IMMPOTOKOJI Ne2

32 pasrjiekiaHe HA TeXHHYECKHTE MNPeII0KeHHsI HAa VYacTHHIHTE B OTKPHTA Mpoleaypa 3a
BL3/Jarane Ha o0mecTBeHAa MOPHYKA ¢ npeaMeT: ,,/JlocTaBka Ha amapaTypa H CeHATH3IHPAHO
obopyasane no [Jdorosop AYHK 01/2 or 2009r., 3a Hyxmaure Ha Hay4uHo-u3cienoBarejcku
KoMmiLieke, Meauuuncku YHupepcuter - Codust 1 Meaununcku ynusepeurer - Iliopaus mo
6 obocobenn mosuuuH *

Ha 28.08.2019r. ce mpoBejie 3aKpHTO 3ace/laHHMe Ha KOMHCHATA, Ha3HAueHa CbC 3anoBes
PK 36 - 1369 ot 16.08.2019r.. Ha Pekropa na Memuuuncku YHuuepcuteT - Codusi, 3a oTBapsive,
pasriekaaHe M OllIEHSBaHEe Ha O(epTHTE HAa YYACTHUIMTE B OTKPHTA IpOLE/Aypa 3a Bb3laraHe Ha
oOrilecTBeHa Mopbuka ¢ mpeaMeT . JloctaBka Ha amaparypa M CHElMaIM3UpaHo oOopyaBaHe I10
Jlorosop JIYHK 01/2 ot 2009r., 3a nyxaute Ha Hay4yHo-u3cnenoBaTe/IcKu KOMIUIEKC, MeIuIMHCKH
Vuusepcuret - Copus 1 MeauinHeKn yHUBepcHTeT - [I1oBauB no 6 o0ocobenn No3uLuN OTKPHTA C
Peinenue 3a otkpusane Ha nporeaypa Ne PK 36 — 1125 ot 10.07.2019r. na Pektopa Ha MeIMIIMHCKH
Yuuepcurer - Codust 1 obsiBiienue 3a oduiecTBena nopsuka ¢ u3x.Ne 2829/10.07.2019r., Briucanu B
perucrbpa Ha AOII mox yHukaieH Homep Ha nopbukara Ne 00398-2019-0007 u ObsBienue 3a
nopbuka nyonukyeano B Oduimainns BeCTHUK Ha EBponelckus cbio3 noj Homep 329116- 2019 B
6poii S 134 ot 15/07/2019.

KomucusaTa 3amoyHa cposirta pa60Ta Karo MPHCTBIIH KBM pPa3lICHK/IdHC Ha IMPCJCTABCHUTE
TEXHHYCCKH MPEITOXKECHHA Ha JOINYCHATHTE YYAaCTHHUIU 3a€0HO CbC CTAHOBHIIETO HA CKCIIEPTHTE B
KOMHCHATA, 34 CBOTBETCTBHE C ITPC/IBAPHUTEITHO 0DsSBEHUTE YCIIOBHA, KAKTO CJIC/iBa:

1.0THOCHO TEXHHYECKOTO NIpestoskeHHe Ha yuyacTHHKA "JladTex' EOQQO/] 3a obocobena mozuuus
Ne 4- Anaparypa 3a npedHcTBaHe HA BOJ1A

KomucHsITa yCTaHOBH HAJIMYME HA CJICAHUTE JOKYMEHTH:

1. Texuuuecko npemaoxerue ( mo O6paszer Ne 3)

- 2. Tabnuia 3a TEXHHYECKO CHOTBETCTBHE 110 apTHKYIH (110 Obpasen Ne 3a)

3. Oropusalyy oT MPOU3BOJMTENINTE HA APTUKYIIUTE '

4. Jlexnapanus 3a cbotBeTcTBHE /CE Mapka/ Ha apTUKyuTe

5. M3Bajiku OT pupMeHH OpOIIYPH U KaTaJlO3H, 3aBEPEHH C IIOIIUC M 11eYaT Ha yYacTHUKA Ha BCsKa

CTpaHHIla, 3a JIOKa3BaHe CBOTBETCTBHETO Ha IPEJTOXKEHUTE apTHKYJIM ¢ H3MCKBAaHHATA Ha

Bb3noxurens.

B TeXHHUYECKOTO cH mpeutokeHue 1o odocodeHa no3uius Ne 4, yHaCTHHKBT € IIOCOYMI CPOK
3a M3MbJIHEHUWE HA Topbykara 10 45 KaleHZapHH IHH, KOWTO OTroBaps HAa W3UCKBAaHUA OT
Bb3noxkuTesst Cpok - He noBeye oT 45 KaJleH1apHH JIHH, CJIe]l CKIItouBaHe Ha forosopa. [pemioxken
€ rapaHilMOHEH CpOK OT 24 Mecela, KOHTO OTroBaps Ha W3HCKBAaHETO Ha Bb3noxuTens 3a
rapaHilMOHEH CPOK OT HE MO-MaJIKo OT 24 mecena.

. Komucusta mpoawku cBosita paboTa ¢ pasrieknane Ha TadnMiara 3a TEXHHYECKO
ChOTBETCTBHE MO apTHKYIH 110 06ocobeHa no3uus Ne 4 (obpazenr Ne 3a), npHiioKeHHTe H3BAIKH
o1 (pupMeHu OPOILIYPH U KATAJIO3U 33€JHO ChC CTAHOBHINETO HA EKCIIEPTHTE B KOMHCHSITA.

[Ipe/utoxkennTe OT y4acTHHKA apTUKYJIH OTrOBapAT Ha TEXHHUECKaTa clenu@ukanus Ha
Bhb3/103%KHTENS W CBIITACHO CTAHOBMIIIETO HA EKCIIEPTHTE B KOMUCHSTA.

Komucusita yctanoBH, We TexHHUYecKOTO mnpelioxkenne Ha '"Jladrex" EOO  mo
obocodena mo3uumuss Ne 4 ¥ NPHIOKEHHSITA KBM HEro OTTOBAPST HA H3HCKBAHHATA HA
Boiaoxkurtenas u gonycka yuactauka "'Jladrex" EOO/L 1o orBapsine na ninka ,,Ilperaarann
HEHOBH napaMeTpu* no obocodena nmozuuus Ne 4,



2.0THOCHO TEeXHHYECKOTO mnpeliokeHHe Ha yuacTHHka "Eara 90M" OO/l 3a o6ocobena
no3umus Ne 2- /[10apoB cbl H CHCTEMH 32 KOHTPOJ H MOIPH/KKA HA TeMIepaTypara Ha
¢puzepure 32 1bJI00KO 3aMpa3siBaHe

KomucusTa ycTaHOBH HalaMuHe Ha CJIEJHUTE JOKYMEHTH:

1. Texnnuecko npemnoxenue ( mo O6pazer Ne 3)

2. Tabnuna 3a TEXHHYECKO ChOTBETCTBHE 10 apTHKYIH (o O6pazen Ne 3a)

3. OTopu3anuH OT MPOU3BOJIMTENINTE HA APTHKYITHTE

4 Jlexnapauus 3a ceotBercTBUe /CE Mapka/ Ha apTUKynHTe

5. ITucmo 3a noTepkIeHHE OT Ipor3BoauTes 3a CE mapka

6. M3Bajiku oT pupMeHH OpoIIypH M KaTajlo3H, 3aBEPEHH ¢ MOJIIKC U TTeYaT Ha yYacTHHKA Ha BCSKA

CTPAaHWIA, 3a JOKAa3BaHE CBOTBETCTBHETO HA NPEUIOKEHHTE apTHKYJIH ¢ HW3HCKBAHUATA Ha

- Bu3noxurens.

B texnuueckoTo cu npeutokenue 1no odocodeHa nmosumus Ne 2, yuacTHUKBT € IOCOUHIT CPOK
3a M3MBJIHEHWE Ha IopbykaTa 10 45 KaJeHJapHH J[HHU, KOHTO OTroBaps Ha HM3UCKBaHHUS OT
Bb3103KHTENs CPOK - HE MOBeye 0T 45 KaJleHIapHH JIHH, ClIe]] CKIouBaHe Ha jorosopa. [Ipeanoxen
€ rapaHIMOHEH CPOK KaKTO clie/iBa:

® 33 apTHKYJH 2.2, 2.3 1 2.4 - 24 mecena, KOHTO OTroBapst Ha H3MCKBAHETO HA Bb3noxuTes
3a rapaHilMOHEH CPOK OT He 10-Majlko oT 24 Mecena;

e 3a apruxyJ 2.1. /IioapoB c¢b/1 ¢ Te4eH KanamuTeT MHHHMYM 5 H Makcumym 6.5 L- 60
Mecerna, KOMTO OTroBaps Ha H3UCKBAHETO HAa BB310KNTes 3a rapaHIIMOHEH CPOK OT He I10-
Maliko ot 60 mecena;

Komucusita npoabiku cBosita paboTta ¢ pasriexaaHe Ha Ttabiuiara 3a TeXHHYECKO
CBHOTBETCTBHE T10 apTHKYJIH 10 0bocobena nmozuims Ne 2 (obpazent Ne 3a), npuiioKeHuTe H3BA/IKH

OT (UPMEHH OPOLIYPH H KATAJI03H 3a€/IHO ChC CTAHOBHIIETO Ha €KCIIEPTUTE B KOMHCHSITA.

[lpe/utoKEeHHTE OT YYaCTHHKA ApTHKYJH OTroBapsAT Ha TeXHHUYecKaTa crenudukanus Ha
Bb3nokuTens H cBIVIACHO CTAHOBMILETO HA EKCNEPTUTE B KOMHCHATA.

KoMucusra ycraHoBH, Ye TeXHHYecKoTOo mpeaioxkenne nHa "Eara 90M" OO/ no
obocobeHa mozumusa Ne 2 W NPHIIOKEHHATAa KbM HEro OTroBapsT HAa H3HCKBAHHATA HaA

Bw3noxurens u gomycka ywacriuka "Eara 90M'" OO/l 10 orBapsHe Ha ILIMKA
»Ilperarann neHoBH napamMerpu* no obocodena mozuuus Ne 2,

3.0THOCHO TEXHUYECKOTO Npeiokenue na yuactuuka "PCP" EOOJL 3a odocodeHa mo3uuus
Ne 4- Anapartypa 3a Ipe4YHCTBaHEe HA BOJA
Komucusita ycTaHOBH HallMuHe Ha CJICHUTE JOKYMEHTH:
1. Texnuuecko npeanoxenue ( o Obpasen Ne 3)
2. Tabnuia 3a TEXHMYECKO CHOTBETCTBHE 110 apTUKYIH (110 OOpasen Ne 3a)
3. OTopH3auuH OT NPOU3BOJAUTEINTE HA APTHKYIIHTE
. Nexnapanus 3a cbotBeTcTBHE /CE Mapka/ Ha apTHKY/IHTE
5. M3Baaxu oT pupMeHH OpOIIYPH U KaTallo31, 3aBEPEHH C NOJIITUC U NI€YaT Ha yYaCTHHKA Ha BCAKA
CTpaHulla, 3a J0Ka3BaHe CHOTBETCTBHETO HA IMPEAIOKEHHUTE aApPTHKYJIH C HM3HUCKBAHHSTA Ha
- Buznoxurens.

B TeXHHYECKOTO CH IpeiokeHHe 1o obocobeHa mo3uuus Ne 4, y4aCTHMKBT € IOCOYHII CPOK
3a W3MBJAHECHHE Ha TMOpBYKaTa JI0 45 KajeHJapHH JHH, KOHTO OTroBapsi Ha HM3HCKBAaHHS OT
Bb3noxkuTess Cpok - He moBeye oT 45 KaJeHJapHH JHHU, el CKII0YBaHe Ha 1orosopa. Ipemsioxen
€ rapaHiMoHeH Cpok oT 24 Mecela, KOHTO OTroBaps Ha HM3UCKBaHETO Ha Bwb3noxurtens 3a
rapaHiHOHEH CPOK OT He I10-MaJIKo OT 24 Mecena.

B~

Komucusara mpoawsmku cBosta padoTa ¢ pasriexaade Ha TaliMuara 3a TEXHHYECKO
CHOTBETCTBHE 10 apTHKYJIH 1o 06ocobena nozunus Ne 4 (obpasen Ne 3a), npuIoKEHHTE H3BaIAKH
oT (pripMeHH OpOIITYPH H KaTal03H 3ae/IHO ChC CTAHOBHIIETO HA CKCIICPTHTE B KOMHCHSTA.

[IpeutoskeHHTE OT YYaCTHHKA apTHKYJIM OTroBapsT Ha TEXHHYecKaTa creuu@uKanus Ha
Bb37105kUTENS U CBIVIACHO CTAHOBHIIETO HA €KCIIEPTUTE B KOMHCHATA.

‘ Komucusira yeranosu, 4e texunueckoto npeaiokenne Ha '""PCP" EOOJ/I no obocodena
nosuuusa Ne 4 M NPHJIOKEHUAATA KbM HEro OTroBapsiT HA M3HCKBAHUATA Ha BobiJloxkuTens
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aonycka yuactHuka ""PCP" EOOJl o orBapsine na mimka ,lIpemnarann unemoBu
napaMmerpu* no odocodena nozuus Ne 4.

4.0THOCHO TEeXHHYECKOTO mpeliokenne Ha y4dacruuka "Awruces Bwiarapus' OQOJl 3a
o0ocoOena nmo3unus Ne 1- BeprukaJsen gppusep H KOMOMHHPAH XJIaWIHHK-QpH3ep H 0bocobeHa
no3unusa Ne 6-Jladboparopun anaparu 3a PCR

3a yuyacTauka "AntHcen buarapus' OO/l 3a o6ocobena no3zuuns Nel - Beprukasien
(¢ppusep H KOMOHHHPAH XJaAHJIHHK-(ppH3ep
Komucusita yCTAHOBH HAJIWYHE HA CJIE/HUTE JIOKYMEHTH:
1. Texuuuecko npeioxkenue ( mo Odpazer; Ne 3)
2. Tabauna 3a TEXHUYECKO CHOTBETCTBHE 1O apTUKYIIH (110 OOpaser; Ne 3a)
3. Jleknapanus 3a cpoK Ha BATUAHOCT Ha O(epTHTE
4. lexnapauus 3a CE mapka Ha apTHKYJIMTE
5. U3Baziku oT hupMeHH OpOIypH M KaTajlo3u, 3aBepeHH ¢ TOJIMUC | [eyaT Ha y4acTHHKA Ha BCsiKa
CTPaHHWIlA, 33 JIOKa3BaHe CHOTBETCTBHETO HA MPEJUIOKEHHUTE apTHKYJIH ¢ HM3HCKBAHHATA Ha
Bu3noxuresns.

B TeXHHYECKOTO CH NpeiokeHue mo obocodena nozumus Ne 1, yJaCTHHKBT € MOCOYHIT CPOK
32 M3MbJHEHHE Ha Nopbykara J10 45 KaJeHJApHH JIHH, KOHTO OTroBaps Ha M3HUCKBAaHHSA OT
BB3710KHTESI CPOK - HE MOBEYE OT 45 KaJIeH1apHH JIHH, CJIe]l CKJII0YBaHe Ha jloroeopa. [Ipeanoxen
€ rapaHilHOHEeH CpoK OT 24 Mecela, KOHTO OTroBaps Ha H3MCKBaHETO Ha Bw3noxurens 3a

. TApaHIIMOHEH CPOK OT HE Mo-MaJlko oT 24 Mecena.

Komucusta mpoab/Dku cBosTta pabota ¢ pasriexiaHe Ha Ttabidiarta 3a TeXHHYECKO
CBLOTBETCTBHE MO apTHKYJIH 1o odocobena nosunmst Ne 1 (obpasent Ne 3a), npuiioskeHuTE H3BAIKHU
oT pupMeHHU OpOLIYypH U KaTaI031 3a€HO ChC CTAHOBHIIETO HA EKCIIEPTUTE B KOMHCHSITA.

[IpennokeHHTe OT ydyaCTHMKAa apTHKYJIH OTrOBapAT Ha TeXHHYecKarta crernUKaius Ha
Bb3noxuTenss W chri1acHO CTAHOBHUIIETO HA EKCIEPTHTE B KOMUCHSTA.

| KoMucHsITa YCTAHOBH, e TEXHHYECKOTO npeiokenne Ha ""Auruces bwarapus' 00/]
nmo obocodena mo3uuus Ne 1 M NPHJIOKEHHATA KbM HEr0 OTrOBAPST HA H3HCKBAHUITA HA
Bo3noxkurenass m qonycka ydactHuka ""Autucesa buarapus' OO/l 1o orBapsive Ha MiIMKa
wIlperiarann ueHoBH napameTpu‘ no obocodena nmozuus Ne 1.

_ 3a yuyacTauka ""Antucen boarapusa” OO/l 3a obocobena nosunus Ne6 - Jlaboparopuu
anaparu 3a PCR
KomucHsATa YCTaHOBH HAJIMYHME Ha CIIEHUTE JOKYMEHTH:
1. Texunuecko npeanoxenue ( mo Odpazer Ne 3)
2. Tabnuma 3a TEXHUYECKO ChOTBETCTBHE M0 apTUKYIH (110 O0Opazen Ne 3a)
3. Jleknaparusi 3a CpOK Ha BaJIM/IHOCT Ha odepTHTe
3. OTtopu3anus OT MPOU3BO/IUTEIIS HA APTUKYIIUTE
4. Jlexnapanuu 3a CE mapka Ha apTHKy/IdTE
5. MzBaaku ot GpupMeHd OpoInypH U KaTallo3u, 3aBEPEHH C MOJIIKC U [1eYaT Ha yYacTHUKA Ha BCAKA
CTPaHHMIIA, 33 JIOKa3BaHE CHOTBETCTBUETO HA IPEIOKEHUTE apTHKYJIM C M3UCKBAHUATA HAa
Bb3noxutens.
B TeXHHUECKOTO CH NpeaiokeHHe 110 0bocobeHa mo3uius Ne 6, yHacTHHKBT € MOCOYHII CPOK
.32 U3NBJIHCHHE HA TMOpbUKaTa A0 45 KajeHJapHHU JIHU, KOHTO OTroBapsi Ha H3MCKBaHHUS OT
BB3m0KUTENSI CPOK - HE TToBeYe OT 45 KajleHJapHH JIHH, CJIE]] CKJIIOUBaHe Ha Jlorosopa. lIpeuioxen
€ rapaHllMOHEH CPOK KaKTo clle/Ba:

e 3aapTHKy.JHM 6.1 1 6.3 - 24 mecena, KOMTO OTroBapsl Ha U3UCKBAHETO Ha Bb3noxkuTens 3a
rapaHiMOHeH CPOK OT HE MO-MaJIKo oT 24 Mecerna;

e 3a aprukya 6.2. Banma 3a Xxopo3oHTtaina rei-ejeKTpodozepa B KOMILIEKT ChC
3aXPaHBANIO yCTPoiicTBO- 12 Mecena, KOWTO OTroBapsi Ha M3MCKBAaHETO Ha Bb3noxkurens
3a rapaHI[HOHEH CPOK OT He Mo-Majiko ot 12 Meceuna;

KoMucusita mpoab/Dkd cBosta paboTa ¢ pasriexjaHe Ha Ttabiuiara 3a TEXHHYECKO
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CBOTBETCTBHE MO apTHKY/IH 1o obocobena nozuuus Ne 6 (oOpazen Ne 3a), mpHIoKeHHUTE H3BAIKH
oT (pupMeHH OPOLIYPH M KaTal03H 3ae/(HO ChC CTAHOBHULIETO HA €KCIIEPTHTE B KOMUCHSTA.

IIpe/utokennuTe OT y4YacTHHKA ApPTHKYJIH OTroBapsAT Ha TeXHHYecKaTa crerudukaius Ha
BBb3/10KHTEN M CBITIACHO CTAHOBHIIETO HA EKCIIEPTUTE B KOMUCHATA.

KomucusiTa ycTaHOBH, Ye TeXHHYECKOTO npetokenue Ha "Anrucen boarapus' 00/]
no obocobeHa mo3HuHA Ne 6 M NPHJIOKEHHATA KbM HEro OTroBapsiT HA H3HCKBAHHUSATA HA
Br3sioskuTens u qomycka yyactHuka ""AnrHcea boarapusa' OO/ o orBapsiHe Ha nJiMKa
wllpeaiaranu neHoBH mapamerpu* no obocodena nozumus Ne 6.

5.0THOCHO TEeXHHYECKOTO mnpemiokenne Ha yuactHuka "buocucremu' OO/ 3a obocobena
no3uums Ne 5- JlabopaTopHu menTpodyru U npHHALIEKHOCTH
KomucusTa ycTaHOBH HalW4He HA CICIHUTE JIOKYMEHTH:
1. Texuuuecko npemnoxenue ( mo Odpaszen Ne 3)
2. Tabnuua 3a TEXHHYECKO CHOTBETCTBHE 110 apTUKYIH (110 O6pazen Ne 3a)
3. Oropu3anuu OT MPOU3BOIUTEIUTE HA APTHKYIIUTE
4. lexnapauuu 3a ceotBercTBue /CE mapka/ Ha apTHKy/UTE
6. Cepruduxaru ISO 13485:2016 Ha npOU3BOANTEINTE HA APTHKYJIHTE
5. U3Bazaku oT pupMeHH OpOLIYpH U KaTal031, 3aBEPEHHU C MONUC U [IeYaT Ha YYacTHHKA Ha BCsKa
CTpaHHIla, 3a J0Ka3BaHE CBHOTBETCTBHETO HA IMPEVIOKEHHUTE apTHKYIH C H3HCKBAHMATA Ha
Be3noxuresns.

B TexHHYecKOTO CH mpeutokeHHe 110 odocobeHa no3uuus Ne 5, y4aCTHHKBT € NOCOUHIT CPOK
3a M3IBbJIHEHHE HA MOpbuYKara A0 45 KajeHJapHH JAHH, KOMTO OTroBapsi Ha M3HMCKBAaHHS OT
Bb310KuTENIs CPOK - HE TOoBede OT 45 KaJleHJapHH JIHH, CJIe/l CKIIIoYBaHe Ha gorosopa. [Ipemioxen
€ rapaHilMOHEH CpOK OT 24 Meceua, KOHTO OTroBapsi Ha H3MCKBaHETO Ha Bwbajokurens 3a
rapaHIlMOHEH CPOK OT HE IO-MAJIKO OT 24 Meceua.

Komucusita nponsku cposita paboTta ¢ pasriexaadHe Ha Ttabmuuara 3a TEXHHUYECKO
ChOTBETCTBHE MO apTHKYJIH 1Mo 0obocoOeHa noszuuus Ne 5 (obpazerr Ne 3a), MpHIIOKEHHTE H3BAKH
oT (pupMeHH OPOLITYPH U KAaTaI03U 3a¢/IHO ChC CTAHOBHUIIETO HA €KCIIEPTHTE B KOMUCHSITA.

[IpeaokeHUTEe OT YYaCTHHKA apTHKYJM OTrOBapsaT Ha TeXHMYecKarta crneud@ukaius Ha
BB3/10KHTENsT U CBHIIIACHO CTAHOBHIIETO HA €KCIIEPTUTE B KOMHCHSTA.

Komucusita ycTaHoBH, 4Ye TexHu4ueckoro mnpeaiosxkenue Ha "'bmocucremu” OO/ no
ob6ocobena mosuumMst Ne 5 M NpPUIOKEHHSITA KbM HEro OTroBapsiT HA H3HCKBAHUSATA HA
Bo3noxureass w gonycka ydactHuka "'buocumeremu" OO/l 1o orBapsiHe Ha IUIHKa
wIlpennaranu ueHoBH napamerpu® no odocodena nozunus Ne 5.

6.0THOCHO TeXHHYECKOTO mnpepiokenne na ydactuuka '"Puaaxkom' EOO/ 3a obocobena
no3uumst Ne 5- JlabopaTopHH HeHTPOdYIrH H NPHHA/UIEKHOCTH
KomucHsTa yCTAHOBH HaJIMYUe HA CIICHUTE JOKYMEHTH:
1. Texuuuecko npeanoxenue ( mo Obpazen Ne 3)
2. Tabmuia 3a TeXHHYECKO ChOTBETCTBHE 110 apTUKY/IH (1o Odpasen Ne 3a)
3. OTtopu3alHH OT NPOH3BOAUTENINTE HA APTHKYIIHTE
4. lexnapauuu 3a ceorBeTcTBUE /CE Mapka/ Ha apTHKyIMTE
5. Cepruduxar ISO 13485:2016 Ha npousBoANTENST Ha apTHKyIuTe-1 Op.
6. Ceprudukar ISO 9001:2015 Ha npou3BOIUTENAT HA apTHKYIHTE-1 Op.
7. U3Baaku oT pUpMEeHH OPOLIYPH B KaTal03H1, 3aBEPEHH C MOAINMKC U [1eYaT Ha yYacTHHKA Ha BCsKa
CTPaHMLA, 3a JIOKa3BaHe CBOTBETCTBHETO HA MPEATIOKEHHTE apTHKYIH C H3MCKBAaHUSATa Ha
Bo3anoxurens.
8. exyiapauus 3a CleIrapaHilMOHHO JIOTOBOPHO BB3Me3ZHO obcmyxkBaHe W Jlekiapauusi 3a
rapaHIlHOHHA NOJUIPBIKKA.

B TeXHHYECKOTO CH IpeulokKeHHe 1o odocobeHa no3uuus Ne 5, y9aCTHHKBT € MOCOYMII CPOK
3a M3MBJIHEHHE Ha IOphYKaTa 10 45 KaleHJapHH [HH, KOHTO OTroBaps Ha H3WUCKBAHUS OT
BB3105KHTEIs CPOK - He TTOBede OT 45 KalleH1apHu JHH, cJIe]l CKJIIoYBaHe Ha jgorosopa. [Ipeuioxken
€ rapaHlIMOHEH CpoK OT 24 Mecena, KOHTO OTropaps Ha H3MCKBaHETO Ha Bwb3noxutens 3a
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rapaHifioHCH CPOK OT HE ITO-MaJIKO OT 24 mecerna.

[TpeuiokeHHETO Ha y4yacTHHMKA 3a apTUKYT 5.1 He oTroBaps Ha HW3UCKBaHHMATA Ha
Bb3noxkurend. Ot npuinoxenute jJokyMeHTH Ha "Pumakom” EOOJ] ce ycraHoBu, ue jMIcsa
- ceprudukar ISO 13485 Ha mpon3BoAUTEIAT HA apTUKYT J.1.

KoMucusita ycTaHOBH, e TeXHHUYECKOTO npemioxkeHue Ha ''Pupaxom" EOOJ mo
obocobena nmosunus Ne 5 U NPHIJIOKEHUATA KbM HEro He OTIOBAPHT HA H3UCKBAHMSATA HA
Bb3i1o:kuTeNId H peln /1a He jonycHe ydacTHaKa ""Puaakom' EOO/L 1o orBapsiHe Ha nuMKa
wllpeanaranu nesoBu napamerpu* 1o odbocodena nmo3unus Ne S u npeiara na Be3noxurens

- Ha ocHoBanue wi.107, 1.2, 6. ,,a* o1 3011 1a orcTpann yuyacruuka "Pugakom" EOO/ ot no-
HATATHIIHO YYacTHe B IIpoueaypaTa no odbocodena nozuuus Ne 5.

7.0THOCHO TeXHHYeCKOTO Tipeato:keHne Ha yuyactHuka "EC JIZKH ITH BUO JTAMHAMHUKC"
00/1 3a obocodena mo3umust Ne 3- Anaparypa 3a nzoaupane Ha renomua /IHK, PHK, 6earbun
u nupkyaupama JHK
KoMucusTa ycTaHOBH HAIHYHE HA CJICHUTE JOKYMEHTH:
1. Texuuuecko npemroxenue ( mo Odpazern Ne 3)
2. Tabnuia 3a TeXHIMYECKO ChOTBETCTBHE 110 apTUKYIH (o Obpasen Ne 3a)
3. Oropu3saius ot opuIHaIHus JUCTPHOYTOp Ha TPOU3BOANTEIS HA APTHKYIUTE
4. Jleknapanuu 3a ceotBercTBre /CE Mapka/ Ha apTUKyIBT 3.1
S. M3Bajiku oT pupMeHH OpolypH U KaTajlo3u, 3aBEPeHH ¢ MOJIINUC U [IeYaT Ha yYaCTHUKA Ha BCSIKA
" CTpaHMIA, 3a JIOKa3BaHe ChOTBETCTBHETO HA MPEITOKEHUTE apTUKYJIM C W3UCKBAHHATA HA
Bu3noxurens.
B TexHHUYecKOTO cH npe/ylokeHue 1o odocodeHa mo3umust No 3, V4acTHHKBT € MMOCOYHIT CPOK
32 M3MbJIHEHHE Ha TNopbyYKara 10 45 KajleHJapHH THH, KOWTO OTroBaps Ha M3UCKBaHUS OT
BB3mouTe s CpoK - He MoBeye OT 45 KaJleH/1apHH JTHH, clie/l CKIIF0YBaHe Ha jlorosopa. [peaioxen
€ rapaHiMOHEeH cpok OT 24 Mecela, KOMTO oTroBaps Ha HM3MCKBaHETO Ha Bw3nokurtens 3a
' rapaHIlMOHEH CPOK OT He M0-MaJIKo OT 24 Mecena.

Komucusita mpoawmku cBosita pabora ¢ pasriexnade Ha TaOiauiiata 3a TEXHHYECKO
ChOTBETCTBHE 0 apTHKYJIH 1m0 06ocoOeHa no3uius Ne 3 (obpazent Ne 3a), npu/IoKeHUTe U3BAJIKH
oT (pupMeHH OpOLIYPH M KaTaJl03H 3ae/IHO ChC CTAHOBHIIETO Ha EKCIEPTHTE B KOMUCHSTA.

[Ipe/uto’keHUTE OT YYacTHHKA APTHUKYJIM OTrOBapAT HAa TEeXHUYeckara cneuu@ukalus Ha

- Bb3jioxkuTens U ChIIacHO CTAHOBHIIETO HA EKCIIEPTUTE B KOMUCHATA.

Komucusita ycTraHoBH, 4e TexHH4eckoro mnperio:xkenune Ha "EC UKW IIM BHO
JAHHAMMUKC" OO/1 no odocobena mo3unus Ne 3 ¥ NpHI0KEHHSITA KbM HEro 0TroBapsiT
HA M3NCKBaHusATA Ha Bo3aoxurens u jgonmycka yuactouka "EC JIZKU TIH BHUO
JAMHAMHKC" 0O/l 1o orBapsHe Ha mauka ,llpeanaranm unewoBm napamerpu* mo
obocobena mozuusa Ne 3.

8.0THOCHO TeXHHYECKOTO NpeaioKeHHe Ha yuacTHuka ""Jlabumerce' A/l 3a o6ocobena mo3unust
Ne 1- Beprukanen ¢pusep u KoMOHHHPaH XJAaJHJIHHK-Qpuzep H obocobena nmo3umusa Ne 5-
JlabopaTopHu HeHTPOPYIrH H NPHHALIEKHOCTH

3a yyacrHuka "Jlabumerc'" A/l 3a obocobena mozunms Nel - Beprukasen ¢puzep u

" KOMOMHHPAaH XJIaJHJIHHK-ppH3ep :

KoMucusita ycTaHOBH HATH4HE HA CJIE/IHUTE JOKYMEHTH:

1. Texuuuecko npemioxenue ( o Oopazen Ne 3)

2. Tabnmua 3a TeXHHYECKO ChOTBETCTBHE 110 apTHKYIH (1o OOpaserr No 3a)

3. Jlexnapauus 3a CE mapka Ha apTHKYJIHTE

4. M3Baaku oT pupMeHH OpOIIYypH M KaTalo3H, 3aBePEHH C IOIITHC U 1eYaT Ha YYaCTHHKA Ha BCSIKa
CTpaHMlla, 3a JIOKa3BaHE CBOTBETCTBHETO Ha NPEUIOKEHHTE APTHKYJIH C HM3UCKBaHHWSTA Ha

Bbanoxutens.

5. Cepruduxar ISO 9001:2015 na yyactHuka
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B TexnuueckoTo cH npeiokenue no odocodena mo3unusg Ne 1, y4acTHUKBT € 110COYHII CPOK
3a M3NBJIHEHHE Ha Nopbykata 10 45 KalleHTapHH [OHH, KOMTO OTroBaps Ha HM3UCKBAHHS OT
Bb3sioxuTesns cpok - He noBeue oT 45 KaJleH/IapHH JIHH, clle]l CKIII0YBaHe Ha norosopa. [Ipeiioxken
€ rapaHilMoHeH cpok oT 24 meceua, KOHTO OTroBaps Ha HM3UCKBaHeTO Ha Bw3noxurens 3a
rapaHilHOHEH CPOK OT HE IO-MAJIKO 0T 24 Mecelia.

Komucusita npoabimkn cBosta padoTa ¢ pasriekiaHe Ha TaOiauiara 3a TEXHHUYECKO
ChOTBETCTBHUE 110 aPTUKYIIH 110 00ocobena nosuius Ne 1 (oOpasen Ne 3a). npuiokKeHHTE U3BAJIKH
OT (pupMeHH OpOLIYPH M KaTAJI03H 3a¢/IHO ChC CTAHOBHILETO HA €KCHEPTHTE B KOMHCHSTA.

[Tpe/utoxkeHuTe OT yYacTHHKA apTHKYJIM OTrOBAapsAT HA TeXHHYEcKarta crelnudQukaius Ha
Bb3/10KHTENS M CBIVIACHO CTAHOBHIIETO HA €KCIIEPTHTE B KOMHUCHSTA.

KomucusiTa yeTaHOBH, 4Ye TeXHHYeCKOTO npeljaoxendne Ha ''Jlabumexc" AJl no
obocodena nmozuumus Ne 1 W NPHIOKEHHATA KbM HEro OTrOBapAT HA HW3HCKBAHMATA Ha
Br3irokurens u qonycka yuyacruuka ""Jlabumerce'" A/l 1o orBapsine Ha niuka ,,Ilpeanarann
LeHOBH napamMetTpu* no odocodena no3uumus Ne 1.

3a yuacrauka "Jlabumexc'" AJl 3a obocobena mosuumst Ne 5- JlaGopatopHn meHTpodyru u
HPHHALIEKHOCTH

- KomucHsiTa yCTAaHOBH HAJIMYME HA CICHUTE JOKYMEHTH:

1. Texuuyecko npemnoxkenue ( mo Oopazen Ne 3)

2. Tabnuna 3a TeXHUYECKO CHOTBETCTBHE MO apTUKYIH (1o OOpazerr Ne 3a)
3. Oropu3alvu OT NPOU3BOJIUTEINTE HA APTUKYTUTE

4. Jlexnapauuu 3a CE mapka Ha apTHKYJIUTE

5. Ceprudukaru ISO 13485:2016 na npon3BoAUTENNTE HA aPTUKYIIATE

6. Ceprudurar [SO 9001:2015 na yyactHHKa

7. U3Bajiku o1 pupmeHu OpolilypH U KaTajo3H, 3aBepeHH ¢ IIOAINKC U IIeYaT Ha yYaCcTHMKA Ha BCsIKa
CTpaHHuIa, 3a JOKa3BaHe CBHOTBETCTBHCTO Ha IMPCINIOKCHHTC apTHUKYJIH C H3HCKBAHHATA Ha
Bo3noxuresns.

8. Jleknmapauusi 3a JIOTOBOPHO BB3ME3HO CIIEArapaHIOHHO OOCTy)KBaHE OT CEpBHU3 Ha

- TepHTOpHsATA Ha B"b.l'll’apl/lﬂ

B TeXHHUYECKOTO CH MpeUIoKeHHe Mo 000co0eHa mo3umusa Ne 5, Y4aCTHHKBT € TIOCOYHIT CPOK
3a M3MBJIHEHME Ha IMopbyukara 10 45 KaJlcHIapHW IHH, KOWTO OTroBapsd Ha HM3HCKBAHHUA OT
BB3710KHTENS CPOK - HE MOBEYE OT 45 KaJIeH/IapHH /IHH, CJIe]] CKJIF0YBaHe Ha Jlorosopa. IIpeoxen
€ rapaHilHOHEH CpoK OT 24 Mmecela, KOHWTO OTroBaps Ha H3MCKBaHETO Ha Bwbanoxurtens 3a
rapaHIHOHEH CPOK OT HE M0-MajKo oT 24 Mecera.

KoMucusita npoab/Dkd cBosta pabota ¢ pasriexiaaHe Ha Ttadiunara 3a TeXHHYECKO
ChOTBETCTBUE 10 apTHKYIH 10 obocobena noszumus Ne 5 (odpazer Ne 3a), mpunokeHuTe H3BAAKH
oT pupMeHH OpOIYpPH M KaTAI03H 3aeHO ChC CTAHOBHIIIETO HA €KCIIEPTUTE B KOMUCHSTA.

[pejtoxkenure OT ydyacTHMKA apTHKYJIM OTIOBapsAT Ha TeXHUYeckara creuudukanus Ha
Bb3s10uTENS M CHIVIACHO CTAHOBHUILETO HA €KCIIEPTHTE B KOMUCHSATA.

Komucusita ycTaHoBH, 4e TeXHHYeCKoTO mnperioxkenne Ha "'Jlabumexc" AJl no

" 0bocobena mo3umus Ne 5 M NpHWIOKEHHATA KbM Hero OTroBapfiT Ha HM3HCKBAHHMSTA HA

Bu3aoxurens u jonycka yuacruuka '"Jlabumexce' A/l 10 orBapsine Ha numnka ,,Ilpexnarann
HEeHOBH napaMerpu* no obocodena nosunus Ne 5,

B pesysitar Ha ropHMTE KOHCTATallMM M B3C€TUTE PELICHHA, KOMHCHATA JOIYCKa J0 OTBapsHE H
pasriexjiane Ha niukose llpejlarany 1eHOBH napaMerp’”’ CIEIAHHUTE YYacTHHULHM 110 000CODEHH
MTO3HMIIMH, KAKTO Clie/iBa:

1.
2.
3.

J1aorex* EOOJI 3a obocobena nmozunust Nod;
. Enra 90M* O0/] 3a obocobena nozuius No2;
.PCP* EOO/] 3a obocobena noszuius Nod;



~AnTrcen bearapus™ OO/ 3a 06ocobenn nozunuu Nel u Nob;
Lbrocucremu™ OO]] 3a 06ocobena nmosumms Ne5;

.Ec Jlxu I1u buo Jlaitnamukc™ OO/] 3a o6ocobena nozumus Ne3;

e By o

Jlabumere™ AJl 3a o6ocobenu nosunuu Nol u No5;

C ToBa KOMHCHATA NPUKIIOYH cBOsiTa paboTa U Ha ocHoBaHue 4i.57, ain.3 ot [II130I1 onpenenn
JlaTa M yac 3a OTBapsHE Ha LEHOBHUTE INPEUIOKEHUS Ha jonycHarture ydactHuuu — 05.09.2019r.
/uetBbpTHK/ 0T 10:00 9yaca B Pektopara Ha Meuimnncku yuuepceurtet — Codust, Ha aapec: rp. Copus,
oyn. ,,Akan. UB. Esctr. ['emoB™ Ne 15, er. 12, 3ana Ne 6, crpanara na Hanumonanen neHtsp mno
obmectBeHo 3zipase W anamusn /HIIO3A/, 3a xoeto mpeampue jeiicTBHS 3a yBEAOMSIBaHE Ha
VYACTHHUIIMTE B [polleaypara, upe3 nyonukyBaHe Ha cboOuleHue B llpoduiia na Kynyeaua KbM
eJIEKTPOHHOTO JI0OCHE HA Npolie/lypara.

HacTosiiusiT mpoToko ce M3roTeu U nojnuca Ha 02.09.2019r.
3a BEpHOCTTA HA TOPEU3JIOKEHOTO, KOMHCHSITA CE 10/IITKCa, KAKTO Clle/1Ba:

3anuueHo Ha OcH. Wwi.36a, an.3 ot 3011

IIPEACEIATEJL: auuena [IeHUEBA ....., o0 /iats ketoreranreernnnanns

3 un 36a, an3 or 300
YJIEHOBE: 1. Atanacka MuTkosa.. 7. o 2 e et

[§S]

. XpuctuHa bewesa..... 200 AT o wiaeiaie e e

SamuueHo Ha ocH. Wwi.36a, an.3 ot 3011
. bopsaHa AOCTONOBA. ...t e,

Samueno W oct. ll\.li.?;éa, a3 ot 3011

. Munena Credanona....... ...
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