pg/ ml unu <2 1U/ ml;
YYBCTBUTENHOCT Ha TecTa - 100 %, cnelmudu4HOCT He Mo- HUCKA 0T 99 %.

5. “EJITA 90M” OO0 0,9250 4 617,60 I muacro

5. “ITAHC ®APMA” EOOJ 1,9991 9 979,51 IT macro
060cobeHa nmo3uiinsg Ne 6 - Bbps XHB Tecr 3a orkpuBane Ha cnelnpuuny anTH-XUB anTuTena B KpbBHH
npobu

Jla OTKpHUBa aHTHTENA CpeLLy BUpYyca IPHYWHABALL HMYHEH Ne(GHULUT y YOBeKa, THNOBE 1 ¥ 2. UyBCTBMTENHOCT paBHa
WM No-BUcOKa 0T 99%. CriennUIHOCT paBHA WK NO-BUCOKA OT 98%.

BB3MOXHOCT 1a oTKpuBa crieiuddau anTu-XHB anTHTena B npobu OT KPbB, CEpyM H ILIasMa.

Bcuuko HE0OX0AMMO 3a B3eMaHe Ha KpbBHaTa Mpo0a — aBTOMAaTHYEH JIAHLET U MIACTMAcOoBa MUIETa 33 eXHOKpaTHa
ynorpe6a HeobxoauMa 33 B3eMaHe Ha KpbBHATA Mpo6a 1a 6bJaT BIIIOUEHH B AMArHOCTHYHHS Habop.

INpolieypaTa 3a M3MbJIHEHKE 1a He H3UCKBA NpeIBapUTesIHa 00paboTka Ha KPbBHUTE MPOOH M CHELMATHO 1ab0paToOpHO
060pyaBaHe 3a M3ITbJIHEHME Ha TecTa (ABTOMATUIHY NHIIETH, HHKYOATOp, IEAKbD M Ap.)

[Mpouexypara 3a U3MTBJIHEHUHE HA TECTA [a HE HAJIBUILABA 5 MUHYTH

Bpeme 3a oTuuTaHe Ha pe3ynrtara - 10 20 MHHYTH OT PHKTIOYBAHE Ha MpoLEIypara o u3paboTBaHe Ha TeCTa.
CobxpaHeHNE Ha TECTOBETE — Ha CTaliHa TeMIlepaTypa.

6. | “HIAHC ®APMA” EOO] | 274 | 96152,08 I msicto

0O60ocobena no3uius Ne 8 - Tecr 3a Gpementoct
(3a yCTaHOBsiBaHE HA paHHa GPEMEHHOCT, €JHOCTBIIKOB, TOYHOCT Ha pe3ynTara — MUH. 99%)

8. »BYJIMAP MJI* OO 0,3297 3 626,70 I macTo
8. “IJAHC ®APMA” EOOJ 0,3466 3 812,60 1I msacro




8. | ,MAPBEHA IMATHOCTHUKA“ OO] | 09070 | 9970,00 | INI mscro
O6ocobena mo3uiiusa Ne 9 - Cnpunuoska 1 cc
(CTCpPUTHa, UHCYJIMHOBA, JABYKOMIIOHEHTHA WJIH TPUKOMITIOHEHT Ha)
“MEJULIUHC HHA ”
9, oon T HHCKA TEXHHICA MIDKEREFUEL™ | 0,075 525000 | Imscro
060cobeHa nozuuma Ne 10 - Cnpunuoska 2 cc (CTepiIHa, IBYKOMIIOHEHTHA)
“M HH '
10. OOIJEII[I/III CKA TEXHUKA HHXKXEHEPUHI 0,035 1295,00 I MsicTo
0O6ocobena mo3uumg Ne 11 - CnpunuoBka 5 cc¢ (cTepuiiHa, IByKOMIIOHEHTHA)
“M 99
11. OOII*][HI/II_II/IHCKA TEXHHUKA UHXEHEPHHTI 0,050 1200,00 I MsicTo
060cobeHa mosuiikg Ne 12 - Cpunuoska 10 cc (ctepusita, 1ByKOMIOHEHTHA)
12. OB(’;EILI/IIIHHCKA TEXHUKA UHXEHEPUHI 0,065 1170,00 I MsicTo
0O6ocobena no3uims Ne 14 - Cnpuunoska 20 ce (cTepusiHa, JByKOMIIOHEHTHA)
14. OD(’I)IIE[I[I/I]_II/IHCKA TEXHUKA UHXEHEPHUHI' 0,098 7 350,00 I MsicTo
0O60ocobena no3uima Ne 19 - Anxekunonna uria 25 G 5/8 crepuina
19. OI\é[)i}II/II.II/IHCKA TEXHHUKA UHXXEHEPHUHI' 0,023 460,00 I MsicTo
0O60ocobena mo3uipg Ne 20 - Huxekuuonna uria 25 G 1 crepuita
20. O%E[JIHHHHCKA TEXHHKA ?IH)KEHEPHHF 0,023 989,00 I MsicTo
060ocobena mo3uuug Ne 21 - UnxexunonHa uria 22 G 1 % crepuiHa
21. ON(I)];IH/IIII’IHCKA TEXHHUKA HHXEHEPUHI 0,023 690,00 I msicTo
060cobeHa mo3uus Ne 22 - Unxekuuonna uraa 22 G 1 1/4 ctepwina
2. Ol\é[)lIElI[I/IHI/IHCKA TEXHUKA THXEHEPUHI' 0,023 3 013,00 I MsicTo
0O6ocobena no3uuug Ne 23 - Unxexkunonna uria 23 G I 1/4 ctepunsa
23, ol\él)ﬁlllll/ll_[l/IHCKA TEXHUKA UHXEHEPUHI 0,023 920,00 I MsicTo
060ocobeHa mo3uipa Ne 24 - UnxexkunonHa uraa 27 1/2 G crepuina
24. O%EHHHHHCKA TEXHUKA UHXKEHEPHUHI' 0,023 2 369,00 I MsicTo
0O60cobeHa mo3uuusg Ne 25 - Hkexuuronna uria 27 3/4 G crepunHa
25, Ol\(’[)lIElI[I/II_lI/IHCKA TEXHUKA UTHXEHEPUHI 0,023 1 679,00 I MsicTO
0O60cobeHa no3uiusa Ne 26 - Tpe3epBaTHBH — Opa/IHK
- apoMaTH3HpaHy, 6e3 Taik
UHAWBUAYAJIHA CTCPUIITHA OIlaKOBKa
26. ,BYJMAP MJI“ 00]1 [ 0179 | 58747,80 | Iwmscro
O6ocobena no3uupa Ne 27 - IpesepBaTHBH — BATHHAJIHH
- nyGpukuUpaHy
MHIMBUMIYAJHA CTEPHIHA ONAKOBKA
27. | ,BYJIMAP MJI“ OO/} [ 0,159 | 21086580 | Imscro
O6ocobena nosunus Ne 28 - IpeseppaTus 3a aHajIeH ceKe
- OT €CTECTBEH Kay4yKOB JIaTeKC, TyOpuKHpaHu
WHAUBHAYATIHA CTEpHUIHA ONaKOBKa
28. | ,BYJMAP MJI“ 00] [ 0,199 | 133389,70 | Iwmscro

060cobeHa no3uiua Ne 29 - JIyGpuKaHT - BarsHajieH 0BJAKHHTES!

- OTIaKOBKa 33 MHOrOKpaTHa ymortpeda, MuH. 20 rp.

- CbBMECTHM 3a yn0Tpe6a C IIpe3epBaTUBU OT €CTECTBCH KAYUYKOB JIATEKC,




- KJIMHAYHO U MPIKpO6ldOJ10Fld‘lHO TECTBaH,

29. »BYJIMAP MJI* OO 1,97

68 950,00

I msicro

29. »BECT MEJIUKAJI KEBP“ EOOA 2,53

88 550,00

II msicTo

29. “CO®APMA TPEMIUHT” A} 3,3271

116 448,50

III msacTo

060co6ena no3uuus Ne 30 - JlyGpukaHT 3a aHajleH CeKc:

- Ha BOJIHA OCHOBA B OTIAKOBKA OT MUH. 3 ml, 3a eHOKpaTHa ynoTpeda;
- 6e3 MEAUKaMEHTH;

- CbBMECTHM 3a ynoTpeba ¢ npe3epBaTUBH 34 aHAIEH CeKC

30. »BYJIMAP MJI“ OO0 0,197

12 863,31

I mucTo

30. »~BECT MEAUKAJI KEbP“ EOO/] 0,26

16 976,96

II msicToO

O6ocobena nosuius Ne 31 - JlyGpukanT 3a aHANEH CeKT:

- Ha CUNTMKOHOBA OCHOBA, B ONIAKOBKa MUH. 3 ml, 3a e1HOKpaTHa ynorpeda;
- fe3 MENMKaAMEHTY,

- ChBMECTHUM 3a ynotpeba ¢ Mpe3epBaTUBH 33 aHANCH CEKC

31 ,BYJIMAP MJI* 00/% | 050

24 148,00

1 msacToO

060cobena nosuus Ne 34 - TesnndekTanT 3a phle - Ha AIKOX0/IHA OCHOBA, 6€3 XJIOPXEKCHIMH.

Ja cbabpxa OMEKOTHUTENH.

Jla e ¢ (WHpOK CHIEKTbp Ha JeficTBHE.

Jla € XMNOANEpruieH 1 [ia He 0Ka3Ba HEraTUBHO BIHAHKS BBPXY KOAKATA HA PHLETE.
Jla UMaT KpaTKa eKCIO3KULUA K OCTATHYHO AeHCTBHE.

Pasgacoska - Makc. | IUTBD.

34. “XKUBAC” 00/ 4,60

4 600,00

I mscTO

34. L<JIOHUMEJUKA“ EOO/L 7,35

7 350,00

II macToO

34 “MEJUIIMHCKA TEXHUKA HHXEHEPUHI™

00]1 9,00

9 000,00

III macto

0O60co0ena no3uuug Ne 35 - BUHHAOBH PBKaBHUH,
* pasmep: S, 6e3 TanK

35. | “IMAMEL” 00] | 0,0960

1 440,00

l I msacto

060cobena no3uuus Ne 36 - BuHui0oBM pbKaBHUH,
* pasmep: M, 6e3 Tank

36. | “TIMAMEL” 001 | 0,0960

4 320,00

\ I msacro

Q60ocobeHa no3uuus Ne 37 - BUHHIOBH PbKABHLH
* pasmep: L, 6e3 Tajk

37. | “AMAMEI” OOJ | 0,0960

|

3 244,80

| I msicTo

O60cobena no3utins Ne 39 - KomniexT (BakyTeliHep # HI/1a) 3aTBOpPEHA CHCTeMa 32 B3HMaHe Ha BEHO3HA

KPbB, enpyBeTka ¢ 00emM Mesxay 5 ¥ 7 ML, CkC cenapupal resi, CTCpijIHa HIia C pasMep 21G 0.8x40mm

39. “TUAMEI” 004 0,2764 7 379,88 I mscTo

39, “«JIAB AMATHOCTHUKA“ OOJ 0,3610 9 638,70 II macro
0O60cobena nosuuus Ne 43 - Jlenenka ¢ pupano (2x3 cM)

43. | ,BYJMAP MJI“ 0O [ 0057 [ 325000 | Imscro
0O60ocobena rozuuus Ne 45 - Cnupt 70% (pasdacoska ot 1 11.)

45. “XUMTEKC” O0J 5,80 4 280,40 I msucTO

45, »BYJIMAP MJI“ OO 6,90 5 092,20 II muacTo
OGocobena no3uius Ne 46 - CriupTHE KbpIA4KH (70% CIOMPTHO ChAbPKAHME), HHIMBHIYATHA ONaKOBKA

46. | ,BYJIMAP MJI“ OOJL [ 0028 | 560000 | Imsicro
O6ocobena mozuuus Ne 47 - JIamonena kuceausa (10 rp.)

47. | “XHMTEKC” 00[ [ 020 [ 120000 | Iwmsicto




3A U3ITBJIHUTEJIU Ha obmecTBeHaTa nopbuka ga ObAaT 00SBEHH yYaCTHHLHUTE, KIACHPaHH
Ha ITBPBO MSCTO 10 CHOTBETHHTE 000COOEHH MTO3HIIHH.

HacToslKMAT IpOTOKOJ C€ ChCTaBH, OAINCA W MPEACTaBH Ha Bb3noxuTend Ha 09.11.2015 r.,
3a€JHO C IsU1aTa JOKYMEHTAIlHA.

DML E  CBLACZHD Ui oL o A AN



