LKL I-/To6puu” EOO/L

NPOTOKO.I
Ne1/0.10.2019 r.

oT 3acesande Ha KomucusTa 3a u3BbplIBaHE HA NOJAO0P HA YYACTHHIMTE, PA3IJICKIaHE H OLCHKA
Ha 1oaajeHy odepTH 3a Bb3jlaraHe Ha oOlLIeCTBeHA NOpBhYKa Ha CTOMHOCT 1o wi. 18, an. 1, 1. 12 ot
3011, ¢ mpeamer: ,IlepuoauvHa H0CTABKA HAa pEAKTHBH, KOHCYMATHBH H TeCTOBE 32
»Kiaunuuna naboparopus” n ,,JlaGoparopusi mo Mukpodmosorus ”, METHIIMHCKH H3/Ie/IHS —
HHTPAOKYJISIDHH JIeIH W KOHcymMaTuBH 3a ,O4YeH ceKkTop”, peHTreHoBH (HIAMH H
KOHCYMaTHBH 32 ,,00pasHa IHATHOCTHKA” M JIEKAPCTBEHH CPEJACTBA H MEIHIHHCKH H3/1e/1us
3a WAKIL — 1 Jlo6pua”EOOA” mno obGocobenn mosuumm”, orkpura ¢ Pemenue
Ne932096/09.09.2019r., ¢ nybuukyBano OOsuBiaennme 3a nmopbuka B POIl ¢
Bx.N932099/09.09.2019r.

Ha 02.10.2019r., B 3acemarennara 3aia Ha 4YeTBLPTHS eTax B crpajara Ha L JIKI[ I —
Hobpua”EOO/L, B usnbinenue Ha 3anosen NePK-12-096/30.09.2019r. na Yupasurens na , JIKI] |
— Nobpua”EOQO]I, ce cheTos 3acenanue Ha KoMucHs B ¢heTaB:

Ilpeocedamen: Aoes. Jopruna Muxailiosa

Ynenoge:

1. Anopuana Illemkosa — 21.cuemogooumen
2. I-p Mapusana Hukonoea — kn.iekap

3. A-p Becena lleemkosa - muxkpoouonoz

4. /-p Hauana Ananuesa - opmanmonoz

5. Munena /Incenkosa — zn.meo.cecmpa

6. Huxnc. Munena Kocmaounosa — AC/{

I. Cnen mposepka Ha cberaBa, 3acefanuero 3anoyna B 10:00 gaca. B 3anata He nmpucbscTBaxa
NPEJICTABUTEM HA YUACTHULIH. .

Bb3 ocHoBa Ha BXOJAIL PErMCTHP B JIeJIOBOJCTBOTO, KOMHCHATA YCTAHOBH, Ye B CpOKa 3a
nosasane Ha odpepru 10 16:00 gaca va 30.09.2019 r., ca mocThIHIHN caeIHATE O(PEPTH 3a YUACTHE B
OGHLCCTBeHaTa IOpBHKaA:

s 1.0depra ¢ Bx.NePK-06-589/12.09.2019r. B 11:304., or "MEJIUKJIUM" EOOJ c
ENK204844550 — npeacrasurean: Amnia UYyne u Mupua Uyne; Ceaanmme m ajapec Ha
ynpasJenne: 06:1.Codus, obur.Cromuuna, rp.Codus, paion ,,IToaysine”, yi.,,becapabus™ Nel 08B,
er.l; Anpec 3a kopecnouaenuusi: o61.Codus, obur.Cromuuna, rp.Codus, paiton .,[Tomxysine”,
yi.,.becapabus™ Nel08B, et. 1; Ten: 02/452-29-30, e-mail: office@mediclim.bg;

3a 00ocobena nozunusa Nel6: ,,Cucremu 3a wientudurarms API

2.0depra ¢ Bx.NePK-06-619/26.09.2019r. B 09:004., ot "AJI®A OPUHJ)K"OO/1 c
EWK175313775 — npeacrasuresan: bosu CrosunoB bosinoB u Mapus Tonoposa [Nonesa;
Cepaanme u aapec Ha ynpasienue: o0n.Codus, obur.Cronuuna, rp.Codus, paion ,Jlroamn™,
KK”Jronun™, 6:1.632, BX.A, eT.6, an.27; Aapec 3a kopecnonaenuus: 06;1.Codus, 06m.Cronnuna,
rp.Codus, yin.,.JOnauika necen” Nel1; vea: 0885101351, e-mail: info@alpha-orange.com;

3a 00ocobena nozuus Ne7: , KoncymaTuBy 3a 3aTBOpeHa cHCTEeMa 3a B3eMaHe Ha KpbB™

3. Odepra ¢ Bx.NePK-06-621/27.09.2019r. 8 10:104., or "BUKOME/I"OOJ ¢
EWK130421337 — npeacraBuren: HMpanka [lerposa [leuyesa; Cemasmme u aapec Ha
ynpasjaenne: 061.Codust, obm.Cromnyna, rp.Codus, paiton ,.Buroma”, 6ym.”Ilap Bopuc III”
Ne201A, an.opuc 2; Aapec 3a kopecnongenuus: 061.Codus, o6ur.Crommuna, rp.Codus, paiion
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,Buroma”, 0yn."Llap bopuc II” Ne201A, amoduc 2; tea: 02/9553696; 02/9553695, e-mail:
op@bikomed.net;

3a 06ocobena nmozuius Ne20: ,Meaunuacky u3aenus 3a opraaMosnorus [

3a 00ocobena no3zunmsa Ne23: , \MeaumuHcku u3aenus 3a opraamonorus [V”

3a obocobena noszuiusa Ne29:  Meauuuncku uszzenus 3a opraamosnorus X

3a obocobena nozunmsa Ne3d4: , \MenunuHCKH W3aenus 3a oprammornorus XV™

3a obocobena mozunusa Ne36: , . Meauuuncku uszienus 3a opranmonorus XVII”

4.0depra ¢ Bx.NePK-06-622/27.09.2019r. B 11:254., or "KOHTAKT MEJIUKB.JI
MHTEPHEII'BHBJI"OO/I ¢ EUK121005852 — npecrasuren: Exarepuna Xpucrosa Monjesa;
Cepammme u aapec Ha ynpasaenne: 001.Copus, obur.Cronuuna, rp.Codus, paiton ,,Cpenen”,
yit,,JlocroeBcku” Nod; Anpec 3a wopecnonpenumsi: 06:1.Codust, 06m.Cronmuna, rp.Codus,
yi."TIpod.I{seran Jlazapos™ Ne88; tea: 070010067; 0889533279, e-mail: angelova cmi@abv.bg:

3a 06ocobena nozuius Ne21: , ,Meuunsckn usaenus 3a odranmonorus 117

3a obocobena noszunus Ne22:  MeiHckd u3aenus 3a ofranmonorus 1117

3a 0bocobena nosunus Ne28:  Memuimucku uzjenus 3a oprammonorus 1X”

3a 0bocobena nosunus Ne3S: , \MenuumHcku usaenus 3a odrammosorus XVI»

3.0depra ¢ Bx.NePK-06-623/27.09.2019r. B 11:254., ot "JUACUCTEMC"EOO/] ¢
ENK200182932 — npeacrasuren: Kpacumup Awnrenos [lepunos; Cepaamme W aapec Ha
ynpagaenue: 001.Codus, o6um.Cronmuna, rp.Codus, paiton ,,Cpeaen”, yi.,,Mypram™ Ne3; Anpec
3a kopecnonaenuus: 061.Codus, obm.Cromuuna, rp.Codus, yi."Xpucro Ilenos™ NelO; rea:
02/4214144; e-mail: info@diasystems.biz;

3a 00ocobena noszuius Ne3: | Peaktusu u koncymarusu 3a MINDRAY BS 3007

3a o6ocobena nmozunus Ned: | Peakrtusu u koncymarusu II 3a MINDRAY BS 3007

3a o6ocobena nozunus Nell: . Mmynoxpomarorpadeku tecrose”

6.0depra ¢ Bx.NePK-06-624/27.09.2019r. B 11:304., o1 LJIEP®EKT MEJIUKA”OO/] ¢
EWKS833101609 — npeacraBuren: Anekcauasp Credanos Hepsikos; Cepanmime w ajapec Ha
ynpasiaenune: o0y.Crapa 3aropa, obur.Crapa 3aropa, rp.Crapa 3aropa, yi.,,Hoso3zaropcko imoce”
0i.1; Aapec 3a kopecnonaenuusi: 001.Bapua, obur.Bapua, rp.Bapua, yin.”bpars [Ikopriun™ Ne26,
er.2; Tea: 052/608651; e-mail: officevarna@perfect-medica.com;
1 3a obocobena mozunus Nel: .. PeakTMBH M KOHCYMATHBH 3a UMYHOJIOTHYeH aHanu3aTop AlA-
600 117

3a obocobena mnosunus Ne2: | PeakTHBH H KOHCYMATHBHM 3a EJIEKTPOJIMTCH aHAIH3aTOP
PralLYTE”

3a 06ocobena mo3unms Ned: .. PeaktuBu u koncymatusu 3a MINDRAY BS 300”

3a 00ocobena noszuiusa Ned: | Pecaktusu u koucymarusu Il 3a MINDRAY BS 300”

3a 00ocobena nozunusa Ne6: ,,Cyxu tectoBe 3a ypuHen ananuzarop DIRUIH-500”

3a obocobena nozunus Ne8: | Peaktusu u koncymarusu 3a Biosen C_line”

3a 0bocobena nozunus Ne9: | Kioseru 3a MINDRAY BS 300~

7.0depra ¢ Bx.NePK-06-627/30.09.2019r. B 10:284., or ,BUJIMEJI”EOO/ ¢
EWK200362439 — npeacrauren: benrun  Aunaitinn Mypan; Cenanumme wuw o ajgpec Ha
ynpasJjenne: o6in.Bapna, obu.Bapna, paiton ,IIpumopcku:”, yiu."Tloakosauk Caeurapos” Nel0,
er.3. amn4; Anpec 3a kopecnomjgenuusi: o06n.Bapua, obumi.Bapua, paiion . JIlpumopcku:”,
yi."llonkoBuuk Cgewmapos” NelO, er.3, am4; wrem: 052/740394; 0882403107; e-mail:
tenders@bilmed-bg.com;

3a obocobena nozunus Ned: | PeaxtuBu u koncymarusu Il 3a MINDRAY BS 300~

3a obocobena nosunus Ne7: . Koncymarupu 3a 3aTBopeHa CHCTeMa 3a B3eMaHe Ha KphB™
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8.0depra ¢ Bx.NePK-06-628/30.09.2019r. B 10:304., or HOBA I'PYII HHBECTMEHT
CPJI ¢ BYJICTAT: RO13986464 — npeacrasures: Ilpenoro Mapuan; Cenannme u aapec Ha
ynpasienue: Pymbuus, obmact Mipos, rpag Ortomenu, Yiumua Oiitys Ned7Il; Anpec 3a
kopecnionenums: 061.Crapa 3aropa, o6m.Crapa 3aropa, rp.Crapa 3aropa, yin.”’Kenesuu Bpara”
Nol17; Ten: 0885055357; e-mail: info@ngilab.bg;

3a 060cobena nosumms Nell: ,,MmyHoxpomarorpadeku tecroe”

9.0¢epra ¢ Bx.NePK-06-629/30.09.2019r. B 10:314., or ,XHMTEKC”OO/JX ¢
ENK836149057 — npeacrasuren: Jlannena Meroanena Benunosa; Cenajmmie u ajgpec Ha
ynpagsaenue: 0651 XackoBo, obur.Jlumurposrpan, rp. Jlumurposrpan, yi. bysnymka™ Ne33; Anpec
3a Kopecnongenumsi: 00.1.XackoBo, o6/ lumurposrpan, rp.Jlumurposrpan, yi bysmymka”
Ne33: rear: 039/160355; 039/160354; e-mail: info(@chimtex.com;
3a obocoOena nozuuus Ne7:  KoncymaTHBH 3a 3aTBOpEHA CUCTEMA 3a B3€MAHE HA KPBB™

10.0¢epra ¢ Bx.NePK-06-630/30.09.2019r. 8 10:334., or ,bI' MEJI’EOOJ ¢
ENK175366547 — npeacraBurean: AHtoH bosiHoB Anjionos u Pocuna Huxonaesa Hopnanosa;
Cenaanme u aapec Ha ynpasiaenune: 06:1.Codus, obur.Croymuna, rp.Codus, paiion ,,O00puine”,
yi.”llpo¢. Acen 3natapos” Nel(; Anpec 3a wopecnomaenumsi: o6y, Codus, obm.Cronnuna,
rp.Copus, KK 'Muamoct” No2, yn.”Cgsern Kunpusin” Nedd; rem: 02/9748944; e-mail:
maria.nikolowa@bgmed-Itd.com;

3a 060cobena nosuius Ned: | Peaktunu u koncymarusu I 3a MINDRAY BS 3007

3a 0bocobena nosuims NeS: | PeakTuBu 1 KoHcyMaTHBH 3a Start 47

11.0depta_¢ Bx.NePK-06-630A/30.09.2019r. B 10:364., ot "PHJAKOM"EOO/ ¢
ENK175040885 — npeacrapuren: Jlewo llerpos Jleues; Cepanmue u aapec Ha ynpabJeHHe:
06n.Copus, ob6u.Cromuuna, rp.Copust, paiion ,Kpacno ceno”, yn Konsoman™ Nel,
AsmunncTpatueaa crpaga ,.Crnasus”, oduc 217: Aagpec 3a kopecnonaenumus: 00x.Codus,
o6ur.Cronuuna, rp.Codus, paiton ,,Kpacto ceno”, yn."Komoman™ Nel, AMHHHCTpaTHBHA Crpaja
,.Crasus”, opuc 217; Tea: 02/9559998; e-mail: op@ridacom.com;

3a 00ocobena noszunms Nel(: , XpaHUTeNHH CpeHM M CYIUIMMEHTH, FOTOBH pPa3sTBOpPH Ha
BBIJIEXM/PATH, CIIOMAraTe/IHH JKUBOTHHCKH/OHONONMYHM [POAYKTH, CPeAd 3a THIM3HpAHE HA
upeBHH OAKTEPUH, CEPYMH 3a THIIU3HPaHE Ha CAIMOHEH ™

3a 06ocobGena nosunus Nell: Mimynoxpomarorpadck TecToBe”

3a 06ocoOena mosuius Nel2: | JlaTekc-aryTHHAITMOHHH TeCTOBE

3a o6ocobena nozuuus Nel3: , Jlnarnoctuunu npenapatu [

3a o6ocobena nozunus Neld: | Jluarnocruynu npenapartu 117

3a 0bocobena nozuuus Nel5: | AHTHOMOTHYHH JIMCKOBE™

3a 060coOena nosunust Nel7: ,,JIHarHOCTHYHH TECTOBE 33 YPOTSHHTAIHH MHKOILIA3MH ™~

3a o6ocobena noszuius Nel8: , ,Manyanau ctpunose 3a enaiiza puaep TC-98”

3a 060cobena nozuius Nel9: | JlaGopaTtopHu KOHCYMAaTHBH

12.0depra ¢ Bx.NePK-06-631/30.09.2019r. B 10:404., ot "EJIITAK JIN3HUHIMEOO/ ¢
ENUK200872196 — npeacrasuren: ITnamen AnronoB Kanaiimpkues;, Cemanmme H aapec Ha
ynpasaenne: o06;1.Bapua, o6u.Bapna, paiton . IIpumopekn”, yn."HMsan boropos” Nel2; Anpec 3a
Kopecnonaenuus: o6y.Bapua, obur.Bapua, paiion ,IIpumopckn”, yin."HMsan boropos™ Nel2; Teu:
052/602360; e-mail: elpak@elpak.bg;

3a 00ocobena no3uus Nel9: | JlaGoparopHu KOHCYMaTHBH ™

3a obocobena mnosunust Ne38: . Penrredosu ¢uiMu M KoHcymarusu 3a ,,OOpasna

2999

JHAarHoCTHKa
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13.0depra_c¢ Bx.NePK-06-632/30.09.2019r. B 10:424., ot "EJIUT MEJUKAJI"O00J ¢
EWUK130824861 — npencrasuren: Kpacumup Acmapyxos Kupkos, Cemaamme u ajgpec Ha
ynpagaenne: 06:1.Codus, o6ur.Cronuuna, rp.Codus, paiion ,.Jlozenen”, Oyir.,, Apcenanckn” No65,
er.l, ojpuc 1; Anpec 3a wopecnonpenuusi: 061.Codus, o6m.Cromuuna, rp.Codus, paiion
JJlosenen”, 6yn.,Apcenancku” Ne65, er.l, opuc 1; Tem: 02/8669070; 0887565747; e-mail:
info(@elitmedikal.com;

3a 060cobena mo3ummst Ned: ,,Peaxtusu u koncymarusu 11 3a MINDRAY BS 3007

3a obocobena mozunms Ne9: .. Kiosern 3a MINDRAY BS 3007

[Ipejcenarensar MpeIOCTaBH HA [PHCHCTBALIUTE PENOBHH wieHoBe Ha Komucusara a
noanumar aeknapaius mo @wi. 103, an.2 ot 3011, orHOCHO nHINca Ha KOH(MIMKT HA HHTEPECH C
YHACTHHIIUTE.

Komucusra OTBOPH IOCTBIIMIIMTE 3ane¢4daraHH HENpo3padyHy IUIHKOBE M OIIOBECTH TAXHOTO
Ch/IbpIKAHHE, KAKTO CJIC/IBa:

1. YVuactauxsr "MEJUKJIUM" EOO/l ¢ npeacraBun odeprara cu B 3aredaraHa,

HETpOo3pavHa OMaKOBKa, Ch/bpKalla:

- 3asdBJICHUE C OMUC Ha IPEJICTABEHUTE JIOKYMEHTH;
JnokymenTure 1o wi. 39, an. 2, 1. 1 III30I1;
JokymenTtaTe 1o 4. 39, an. 3, 1. 1 IITI30I1;

- KaKTO M OTJEJ]eH, 3aredarad, Hempo3padeH IUIMK ¢ Haanuc ,JlleHoBo mpeanoxenue 3a
06ocobena mozuusa Nol6™.

Tpuma oT 4ieHOBETe Ha KOMHUCHSTA TOJNMUCAXa TEXHHUECKOTO TPE/IIOKEeHHE U TUTHKA ¢ HAJIHC
..Llenoso npe/yioxenue 3a o6ocobena nozunus Nel6™.

]

2. Vuactauksr "AJDPA OPUHJ/UK"OO/] ¢ npencrapun odeprara cH B 3amevyaraHa,

HEIpo3payHa OMaKoBKa, ChbpIKalla: .

- 3asgBJIEHHE C OMUC HA MPEJICTABEHUTE JIOKYMEHTH,

- gokymenTHTe 1o wi. 39, an. 2, . 1 TIIT30IIL;

- gokymenture o 4i. 39, an. 3, 1. 1 IIII30IL;

- KAKTO W OTJEJHH, 3alledaTaHH, HENpo3padny IUTHKoBe ¢ Haanucu ,llpeuiaranu 1eHOBH

i apameTpu™.

Tpuma OT uleHOBETE HA KOMHCHATA MOJMHMCAXa TEXHHYECKUTE MPE/UIOKEHUS M ITMKOBETE C

Hannucu ., Ipejiarany EHOBH napaMeTpH™.

3. Vuactaukst "BUKOMEJI"OOJ/ ¢ npencrasun odeprata cu B 3anedarasa,

HENpo3pavHa OMaKoBKa, ChIbpiKalla:

- 3asBJICHHE C OMHUC HA MPEJACTABEHUTE JIOKYMEHTH,

- nokyMmenTHte o wi. 39, an. 2, 1. 1 III30I1;

- gokymenTHTe 1o wi. 39, an. 3, 1. 1 I[II130I1;

- KakTO M OTJEIHM, 3amedyarTaHH, HeNpo3payHH IUIMKOBe ¢ HajanucH ,llpennmarand 1eHOBH
napameTpH®.

Tpuma OT 4ieHOBETe HA KOMHCHATA MOJMHCAXa TEXHUYECKHTE IPEJIOKCHHE U IIHKOBETE €
Haanucu .l Ipennaranu neHoBM napameTpu-.

4. VYuactaukst "KOHTAKT MEJUKBbJI HHTEPHEUIBHBJ" OO/ e nupeacrasun
o(eprara cu B 3aneyarana, Hempo3payvHa ONaKoBKa, Ch/IbprKalla:
- 3asBJICHHE C OIHC HA MMPEICTARCHHUTE JTOKYMEHTH;
- jpokymentute no wi. 39, an. 2, 1. 1 I[II30IT;
- jlokymenture no wi. 39, an. 3, 1. 1 [III30IT;
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- KaKkTO W OT/eJIHM, 3anedaTaHd, Hernpo3payHd IUMkoBe ¢ Hammuc llpennaranu nesosu
napameTpu’.

Tpuma OT 4jneHOBETE HA KOMHCHATA I0JIIHCAXa TEXHHYECKHUTE NPEUIOKEHUS U IUIMKOBE C
Haanuc I Ipeanaranu neHoBu napameTpu®.

5. VYwuactHuksr "IUMACUCTEMC"EOO/ e npeacragun odeprata CH B 3aredarasa,
HEMnpo3payHa OllaKoBKa, Ch/IbpiKalla:

- 3asBJIEHHUE C OIIUC HA IIPEJICTABEHUTE JOKYMEHTH;

- JIoKyMeHTuTe no 4wi. 39, an. 2, 1. 1 I1I130II,

- JokymeHTtHTe no wi. 39, an. 3, 1. 1 I1I130I1;

- KakTo M OTJIeJIHM, 3amedyaTaHd, HEempo3padyHH IUIMKOBe ¢ Hajamuc ,[llpejuiaranu 1ieHOBH
napamerpu’.

Tpuma o1 ujleHOBETE HA KOMHCHSATA MOJANNCAXA TEXHHYECKHTE IPE/UIOKEHHs H ILIMKOBETE C
Haamucu , Ipeanarann neHoBH napaMeTpu™.

6. VYuactnuksr LIEP®EKT MEJIUKA”OO/l e mnpeacrasun odeprara cH B
3areyaTaHna, Helpo3payHa ONaKoBKa, ChIbPIKaIla:

- 3afBJICHHE C OIIMC Ha NPE/ICTABEHATE JOKYMEHTH;

- JIOKyMeHTuTe 1o wi. 39, an. 2, 1. 1 I1I130I11;

- JloKymeHTHTe no 4i. 39, an. 3, 1. 1 I1I13011;

- KakTo M OTJEIHH, 3anedaraHd, Henpo3payHu IUIMKoBe ¢ Haanuc ,Jllpemmaranu nenosu
napameTpu.

Tpuma oT wieHOBeTe Ha KOMHCHSTA MOJANUCAXA TEXHHYECKHUTE MPEUIOKEHHS M IUIMKOBETE C
Hajnuc ,Jpenaranu neHoOBH mapaMeTpu®.

7. VYyactaukst ,BHWJIMEA”EOOJ| ¢ npenacraBun odeprata CH B 3ameyaTaHa,

HEIpo3pavHa OIIaKOBKA, ChIAbpKalla:

- 3asBIICHHE C OIUC HA MPEICTABCHUTE JIOKYMEHTH;

- pokyMmeHtuTe no wi. 39, an. 2, 1. 1 [HI130IT;

- pokymentuTe no wi. 39, an. 3, 1. 1 [1I130IT;

- KaKTO M OTJIEJIHM, 3aleyaTaHu, Helnpo3payHu IUIMKoBe ¢ Haamuc ,Jlpennaranu nenosu
napamMeTpu®.

TpuMma oT 4leHOBeTe Ha KOMHCHATA MOJIUcaXa TEXHHYECKUTE MPEUIOKEHUS U IIMKOBETE C
Hajanuc , I Ipeuiarann neHoBu napamerpu™,

8. Vwuactauksr HOBA I'PYII HHBECTMEHT CPJI ¢ npencraBun odeprata cu B
3arevaraHa, Hermpo3padHa OrnaKkoBKa, ChabpiKalia:

- 3asiBJICHHE C OIMC Ha MPEICTaBEHUTE JOKYMEHTH;

- gokyMmeHtHTe mo wi. 39, an. 2, T. 1 [1I130I1;

- JoKyMeHTHTe 1o wi. 39, an. 3, 1. 1 [1[130I1;

- KAaKTO M OTJEJHHM, 3ameuaTaHH, HENpo3payHd IUIMKOBe ¢ Haamuc ,llpennmaranu nexHosu
napameTpu’’.

Tpuma oT YleHOBETe HAa KOMHCHATA IMOJITACAXAa TEXHHYCCKHTE TIPC/UIONKEHHS H IUIHKOBE ¢
Hajanuc ,,IIpenaranun nieHoBu mapameTpu®.

9. Vuacthukst LXHUMTEKC”OO/l ¢ npeacrasun odepratra cu B 3anedaraHa,
HEIIpo3payHa OMaKoBKa, ChbpiKalla:
- 3asBICHHE C ONKC HA NPEJICTABEHUTE JIOKYMEHTH;
- Jokymentute 1o wi. 39, an. 2, t. 1 [MI130I11;
- JokymeHTtuTe no wi. 39, an. 3, T. 1 II30I1;
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- KakTo M OTIENeH, 3aredaraH, Hempo3padeH IUIMK ¢ Haanuc . llpejiaranu  1neHoBu
napameTpu.

Tpuma ot uneHoBeTe Ha KOMUCHSATA MOANKCAXA TEXHHYECKOTO NPEJUI0KEHHE U TIHKA ¢ HAJINC
.IIpeanaranu nenosu napamerpu™.

10. VYyactauxstr ,BI' MEA”EOOJI e npeacrasun odeprata cH B 3anedaraHa,
HENpo3payHa OMaKoBKa, ChIbPIKaIIa:

- 3asBJIEHUE C OIHC HA MPEACTABEHUTE JOKYMEHTH;

- JokyMmeHTtuTe no wi. 39, an. 2, 1. 1 I[IIT30IT;

- JIokyMeHTuTe 1o wi. 39, an. 3, . 1 [ITI30IT;

- KakTO W OTHEJHH, 3aleyarand, HENpo3payHd IUIMKOBe ¢ Haamuc ,Jllpeanaranu 1eHOBH
napameTpu.

Tpuma ot ugeHoBeTe Ha KOMUCHSITA MOJITMCAXA TEXHUYECKUTE MPEIIOKEHHS U IUIHKOBETE C
Haanuc ,,JIpennarany neHoBy napaMeTpu®,

11. Yuactuuksr "PHJAAKOM"EOO/I e npencrasun odeprata CH B 3arcdarasa,
HeNnpo3payHa OMaKOBKa, Ch/IbpIKalla:

- 3afABJICHHE C ONMC HAa IPEJICTABEHHUTE JIOKYMEHTH;

- JOoKyMeHTuTe 1o 4. 39, an. 2, 1. 1 [II130IT;

- pokymentute o wi. 39, an. 3, 1. 1 ITI130I1;

- KaKTO M OTHEJIHH, 3aleyaraHd, HENpo3pavyHd IUIMKOBe ¢ Hajanuc .llpemnaranu neHosu
napaMmeTpu’.

Tpuma oT ujneHoBeTe Ha KOMHCHSTA MONMCAXA TEXHUYECKHTE TPEIIOKEHHS U ILIHKOBETE C
nHaanuc ..l Ipeutaranu neHoBu nmapameTpu™,

12. Yyactaukst "EJIIHAK JIM3UHIEOO/I e npeacrasui oeprara cu B 3anedarana,

HENpo3pavyHa ONaKOBKa, ChIAbpiKalIa:

- 3asBJICHUE C OIMC HA NPEJACTABEHUTE JOKYMEHTH; ‘

- JokymeHTtuTe nmo wi. 39, an. 2, 1. 1 I1I130I1;

- gokymenturte 1o wi. 39, an. 3, 1. 1 IITI30I1;

- KaKTO M OTIEJIHM, 3aledyaTaHd, Henpo3padyHd IUIMKoBe ¢ Hajnuc ,Jlpeanaranm 1eHoBH
napaMmeTpu’’.

Tpuma ot uneHoBeTe Ha KOMHMCHATA IMOJIIMCAXA TEXHHYECKHTE NPEJUIOKEHHS M IUIMKOBETE C

“nammuc I Ipeurarany eHoOBH rapameTpu.

13. Vyactauker "EJIUT MEJAUKAJI"OO/ e npejicrasui odeprara cv B 3arevarana,
HEeIpo3payvHa OMaKOBKa, ChIAbPIKaIla:

- 3asBJICHHE C OIIUC HA NMPEICTABCHUTE JTOKYMEHTH;

- JokyMmenture no wi. 39, an. 2, . 1 [1I130I1;

- JIokyMeHTuTe 1o wi. 39, an. 3, r. 1 IIT30IT;

- KaKTO W OTJENIHH, 3aleyaTaHd, HENmpo3pavyHd IUIMKoBe ¢ Haanuc . llpemnarann neHosu
napameTpu’.

Tpuma ot uneHoBeTe HAa KOMHCHSATA MOJNNACAXA TEXHHYECKHTE NPEUIOKEHHs H ITHKOBETE C
najanuc , Jlpeuiaranu 1ieHoBH nmapamerpu™.

II. Ha 3akputo 3acenanue, KOMHCHSATA MPOJIBIDKH CBOSITA paboTa MO pasriexkjaHe Ha
MPCIOCTABEHUTE JOKYMEHTH, 1o wi. 39, an. 2 or III30Il, B odeprure, 3a CHLOTBETCTBHE C
M3HCKBAHUATA KbM JIMYHOTO CHCTOSIHHE W KPUTEPHUHTE 3a 10JI00p, ITOCTABEHH OT BB3JIONKHTENS W
KOHCTAaTHpa CJIECTHOTO:



WKL I-Toopuu” EOO/L

IL.1.Yuactauxst "MEJUKJIUM" EOO/] e npeacrasuil ciaeHHTE JOKYMEHTH 110 4. 39, ai.

2 uan.3 or IITI30I1L:

- Onuc Ha NpeCTaBeHUTE JTIOKYMEHTH;

- 3asgBieHHE 3a ydacTHe, H3roTBeHo 1o oOpazeny Nel — B opuruHair;

- EENTIOIT na CD

- Texuuuecko mnpejuioxkenue - 1o odpasen 3a obocobena mnozuuus Nel6é — B opurunain,

ChIBbPIKALIO:

- [Ib1HOMOIIHO — HOTapUaIHO 3aBEpPeHO KOIHe /Ha PYMBHCKH €3MK C HPeBOJ Ha ObJIrapcku
€3UK/;

- leknapauus no wi.6, ain. 2 o1 3aKoHa 3a MEPKUTE CPelly M3IMPAHETO HA MapH, U3TOTBEH 110
obpazer; Ne6 — B opuruHail;

- Jlexnapanus no 4.4, an.7 v no wi.6, an.5, 1.3 or 3aKoHa 3a MEPKUTE CPeLLy U3IMHpPAHEeTO Ha
apH, U3roTeeH 110 odpaser; Neb6 — B opuruHaii,

- Jlexnapanus 3a cpok Ha BaIMAHOCT Ha odeprara, H3roTBeHa 1o odpaseil No7 — B OpuruHa;

- Ceprudukarn 3a ynpaBinenue Ha kadectBoto [S09001:2015 u ISO 13485:2012 Ha
npoussojurens — 3aBepern ot ,MEJIMKJIMM”EOO]] xonus /Ha ¢peHCKH e3uK ¢ NpeBoj Ha
Obarapcku e3uk/;

- Jleknapanumn  3a  cwhorBerctBHe /CE Mapka/ OT [pOHM3BOJHTENS — 3aBEPEHH  OT
S~MEJIMKIIMM”EOOQO/] komusi;

- Uncrpyknun 3a ynorpeba Ha Obiarapeku esuk, 3aepenu ot ,, MEJIMKJIMM”EQO/] na CD.

IIpu nposepka Ha mpeactaBeHus EjuHeH eBporneicKH JOKYMEHT 3a OOIIECTBEHH MOPLYKH
(EEJOII) — npencrasen Ha onrtuuen nocutesn ¢ Haamue eEEJIOIT (CD), chabpikan npuKadyeHu
¢aiinose, Komucusara koncratupa, uye wusrorBenuss EEJIOIl BuB .pdf dopmar e mnommucan
eleKTpoHHO oT AHja Yyne m Mupua Yyne B kauyecTBOTO CH Ha YNPABUTENIH W CHAPYKHHIU Ha
JIPYKECTBOTO.

Cnen rosa, KoMucusita IpuCThIN KbM pa3riieik/laHe U IPOBEPKa Ha IIPEI0OCTABEHUTE JaHHU:

o Ilo orHomenue Ha W3UCKBAHUATA KBM JIMYHOTO CBLCTOSIHHE: YYAaCTHUKBT €
JeKJIapupall JiMIicaTa Ha 3a/lafIeHHTe OT BB3JOXKHMTENS OCHOBaHMs 3a u3kmousane B Yacr III,
pasnenu A, b, B u I" na npeacrasenus e-EEJIOI1.

o  llogu3nbaHUTENM W TPETH JUIA: YUYaCTHHUKBT € JACKiapupall, 4€ HsiMa Ja H3I0/13Ba
Kanal|TeTa Ha TPETH JIMIla M HsIMa HaMEpeHHeE Jla Bb3Jlara 4acT OT M3IIbJIHEHHETO Ha NOopbhYKaTa Ha
OM3IIBIHUTEIH.

' o Ilo orHomenne Ha w3uckBaHeTo Ha roaHoct: B wact IV Kpurepuu 3a nondop™,
pazzen A: ['oqHOCT, y4aCTHUKBT € OCOYHII OTTOBOp ,,JIA™.

Cnen pasryiex/laHeTo M IpOBEpKaTa Ha NPEJACTABEHHTE JAOKYMEHTH, KomHcusara pewd A
JAOIIYCHE VYYACTHHKA 1o pasmiexaaHe Ha TeXHHYECKOTO MY HpeUIOKeHHEe 3a
CBOTBETCTBUE C [IPEJIBAPUTEIIHO OOSIBEHUTE YCIOBHSI.

IL.2.Yuactuuksr "AJPA OPUHI/K"OO/] e npeiacraBuil clie/iHUTe JOKYMEHTH 110 Wi 39,

ain. 2 u an.3 or [IT30I1:

- Omnuc Ha npejicTaBeHUTE JIOKYMEHTH;

- 3asBJICHHE 3a y4acTHe, U3roTBeHO 1o obpasert Nol — B OpHIrHHaI;

- Emunen  esponeiickn nokymenT 3a oOmectBenun nopeuku (EEJIOIl) — mnpencraBen Ha
ontuyeH Hocuten ¢ Haanuce eEEJIOII (CD), cwpabpxkam  npukadend ¢aisiose, Komucusta
KoHctarupa, 4e usrorsenus EEJIOIT BeB .pdf popmar e noanucan enexkrponto ot bosu CtosHoB
bosnoer m Mapus Tomoposa loueBa B Ka4eCcTBOTO CH Ha YIPABUTENH M CBHAPYKHHIH Ha
JIPYKeCTBOTO.



LKL I-Jloopua” EQOO/L

- Paspemienrie 3a TBHProBHs Ha €IpO0 C MEIULMHCKH  U3JICIHA, per.NelV-P-T/MU-
327/19.03.2008r.. u3gageHo or M3nmbiHMTeNHa areHUEs 1O JekapcTBata KbM MuHHCTBpa Ha
37IPaBEONa3BaHETO;

- CeprudukaT 3a BHeApeHa cucTema 3a yrnpapienne Ha kadectsoto BJIC EN ISO 9001-2015
Ne CYK03505/08.01.2019r.;

- TeXHHYECKO MpEUIOKEHHE 3a M3NBIHEHHE Ha Nopbukarta — obpasen 7.3 no obocobena
nosuiust Ne7, chabpAxallo:

- Jlexnaparus 3a CE mapka;

- Ceprudukar na EO NeG2 18 03 42464 031 na Zhejiang Gongdong Medical Technology Co.,
Ltd;

Jlexnapanus 3a chotBerctue o1 Zhejiang Gongdong Medical Technology Co., Ltd;
Jlexnapanus 3a chorBercTBre o1 Zhejiang Gongdong Medical Technology Co., Ltd;
Ceprudurar NoeQ50424640033;
Jlexnapanus 3a chorercrsue ot SC — Sanguis Counting Kontrollblutherstellungs — und
Vertriebs GmbH, DE;

- Cepruurar [SO 13485:2016 3a npuioxenn crangapri ot SC — Sanguis Counting
Kontrollblutherstellungs — und Vertriebs GmbH, DE;
Jlexnapanus 3a ceorBectsue ot F.L. MEDICAL s.r.l., Italy;
Cepruduxar ISO 13485:2016 3a npunoxenn cragnaptu ot F.L. MEDICAL s.r.1., Italy:
VYkazanus 3a ynorpeda;
- CVYE — Mertoa Ha oTuMTaHE;
Jlexnapanus 3a CpOK Ha FOIHOCT;

- Jlexknapaiusi 3a CpoK Ha BaJIMIHOCT Ha odepraTa, M3roTBeHa o odpasen No7 — B OpUrtHa;

- Jlexnmapamus 3a J0CTABKa HA ISUIOTO KOJIHYECTBO MEIHMIMHCKHM HM3JEHs B HEOOXOIHMMHTE
CPOKOBE M ¢ HEOOXOJMMOTO Ka4ecTBO 3a IEJIHs CPOK Ha JIOTOBOpa — B OPHIHHAL;

- Jlexnaparus 3a JOKYMEHTHpaHa CHCTEMA;

- Jlexnapanus 3a konduaenunannoct no wi.102, an. 1 ot 3011 mo obpasen Ne5:

- Jlexnapaius 110 wi.6, air. 2 0T 3aKOHa 32 MEPKUTE CPeLly M3IMHPAHETO HA IApH, H3[OTBEH MO
oOpazer; Ne6 — B opuruHail;

- Jlexnapauuas mo w4, ain.7 u no wi.6, a5, 1.3 o1 3akoHa 32 MEPKUTE CPEIly U3MUPAHETO Ha
rapu, M3roTeeH 1o obpasens Neb6 — B OpuruHal,

KOMHCHSITA NPUCTBITH KBM Pasrieskane i npoBepka Ha npejoctasenute nannn 8 EEJIOLL:

o Ilo oTHOIIEHME HA W3MCKBAHHMATA KbM JIMYHOTO CBCTOSHHE: Y4YaCTHHKBT €
JieKJIapupal Jurcara Ha 3aJaJicHHTE OT Bb3JIOKHUTEIS OCHOBAHMsA 33 HM3KIIOYBAHE B Yacr 111,
pasnenu A, b, B u I na npencrasenus e-EEJIOTL.

o  Iloau3mbJHMTENM M TPETH JIMIA: YYACTHHKBT € JIEKIapHpall, ue HiMa /1a U3oJi3Ba
KanamuTeTa Ha TPETH JIMIA U HSIMa HAMEPEHHE JIa Bh3Jlara 4acT OT M3IIBJIHEHHETO Ha NophyKara Ha
O/IM3IIBIHUTEITH.

o Ilo orHomenwe Ha M3McKBaHero Ha rogoct: B uact IV ,Kputepun 3a noabop”,
paszen A: I'oHOCT, YHaCTHHKBT € TTOCOYMII 0TroBop ,,JIA™.

Cren pasriexjanero W nposepkara Ha npeacrasenns EEJIOIN, komucusara penm A
JOIIYCHE VYYACTHUKA 1o pasraexjiaHe Ha TEXHHYECKOTO My [MpPEATOKEHHE 3a
CHLOTBETCTBHUE C TPE/IBAPUTEIIHO OOSBECHHUTE YCIOBHS.

I1.3.Yuactauxst "BUKOME/"OO/1 ¢ npeacraBui cieAHATe JOKYMEHTH 1o wi. 39, an. 2
an.3 or [1I13011:

- Onuc Ha MPEJACTABEHUTE JIOKYMEHTH;

- 3asiBJIeHHeE 3a ydacTHe, H3roTBeHo 1o obpasen Nel — B opurunai;



«AKILI-/To6pua” EOO/T

- Enunen eBponeiicku 0KyMeHT 3a oGmiecTBeHH nopbukd (EEJIOIT) — mnpencrasen Ha
onTHyeH Hocuten ¢ Haanue eEEJION (CD)

- Texunuecko npemnokenue - no obpaser; Ne3.20 — B OPHUIMHAJI HA XapTHeH W MarHuTeH
HocHTel 3a 000ocobena nosurmst Ne20, chabpIKalo:

- Jlexnapauus o wn.6, an. 2 ot 3akona 3a MepKuTe Cpely M3MUPAHETO Ha Mapu, W3rOTBEH 110
obpasen Ne6 — B opuruna;

- exknapauus no w4, an.7 u no wi.6, an.5, 1.3 ot 3akoHa 3a MEPKHUTE Cpenly M3IUPaHEeTO Ha
T1apH, H3TOTBEH 110 00pasen Ne6 — B opuruHan;

- Jleknapanusi, ye npejularanute KOHCYMATHBH OTrOBapsAT Ha M3UCKBaHUATA Ha W8, an.2 or
3MMU u npurexasar CE mapka — B OpUTHHAI;

- leknapanus 3a J0cTaBKa Ha LSAIOTO KOJHYECTBO MEIMLUHCKH M3/Ie]Hsl B HeOOXOIUMHTE
CPOKOBE M ¢ HEOOXOAHMOTO Ka4eCTBO 34 LEJTHs CPOK Ha JIOTOBOpA — B OPUIHHAIT;

- Paspemienne 3a Thprosus Ha enpo ¢ MemmMmmmCKH ufenus  per.NelV-P-T/MU-135 or
23.11.2007r., cbriacho 4n.79, an.3, 1.2 or 3MU — 3aBEPEHO KOITHE;

- [lpunoxenne koM Paspernenne 3a THProBHs Ha €IpO ¢ MEAMIMHCKHM H3enust per.NelV-P-
T/MH-135 or 23.11.2007r.;

- Paspemenne 3a npomsna per.Nel V-TT-T/MU-882 or 14.09.2012r.;

- Ceprudukar ISO 9001:2015 na »bBUKOMEJI”O0]1 - 3aBepeno komnwue;

- Ceprudurar NeQS6 020895 0386 Penaxims 00;

- Cepruduxar ISO 13485 na nponssoauremure — 3aBEPEHH KOIHS;

- Undopmanus 3a nponykra — 3aBEPEHU KOS

- Texnuuecko mpemnosxkenue - mo obpasen Ne3.23 — B OpurMHan Ha XapTHEH M MAarHuTeH
HOCHTEI 32 000co0eHa no3uims Ne23, ¢hIbPKALLIO:

- Heknapanus no un.6, an. 2 or 3akoua 3a MEPKHTE CPELIy W3IMPAHETO HA MapH, H3TOTBEH 110
oOpasen Ne6 — B opurunai;

- eknapauus no wi4, an.7 u no 4.6, an.s, 1.3 ot 3akona 3a MEPKHTE Cpelly M3MHPAHETO Ha
TIapH, U3roTBeH 1o oOpasent No6 — B opuruuan;

- Jlexnapanus, ye npemiaranute KOHCYMaTHBH OTrOoBapsAT HA M3MCKBaHUATA HA WIS’ an.2 oT
3MMU u nputexasar CE mapka — B opuruna;

- Jleknapauus 3a 10CTaBKa Ha UATOTO KONHYECTBO MEIMIIMHCKA MAIETHs B HeOOXoIUMHUTE
CPOKOBE M ¢ HCOOXOMMOTO Ka4ECTBO 3a LE/IHs CPOK HA JIOrOBOpa — B OPHTHHAI,

- Paspemietne 3a THProBUs Ha €IpO ¢ MEQMIMHCKH M3/eiHs per. NelV-P-T/MU-135 or
23.11.2007r., cbraacuo 4,79, a3, 1.2 or 3MMU — 3aBepeHo Konue;
© - Tlpunoxkenne KbMm Paspemienne 3a ThproBust Ha epo ¢ MeAMIMHCKM M3eiHs per.Ne[V-P-
T/MH-135 or 23.11.2007r.:

- Paspemenue 3a npomsina per. NeIV-P-T/MU-882 ot 14.09.2012r.;

- Cepruduxar ISO 9001:2015 na »bUKOMEJ"OO0]] — 3aBepeno xomue;

- Ceprudpurar NeQS6 020895 0386 Penaxims 00;

- Ceprudukar ISO 13485:2016 na npoussoutenute — 3aBCPEHH KOIHS,

- Mudopmauns 3a nposykra — 3aBepenn Konus;

- CE ceprudukarn — 3apepenn xonms:

- Texuuuecko npemioxkenne - 1o obOpasenr Ne3.29 — B opurunan Ha XapTHEH M MarHuTeH
HocHTell 3a 000cobeHa nosuus 06ocobena nosuims Ne29, Ch/IbPIKALIO:

- Heknaparus no wi.6, an. 2 or 3akoua 3a MCPKHTE CPEIly M3IMHUPAHETO HA MapH, U3rOTBEH 110
obpaser; Ne6 — B opurnna;

- Hexnapanus no w4, an.7 u no w6, an.5, 1.3 or 3akona 3a MEPKHTE Cpelly U3IHPAHETO Ha
T1apH, U3roTBeH 110 00pasen Nob — B opHrHHa:

- Jleknapauus, ye mpearanute KOHCyMATHBH OTrOBapsIT Ha M3MCKBaHUATA Ha 4.8, an.2 or
3MMU u npurexasar CE mapka — B OpPHTHHATT;

- [lekiapanus 3a J0cTaBKa Ha ISUIOTO KOJHYECTBO MEIMLHHCKH M3/e/HsS B HeOOXOUMHTE
CPOKOBE M ¢ HEODXOAMMOTO Ka4yecTBO 3a 1e/ns CPOK Ha JIOrOBOpPa — B OPHIMHAIL,



»JKIL I-/lo6puy™ EOO/L

- Paspemienuie 3a TeproBus Ha eapo ¢ meaunuHckH wu3genust per NelV-P-T/MU-135 ot
23.11.2007r., ecpraoacuo wi.79, an.3, 1.2 or 3MU — 3aBepeHo Konue;

- Ilpunoxxenne kbM Paspemienue 3a THProBusi Ha €Ipo ¢ MEIUIMHCKH u3zenus per.NelV-P-
T/MH-135 or 23.11.2007r.;

- Paspemenue 3a npomsina per. NelV-P-T/MU-882 ot 14.09.2012r.;

- Ceprudukar ISO 9001:2015 na ,,bBUKOME]J1"OO/1 — 3aBepeno komnwue;

- Cepruduxar NeQS6 020895 0386 Penaxnus 00;

- Ceprudmuxar ISO 13485 na npousBojuTeuTe — 3aBEPEHH KOIHS

- UndopmManus 3a npojiykra — 3aBepeHH KOIHSL;

- EO ceptudukaru — 3aBepeHu Komus;

- Texnuuecko npeioxkenue - no obpasen Ne3.34 — B opurMHAN Ha XapTHEH M MAarHHTEH
HOCHTE 3a 000co0eHa no3unus obocobena mnosuims Ne34, chabprKano:

- Nexnapauus 1o 4i.6, an. 2 oT 3akoHa 3a MEPKHTE Cpellly H3MHPAHETO HA MApH, H3rOTBEH 10
oOpaser; Ne6 — B opuruHai;

- Hexnapauus 110 wi.4, an.7 u no wi.6, an.5, 1.3 or 3akoHa 3a MEPKHTE CperLy U3IUPAHETO HAa
11apH, U3roTBeH 1o odpazerr Nob6 — B opurunai;

- Jlexnapanus, ye npeanaraHuTe KOHCYMATHBM OTTOBApAT HA W3MCKBAHHMSATA HA W8, a1.2 OT
3MU u npurexasar CE Mapka — B opuruna;

- Jleknapanus 3a J0cTaBKa Ha [SJI0TO KOJMYECTBO MEAMIMHCKM H3JICIHS B HEOOXOIMMHTE
CPOKOBE U ¢ HEOOXOMMOTO Ka4eCTRO 3a LE/IUsI CPOK HA I0TOBOPA — B OPHIMHAI

- Paspemienue 3a ThproBus Ha eapo ¢ MeAMIHMHCKH wm3genus per.NelV-P-T/MU-135 or
23.11.2007r., ebraacuo un.79, an.3, 1.2 or 3MM — 3aBepeHo KomHe;

- [Ipunoxenne xkbm Paspemenue 3a ThProBust HA €APO ¢ MEAMIMHCKH u3nenus per.NelV-TT-
T/MHM-135 ot 23.11.2007r.;

- Paspemenue 3a npomsna per. NelV-T1-T/MU-882 ot 14.09.2012r.;

- Ceprudukar ISO 9001:2015 na ,,BUKOME["OO/I — 3aBepeHo KOIHe;

- Cepruduxar NeQS6 020895 0386 Pemaxius 00;

- Cepruduxar Ne10412 ISO 13485 na npousBouTe/INTE — 3aBEPEHN KOIIHS

- Uadopmarius 3a ynorpeba — 3aBepeHu KOIUs;

- OnoOpenne Ha npHIIOKEeHATa CHCTEMa 3a KauecTBO — cepthdukar Nel1971/2, BamuuHo 10
15.02.2022r.;

- [Ipunoxenne keM Cepruduxar Nol11971/2, sanuano mo 15.02.2022r.;
_ - Texunyecko npemnoxenue - no obpazernr Ne3.36 — B opuruHan Ha XapTHeH M MAarHWTEH
‘HocHTel 3a o6ocobena nosuirs 06ocobena nozuius Ne36, ¢bbpKaIo:

- Jlexnapanus no un.6, an. 2 oT 3aKoHa 3a MEPKHTE Cpelly M3IIUPAaHeTO Ha MapH, H3TOTBEH 110
obpaser; Ne6 — B opurunai;

- Jleknapanuus no wi.4, an.7 u no wi.6, an.5, 1.3 oT 3akoHa 3a MEpKHTE Cpelly H3IMPAHETO Ha
[IapH, U3TOTBEH 110 oOpaser; Neb — B OpUruHai;

- Jlexnapanus, ue npejularaHuTe KOHCYMaTHBH OTrOBapsAT Ha M3MCKBaHMATA Ha 4.8, am.2 or
3MM u npurexasar CE mapka — B opuruHa;

- Jleknapaiiust 3a JI0CTaBKa Ha IBUIOTO KOJHYECTBO MEIHITMHCKH H3JICNIHA B HEOOXOUMHTE
CPOKOBE H ¢ HEOOXOMMOTO Ka4eCTBO 3a LIEIHsI CPOK Ha JIOTOBOpa — B OPHTHHAT,

- Paspemiennie 3a ThproBus Ha enapo ¢ MeaunMHCKH wu3menus per.NelV-TI-T/MU-135 ot
23.11.2007r., eprinacuo 4i.79, an.3, 1.2 or 3MU — 3aBepeHo KoOmueE;

- [lpunoxkenne kpM Pazperienne 3a ThProBust Ha €Ipo ¢ MEAMIMHCKH u3jeaus per.NelV-P-
T/MH-135 or 23.11.2007r.;

- Paspemenue 3a npomsna per.NelV-P-T/MH-882 ot 14.09.2012r.;

- Cepruduxar ISO 9001:2015 na ,BUKOME][”OO0/I - 3aBepeHo Komue;

- Cepruduxar EN ISO13485:2016 — 3aBepenu konus;

- Muctpykuuu 3a ynorpeba — 3aBepeHH KOIHSI;
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K11 1-1o6pua” EOO,

KoMucHusTa TIPUCTBIIM KbM pasrjiexaane Ha EauHHUS eBpONEICKH JIOKYMEHT 32 OOLIeCTBEHH
nopbuku (EEJIOIl) — npejcraBeH Ha ONTHYCH HOCHTEI C paanuc eEEJIOIT (CD), chabnpixaiil
npukayeHu aiinose. M3rorseHns EEJIOI1 BwB .pdf dopmar e moamucan eJIeKTPOHHO OT Meanka
[lerpoBa B KauecTBOTO CH Ha YNpaBHTECT H Ileuena, Ilersp Boxumapos Ilewer u Bramumup
Boxuaapos ITedes KaTto ChAPYKHUIH B IPYKECTBOTO.

KoMucHsTa IIPUCTBIIM KBM PasriieikIaHe | [IPOBEpKa Ha MPEI0CTABCHUTC JIaHHN:

o TIlo OTHOUICHHE HA W3UCKBAHMATA KBbM JIMYHOTO CBCTOSIHHE: YHYaCTHHKBT ¢
JeK/Iapipasl JIMIcaTa Ha 3aJaJieHHTe OT BB3JIOXKHTE/A OCHOBAHMS 3a H3KIKOYBAHC B Yacr III,
pasnemn A, b, B u I na npejicraBenus e-EEJ10I1.

o  IToauM3mbIHUTENH W TPETH JHIA: YYaCTHHKBT € JIeKIapupal, 4e HiMa Jia W3I0J3Ba
KananuTeTa Ha TPETH JIHIA U HMa HaMEpeHHMe Jla Bh3jiara 4acT OT W3IILIHCHHETO Ha IophUkaTa Ha
MO AN3II'BIIHUTEH.

[lo oTHOWIEHME HA M3WCKBaHeTO Ha rojuoct: B wact 1V ,Kputepun 3a nojbop”, pazjen A:
['0/IHOCT, YYACTHUKBT € IOCOYHII OTrOBOP ,,/IA™.

Crieql pasrilexkJIaHeTo M MPOBEPKATa HA IPEJICTABEHUTE JOKYMCHTH, KOMHCHATA pEIIH JA
JIONMYCHE YYACTHHUKA 10 pasriexjaHe Ha TEXHHYECKMTE MY HPSUIOKCHAA 3
CHOTBETCTBHE C IPEIBAPHTEIHO OOABEHUTE YCIOBHA.

IL4.Vyactauksr "KOHTAKT MEJHUKDBJ UHTEPHEIIBHBJI"OO/ e mpeacrasui

ceiHATE A0KyMeHTH 1o wi. 39, an. 2 ot [IT3011:

- OnHc Ha NpeJCcTaBeHUTe JOKYMEHTH;

- 3asBJICHHE 3a ydacTHe, U3roTBeHO 1o obpaser Nel — B OpUTHHAT,

- Equuen eBponeicKd JOKyMEHT 3a OOLIECTBCHH MNOPBYKH (EEJIOII) — npejacraBeH Ha
ontuaen mocuren ¢ Haanmue eEEJIOIT (CD), chabpkaul npukadenu ¢aiose. M3rorpenus EEJIOIT
BbB .pdf popmar e noamucan eneKTpoHHo oT Exarepuna XpHCTOBa MonzeBa B KaueCTBOTO CH Ha
yIpaBUTeSl Ha IPYHKECTBOTO.

- Paspemenue 3a THProBHs Ha €APO C MCIMIMHCKH H3JC/IHs PET. NelV-P-T/MU-317 ot
10.03.2008r. Ha M3mbIHuTe HA areHIis Mo JekapeTsaTa KbM MUHHCTBpa Ha 3/[paBeona3sBaieTo;

- Cepruduxar no cranaapr [SO ,Kontakt Meukbn Uarepremrsabn”’ OO0/ ‘

- TexHUYeCKO Tpe/uioxkenue - 110 obpaser Ne3 3a 060cobeHa no3HIMs 21, chabpKaIo:

- Bpoiypa oT mpou3BOATEN;

- VI0CTOBEPEHHME 3a MPEJICTABATENICTBO B O(QHIMAICH NPEBOA HA OBITapCcKH €3HK;

_ - Ceprudukar na EO Ne00000461/B ot 27.06.2017r. 3a UAJOCTHA CHCTEMA 3a KOHTPOI Ha
* Ka4ecTBOTO;

- Cepruduxar no crangapt ISO EN 13485:2012 Ha mpou3BOaHTEN B O(HIHAICH TIPEBOJ HA
OBJIrapCKH €3HK;

- UncTpyximuu 3a ynorpeoa;

- Jleknapanus mo @i.6, ajl. 2 or 3aKkoHa 3a MEPKHTE Cpelly H3NHPaHCTO Ha IapH, H3TOTBEH 110
obpaser Ne6 — B OpUrnHal;

- lexnapanus no 4.4, an.7 u no 4.6, ain.5, 1.3 0T 3akoHa 3a MEPKUTE Cpelly U3IMHPAHETO Ha
rapu, U3roTBeH 1o obpasen Ne6 — B OpHIrUHal;

- Texuuuecko npeaoxkenue - mo obpazen Ne3 3a obocobena Mo3uimMs No22 - B opuruHal,
ChJIBPIKAIIO:

- Bpourypa ot npou3BoUTEN,

- Y I0CTOBEPEHHE 3a TIPEICTABUTEIICTBO B OQHIHAIICH IIPEBOJL HA OBJITapCKy €3HUK;

- Ceprudukar nHa EO Ne00000461/B ot 27.06.2017r. 3a us10CTHAa CHCTEMA 32 KOHTPOT Ha
Ka4ecTBOTO;

- Ceprudukar no craugapr 1ISO EN 13485:2012 na npou3BOMTCI B ouIHaIeH IPEBO/I Ha
OBJIrapCKH €3HK;

- UncTpykimuu 3a ynorpeda
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- Jlexnapanus no wi.6, ajn. 2 or 3aKoHa 3a MEPKUTE Cpelly M3IIMPaHeTO Ha MapH, U3rOTBEH 10
obpazert Ne6 — B opurunait;

- exnapanus mo wi.4, an.7 v 1o wi.6, an.5, 1.3 oT 3aKoHa 3a MEPKUTE Cpelly M3MUPAHETO Ha
mapy, U3roTeel 1o odpasen Ne6 — B opuruHan,

- Texnuuecko npemnoxenue - no obpasery Ne3 3a obocobena mosunus Ne28 — B opuruHal,
CBHABLPKALIO:

- bpourypa ot nipousBouTeN;

- Y1ocToBepeH#e 3a Npe/ICTaBUTENICTRO B O(GUIIHANICH IPEBOJ HA OBJITapCKH €3HK;

- EC — ceprudukar na npousBogureln B ohHIIHATICH TPEBOJ] HA OBITAPCKH €3HK;

- Cepruduxar na EO Ne00000461/B or 27.06.2017r. 3a nssiocTHA cHCTeMa 3a KOHTPOJ Ha
KayecTBOTO;

- Ceprudpukar no crangapr ISO EN 13485:2012 na npoussBomuten B oduuuaieH mpeBoa Ha
OBJITapCKH €3HK;

- Uncrpykuuu 3a ynorpeda;

- Nexnapauus no 4.6, an. 2 or 3aKoHa 3a MEpKHUTE CpEIIy W3MMPAHETO Ha MAPH, H3TOTBEH M0
obpaser; Ne6 — B opuruHa;

- Hexnapauus nio wi.4, an.7 u no un.6, an.5, 1.3 or 3akoHa 3a MEPKUTE Cpellly H3IHPAHETO Ha
napu, U3roTseH 1o odpasen Neb — B opuruna;

- Texnuuecko npemoxkenue - no obpasen Ne3 3a o6ocobena nozummst Ne35 - B opuruna,
CBALPIKALIO:

- bpouypa ot npoussoure;

- Y10cTOBEpEeHHE 3a IIPEICTABUTENICTBO B O(UIMAIIEH TIPEBOJI Ha OLITapCKy e3HK;

- Cepruduxar na EO Ne00000461/B ot 27.06.2017r. 3a usiioctHa cucTeMa 3a KOHTPON HA
Ka4ecTBOTO;

- Ceprudukar no crangapr ISO EN 13485:2012 na npoussBogures B oQHUIMAleH MPeBOJ HA
OBIATapcKu €3uK;

- Mucrpykuuu 3a ynorpe6a;

- Jlexnapanus mo wi.6, ajn. 2 oT 3akoHa 3a MEPKHTE CPelLy W3IHPAHETO Ha MapH, U3TQTBEH 110
obpasen Ne6 — B opuruna;

- exnapanus no wi.4, an.7 u no 4.6, an.5, 1.3 or 3aKkoHa 32 MEPKHUTE CPEIly U3MHUPAHETO Ha
napM, U3roTeel 1o obpaszen Neb — B opurusair,
Crnen toBa Komucusita pasrnena nojaneHus EnunHeH eBpomeickH JOKYMEHT 3a 0OLIECTBEHH

nopbuku (EEJIOIT) 1 u3BbpIIM TPOBEpKA HA MPEIOCTABEHUTE TaHHH:

" o Ilo orHomeHHe HA M3UCKBAHMATA KBM JIMYHOTO CBCTOSHHE: YYaCTHHKLT €
JIeKJlapupall JMrcarta Ha 3aJaJeHUTe OT BB3JI0KHUTENS OCHOBaHHA 3a m3kimousane B Yact I,
pazznenu A, b, B u I" na npencrasenus e-EEJ]OIT.

o  IomusnmbiHuTeNM M TpeTH JMIA: YYACTHUKBT € ACKJIapHpall, ue HiMa Jia HU3M0Ji3Ba
KaraluTeTa Ha TPeTH JIMIla U HSMa HAMEpEHHe Jla Bb3J1ara 4acT OT M3IBJIHEHHETO Ha MOphYKaTa Ha
MO IU3ITBIIHUTEIH.

o Ilo orHomienue Ha u3MckBaHeTo Ha rogmoct: B wact IV , Kpurepun 3a mouGop”,
pazzaen A: ['0IHOCT, YHAaCTHUKBT € IT0COYHIT 0TroBOp ,.JIA".

Cnen pasriexianero u npoBepkara na npeiacraserus EEJIOIL, komucusaTa pemn JIA
JAOIIYCHE YYACTHHKA 10 pasrnexgade Ha TEXHHYECKHTE MY NpPEUIOKEHHS 3a
CBHOTBETCTBHE C IIPEBAPUTEIIHO OOSBEHUTE YCIIOBHSI.

ILS.Vuactnuxsr "AUACUCTEMC"EOO/] e npeactaBui CICAHUTE IOKYMEHTH MO Wi, 39,

an. 2 ot [III30I1:

- CnuceK Ha JOKYMEHTHTE, ChABPIKAIIH ce B oeprara;

- 3asiBJIEHHME 3a yUacTHe, H3roTBeHO 110 obpaserr Nel — B opuruna;

- Envnen esponeiicku Jlokyment 3a obmectsenn nopbuku (EEJIOIT) — npeacraBen Ha
ontuieH Hocuten ¢ naanuc eEEJIOIT (CD), ceabpixamn npukavenu ¢aiinose. Marorsenus EEJIOI]
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BbB .pdf Gopmar e noanucan enexrponno or Kpacumup AnrenoB JIepuioB B KauecTBOTO CH Ha
YIPABUTEN U €/THOJIMYEH COOCTBEHHK Ha KalluTajla Ha JIPYKECTBOTO.

- Hexnapaims 110 un.6, an. 2 ot 3aKoHa 3a MEPKUTE CPElly M3IHMPAHETO Ha TapH, H3TOTBEH MO
obOpasen Ne 6 — B opurunain;

- Mexnapanust o wi4, an.7 v no 4i.6, an.S, 1.3 oT 3aKoHa 32 MEPKHTE CPelly M3IHPaHeTO Ha
napu, U3roTeeH mo odpasen Ne6 — B opuruHait;

- Jlexnapanus 3a konduaeHumansocet mo wi.102, an.1 ot 3011;

- Texnuuecko mpeioxenue - 1mo obpasen; 3a obocoGena nosumms Ne3 — B OpHIHHAI,
ChIBPXKAIIO:

- Ceprudukar ES 13/13505;

- MucTpykumu 3a ynorpeba;

- PaspaGorenn nporpamu 3a paGora ¢ Mindray BS300;

- Jleknapauusi 3a TOTBBPXKIABAHE HA BH3MOKHOCTHTE 3a JOCTABKH Ha ISAJIOTO KONHYECTBO
PEaKTHBH H KOHCYMAaTHBH B HEOOXOMMHTE CPOKOBE H C HEOOXOIMMOTO KAYeCTBO 32 1IeTHs CPOK Ha
J0rOBOPA;

- Texuuuecko npemoxkenne - mo obpaseny 3a o6ocoGena mnozumus Ned — g OpHUTHHAJ,
CBHABPIKALIO:

- Cepruduxar 3a cucrema 3a mypasjieHue Ha KauecTBO;

- Mnctpykuum 3a ynorpeba:

- Jleknapais 3a NOTBBPIKIaBaHE HA BHL3MOKHOCTHTE 3a JOCTABKM HA ISIOTO KOJHYECTBO
PEAKTHBH U KOHCYMATHBH B HEOOXOJMMHTE CPOKOBE M ¢ HEOOXOIMMOTO KAYeCTRO 34 IS CPOK Ha
JIOTOBOPA;

- Texuuyecko mnpeanoxkenne - 1o obpasen 3a obocobena nozuums Nell — p OpUIHHAI,
ChIBPIKAIIO:

- Cepruduxar SO 13485:2016:;

- Uucrpyxumu 3a ynorpeba;

- Paspaborenn nporpamu 3a pabora ¢ Mindray BS300;

- Jlexnapanus 3a noTBbpXKIABAHE HA BH3MOKHOCTHTE 3a JOCTABKH HA IBUIOTO KOJIHYECTBO
PCaKTHBH M KOHCYMATHBH B HCOOXOIMMHTE CPOKOBE U ¢ HEOOXOJAUMOTO KAYeCTBO 3a IIeJIHs CPOK Ha
JIOTOBOpA;

Komucusta npucThii KbM pasrieiane Ha npejacraBends EauHen eBponeiicku JOKYMEHT 3a
+obutecrBenu nopeukk (EEJIOIT) # u3BBpIIM NIpOBEpKa Ha NPEIOCTABECHHTE TAHHH:

¢ o llo orHOmeHME HAa W3MCKBaHWATA KBM JIHUHOTO CBhCTOSHHME: YYAaCTHHKBT ¢

JACKJIapHpall JIMIcaTa Ha 3aJaJICHUTE OT BB3JIOKHUTENss OCHOBaHMS 3a m3kmousaHe B Yacr III,

paznenu A, b, B u I na npejicrasenus e-EEJ]OI1.

o llomu3nbianuTenyu M TPeTH JMHa: YYAaCTHHUKLT € JAeKiapupa, ye HiMa Ja W3I0/3Ba
KananuTeTa Ha TPETH JIMIA | HSIMa HAMEPEHHUE J1a Bh3Jlara 4acT OT M3IIbJIHEHHETO Ha MOphYKaTa Ha
NOU3ITBIHUTETH.

o llo orHomenue Ha u3nckBanero Ha roamoct: B wacr IV ,Kpurepun 3a noxbop”,
paszen A: I'oiHOCT, yH9aCTHUKBT € IOCOYnIT 0TroBop ,,JIA™.

Cnex pasrnexzanero um mposepkara Ha npexcrasenus EEJIOII, xomucusta pemn JIA
JOINYCHE YYACTHHMKA 10 pasiiexiaHe Ha TeXHHYECKHTE My MPEIIOKEHHS 3a
CBOTBETCTBHE C MPEABAPUTEIHO OOSIBEHHTE YCIIOBHSI.

IL.6. Yuactnuxsr ,JIEPOEKT MEJAUKA”OQO/I e npejicTaBuil CleaHuTe JIOKYMEHTH TI0 4JI.

39, an. 2 ot I1I130IT:

- CIIMCHK Ha JIOKYMEHTHTE ChIbPIKAIK ce B odeprara;

- 3asBIICHHE 32 yyacTHe, H3TOTBEHO 1o obpasen Nel — B opuruHa;

- Enunien eBponeiicku IokyMeHT 3a 06IECTBEHN TOPBUKH (EEJ1OIT) — npencraBen Ha xapTueH
HOCHTCJI M npencraseH ontvdeH Hocurted ¢ Haamue eEEJIOIT (CD), cwabpikant npukauenu
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daiinose. Wzrorsenus EEJIOII BB .pdf dopmar e nmonnucan enekTpoHHO OT AJIEKCAHIABD
Credanor HeiskoB B KauecTBOTO ¢H Ha ynpasuTen n bendo Mopnanos Jlexos B kauecTBOTO CH Ha
CHPYKHHUK B JIPYHKECTBOTO.

- Jlexnapanus 3a konpuaennuansocet no wi. 102, an.1 or 3011,

- Horapuanuo 3apepeno komnue oT mbJHOMONIHO HAa Hukonaii AcenoB UepHaes;

- lexnapanus no wi.6, an. 2 ot 3akoHa 3a MEPKUTE CpeIly M3MUPAHETO HA MapH, U3rOTBEH M0
obpazer Ne6 — B opuruHa;

- Jleknapauus no wi.4, an.7 u no wi.6, a5, 1.3 or 3aKoHa 3a MEPKUTE Cpelly M3IHPAHETO HA
napu, U3roteeH no obpaser; Ne6 — B opuruHai;

- Jlexnapauusa no 4in.59, an.1, 1.3 oT 3akoHa 3a MEpKUTE CpeILy U3MHUPAHETO Ha TapH;

- Jleknapauus no 4i1.66, an.2 oT 3akoHa 3a MEpKHTE cpelly H3IUPAaHeTO Ha Mapu;

- Jlexsiapanusi 3a CpoK Ha rOJJHOCT Ha CTOKHTE;

- Jleknapauus 3a OcMrypsiBane Ha HeoOXO0IMMOTO KOJIMYECTBO PEAKTHBH;

- Jlexnapanuu 3a HajnMuKMe HAa pa3pelIeHHe 3a ThProBHsl Ha €JIpo;

- Paspenienue 3a ThproBus Ha e€po ¢ MEJMIMHCKH u3zenus ¢ per. NelV-P-T/MU — 122 or
16.11.2007r. na M3nbiHuTeIHA areHIms 1o JIeKapeTBaTa KbM MHHHCTBpPA Ha 3/IpaBeona3BaHeTo;

- Texunuecko npejuiokenne - mo obpasen 3a obocobeHa moszurmst Nel — B opuruHa,
CBALPIKALIO:

- Ceprudukar 3a cucrema 3a ynpasyienue Ha kadectBoTo [SO 13485:2016 3a To3o IOpsn HB;

- Jlexnapanus 3a IOCTBII 10 HHCTPYKIIMHUTE HA TIPEITaraHuTe PeakTHBH U KOHCYMAaTHBH;

- Texunuecko mnpemuioxkenue - no obpasern 3a obocobena mos3uims Ne2 — B opuruHa,
ChIBPXKALILO:

- Ceprudukar 3a cucrema 3a ynpasienue Ha kadectBoro ISO 13485:2016 3a Diamond
Diagnostics;

- Kparka nncrpykuus 3a pabora ¢ KOHCyMaTHBH Ha eleKTposiuTeH ananusarop ProLyte;

- Texuuyecko npemioxkenue - mo oOpaszernr 3a odocobOena mosunus Ne3 — B opuruHa,
CBHABPIKALIO:

- Ceprudukar 3a cucrema 3a ynpasinenue Ha kauectBoto ISO 13485:2016 3a [upyu
HUunyctpusn KO;

- Kparka uHcTpykius 3a padora ¢ peaktusn Biolabo;

- Texunvecko npeuiokeHue - 1o oOpazen 3a obocobena mnoszuuus Ned — B opurusai,
ChIBPIKALIO:

- Ceprudukar 3a cucTeMa 3a ynpasiieHue Ha kadecTBoTo [SO 13485:2016 3a Biolabo;

- Kparka uncrpyknusa 3a pabota ¢ peaktusu Biolabo;

- Texuuuecko mnpemoxkeHue - no odbpaszen 3a obocodena nozunus Ne6 — B opurusal,
CBALPIKAIIO:

- Ceprudukar 3a cuctema 3a ynpasieHue Ha kauectsoto [SO 13485:2016 3a Dirui;

- KpaTka unctpyknus 3a pabota ¢ peakTUBH, IIPOU3BOACTBO Ha Dirui;

- Texuudecko mnpeioxkenue - 1o obOpasen 3a obocodena noszuuus Ne§ — B opurunai,
ChABPIKALIO:

- Ceprudukar 3a cucrema 3a ynpasienue Ha kadectBoto ISO 13485:2016 3a EKF Diagnostics;

- Kparka nncrpykuus 3a pabora ¢ peakTuBH Ha rimokoananuzarop Biosen C Line;

- Texundecko npeuioxkenue - 1no obpaszen 3a obocobena mozunms Ne9 — B opurHHam,
ChIBPIKALIO:

- Ceprudukar 3a cucrema 3a ynpapieHue Ha kauectBoTo SO 13485:2016 3a Mindray;

Komucusita u3BbpuIM poBepka Ha npeaoctaBenute gannu B EEJIOI1:

o Ilo orHoleHMe HA W3MCKBAHHATA KBM JIMYHOTO ChCTOSHHE: YYaCTHHKLT €

JIeKJIapupall JIMIcara Ha 3aJlaJIeHUTe OT BB3JIOKMTENS OCHOBaHusA 3a u3kmousane B Yacr III,
paznenu A, b, B u I na npeacrasenus e-EEJ]OIT.
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o  lloausnbiHuTENM M TPETH JHIa: YUYaCTHUKBT € JACKIapHpas, 4e HsAMa Ja M3MoJI3Ba
KalanMreTa Ha TPETH JIMIla M HAMa HaMEPEHHE Jla Bh3Jlara 4acT OT U3IbJIHCHUETO Ha MophyKarTa Ha
MOIU3ITbIHUTEINH.

o llo ortHomenue Ha w3uckBaHero Ha rogHoct: B wact IV ,Kpurtepun 3a moabop”.
paszzen A: 'oHOCT, YH4aCTHHKBT € MOCOYHIT OTrOBOp ,,JIA”.

Cnen pasrnexnanero uw mposepkata Ha npencrasenuss EEJIOI, komucusita pemn JIA
JONYCHE YYACTHHKA 1o pasriexzane Ha TEXHHYECKHTE MYy [PEUIOKEHHs 3a
CBOTBETCTBHUE C [IPEJBAPUTENIHO OOSIBEHUTE YCIIOBHSI.

IL7. Yyactauxet ,, BUJIME”EOO/] € npeacraBui ciieiHUTE JOKYMEHTH 110 Wi. 39, an. 2 ot

[TTI301T:

- Onuc Ha npecTaBeHUTE JIOKYMEHTH;

- 3asiBJIEHHE 3a y4acTHE, H3IOTBEHO 110 obpa3zer Nel — B opurunai;

- Ennnen esporeiickn nokymenT 3a obmectsenn nopwvuku (EEJIOII) — npesicraBen Ha
ontuyen nocuren ¢ Haanuce eEEJ[OII (CD), ceabpikant npukauenu daiinose. Usrorsenus EEJIOI1
BB .pdf popmar e nmoanmcan enekTpoHHO oT Bearmn Amnaiiamn Mypam B KadecTBOTO CH Ha
YIPaBUTEN U €IHOJIMYECH COOCTBEHUK Ha JAPYIKECTBOTO.

- lleknapanus 3a konbuaeHmanoct no 41102, an.1 ot 3011;

- Hexnapanus 3a CE mapka;

- Jlexnapanus no uin.6, an. 2 or 3akoHa 3a MEPKHUTE CPElly M3MHMPAHETO Ha TapH, H3rOTBEH M0
obpazer; Ne6 — B opuruna;

- Hexnapanus no wi.4, an.7 u no w6, ain.5, 1.3 or 3akoHa 3a MEpKHTE Cpelly H3MHPAHETO Ha
11apH, U3rOTBEH 110 0Opaszerr Ne6 — B OpurHHa;

- Texauuecko mnpeiokenue - mo oOpasenr 3a obocobena nosumus Ned — B opuruHal,
ChBPKALIQ:

- Cepruduxaru 3a ynpasienue Ha kadectsoto 1SO9001:2015 u ISO 13485:2016 3a Archem
Saguik Sanay Ticaret LTD;

- YKazaHus 3a M3I0J13BaHE; .

- Texunuecko mnpennoxenue - no oOpaserr 3a obocobena nosunms Ne7 — B opurusal,
ChIBPIKALIO:

- Cepruduxaru 3a ynpasieHue Ha kadectBoto [S0O9001:2015 u ISO 13485:2012 na
POU3BOIUTE]IS;

- YKa3zaHus 3a M3M03BaHE;

- Uuctpykunu 3a ynorpeba;

- Jlexsiapalmu 3a CbOTBETCTBHE;

- EC cepruduxar;

KomucusaTa npucTbiu KbM IIpoBepKa Ha npejocraserute nanuu B EEJIOIT:

o Ilo oTHOlIEHHME HA M3UCKBAHUATA KbM JIMYHOTO CBCTOSIHHE: YUYaCTHHKLT €
JICKJIapupall JIMIcaTta Ha 3aJaJeHHTe OT BB3JIOJKHTENsl OCHOBaHMs 3a HM3KmouyBaHe B Yact I,
paznenu A, b, B u I" na npencrasenus e-EEJ[OI1.

o  llogM3nbIHUTENN M TPETH JHIA: YUYaCTHHKBT € ACKJIapHpall, 4ye HAMa Ja H3I0J13Ba
KamaruTeTa Ha TPETH JIMIlA U HAMa HAMEpPEHHE Jla Bb3jlara 4acT OT H3IIBIHEHHUETO Ha NophYKaTa Ha
MOM3ITBIHHTEIIH,

o Ilo ornomenne Ha m3uckBaHero Ha rojuoct: B gact IV ,Kputepun 3a nmonbop”,
paszzen A: ['oIHOCT, YHaCTHUKBT € MOCOYHII OTTOBOp ,,JIA”™.

Cuien pasrnexxianero u nposepkara va npeactaBedus EEJIOIN, komucusta penm JIA
JAOIIYCHE YYACTHHUKA 1o pasriexiaase Ha TEXHHYECKHTE MY MPEIIOKEHHS 34
CBOTBETCTBHUE C IIPEIBAPHTETHO OOSBEHHUTE YCIIOBHS,

IL8. Yuacrunksr HOBA I'PYII HHBECTMEHT CPJI e npencTaBui clieHUTE JIOKYMEHTH
o wi. 39, an. 2 or [1T130IT:
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- OnKc Ha 1npecTaBeHUuTe JOKYMEHTH;

- 3asBJIeHME 3a ydacTHe, H3roTBeHO nmo obpaser Nel — B opuruna,

- Enunen espomneiicku JokymenT 3a obmectsenu nopbuku (EEJIOII) — mpencrasen ontiyeH
rocuren ¢ naanmuc eEEJIOIT (CD), chawpaxany npukauenu ¢aitiose. Msrorsenns EEJIOI BuB .pdf
dopmar e noanucaH enekTpoHHO oT Mapuan Ilpenoio B Ka4ecTBOTO CH Ha TMPEACTaBHTEN H
€IHOJIMYEH CHIPYKHUK Ha JAPYKECTBOTO.

- Aktyanno ceetosiniue Ha HOBA I'PYIT MHBECTMEHT CPJI;

- Paspemenue 3a THproBus Ha eapo Ha wmeauuuHcekn wu3genmus Ha HOBA  T'PVII
WUHBECTMEHT CPJI B EBponeiickus c¢bio3 u [Ipunoxenue ot 15.06.2018r. kbM Hero;

- Cepruduxar [ISO9001:2015;

- YocToBepeHHe 3a perucTpaius;

- Jlexnaparus 3a konduaeHmanioct no wi. 102, an.1 ot 30I1;

- Jexnapanus no 4.6, an. 2 ot 3akoHa 3a MEPKUTE Cpelly M3MHPAHETO Ha MapH, U3rOTBEH MO
obpasent Ne 6 — B opuruna;

- Texnndecko mnpennoxkenue - no obpaszen 3a obocobena nosumust Nell — B opurunai,
Ch/ILPIKAIIO:

-EO nexnapaums 3a chOTBeTCTBHE Ha MeauuuHckoTo wu3aenme uiam EC  Ceprudukar,
CBhCTABEHH OT MPOU3BOIUTEIIS;

- Karanosu, 6poinypu, u3Baaku U JPYyTH, U3JaJ€HH OT IIPOU3BOIUTENS, OT KOUTO Ja ¢e BHIAT
XapaKTEepUCTHKHUTE Ha Mpe/ijlaraHuTe MeIUIIMHCKY U3eNus;

- ISO Ceprudukar 13485:2012 na npousBouTeIs HA MEJMIMHCKH H3/IEIINS;

Komucusita mpucThIIM KbM pasriieikaane u mpoBepka Ha npeaocrasenute qanuu B EEJIOIL:

o Ilo orHOlIeHMEe HA W3MCKBAHMATA KbM JIMYHOTO CBCTOSHHE: YYaCTHHKLT €
JCKJIapHpal JIMIcaTa Ha 3aJaJeHHTe OT Bb3JIOKUTENs OCHOBaHMS 3a u3kimousBaHe B Yacrt III,
pazaenu A, b, B u ' Ha npencrarenus e-EE/{OI1.

o Toau3mbJIHUTEIM M TPETH JIMIIA: YYACTHUKBT € JIeKJIapupall, uye HsMa Ja M3I0JI3Ba
KananyMTeTa Ha TPeTH JIMLA U HAMa HaAMEPEeHHE Ja Bb3Jlara 4acT OT H3I'bJIHEHHETO Ha MophyKara Ha
O/IM3ITBIIHUTEH. )

o Ilo orHomeHue Ha wW3MckBaHeTo Ha roaHoct: B wact IV Kpurepun 3a mopbop”,
paznen A: ['0JHOCT, y4aCTHHKBT € OCOUM OTroBop ,,J1A™.

Cnen pasraexaadero u nposepkata Ha npencraseHus EEJIOIL, xomucusrta pemn A
JOIIYCHE YYACTHHKA 10 pasriexjaie Ha TEXHHUYECKOTO MY TPEUIOKEeHHE 3a
~ CHOTBETCTBHE C NPEBAPUTEIIHO OOSIBEHHTE YCIIOBHSL.

I11.9. YuactauxsT " XUMTEKC”OO/1 ¢ npejictaBui cIeJHUTE JOKYMEHTH 1o 4. 39, an. 2 or

[I130IT:

- Onuc Ha NpeACTaBeHUTE IOKYMEHTH;

- 3agBiIeHHE 32 y4acTHE, H3rOTBEHO no oOpaselnl Nel — B opurunai;

- Enunen espomneiicku gokyMeHT 3a obuiectBenu nopbuku (EEJIOII) — npeacrasen ontuyeH
nocuren ¢ naanue eEEJIOIT (CD), coabpixkann npukadenu ¢aiinose. Msrorsenus EEJIOI BeB .pdf
(dopmar e nojucan enekTporHo ot Jlanuena Metoauesa BenmHoBa B Ka4eCTBOTO ¢ Ha YIIPABUTE]
M CBAPYKHUK Ha JIPYKECTBOTO.

- Jleknapanms 1o wi.6, aj. 2 oT 3aKkoHa 3a MEPKUTE Cpelly M3MHPaHeTo Ha MapH, U3rOTBEH 110
obpazerr Ne6 — B opuruHa;

- Texuuyecko npeiokenue - 1o oOpaszen 3a obocobena mozuuus Ne7 — B OpUIrHHAI,
ChABPIKAIILO:

- Ceprudukat 3a ynpapineHne Ha kaudectBoro [SO9001:2015 u ISO 13485:2003 na
[POU3BOAMTENTE;

- Karanoxxuu u3Bajaku;

- Cepru(ukary 3a IPUroJHOCT U CHOTBETCTBHUE;
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LAKILI-/Toopuy” EOO/L

-,[IeKnapauuﬂ 3a MOTBbPKAABAHE BB3MOKHOCTTA 3@ OCHIYPSABAHC Ha IAJIOTO KOJIHYCCTBO
J'Ia60paT0pHH PE€aAKTHBH, KOHCYMATHBH W MEJIMITHHCKH H3]ICITHA,

KomucHsATa IPUCTBIH KBM pasriek/ane i mpoBepka Ha npejocraenure nannu B EEJIOIT:

o Ilo orHOleHHWe HA HW3UCKBAHHATA KbM JIMUYHOTO CBCTOSHHE: YYaCTHHKLT €
JIeKJIapUpal JIMIcara Ha 3aJaJIcHHTe OT BB3JIOXKHTENs OCHOBaHUs 3a M3Kkmousade B Yact III,
paznenu A, b, B u I" Ha npezacrasenus e-EEJ[OIL.

o  Tlogu3nbJHUTENN M TPETH JIMIA: YUYaCTHUKBT € JACKIapupas, 4e HsAMa Ja U3IM0JI3Ba
KanalMTeTa Ha TPETH JIMIla U HAMa HaMEpEeHHe Jla Bb3J1ara 4acT OT U3IIbJIHEHHETO Ha NophyKara Ha
MOAU3ITBIHUTEH.

o Ilo orHomeHnwe Ha M3UCKBaHeTO Ha roaHocT: B wact IV ,Kputepunm 3a moabop”,
paszaen A: 'oaHOCT, Y4aCTHHKBT € TIOCOYHJI OTroBOp ., J1A™.

Cnen pasriexaaneTo u mnpoBepkata Ha mnpexacraBenus EEJIOIL, xomucusTa pemm JIA
JOIIYCHE YYACTHHMKA 0 pasriexkiaHe Ha TEXHHYECKOTO MYy MpeUIoKeHHe 3a
CBHOTBETCTBHE C NIPE/IBAPHTEIHO OOSBEHUTE YCTIOBHS.

I1.10. Yuactuuksr ,,bI" MEJI”EOQO]I e npeicraBun clieHUTE JOKYMEHTH 1Mo 4wi. 39, an. 2 ot

II130IT:

- CnUChbK HA JIOKYMEHTHTE;,

- 3asiBJIeHHE 3a Y4acTHe, M3roTBeHO 1o obpaserr Nel — B opuruHai;

- Enunen esponeiicku nokyment 3a obuecrsenu nopbuku (EEJIOIT) — npeacrasen onrtuyen
Hocuten ¢ Haanuce eEEJIOIT (CD), cbabpikain npukadenu ¢paitnose. M3rorsenns EEJIOIT BbB .pdf
dopmar e mojnucan eneKTpoHHO 0T AHTOH bOosHOB AHIOHOB KauecTBOTO C Ha YIpPaBHUTENl H
eIHOJIMYeH COOCTBEHMK Ha apyXecTBoto W Pocuiia Hukonaesa Mopnanosa B kadecTBOTO ¢ Ha
yIIpaBUTEJl JAPYKECTBOTO.

- Jlexnapanus mo wi.6, an. 2 oT 3aKoHa 3a MEPKHTE Cpellly M3IMUPAHETO Ha MapH, H3rOTBEH 110
oOpaszen; Ne6 — B opuruHan;

- Texuuvecko mnpemnoxenue - mo oOpazen 3a obocobena mnosunus Ned — B QpurHHal,
ChIbpIKALIO:

- [I'sHoMoIHO HA ©MeTO HA Mapust HukonoBa — HOTapHaJIHO 3aBEPEHO KOIHE;

- Ceprudukar 1SO 13485:2016 Ha npou3BOAMTENS — 3aBEPEHO KOIIHE,

- Muerpykuuu 3a ynorpeba — 3aBepeHH 0T yUaCTHHKA KOIIHS,

y - CE-Jleknapanusi 3a CBOTBETCTBHE, MW3JaJ€HA OT [POM3BOAUTENS Ha opepHpaHuTe
' MEJIMIIMHCKH H3JeJHs — 3aBEPEHO OT yJacTHUKA KOIIHE;

- Jleknapaius 3a KOHQUACHIHATHOCT 1o obpaszer; No5S — B OpuruHair,

- Texuuvecko npeioxkenue - 1o obOpasen 3a obocobena mnoszuuuss NeS — B OpHIrHMHAal,
Ch/IbpaKAalIO:

- [TenHOMOIIHO Ha uMeTo HAa Mapus Hukon0Ba — HOTapHAITHO 3aBEPEHO KOIIHE;

- Cepruduxar ISO 13485:2016 na npou3sBoAMTEINIs — 3aBEPEHO KOIIHKE,;

- Macrpykuuu 3a ynorpeba — 3aBepeHH OT y4aCTHHKA KOIIHS;

- CE-Jlexnapanuss 3a CBOTBETCTBHE, H3JajJeHa OT IMPOM3BOAMTENss Ha odepupanure
MEIUIIMHCKH H3/IeTUS — 3aBEPEHO OT y4acTHHUKA KOIIHE;

- Jexnmapanus 3a kouuaeHuuansocT 1o oopaszen NS — B opurusait;

KomucusiTa IpUCTBIIM KbM pasriiekaaHe u poBepka Ha rpejocrasenure januu 8 EEJIOIT:

o Ilo oTHOleHHe HA H3HUCKBAHHATA KbM JIMYHOTO CBLCTOSHHE: YYaCTHHKBLT €
JIEKJIapdpan Jircata Ha 3aJaJICHUTE OT Bb3JIOXKHUTENs OCHOBaHMs 3a u3kmouaHe B Yact I,
pasnemu A, b, B u " na npencrasenus e-EEJIOI1.

o lloaM3nbiaHUTENIM W TPETH JHIA: YUYAaCTHHKBLT € JCKIapHpall, 4e HAMa Ja H3I0J3Ba
KararuTeTa Ha TPETH JIMIa U HAMa HaMEPEHHeE Jla Bb3Jlara 4acT OT U3IIBJIHEHUETO Ha NOpPhUYKaTa Ha
NOU3ITBJIHUTEIIH. '
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LJAKIL I-To6pua” EOO/I

o Ilo oTHomenue Ha u3MckBaHeTo Ha rojuoct: B wact IV ,Kpurepuu 3a noabop”,
paszaen A: ['ofHOCT, YIaCTHUKBT € HOCOYMII 0TroBop ,.JIA™.

Cnen pasriexiaanero u nposepkara Ha mpezncraBenus EEJIOIN, komucusra pemmn JTA
JOIIYCHE VYYACTHHMKA no pasriexaade Ha TEXHHYECKHTE My [PE/UIOKEHUS 3a
CHOTBETCTBUE C MPEIBAPUTEITHO O0SBEHUTE YCIIOBUSI.

IL.11. Yuactaukst "PHJTAKOM"EOO/] ¢ mpeacTaBui ciieJHUTE J0KYMEHTH 110 1. 39, a. 2

ot [IT130I1:

- Omuc;

- asgBiieHHeE 3a yyacTie, M3roTBeHo 1o odpasei Nel — B opurunai;

- Enunen esponeiicku 10okymeHT 3a obuiecrsedu nopbuku (EEJIOIT) — mpeacraBen ontuueH
nocuren ¢ Haanue eEEJIOIT (CD), ewabpixamt npukauenu ¢aiinose. M3roreenust EEJIOIT BeB .pdf
dopmar e moamnucan enextpoHuno ot Jlewo IlerpoB JleueB B KayecTBOTO € HA YNpPaBUTEN H
€/IHOJINYEH COOCTBEHHK Ha JIPYKECTBOTO.

- Jlexnmapamus no 4i.4, an.7 1 no wi.6, an.5, 1.3 or 3aKoHa 3a MEPKHTE Cpellly H3IHUPAHETO Ha
napu, u3rorseH 1no obpasery Neb6 — B OpuruHa;

- Jlexuapanus 1o wi.6, ai. 2 ot 3akoHa 3a MEpKUTe Cpelly H3IHPAaHEeTO Ha IapH, H3TOTBEH 110
obpazent Neb6 — B opuruHait;

- lexnapanus 3a koHpueHuuainoct no wi.102, an.l or 30I1;

- Ceprudukaru 3a ynpapinenue Ha kadectroto 1SO9001:2015 u ISO 13485:2016.

Texuugecko npemnoskenue - mo odpasers 3a obocobena nozunus Nel0 — B opurunan;

- bpouypa;

- Texnuuecko npeioxeHue - mo obpaszerl 3a odocodena nozunus Nell — B opurunant;

- bpouypa;

- Texuuuecko npeaioxenue - mo odpasern 3a obocodena nozunus Nel2 — B opuruHai;

- bpomypa;

- Texnuuecko npeuioxkenue - o odpaser 3a odocodena nosunusa Nel3d — B opuriaHa,

- bpouypa; ;

- Texuuuecko npeaioxkenue - o obpaser 3a obocodena nozuuus Neld — B opurunai;

- Mactpykuuu 3a pabora;

- Texnuyecko npeiokenue - no obpasert 3a obocodbena nosuius NelS — B opurnHan;

- bpomypa;

- Texnuuecko npeyiokenue - mo obpaser 3a obocodena nozuuus Nel7 — B opuruHa,

- bpouypa;

- Texuudecko npeuiokenue - o odpasert 3a obocodena nozuius Nel8 — B opurunan;

- Mucrpykiuu 3a ynorpebda:

- Texuuyecko npeuiokenue - mo obpasen 3a odocodena nmozuuus Nel9 — B opuruHa;

- bpomypa;

KoMucusTa IpucThIM KbM pasriiek/iane u IpoBepka Ha npejpocrapenute gannu B EEJIOIL:

o [Ilo oTHOINEHHWE Ha W3UCKBAHHATA KBM JIMYHOTO CbCTOSHHE: YUYacTHUKBT €
JieKJIapupai JTMncata Ha 3aJaJeHuTe OT Bb3JIOMKHTENls OCHOBaHMS 3a u3Kkmousane B Yact IlI,
paznenu A, b, B u I" na npencrasenns e-EEJIOIL

o  Tloau3mbIHUTEIH W TPETH JIMIA: YYACTHUKBT € JIeKJIapupall, 4e HsMa Jia M3I0J13Ba
KaraiMTeTa Ha TPETH JIMIA U HAMa HaMEepPEeHHe /1a Bb3jlara 4acT OT U3IBJIHEHHUETO Ha ophYKaTa Ha
MOH3ITBIHUTENH.

o Ilo orHomenue Ha M3MckBaHeTo Ha roxuoct: B wact IV ,Kpurepun 3a nmoabop”,
pasgen A: ['0JHOCT, yHaCTHUKBT € 0COunII 0TroBop ,.JA”.

Cnen pasrnexnanero u npopepkara Ha npexactaBenust EEJIOIL, xkomucusara pemm JTA
JOINMYCHE YYACTHHKA 0 pasrinexjade Ha TEXHHYECKHMTE MY [PEUIOKEHHs 3a
CHOTBETCTBUE € MIPE/IBAPUTETHO OOSBEHHTE YCIIOBHS.
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»JIKIL I-/lo6puu” EOO/L

IL12. Vyactaukst "EJINAK JIM3UHIMEOO/] e npesicraBui caeHuTe AOKYMEHTH 1O 4l

39, an. 2 ot [1I130I1:

- OnHc Ha npeACTaBeHUTE JIOKYMEHTH;

- asBJIeHUE 3a yyacTHe, H3rOTBeHO 10 obpazeir Nel — B opUrHHa;

- Emunen  esponeficku nokymenT 3a obmectBeHu nopwukd (EEJIOIT) — npeacraBen Ha
ontuyeH Hocuten ¢ Haanuce eEEJIOIT (CD), ecpawspixain npukavyenu daiinose. M3rorsenns EEJOI1
BB .pdf opmar e mommucan enexrponno or Ilnamen AntoHOB Kanaiijkies B kauecTBOTO ¢ HA
YNPAaBUTEN U €IHOJTHYEH COOCTBEHHK Ha JIPYKECTBOTO.

- Texnnuecko npeoxenue - no o6paserr 3a 060cobena nozuims Nel9 — B opuruna;

- Unctpykuun 3a ynorpeba;

- Texuudecko npeaoxenue - 110 obpaser 3a 060cobena nosuims Ne38§ — B opuruHa;

- MacTpykuum 3a ynorpeba;

- Jlexiapanns o 4.6, ain. 2 oT 3akoHa 3a MEPKUTE Cpelly H3MUPAHETO HA TApH, H3rOTBEH 110
obpazer; Ne6 — B opuruna;

- leknapauust 1o w4, an.7 u no wi.6, an.5, 1.3 oT 3aKoHa 3a MEpKUTE CpelLy H3IIUpaHETO Ha
TIapH, U3roTBeH 1o odbpaszer; Ne6 — B opuruna;

- Jleknapauus 3a j0ocTaBKa Ha LSJIOTO KOJHYECTBO MEAHIMHCKH H3/E/IHS B HEOOXOIMMHTE
CPOKOBE U ¢ HEOOXOIMMOTO Ka4eCTBO 3a LIEJIHs CPOK Ha JJOr0OBOpa — B OPHTHHAI,

- [Ib1HOMONIHO — HOTAPHAIHO 3aBEpPEHO KOMHE;

- Y iocroBepenne mo wi.58, an.1, 1.3 or 30I1;

- Paszpemienre 3a Thproeus Ha eapo ¢ MeauMuMHCKH u3nenans per. NeB6/WDA/MD-0113 ot
06.03.2019r.;

- [lpunoxenne kbM Paspemiennme 3a THProBUs Ha €IpO ¢ MEAMIMHCKHM H3JIETHS per.
NeB6/WDA/MD-0113 ot 06.03.2019r.;

- CeuzerenctBo 3a ceauMoct Ha [Tnamen Kanaiimkues;

- YI0CTOBEpEHHE 3a HAJIMYMETO HIIM JIUIICATA HA 3aIbKEHHS, H3/iaieHo ot O6muna Bapua;

- Ceprudukary 3a ynpasinenue Ha kadecTsoro 1SO9001:2015 u ISO 13485:2016; '

KoMmucusTa IpUCTBIM KbM pasriiekiane u IpoBepka Ha npegoctasenure ganau 8 EEJIOIT:

o llo oTHOmIEHME HAa W3UCKBAHUATA KbM JIHYHOTO CHCTOSHWE: YUYAaCTHHKBT €
JCKjapupasl Jidrcara Ha 3aJaJiCHATE OT BB3JIOKHUTENIs OCHOBaHMS 3a um3kmousane B Yacr III,
pasaenn A, b, B u I' na npencrasenuns e-EEJIOIT.

' o TloM30'bIHMTEIN W TPETH JIMNA: YYACTHHKBT € JACKJIapHpasl, 4e HAMAa Ja M3M0J13Ba
KalamuTeTa Ha TPETH JIKIla U HAMA HAMEPEHHUE J1a Bb3Jlara 4acT OT U3IIbJIHEHUETO Ha MOphYKaTa Ha
MOIU3IBIHUTEIIH.

o llo oTHOmeHHe Ha M3UCKBaHETO Ha rojxHoct: B wact IV, Kpurepuu 3a mounbop”,
paszen A: 'ogHoCT, yUaCTHHKBT € HOCOYHII OTroBop ,,JIA™.

Cnen pasraexiaanero u nposepkata Ha npexctaseuss EEJIOIL, xomucusaTta pemn JIA
AONYCHE YYACTHHUKA 0 pasriexjgane Ha TEXHUUYECKHATE MY IIPEUIOKEHHS 3
ChOTBETCTBHUE C IIPEIBAPUTENIHO OOSIBEHHTE YCIIOBHS.

II.13. Yuacthuksr "EJIUT MEJUKAJI"OO/ e IPEACTaBUIl CIIEJIHUTE JOKYMEHTH M0 4Yl.

39, an. 2 ot IIN30IT:

- Onuc Ha Npe/ICTaBeHUTE JOKYMEHTH;

- 3asiBlIEHHUE 32 y4acTHE, H3TOTBEHO 110 oOpasen Nel — B opHruHa;

- Enunen esponeiicku nokyment 3a obwmecrsenn nopwsuku (EEJIOIT) — mnpeacrasen Ha
onTuyieH Hocuren ¢ Haamue eEEJIOIT (CD), ewabprkain npukauen paii.

- leknapauus 1o 4.6, ai. 2 oT 3aKoHa 3a MEPKHTE CPEIIly H3IUPAHETO HA NAPH, H3rOTBEH 10
obpaser Ne6 — B opurunai;

- Jlexnapanus 1o wi.4, an.7 ¥ no wi.6, an.5, 1.3 or 3akona 3a MEPKHTE Cpelly W3MUPAHETO Ha
napH, H3roTBeH 1o obpasen Ne6 — B opurnna;
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AR Lodpua™ EOOL

- Jlekaapaist O THOCHO JTOCTARKHTES HA J1a00pATOPHH PCaKTHBIE W KOHCYMATHBIH a4 11C/THd
HECPHOJL HA L LOTOBOPIUL

- Texunuccko npe/Liokene - 1o odpaseit 3a odocodena nosuis Ned — g opuirnnal Ha
xapruet 1 marauten CD nocH e, Ch/lbpaatio:

- Cepruduxarn 1SO9001:2015 u ISO 13485:2015 na npowssoswmrens COEMAY - sasepenn
KOTIHSE

- Muerpykinm 3a voorpeda Ha OLArapekn ¢3MK/KpaTka XapakTepUCTHKA HA Npe/Uiaranure
MCIMIMHCKH H3LCTHS — 3aBCPCHIT KOTIHS:

- Texuuuecko npe/uiomkenne - o oopasent za odocodena noznnms Ne9 — g opurunal Ha
xapruen u maramren CD nochren chabpuicaino:

- Ceprudurarn ISOVO0T:2015 1 ISO 13485:2015 na npowssosmreis COEMAY - sasepenu
KOS

- Mucrpykiy 3a ynorpeda Ha ObATapekn e3HK/KPaTKa XapakTepHCTHRA HA Hpe/Uiaranure
MCIHIHHCKH W IC S — 30BCPCHIT KOS

ROMHCHSTA HPHCTHLIT KB PASTICH IS HHTPORBCPRA LA P ocTasenitie inn i 11 O1
Makap @ ¢ upeactasen na onmien nocted ¢ e cEEJIOT (CD). cnanparant upnkauen gaiia.
shi pdl popyai. c-EEJLONT ne ¢ nosumean caekiponio o1 Kpacumup Actiapyxos Kupkos B
KAUCCTROTO € HA NIPABHTCT I S/HIOUCH COOCTBCHHK 1A/ (PYIKCCTBOTO
Lo orsomenine  ua mnekBanusra Kby JHYH0TO - Chetosine:  YuacTnuknT ¢
JACKIAAPUPAL JIHIICATA HA 3/ TICHUTC OT BBLIIOAKHTCIS OCcHOBaHMs 3a wikmousane B Yacr 111
pasiean AL b, B ol na upeicragenns ¢-11 /101
Homsirsammre oo rpet Jmna: YUactuuksT ¢ JICKIAPHPLL, b4e HIMa 1 W3I10J138a
KATQIHTETa Ha TPCTH JIHIEL 1 HSIMA HAMCPCHHC [ B3I SWIeT 07 H3ITLIHCHHETO HA HOphUKaTa Ha
HO BB TCITH.
( o ornomenue na w3nekpanero va rooct: Bouact IV (CKpirepin 3a nozidop™.
paziens As T oXHoet. YUacTHHK BT ¢ nocoum otrosop LJIA™
Hpemsne obcerosireactsoro, we rosin EEJLOT ne ¢ noanmean o yupasiieasi, KoMHCHITA
cHnoavmo sie pemenne wa ocin WS4, a9 o HBOI @ ywaswe na yuacropka 1

HPCICTABH B CPOK 10 S pado i i, CHlTano o1 @rara Ha HoaVHaBaHe Ha 1porokoa
vomnean EEJTOT o vupasieast ma ApyvaRectBoro.

} HLKovucusTa B3¢ peHicnine J NpohizR padoTara 1o pasricsane  ua TeXHHUCCKNTE

npesose s et npesteransie na noctmean EREJION o yuacrimia JEJTH [ MIEEJIMKAJITOO].

Hpotokoant ¢ wrorien na 161020190,
HOJMTHCH HA KOMBPCHSTA:
Ipeoceoamen: aoe. 3opnuiia Muxaitiosa

Yaenose:
1. Anopuana Hemsosa — c.cuemocooume:t
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