IIPOTOKOJ Ne2

3a pasrjexaadHe Ha NOOLJHHTECIHO NPEICTABEHHTE JOKYMEHTH 34 YYACTHE M TeXHMYECKHTE
NpeAnoKeHAn HA YIACTHHNHTE B OTKPHTa Opomeaypa ¢ npeaMer ,JdocraBka HAa amaparypa u
CHENHATH3IHPaHO 060pyABaHE 33 HAY9HO-H3CAeAoBaTeIcKa Aeiinoct no Jorosop AYHK 01/2 ot
2009r., ¢unancapan or PHHU,MOH, 3a myxaaTre Ha Hay9Ho-H3C/IeI0BATEACKN KOMILIEKC,
Meaunanackn Yuupepceurer- Copra 8 Meaanunckd yHuBepeurter- ILiosaus no 13 ofocobenn
no3unHEn"

Ha 04.04.2018r. ot 10.00 9aca ce nposezie 3aKpHTO 3aceAaHHE Ha KOMBCHATA, HAIHAYEHA CBHC
3anosex Ne PK 36 — 57 or 16.01.2018r. na Pextopa Ha MemunuackM YHurepcuter - Codms, 3a
OTBapsAHE, pasriekIane, OlLCHABaHE H KIacHpaHe Ha odepTUTe Ha YJACTHHIUMTE B OTKPHTA Ipoueaypa
3a PB3JaraHe Ha OOMECTBEHA IIOPBYKA ¢ OPEIMET: ,JlocTaBKa Ha anaparypa ¥ cHeNHATH3HPAHO
obopyapaHe 3a HayvuHO-H3cjdegoBaTeacka Aelinoct no Hdorosop JYHK 01/2 or 2009r.,
¢punancapas ot OHHUMOH, 3a syxaare Ha HaydHo-M3CJ€I0BATENICKH KOMILIEKC,
Meanuuackn Yausepcurer- Copun 1 Meanuuacku yauBepenrer- Ilnosaus no 13 o6ocobenn
nozunua’” oTKpHTa ¢ Peinenne 3a orkpusane na npoueaypa Ne PK 36 - 2637 or 04.12.2017 r. Ha
Pextopa Ha Memmuuucke Yaupepcuter - Codua ¥ obsBieHHe 3a mopsuka ¢ H3X. Ne 4573/
04.12.2017 r., snucanu B perucTbpa Ha AOIl moxg yHukaneHn Homep Ha mopbukara Ne 00398-2017-
0012 m ObsBneHHE 3a Moph4Ka Ny6aukysaHo B OdHuuanHua BeCTHHK Ha EBponeiickus cbio3 moa
Homep 489390 - 2017 B 6poii S 236, cTp.94 ot 08/12/2017.

KoMmucuara npoawsmxu cBosta paboTa KaTo INpeAcedareisd IOIYyYH ¢ OpHEMAaTelHO-
1pejasaTeneH MPOTOKON OT CoyXxuTen Ha oTAel ,,OI1” NoNBIHATENHO NpeACcTaBeHUTE JOKYMEHTH,

C ornen KoHcTaTralMATE Ha KOMHCHSITA H B3€THUTE peleHMsA, oTpaseHd B IIporokon Nel ot
26.03.2018r., xkoMHCHATa Ha OCHOBaRHe 4n. 54, an.8 u an. 9 or III30I1 u3ucka ga ce NpeacTaBAT B
CpoK 0 5 paboTHH aHHM OT nonyvasaHero Ha npotokonure HOB EEJIOI] w/nma Apyru AOKYMEHTH,
KOHTO ChOBPXKaT IPOMEHEHA W/HIIH JONBIHUTEIHA HHPOPMAIIHS OT CIIEAHHTE YIACTHHUIH:

1.,,JJanc ®apma™ EOO/] 3a o6ocobena nosunus Nel;

2., Juamen™ OO/J] 3a 060cobena nozumma Ne9,;
3. ,,buomen @rouap” EOO/ 3a o6ocobena nozunus Ne 1;
4., Panaxom™ EOO/ 3a o6ocobena nozmuus Nel;
5.,,Ec Jxu IIn Buo Hdaiinamakc™ OO0/ 3a 06ocobena nozuums Ned;
6. ,,Aatcen buarapus“ OO/ 3a o6ocobenn nosumuu Nel  6;
7. ,,Cmapt Cod1“ EOO]] 3a 060cobena nosunusa Ne 10;
- 8., Anrepna6” O0/1 3a 06ocobena mosanus Ne§;
9, . .buocucremu” OO0/ 3a 06ocobenn mo3unua Ne 1, 7 1 13.

C mucMo m3x.Ne 1297/26.03.2018r. Ilporoxon Ne 1 e m3npareH B CBIDHA JACH, Ype3 KypHEpCKa
dupma ¢ oGpaTHHA PasIMCKH, 10 BCHUKHTE 14 y4acTHHIH.

CBIIacHO OOPATHHTE PA3sIMCKM, BCHUKY YIaCTHHLM €4 IOJTY4HIH NPOTOKOIHTE Ha 27.03.2018r,
CJICIOBATENHO CPOKA 3a NpPEACTABSHE HA NMPOMEHEHA H/HNHU JIONbIHEHa MH(OpMAEd € A0 Kpad Ha

pabotred neH Ha 03.04.2018r.

KOMHCHATA YCTAHOBH, Y€ BCHYKH YYACTHHIA Ca CIIa3MIM OTIPEIENICHMs! CPOK 32 NPCICTABANE Ha
JIOMBIHATETHA AOKYMEHTH W/HIM HHGOpMAaLis, KaKTO CIEBa:

sx.Ne1/28.03.2018 r., nozazeno B 11:00 u. -, Antepna6“ OOJL;
8x.Ne2/28.03.2018 r., nonaaeso B 14:51 u. -, Jlanc dapma* EOOJ;

ax N¢3/29.03.2018 r., moganeno B 13:14 4. — ,,Ec Jlxu [In buo Jaiinamuxc” OOJI;
Bx Ne4/29.03.2018 r., nonageno B 14:12 4. — ,,broMen drouap” EOO/;
Bx.Ne5/29.03.2018 r., nogazeno B 15:00 4. — , Jinamen* 00J;
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. BX.Ne6/30.03.2018 r., momaneso B 11:12 4. — ., buocucremu” OO/ ;
BXx.Ne7/02.04.2018 r., mopaneHo B 14:23 4. — ,,ArTHCcen brarapmra” OO0/
Bx.Ne8/02.04.2018 r., momanesno B 14:33 q. — ,,Cmapt Cod1* EOOJI;

. BX.Ne9/02.04.2018 r., moganero B 14:35 u. — ,,Puaaxom*™ EOO/I.
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KoMmucuara IpHACTBIIH KBM Ppa3rjIiCKIaHe Ha JOIBJIHHTCIIHO IIPEACTABCHHTC NOKYMEHTH OT
YYaCTHHIHTE, 110 pe€Aa Ha NOCTHIIBAHE HA NOITBJIHEHHUATA.

Or H3BBPIOCEATA IIPOBEPKA, KOMHCHATA KOHCTATHpA CICAHOTO:

1.OTHOCHO KOHCTATAHHETE 110 JOI'LIHHUTE/NIHO NPEACTABCHHTE NOKYMEHTH 0T YIaCTHHKA
wAarepaab“ OO/l 3a 06ocobena nosanuna Ne8

KomucusTa npernena JOOBIHMATENHO MPEACTABEHUTE JOKYMEHTH HAZ YJACTHMKA H YCTaHOBH,
Ye ¢ TAX TOH OTCTpaHABA HESCHOTHTE M HEpeNOBHOCTHTE, ycraHoBeHH ¢ IIpotokonm Ne 1 or
26.03.2018r.

VYuacteukeT € npeacrasun HoB EEJIOIT (O6pasen Ne 1), moanucan oT yopaBHTENHTe Ha
»Aurepnab“ OOJl. B Hero ydacTHMKBT € monmsaHuI 4acT IV, pasaen [' kaTo € mocounn B opras,
KOHTO ro e u3aan, obxear Ha cepra(ukara H Aara Ha u3jasaHe. [IpuTexaBanusar oT ,,Anrepnab™
OO/]] ceprrduxar 3a kagectBo EN ISO 9001:2015 orroeaps Ha H3BCKBaHHATa Ha Br3noxurens.

Komucnata cuyura, 4e ¢ NpeJCTaBEHOTO AONBIHCHHE YYACTHHKBT € OTCTPAHHJI [OCOYECHHUTE B
nporoxos Nel HECHOTBETCTBES H CHOTBETCTBA Ha H3HCKBAHMATA 3a JIMYHO CHCTOSHHE H KPHTEDHHTE
3a noabop, B pe3ynrar Ha KOETo JOMycKa Y9acTHHKa , Aarepaat“ OO no pasrnexpane u
OpOBEPKA HAa TEXHHYECKOTO MY HpeulokeHMe Mo 0BocobeHa mosuima Ne 8 3a choTBEercTBHE ¢
IPEABAPHTEIHO OOABEHHTE YCIIOBHA.

2.0THOCHO KOHCTATAIIHATE N0 AOMBJIHATEIHO NPEACTABEHNTE JOKYMEHTH 0T YIACTHHKA
nJanc ®apma“ EOQO/] 3a 06ocobena mozauua Nel

KoMucuaTa nperiesa JONBIHATENHO NPeJCTABEHHTE JOKYMEHTH Ha Y4aCTHMKA H YCTaHOBH,
4e ¢ TAX TOM OTCTpaHABAa HEACHOTHTE W HEpeNOBHOCTHTe, ycTaHoBeHH ¢ IIporokon Ne 1 ot
26.03.2018r.

VuactHRKBT € npeactasan HoB EEJIOIT (O6pazen Ne 1), noanucan oT ynpapurens Ha ,,JfaHc
Q®apma“ EOOMl. B Hero ydactHukbsT € mombiHHn wacT Il ,,OcHoBaHuS 3a H3KmMIOYBaHE™,
pazaen [, JlpyrH oOcHOBaHHS 3a H3KIIOUBAaHE, KOMTO MOXKe Jja ObJar npensuaeHH B
HAlMOHATHOTO 3aKOHOAATENCTBO HA BB3NAralid OpraH MM BE3JIOXKHTENS Ha ABpPXapa WiCHKA'
KaT0 ¢ AeKjJapupall H 9e He ca HalAle OCHOBAHHA 33 OTCTPAHSBAaHE, OTHOCHO NPECTHILIEHHATA [10
w1.219-252 or HK.

KomucnaTra cunra, 9 ¢ NpeACTAaBEHOTO AONBIHEHHE YYaCTHHKLT € OTCTPAHHJI IOCOYEHHMTE B
npotoko Nel HeCHOTBETCTBHA M CHOTBETCTBA HA H3HCKBAHMATA 32 JIMYHO CHCTONHHE H KPHTEDHHTE
3a noabop, B pe3yjiraT Ha KOETO AONYCKa y4acTHHKA ,/lanc ®apma“ EOOJ no pasrnexnaHe u
IpoBepKa Ha TEXHHYECKOTO MY IIpe/UIoKeHHe No obocobeHa moszunma Ne 1 3a CHOTBETCTBHE C
npesBapuTeno 00IBeHHTE YCIOBHS.

3.0THOCHO KOHCTATANHHATE N0 JOMBJIHATETHO NPEACTABEHHTE JOKYMEHTH OT YIACTHHKA
wEc Jxn [In Buo Jalinamukce* Q0] 3a o6ocodena nozuunna Ned

KoMHcHATA nperiesa A0UBIHHTENHO NPEACTABCHHTE AOKYMEHTH HA YYaCTHMKA B YCTAHOBH,
Yye ¢ TAX TOH OTCTpaHsfBa HEACHOTHTE H HEpPEJAOBHOCTHTE, ycTaHoBeHH c IIpotokon Ne 1 ot
26.03.2018r.

YyactHuksT ¢ npeicrarun HoB EEJIOIN (O6pazen Ne 1), moanmcad OT ympaBHTERS Ha

»Ec Jbku ITu Buo Hatinamuxc™ OOJl. B nero y4acTHMKBT € nombsanun 4dact Il ,,OcHoBanus 3a
H3Kmo4BaHe", paznen I, JIpyru ocHOBaHMS 3a M3KIIOMBAHE, KOHTO MOXe jAa OpaaT npeaBuaecHH
B HALIHOHATHOTO 3aKOHOJATEIICTBO HA BB3JAralllda OpraH HJHM BB3JIOKHTENS Ha JIbpXKaBa WiIeHKa™
KaTo Ha BBIpoca: ,JlpamaraT jm ce cnenu(W4HN HAIlHOHATHH OCHOBAaHHSA 3a H3KJIOYBaHE, KOHTO
ca [I0COYEHH B CBHOTBETHOTO OOJABICHHE WIM B JOKYMEHTalusATa 3a ofmecTBeHara nopb4ka?,



yyacTHHKa € mnocounn otropop ,,HE® uw € jeknapupan nmncara Ha BCHYKHM H3MCKaHH OT
BEIIOKHTEIA 0OCTOATENCTEA.

KomucuaTa cuHTa, 4€ C NpPEACTABCHOTO JONBbAHEHHE YYACTHMKBT € OTCTPAHMJ NOCOYEHHTE B
npotokos Nel HECHOTBETCTBHS W CHOTBETCTBA HA M3HCKBAHHMATA 33 JIHYHO ChCTOAHHE H KDHTEDHUTE
3a noabop, B pe3ysNTaT Ha KOETO AomycKa yuacTHHKa ,Ec Ixu Iln buo Jdafinamukc® OO0 mo
pasrnexpade ¥ NPOBEpPKa Ha TEXHHIECKOTO My NpeajoxeHHe no obocobena mo3uuus Ne 4 3a
CHOTBETCTBHE C MPEABAPATENHO OOSABEHHTE YCJIOBHS.

4.0THOCHO KOHCTATAHMHATE 0 JOIMBJAHATEIHO NPEeACTABEHATE JOKYMEHTH 0T YIACTHHKA
»bnomen Oodap“ EQOO/] 3a o6ocobena nozauua Ne 1

KomucusaTa mperiena J0NbIHHUTEIHO NPEACTABCHATE AOKYMEHTH HA YYaCTHHKA M YCTAHOBH,
ye ¢ TAX TOH OTCTpaHABA HESCHOTHTE H HEPENOBHOCTHTE, ycTaHoBeHM ¢ IIporokon Ne 1 or
26.03.2018r.

VYuacteukbT € npeactasun HoB EEJIOII (Ob6pasen Ne 1), noanucas ot yupaeurens Ha ,buomen
Orogap” EOOJl. B Hero yuactHuksT € nombiHun dacT Il ,,OcHoBanus 3a H3wmouBaHe",
Pazgen B: ,OcHoBaHMA, CBBp3aHM C HECHCTONTENHOCT, KOHQIMKTH HA HHTEPECH WM
npoeCHOHATHO HapyHleHHe" KaTo € JeKiapupal H juncara Ha obcrosTencTsa: mo 1.“r“ -
,,BCAKAKBAa AHAJIIOTMYHA CHTYyallHd, Bb3HHKBAIIA OT CXOJHA NPOLEAYpa CHIMIACHO HALMOHAIHHTE
3aKOHOBH M IMOA3aKOHOBH aKToBe” H T.%“a%- ,HErOBHUTE &KTHBH CE€ aJMHHHCTPHpAaT oOT
JIAKBAJIATOP WIH OT ChAa™.

B uact Il ,,OcHoBamnsa 3a m3xmousase™, Pasgen I': ,JIpyrd OcHOBaHMA 3a HW3KAIIOYBAHE,
KOMTO MOXe Ja 6GBaaT nmpelBHACHM B HAIHOHAIHOTO 3aKOHOJATEICTBO Ha BB3JArallMsf OpraH
HJIE BB3JIOKHTENS HA JEpKaBa WieHKa™ y9acTHHKBT € JeKlapHpal, Ye HE ca HAMHIE OCHOBaHUA 3a
OTCTpaHABaHE, OTHOCHO OCBHXJAaHMA 32 MpecThIUICHAATa no 4Wwi. 194-208, un.213a-217,
y1.219-252 1 w1.254a-260 ot HK,

KoMucHATa CuMTa, Y€ C IPEACTABEHOTO AONBJIHCHHE YYACTHHKBLT € OTCTPaHH) MOCOYECHHTE B
npotokod Nel HeChOTBETCTBHS W CHOTBETCTBA HA M3MCKBAaHHMATA 34 JIMYHO ChCTOSHHE M KPHUTEPHHTE
3a noAGOop, B PE3YJITAT Ha KOETO ACHYCKA Y9acTHHKA ,Buomen @wogap“ EOO/ no pazriexaase u
IpOBEpKa Ha TEXHHYECKOTO MY HpejriokeHHe mo odocobena nozumms Ne 1 3a cLOTBETCTBHE C
npeBapUTEIHO OOSBEHHUTE YCIOBHA.

5.0THOCHO KOHCTATALUAHATE N0 JONBJIHATEIHO NPEACTABEHHTE JOKYMEHTH 0T YJACTHHKA
HAnamen® OO0/l za o6ocobena nozunua Ne9

KomucusTa nperieja ZONBIHHTENHO NpPeACTABEHHTE JOKYMEHTH Ha Y4aCTHHKA W YCTAHOBH,
ye ¢ TAX TO¥ OTCTpaHABZ HEACHOTHTE M HEPEJOBHOCTHTE, ycTaHOBEHH ¢ [Iporokon Ne 1 ot
26.03.2018r.

VYyactHuksT € npeacrasun HoB EEJJOIT (Ob6pasen Ne 1), moamucan ot ynmpaBuTeNnHTE Ha
wAuamen™ OOA. B Hero yuyacTHuxbT € pomeaaun wgact III ,,OcHoBanms 3a u3kmOYBaHE™,
pazaen I ,JlpyrH ocHOBaHMa 3a H3KIIOYBAHE, KOHTO MoOXe JAa Obaar IpeaBHACHH B
HAIlHOHATTHOTO 3aKOHOAATE/ICTBO Ha Bh3NarauMa OpraH HJIH BB3JIOXKHTEIS Ha AbpKaBa wIeHKa™
karo Ha BwIpoca: ,JIpunarar nu ce cnenMdHYHMTE HAIMOHAIHH OCHOBAHHS 33 HM3IKIIOUBAHE,
KOHTO Ca NOCOYEHH B CBOTBETHOTO OOsABIECHHE WIH B JOKYMEHTAllMATa 3a OOLIecTBeHAaTa
noppuka?”, yJacTHHKA € moco4ua oTroeop ,,HE* u e aexnapupan nuncara Ha BCHYKH M3MCKAHH OT
BB3NIOKHUTEINA OOCTOATEINCTRA.

KoMucHsiTa cYMTa, 9€¢ ¢ NPEACTABEHOTO JONBIHEHHE YJACTHHKBT € OTCTPAaHHMJ IIOCOYEHHTE B
nporokos Nel HECHOTBETCTBHS H CHOTBETCTBA Ha M3WCKBAHUATA 33 JIHYHO CHCTOSHHE M KPHTEPHHTE
3a nombop, B pe3ynTaT Ha KOETO gomycKa ydacTtHuka ,/uamen® OOJI 10 pasriexpane u
NpOBEPKA HA TEXHHYECKOTO MY HpeanoxkeHHe mo obocobeHa nozunms Ne 9 3a CHLOTBETCTBHE ¢
NpeBapATENHO OOSBEHUTE YCIIOBHS.

6.0THOCHO KORCTATALMHATE 110 AONBJIHATEIHO HPEACTABEHHTE JOKYMEHTH 0T Y9aCTHHKA
wsbrocacremu® OO0/ 3a o6ocobenn nozanau NeNe 1, 71 13



KoMHcHATa nperiena A0NBIHMTEIHO IPEACTABCHATE JOKYMEHTH Ha Y4acTHHKAa M YCTaHOBH, Ye
C TIX TOH OTCTpaHABa HEACHOTHTE M HEPEAOBHOCTHTE, yeTaHOBeHH ¢ [IpoTrokon Ne 1 ot 26.03.2018r.

VaactHEKET € npeactasun Horl EEJIOII - 3 6p. (O6pasen Ne 1) 3a 060coGenn nmozunmu NeNe 1,
7 u 13, mogmucanm ot ynpasutens Ha ,.brocHctemn® OO/l B TAX y4YaCTHHKBET € NONBJIHWI B
gact III ,,OcHOBaEmMs 3a u3kmousane“, Pazgen I ,JlpyrH OCHOBaHHA 3a H3KIIOYBAHE, KOHTO
MOXe fa OBIaT NpeaBHAECHH B HAIMOHATHOTO 3aKOHOZATENCTBO Ha BR3NArallds OpradH HJiH
BBINOKHTEA Ha IhpXKaBa wWICHKA” KAaTo € JAeKjapHpal H 4€ HE¢ Ca HajJHLUE OCHOBAaHHA 3a
OTCTpaHsBaHE, OTHOCHO @pecThbIIeHHATa no w41 194-208, un.213a-217, un.219-252 n
u1.254a-260 or HK.

KomucusaTa cumMTa, Y€ ¢ IPEACTABEHOTO JONBJIHCHHE Y4aCTHHKELT € OTCTPAHH] NOCOYCHHTE B
mpoTokod Nel HECHOTBETCTBHS H ChOTBETCTBA HA H3MCKBaHHMATA 33 IMYHO CHCTOSHUE M KPHTECPHHTE
3a noa0op, B PE3yNTaT HA KOETO AONMYCKAa ydJacTHHKa ,Buocucremu™ OO/ pmo pasrnexiane u
IPOBEPKa HA TEXHHYECKHTE MYy HOpemloxeHHs mo obocobend mnoznmmm NeNe 1, 7 m 13 3a
CBHOTBETCTBHE C IIPEIBAPATENIHO OOSABEHATE YCIIOBMA.

7.0THOCHO KOHCTATALIHHTE N0 JONBJIHATE/IHO IPEACTABEHUTE JOKYMEHTH 0T Y4ACTHHKA

»ARTHCea Brarapas® 00/ 3a o6ocobenn nozanen NeNe 1 u 6

KomucuaTa nperieia JOITBIHUTENHO IPEACTABEHHTE ZOKYMEHTH Ha yJaCTHHKA M YCTaHOBH, 4e
C TAX TOH OTCTPaHABA HEACHOTHTE U HEPEIOBHOCTHTE, ycTaHOBEHH ¢ IIpoTokon Ne 1 or 26.03.2018r.

V4acTHHKBT € NpPEJACTaBH] OMHC HA MPEACTABCHMTE B ONAKOBKATa AOKYMEHTH 3a 060cobeHu
no3unnd NeNe 1 1 6 1 HOoB EEJIOIT (O6paszen Ne 1) 3a o6ocobenn nozunuu NeNe 1 u 6, noanucasn
oT ynpasutessi Ha ,AHTHcea bearapas® OOJ. B EEJIOIl yyacTHHKBT € noneaHua B 4act 11
,,OcHOBaHMs 3a H3KnouBaHe”, Paznen I': ,JIpyrd ocHOBaHMS 3a M3K/IOYBaHE, KOHTO MOXE Ja
OBbAaT OpPEABHJCHA B HAHOHAIHOTO 3aKOHOJATENICTBC Ha BB3INAralllHs OpraH HJIH BB3JIOKHTEId
Ha IbpXaRa WieHKa™ KaTo € ACKJIapHpall H Y€ HE ¢a HAIHIE OCHOBAHHUS 34 OTCTPAHABAHE, OTHOCHO
npecreUieHHEdaTa 0o 9i. 194-208, 4yn.213a-217, un.219-252 u 4n.254a-260 ot HK.

KoMucHrATa caMTa, Y€ ¢ NPEACTABEHOTO ACNBJIHCHHE YYAaCTHHMKBLT € OTCTPaHM/ IIOCOYCHHTE B
nporokos Nel HeCHLOTBETCTBHSA B CHOTBETCTBA Ha M3HCKBAHUATA 3a JIHYHO CHCTOSHHE H KDHTEDHHTE
3a 1oJ00p, B pe3yNTaT Ha KOETO JOMyCKa YIacTHHKA ,AHTHcea boarapua“OO0/] no pasrinexnane
H NPOBEPKA HA TEXHHYECKUTE My NpeAnoxeHusd 1o obocobernn nmosummu NeNe 1 n 6 3a chOTBETCTBHE
C TIpeIBApPUTENTHO OOABEHATE YCIOBHA.

8.0THOCHO KOHCTATAHHATE 0 JObJIHHTENHO NPEACTABEHHTE JOKYMEHTH 0T YIACTHHKA
»CmapT Codt* EOO/] 32 060codena nozanun Ne 10
KoMucusTa npernena JOITBIHATEIHO NPEACTABEHHTE JOKYMEHTH Ha YYaCTHHKA H YCTaHOBH, Ye
€ TAX TO# OTCTpaHABA HEACHOTHTE ¥ HEPEAOBHOCTHTE, YcTaHOBEHH ¢ IIpoTokos Ne 1 ot 26.03.2018r.
YyactauksT ¢ npeacrasun HoB EEJIOIT (Ob6pasen Ne 1), noanucan ot ynpasurens Ha,,CMmapt
Cod1“ EOO/] ¢ mocodeHH HMEHATa HA JTMIETO MTOI0KAIO0 NOANKCA H JUTBXKHOCTTA MY,

YuacTHHKBT € JeKjapHpan, 4de OpH H3MBJIHEHHE Ha NophukaTa me ObAe B CHECTOSHME na
Ipuiara chOTBETHa CHCTEMa 3a yNpaBleHHe Ha KauecTBOTO. [Tonmbanun ¢ uacr IV, pasgen I' karo
€ IOCOYHJI CTanjaprta Ha ceprudukara - ISO 9001:2015 n obxpaTta Ha chmusd, OpraH, KOHTO ro €
H37al, JaTa Ha H3gaeaHe M cpok Ha BanujgHocT jJo0 20.11.2019r. Ilpmtexasanust or ,,Cmapt Codr*
EOO/JI ceprrduxar 3a kagectso EN ISO 9001:2015 oTtropaps Ha H3HCKBaHuATa HA Br3noxurens.

KomucnsTa ¢9MTa, M€ ¢ NPEACTaBEeHOTO JONBJIHEHHE YYAaCTHHKBT € OTCTPAHMJI [IOCOYEHHTE B
npoTokos Nel HECHOTBETCTBHA H CHOTBETCTBA HA H3MCKBAHHATA 32 JINYHO CHCTOSHHUE H KPHTEDHHTE
3a noabop, B pe3ylTaT Ha KOETO JoIrycKa yuacruuka ,,Cmapr Cod1* EQOJ/l 10 pasriexnade u
IIPOBEPKAa Ha TEXHHYECKOTO My npemnoxeHHe no obocobena nozmmusa Ne 10 3a CHOTBETCTBHE C
TIPEABAPUTENHO OOABEHHTE YCIOBHA.

9.0THOCRO KOHCTATAIIMHTE N0 JONBbJIHHTEIHO NPEACTABEHATE JOKYMEHTH 0T y9aCTHHAKA
wPraaxom* EQO/] 3a obocofena mozanana Nel

KoMHcHsATa TIpErieaa OMBIHUTEIHO IPEACTABEHATE JOKYMEHTH Ha YYaCTHHKA M YCTAHOBH, Y€

¢ tax To# HE oTcrpansBa HEACHOTHTE H HEPEJOBHOCTHTE, YCTAaHOBEHH ¢ Ilporokonm Ne 1



ot 26.03.2018r.

YYacTHHKBT € NpeACTaBHJ NHcMO — OOOCHOBKA, B KOETO MOCO4YBA, 4¢ KATO JHUCTpHOYTOp Ha
naboparopHo 00OpyABaHE HOCH OTTOBODHOCT 3a BCHYKHM IIPOH3THYANIA OT TOBA CJICACTBHSA.
[Mocousa, 4ye 3a pa3IM4YHHTE BHAOBE amaparypa, TE€3H 3aJbIDKEHHA ca ¢ pa3amdeH obOxmar:
npoBexaaHe Ha oOydeHHe, CEpBM3HZ NOAAPHXKKA, NPOGHIAKTHKA. YYacHHKBT NOCOYBA, 4€ B
KOHKpEeTHHsl CIydaid 3a npeuioxkeHnsa $pusep ¢ Ib160KO 3aMpassBaHe, OTHOLUCHHATA MY €
NPOU3BOJMTENA BKIIOYBAT OOydeHHe 3a paboTa C LsANaTa IPOJYKTOBA raMa Ha IMPOHM3BOJMTEIS,
C Le] OCHIypsBaHE Ha KavyeCTBEHA NMOAIPHXKKA 33 LENHA rapaHinuoHeH cpok. Ilocoueno e u ue
CEpBH3IHHTE MM TEXHHIM ca JoOpe HOATOTBEHHM H NOIPOOHO 3aI03HATH C XAPAKTEPHCTHKHTE Ha
IPOJABaHUTE OT TAX ANApaTH.

C npeacTaBeHOTO NUCMO - 00OCHOBKA YYacTHHKBT He IpeAcTaBd Ha Bu3noxuTens 1oKyMeHTH,
KOHTO CHABPKAT I[IPOMEHEHAa W/HIM [OMBIHMTENHA WHOpManud, noKa3Bama 4ve obxBata Ha
aexnapupanus B EEJJOII ceprudmkar 3a xavecrso ISO 9001:2008 € cxomen ¢ mpeamera Ha
NOPBHYKATa H/HIH C OpEeAMeTa Ha ChOTBEeTHaTa 00ocobena MO3HUIIMs, 32 KOATO Y9acTBa.

Karo ce 3ano3Ha ¢ jexiapupaHuTe OOCTOATENICTBA B HPEACTABEHOTO ITHCMO-000CHOBKA
KOMMCHATA YCTAHOBH, € HNPEAJIOXEHHETO HA YYaCcTHHKAa HE OTroBaps Ha M3MCKBaHHATAa Ha
Bb30)kuTens, Thif KaTO NPUTEXKABAHUAT CEPTHHKAT 3a YIPABICHUE HA KAYECTROTO HE OTrOBaps Ha
MIOCTABEHHUTE OT BB3I0KUTENA M3HCKBAHUSA, 3 HMEHHO:

Jexnapupanusar ot ,,Pumakom“EOO]] B EEJIOII ceprudukar 3a kadectBo ISO 9001:2008
e ¢ obxsear: ,, Jlucrpubynus Ha nabopaTOpHM TECTOBE, OMATHOCTHYHH PEArcHTH H KHTOBE,
na0opaTOpHM KOHCYMAaTHBH M 000pyJBaHe, HHBHTPO AHArHOCTHYHH H3IeiHA H OHOTEXHONOrHYHH
NPOAYKTH® H HE OTroBaps Ha H3UCKBaHuATa Ha Beamoxwurend. O6xBaTsT Ha cepTHHKaTa TpsAOBa
Ia € CXOAeH ¢ mpeaMeTa Ha NOpPbYKaTa W/WIM ¢ IpeJMeTa Ha ChoTBETHaTa 000coOeHa No3MIuA,
3a KOATO y4acTBa, KaTo 3a NpPEAMET CXOINEH C MpeiAMeTa Ha IOphUXaTa Ce CYMTa: JOCTaBKa H
cepBH3 Ha amaparypa W/mim obopyIBaHEe CXOIHO C IPEAMETa HA NMOPBIKATA W /MM ¢ NPEAMETA Ha
choTBeTHaTa 00OCOOEHa nO3MuMs, 3a KOATO ydacTBa. KakTo € BHMAHO, B JACKJIapHpaHHs OT
yuacTHHKA 00XBaT Ha cepTH(HKaTa 3a yNpaBIcHHE Ra KaYECTBOTO HE € BKIFOYEH CEPBH3.

KoMHCHATA CYHTA, Y€ C NIPEACTABEHOTO AONBIHEHEE YHACTHUKET HE € OTCTPAHMI IIOCOYEHHUTE B
nporokos Nel HeCBOTBETCTBHA M HE OTTOBaps Ha KPHTEPHMTE 3a OAOOP, B pe3yiITaT Ha KOETO HE
aomycka y4dacrauka ,Punakom“EQO/] no pasrnexknade W NpoBepka Ha TEXHHYECKOTO My
npeanoxenue no odocoberna nmo3unua Ne 1 ¥ npeanara Ha BBE3NOKHTENR Ha ocHOBaHHe 41107, 1.1
ot 30I1 na orcTpann ydactauka ,,PuaakoM“EOOJ] or mno-mararbmHO yd9acTHE B mpoueaypara no
06ocobena no3ummus Ne 1.

Ha cnenpammo 3acenanme Ha 05.04.2018r., KOMHCHSITA NPHCTHIIM KbM pa3rieXaaHe Ha
NpPEeJACTBEHUTE TEXHHYECKH NPEUIONKEHUS HA JONyCHATHTE YYAaCTHHIH 33a€QHO ChC CTAHOBMINETO Ha
€KCIIEPTHTE B KOMHCHATA 32 ChOTBETCTBHE C IPEBAPUTENHO OOABEHUTE YCIIOBHSA, KaKTO CllcABa:

I. OTHOCHO TEXHA4YECKOTO NpeJJIokKeHHe HA YIACTHHKA ,Jdanc Gapma“ EOO/] 3a obocobena
no3auug Nel - @puzep 3a AbaA00K0 3aMpassgBaHe
KoMHcHATa yCTAHOBH HAJIMYHE HA CIEJBMTE JOKYMEHTH:

1. Texanuecko npemnoxenne (O6pazen Ne 2)
2. Tabnuna 3a TeEXHUYECKO CHOTBETCTBHE N0 apTHKYH (O0pazer Ne 2a)
3. Jlexiapanus 3a cpok Ha BansaHocT Ha odeprara (OBpaszen Ne 3)
4. lexnapauus 3a ChIiacHe ¢ K1ay3uTe Ha NPHJIOKEHHS IpoeKT Ha goroeop (OGpasen Ne 4)
5. Jexnapanus 3a CbOTBETCTBHE K peuiaManuu {O6pazen Ne 5)
6.0ropu3alus 0T IPOH3BOIUTENS
7 Hexnapanus 3a crotBeTcTBEE /CE Mapka/
8 Jlexnapauus 3a HOBO 000pyABaHe
9. M3saaku or Gupmenr GpoIIypH H KaTano3H, 3aBEPEHH ¢ MONKMC M IeYaT HAa YJaCTHHKA Ha BCAKA
CTpaHHLia, 3a JOKa3BaHe¢ CBOTBETCTBHETO HAa INPEMIOXKEHMTE APTHKYIH C M3UCKBAHHATA Ha
Branoxutens

B TexnuueckoTo cH npeanoxenue no 06ocobena mozumEs Ne 1, y9aCTHUKST € OCOYMIT CPOK 3a
H3ITbJIHEHHE HA MOPBYKATa 10 45 KaleHJapHH AHH, KOHTO OTTOBaps Ha M3HCKBAHHA 0T Bninoxurens



CPOK - He noBey4e oT 45 KaneHJapHA AHH, ClIE] CKIIOUBaHe Ha 10rosopa. [Ipeanoxes € rapaHiMOHEH
CpoK oT 24 Mecena, KOHTO OTroBaps Ha HM3UCKBAHETO HA BB3NOXHTENA 32 rapaHIHOHEH CPOK OT HE
IIO-MaJko OT 24 Mecena.

KomucusaTa OpoABIDKH cBosta paboTa ¢ pasriexaane Ha tabnumara 3a  TEXHUYECKO
CHOTBETCTBME 110 ApTUKYIH no obocobena nozmmus Ne 1 (obpasen Ne 2a), npHiIoKEHATE H3BAIKE OT
¢upMenn OpourypH M KaTajo3¥ 3a€JHO ChC CTAHOBHINETO HA EKCNEPTHTE B KOMMCHATA.

IpeioXXEHHUAT OT YYacTHHKA AapTHKyl OTroBapd Ha TEXHUYECKaTa crnenuduxanus Ha
Bu3nokuTeNns M CHIIACHO CTAHOBHINETO HA €KCIIEPTHTE B KOMHCHSTA.

KoMHCHATA YCTAHOBH, Y€ TEXHHYECKOTO Ipejioxkenne Ha ,Jlanc ®apma“ EOOJ no
obocobena mosHuEs Ne 1 B OpMiOKeHHSTA KbM HEro OTTOBAPAT HA H3IACKBAHHATA HA
BLilokATENd H J0OYCKA y4acTHHKA ,Janc @apma“ EOOJ/ no orBapsHe Ha ILIHKA
»lIpeanaraHn neHoBR napameTpH® nmo o6ocobena nozumus Ne 1.

1II. OTHOCHO TeXHHYECKOTO npepIokeHHe Ha yqacThHuka ,Jdmamexn® OO/l 3a oGocobGena
no3anusa N¢9 - Anaparypa 3a MEKPOYHIIOB AHAJIH3
KoMHECHATA yCTAHOBH HalM4Ke Ha CIEAHHTE JOKYMEHTH!
1. Texuuyecko npeanoxkenue (Obpazen Ne 2)
2. Tabnuua 3a TEXHUYECKO CHOTBETCTBHE MO apTHKyIM (Obpazen Ne 2a)
3. ITenEOMOIIHO 3a Ipe/iCTaB/IABAHE HAa yYAaCTHHKA B IpoueAypaTa
4. Jlexnapauns 3a CpoK Ha BaIMOHOCT Ha odeprara (Obpasen Ne 3)
5. Nlexnapaius 3a cbriacue ¢ Klay3ure Ha NPUIOKEHAS IpoeKT Ha aoroBop (OGpaszen Ne 4)
6. Jlexnapaius 3a chOTBETCTBHE M peknamandd (OOpazen Ne 5)
7.0Topu3arg 0T NPOH3BOIUTENS
8 Jexnapauus 3a ceotBeTcTBHE /CE Mapka/
9.Ceprudmnukar ISO 13485 Ha npousBoauTens
10. M3Baaku oT $upMeHH OpOLIYPH M KATaN03M, 3aBEPeHH ¢ NOAIHNC M [1eYaT Ha YJacTHHKA Ha BCAKa
CTpaHMua, 3a JOKAa3BaHE CBOTBETCTBHETO Ha NPEUIOKECHHTE apTHKYNHM ¢ HM3MCKBAaHMATA Ha
Bo3noxurens.

B texnuueckoro cu npeptoxkenue no obocobera nozunua Ne 9, y9acTHHKET € HOCOYHJI CPOK 32
H3IBJIHEHHE HA IOPBYKATa A0 45 KaJeHAapHH JHH, KOMTO OTroBapa Ha M3NUCKBaHHUA OT Branoxurens
CPOK - HE MOBeYe 0T 45 KaneH apHH IHH, clel CKIoYBaHe Ha A0roBopa. IlpeanoxkeH e rapaHHHOHEH
CpOK OT 24 Mecena, KOMTO OTrOBaps Ha M3MCKBaHETO Ha BE3nmoXkHTENd 3a rapaHIHOHEH CPOK OT He
A0-MAJIKO 0T 24 Mecena.

Komucusta mpopekm cBosra pabora ¢ pasriexiaHe Ha Ttabinmmara 3a TEXHHYECKO
CBOTBETCTBHE MO apTHKYJIH 110 060cobena mozrima Ne 9 (oOpasen Ne 2a), mpHIIoXeHATE HIBAAKH OT
¢upmenu OpoITypH H KaTaJo3H 3a€JHO ChC CTAHOBHINETO Ha EKCIIEPTHTE B KOMHCHSTA.

[IpeanoxeHUAT OT Y4YacTHHKa apTHKY]l OTIOBapd Ha TeXHHMYecKaTa croenudHKanus Ha
Br310XHTENs H CHITIACHO CTAHOBHMIETO Ha €KCIEPTHTE B KOMHCHATA.

KomucRATA yCcTaHOBH, 9¢ TEXHHYECKOTO npenioxkenue Ha ,,JJuamen® O0J/I no obocobena
no3AnHs Ne 9 B NpHIOKEHMETA KbM HEr0 OTrOBAPAT HA H3IRCKBAHHATA HA Bniaokurensn u
aomycxka ywacramka ,Jdunamen* OOJ no orsapspe nHa minka ,llpeinarann neHoBH
napamerpu* no o6ocobena nozunan Ne 9,

III. OTHOCHO TeXHH4YECKOTO HpeAJoXkeHHe HA y4dacrhHuka ,Eapmak Jlmsmar® EQOJ 3a
obocobena mozunus Ne 1 - @pH3ep 22 A6N00K0 3aMpazuBaHe
KoMHucHAT2 yCTaHOBH HaIA4He HA CAEOHHTE JOKYMEHTH:
1. Texnuyecko mpemnoxkenue (Obpazer; Ne 2)
2. Tabnrna 3a TEXHAYECKO CHOTBETCTBHE N0 apTHKynH (OGpazen Ne 2a)
3. Jlexnapaius 3a CpoK Ha BalTHAHOCT Ha odeprara (Obpazen Ne 3)
4. Jlexnapaurs 3a ChIJIacHE C Kiay3HTe Ha IPUIIOKEHHA IpoexT Ha gorosop (O6pazen Ne 4)
5. Jlexnapaiius 3a ChOTBETCTBHE H pekinamanuu (O6pasen Ne 5)
6.0TopH3aius OT IPOU3BOLMUTENS
7. Jleknapauus 3a ceorBercrBue /CE Mapka/



8. Cepruduxaru [SO 9001:2008 u ISO 13485 na nponszBoauTens
9. U3panku ot pupMeHn Spoinypu ¥ Karano3d, 3aBepeHHd C NOIIIYC H NeYaT Ha yJacTHHKAa Ha BCAKa
CTpaHMila, 3a MAOKa3BaHE CBLOTBETCTBHETO HAa MpeUIOKEHHTE apTHKYIM ¢ H3HCKBaHHATA Ha
Branoxwurens

B TexnuyeckoTO CH npeanokeHune no 00ocobena no3unug Ne 1, y9acTHHKBT € HOCOYHJI CPOK 3a
H3ITBIHCHHE HA NOPHYKATa 40 45 KaleHIAapHH JiHK, KOHTO 0TroBaps Ha U3NCKBaHUS OT Branoxurens
CPOK - HE TIOBeYE OT 45 KaleHAapHH JHH, Clle] CKIIIOYBaHE Ha JAoroBopa. [IpentoxkeH e rapaHIHOHEH
cpok oT 24 Mecena, KOHTO OTroBaps Ha H34CKBAaHETO Ha BB3N0XKHTENA 3a rapaHIHOHEH CPOK OT
HE II0-MAJIKO OT 24 Mecela.

Komucuara npoabmku ceosta pabora ¢ pasrimexkaaHe Ha TabnHuara 3a TEXHHYECKO
ChOTBETCTBHE N0 apTUKYJIH Mo obocobeHa nosumas Ne 1 (o6pasen Ne 2a), npunoxkesnTe H3BaAKH OT
¢upMeHn 6pOLIYPH M KATANIO3H 33€HO ChC CTAHOBHINETO HA EXCOEPTHTE B KOMHUCHATA.

[NpeanoXeHAAT OT YYAaCTHHKA ApTHKYJA OTTOBapA Ha TeXHH4YecKaTa cHenHHKalMs Ha
Bb37105KATENSA M CEITIACHO CTAHOBHINETO Ha EKCIIEPTUTE B KOMHUCHATA.

KoMucHATA YCTAHOBH, e TeXHHYECKOTO npeanoxenne Ha ,Eanax Jdwimar“ EQOH mo
obocofena mo3mmEs Nt 1 B npmiokeHHSTa KbM HEr0 OTrOBAPAT HA H3HCKBAHHATA Ha
BbinoxaTenn H jgomycka y4acTHEKA ,Eanak JImsmur* EQOJ no oTreapmHe Ha naBka
»IlpeanaraHd UeHOBH napamerpun” no o6ocobena mozunus Ne 1.

IV. OTHOCHO TEXHHYECKOTO Ipeljl0KeHHe HA y4acTuuKa ,,EBporpyn-33“ EOO/] 3a obocobena
nosuuun Ne 11- UPS cuctremu
KoMucHATa YCTAaHOBH HAIM9IHE HA CIECAHHUTE JOKYMEHTH:
1. Texuugecko npexnoxkenue (Obpazer Ne 2)
2. Tabauua 3a TEXHHYECKO CHOTBETCTEHE 1O apTHKYJH (OGpa3zen Ne 2a)
3. Hexnapauus 3a cpok Ha BanaHOCT Ha opeprara (O6pasen Ne 3)
4. Nexnapauus 3a Chriiacye ¢ KNay3urTe Ha IPHIOKeHHs NpoeKT Ha Aorosop (Obpasen Ne 4)
5. Rexnapanus 3a ChOTBETCTBHE M pekaamaunn (O0pazen Ne 5)
6.0Topu3aiis OT IPOU3BOIHTENSL
7.Jlexnapanus 3a croTBeTcTBHE /CE Mapka/
8. UzBanku or $upMenH OponTypu M KaTalo3H, 3aBEPEHH C MOJIHAC H IedYaT Ha YJaCTHHKA Ha BCAKa
CTpaHMlla, 3a NOKAa3BaHE CBOTBEICTBHETO Ha& MPEAJIONKEHHTE apTHKYJIH C H3UCKBAHMATA Ha
Brinoxurens
9. Ceprndukar ISO 9001:2015 ra ,,Esporpyn-33“ EOOJ]

B Texnn4eckoTo cu npeanoxkenue no 06ocobena mozuung Ne 11, y9acTHUXET € IOCOYMIT CPOK 32
W3MbJIHEHHE Ha MOpbYKaTa 10 40 xajeHJapHH JHH, KOHTO OTrOBAaps Ha H3UCKBAHHA OT BB3I0XHTEN
CPOK - HE IOBEYE OT 45 KaIICHapHH JHH, ClIe]l CKIIOYBAHE HA AOropopa. IIpe/uioxeH € rapaHIMOHEH
CpoK oT 24 Mecella, KOHTO OTroBaps Ha M3MCKBaHeTO Ha Bp3noxkurens 3a rapaHUMOHEH CPOK OT
HE [I0-MaNKo 0T 24 Mecela.

Komucusra nponbmiu crosta pafota ¢ pasriexnase Ha TabnHnara 3a  TEXHHYECKO
CBLOTBETCTBHE 10 apTHKYIH N0 0b6ocoberna nosumusa Ne 11 (obpasen Ne 2a), mpuioxkeHuTe H3BaIKHA
OT (pupMeHH GpolllypH U KATAJIO3H 3a€HO ChC CTAHOBHILNETO HA EKCIIEPTHTE B KOMHCHITA.

IlpepnoxenuTe OT yYacTHHKA ApTHKYJIH OITOBApAT HAa TEeXHHYECKAaTa clendHKanHs Ha
Br3moxk#TeNs # CHIJIACHO OT CTAHOBHMINETO HA EKCIIEPTHTE B KOMHCHSATA.

Komucuara ycTaHOBH, 2€ TEXHHYECKOTO Npenioxkenue Ha ,Esporpyn-33“ EOO/ mo
obocobena mosmanmEs Ne 11 B DPHIOKEHHMATA KbM HEr0 OTrOBAPHT HA H3HCKBAHHATA Ha
Bru3gokATens H Aouycka yuacTeaka ,Esporpyn-33“ EOO/I g0 orsapsme na nuaHKa
»lIpeanaraHd nepoBs napameTpu“ no o6ocobena mozunma Ne 11,

V. OTHOCHO TeXHHYECKOTO HpeII0KeHHE HA YYACTHMKA »buomen ®@waap“ EOOJ 3a
obocobena nozanus Ne 1 - ®pnsep 3a 7baA60K0 3amMpazsBaHe
KomucuATa yCTaHOBH HaIMYHE Ha CIEAHATE JOKYMEHTH:
1. Texauuecko npeanoxxenue (O6pasern Ne 2)
2. Tabnuua 3a TEXHAYECKO CHOTBETCTBHE IO apTuKynd (O6pazen Ne 2a)



3. Jlexyapaius 3a cCpok Ha BaTHIHOCT Ha odeprara (O6pasen Ne 3)

4. Jlexnapauus 3a cbIJlacHe ¢ KJlay3UTe Ha NPHJIOKEHH: NpoeKT Ha aorosop (Obpazen Ne 4)

5. Jlexnapauus 3a ChOTBETCTBHE H pekiamannn (O6pasen Ne 5)

6.0Topu3aiys 0T IPOH3BOAHTEILA

7. Jlexnapamug 3a ceorBeTcTBHE /CE Mapka/

8. MzBagxm oT pupmMeHn OpOIIypH H KaTano3H, 3aBEPEHH C IIOANHKC H IeYaT Ha y4acTHHMKA Ha BCSAKA
CTpPaHMLa, 3a JOKa3BaHE CBLOTBETCTBHETO HAa IPE/UIOKEHHTE AapTHKYJIH ¢ H3ACKBAHHATA Ha
Branoxurens

B TexHH4YeCKOTO CH NpeAnoxkeHue no obocobena mosunug Ne 1, y4acTHHKBT € OCOYMIT CPOK 3a
H30BJIHEHHE Ha NOphuKaTa 1o 45 KaneHAapHH JHH, KOHTO OTTOBapsA Ha H3UCKBaHHUA OT Branoxkurens
CPOK - He OBeYe OT 45 KaJeHAapHH AHH, CIIEA CKIIOYBAHE Ha Jorosopa. IIpeinoken € rapaHiiHOHEH
CpOK oT 24 Mecena, KOHTO OTroBaps Ha HM3WCKBAHETO Ha Bb3NOXKWTENS 3a rapaHIIMOHEH CPOK OT
HE N0-Manko oT 24 Mecena.

KomucusTa nponbmku ceoaTa pabota ¢ pasrnexnade Ha Tabnumara 3a TEXHHYECKO
CHOTBETCTBHE 10 apTHKYJIH 110 060cobeHa nozunus Ne 1 (o6pazew Ne 2a), npHiIoKEHATE H3BAOKH OT
(bupMeHn OpOLIYPH H KATAI03H 3a¢IHO CBC CTAHOBHILETO HA EKCIIEPTHTE B KOMHMCHATA,

[peutokeHHUAT OT YYacTHHKa apTMKyJl OTroBaps Ha TEXHHYecKara creuMdHkanus Ha
Bu3noxuTens H ChINACHO CTAHOBHINETO HA €KCIEPTHTE B KOMHCHATA.

KoMHCHATA YCTAHOBH, 9€¢ TeXHHYECKOTO npeanoxenue Ha ,buomea Pouap” EOO/ no
ofocobena mo3zanus Ne 1 H NPHIOKEHHATA KBM Hero OTroBapaT Ha H3IHCKBAHHATA Ha
Bo3noxknrens H aomycka ydacTHEKa ,Bromen ®iouap“ EOO/l no orsapsne Ha nuHKa
»ipeliarand NeHOBH nDapamMeTpn® no obocobena moznuaa Ne 1.

V1. OTHOCHO TEeXHHUECKOTO NpellokKeHHe HAa Y49aCcTHHKa ,Jlabrex“ EOQO/l 3a obGocobena
oo3nuis Nel - ®pnzep 3a apaboko 3ampazasane
KoMucHsTa YCTRHOBH Ha/IM4He HA CIIEHUTE NOKYMEHTH:
1. Texuuuecko npepnoxesre (Ob6paszen Ne 2)
2. Tabnuna 3a TEXHAYECKO CHOTBETCTBHE IO apTHKY.H (O6pazen Ne 2a)
3. Hexnapamuus 3a CpoK Ha B&IMAHOCT Ha odepraTa (OGpazen Ne 3)
4. lexnapauns 3a CbIJIaCHE C KJIay3HTE Ha NPHJIOJKEHKA IPoeKT Ha Joroeop (Obpasen Ne 4)
5. Jlexnapaiius 3a cbOTBETCTBHE M pexniamaunu (O0pazen Ne 5)
6.0topHu3anus OT MpOU3BOUTENS
7.dexnapauus 3a csorBeTcTRHE /CE Mapka/
8. Uzpanku oT dupMeHs Gpoimypn B kaTano3H, 3aBEpeHH C INOANHKC H IIeYaT Ha Y4aCTHHKA Ha BCsKa
CTpPaHHIA, 3a J[O0KA3BaHE CBLOTBETCTBHETO HA MNPEAJIONKEHHTE AapTHKYJIH ¢ H3HCKBAHMATA HA
Branoxwurens

B TexHHuecKOTO CH Npeanoxkenne no obocobena mozumms Ne I, yUaCTHHKBT € MOCOYHII CPOK 32
H3MBIHEHAE HA NOPBYKATa 10 45 xalleHJapHH JHH, KOWTO OTrOBapsA Ha H3HCKBAHUA OT BB3I0XKHTENA
CPOK - He oBede OT 45 KaleHJapHH AHH, ClIe] CKII0YBaHe Ha AoroBopa. [IpeanokeH e rapaHuyMoHeH
Cpok oT 24 Mecerna, KOHTO OTTOBaps Ha H3HCKBaHETO Ha BE3noxkHTens 3a rapaHuMOHEH CPOK OT
He [M0-MaJKo oT 24 Mecena.

Komucnara npogpmxm ceosra pabotra ¢ pasriexnaHe Ha taliMnara 3a TEXHHYECKO
CBOTBETCTBHE IO dPTHKYJIH 0 obocobera mo3umus Ne 1 (oGpazen Ne 2a), IpUNOXEHUTE H3BAKH OT
¢bupmeHE GpoITYpH H KaTallo3H 3a€AHO ChC CTAHOBHIIETO HA EKCIIEPTHTE B KOMHCHATA.

IlpepnoxeHuaT OT Y9YaCTHMKa AapTHKYJN OTIOBaps HA TEXHWYECKATA CHENHM(HKANHS Ha
B»310XKHTENA M CBIIACHO CTAHOBHINETO HA EKCIEPTHTE B KOMHCHSATA.

KomHcHETa yCTaHOBH, H¢ TEXHHYECKOTO OpeIokenne Ha ,Jabtex* EQOO/I no o6ocobena
no3anuag Ne 1 @ NPHIGKEHHATA KM HEr0 OTroBapAT Ha H3MCKBAHHATA Ha Buniaoxkurens m
Aonycka y4acraaka ,Jlabrex“ EOOJ no orsapsse Ha miaaka ,Jllpennarasmn nenosm
napamerpu® no o6ocodena no3unns Ne 1.

VII. OTHOCHO TEXHHYECKOTO mpeijaoxkeHHe HA yvyacTuuka ,Ec Jxu Ilm Bro Nainamuaxc
OO/] 3a o6ocoGena nosunan Ned - Anapatypa 3a n3onapane na resomua JHK, PHK, Gearbun
H nupky apama JHK



KoMmucuaTa yCTAHOBRH HaIM4HE Ha CICAHUTE JOKYMEHTH:
1. Texunuecko npeanoxenue (O6pazen Ne 2)
2. Tabnuua 3a TEXHH9ECKO ChOTBETCTBHE MO apTukynH (O6paser Ne 2a)
3. Jleknapaiigs 3a CpOK Ha BaTHAHOCT Ha ogeprara (OOpazen Ne 3)
4. Jlexsapanps 3a ChIIacHe ¢ KJiay3HuTe Ha MPHIIOKCHHAS IIPOEKT Ha foroBop (O6pazen Ne 4)
5. Jlexmnapaius 3a CHOTBETCTBHE M pexinaManud (Obpazen Ne 5)
6.0TopH3anHs OT IPOH3BOAMTENA 3a JOCTaBKa
7.Jexnapanus 3a ceoteeTcTBHe /CE Mapka/ 3a aptuxyn 4.1 u 4.4
8.Cepruduxar ISO 13485 na nponssogutens
9. Uapanku oT GHpMEHH OpOIIYPH M KAaTajJO3H, 3aBEPEHHE ¢ IIOJNUC H NEYaT HAa YYaCTHUKA HA BCAKA
CTpaHHMIA, 3a JOKa3BaHE CHOTBETCTBHETO HAa NPENJICKEHATES AapTHKYIM ¢ H3HCKBAHWATA Ha
Branoxurens

B TEXHH4ECKOTO CH npejioxkeHue 1o obocobena mo3unus Ne 4, y9aCTHHKBT € IOCOYHII CPOK 3a
H3NBIHEHHE Ha NOPBYKaTa J0 45 KaleHIAPHH JHH, KOHTO 0Trosaps Ha M3UCKBaHus OT BeinoxuTens
CPOK - HE NoBede OT 45 KaneHAapHH AHH, ClE/ CKIoYBaHe Ha forosopa. [Ipeuioxen e rapaHisosen
cpok oT 24 mecena, KOHTO OTroBaps Ha H3HCKBAaHETO Ha BB310XHTe/Ns 3a rapaHIHOHEH CPOK OT
He Io-Manko oT 24 Mecena.

[pu pasrnexiane Ha IPHIOKEHHTE ZOKYMEHTH KbM TEXHHYECKOTO NMPEIOKEHHE, 32ETHO CBC
CTAHOBHIIETO HA EKCHEPTHTE, KOMHCHATA KOHCTAaTHPA CJICAHHTE HECHOTBETCTBHA C H3UCKBAHHATA HA
BB30kKHTEAA: TANCA HA OTOPH3ALMA OT IPOH3BOAMTENS 3a H3BBPINBAHE HA CEPBHU3, KaKTO M JMIICA
Ha JcKJapalliy 3a ChOTBETCTBHE 3a apTHKYJH 4.2; 4.3; 4.5 1 4.6.

KomucusaTa YyCT2HOBH, 4e TeXHMYecKoTo mOpenioxkenne Ha ,Ec Ixm Il buo
Haiinamukc“Q0/] mo obocobena nosuuus Ne 4 H NpAN0KeHHAITA KbM HEro He OTrOBAPHT HA
H3HCKBAHHATA HA BL3I0KHTE/NS H DemH Ja He AONYCHE YYACTHHKA 10 OTBAPHHE HA IUIHKA
wlIpeasarang neHoBH napamMeTpa® no o6ocobena no3amaa Ne 4 B npeaJaara aa Beinoxarean
Ha ocHoBanme =x. 107, 1. 2, 6.,,a“ or 30II na orcrpanmH yuacrHHka ,Ec¢ Jxu Iln Buo
Haiinamukc“QO0/] 0T D0-HATATHLIIHO YIACTHE B npoucaypara no ¢bocobena nozunua Ne 4,

VIII. OrHocHO TeXHHYECKOTO NpelioXkeHHe Ha y9acTHHKA ,AHTHCcea bnarapms“ OO0/ 3a
obocoOenn mo3unuH Nel H 6;

3a yuacramka ,AnTucen bbarapms® OO/ 3a obocobenn nosunau Nel - @puzep 3a
ABLJI60KO 3amMpa3aBane

KomucusiTa ycTaHOBH HaM4Me HA CIEAHHTE JOKYMEHTH:
1. Texnuuecko npepnoxenne (Obpazen Ne 2)
2. Tabnuua 3a TexHAYECKO CHOTBETCTBHE MO apTHKYIH (O6pazen Ne 2a)
3. Jlexnapanns 3a CpoK Ha BaTHAHOCT Ha odeprara (Obpaszen Ne 3)
4. Jlexnapauds 3a CbIjlacHe ¢ Kiay3HTe Ha NPHIIOKEHAS NpoeKkT Ha aorosop (O6pazen Ne 4)
5. Jlexnapaiias 3a CHOTBETCTBHE H pexnaManun (Obpazen Ne 5)
6.0T1opH3aiis OT IPOR3BOKTENS
7.Hexnapauns 3a choTBeTcTBHE /CE Mapka/
8. Cepruduxar ISO 13485 na upon3soguTens
9. Mapanky oT dupMend OpoOmypH M KaTano3W, 3aBEpeHH ¢ NOAINC H [I€YaT Ha YYACTHHKA Ha BCAKa
CTpaHHLla, 32 JOKAa3BAHE CBLOTBETCTBHETO HAa IpE/UIOXKEHHTE apTHKYJAH C M3HCKBAHHATA HA
Branoxurens

B TexHuyeckoTo cH mpeaoxenue no o6ocobena nosnmusa Ne 1, y4aCTHHKBT € IIOCOYHI CPOK 3a
H3ITBJIHEHHE HA NOPRYKATa 40 45 KaleHJapHH JTHH, KOHTO OTroBaps Ha W3HCKBAHHA 0T Brinoxurens
CPOK - He N0BeYe OT 45 KaleHIapHH JHH, Clie]l CKIIo4YBane Ha Xoroeopa. IIpesioxeH e rapannuoHeH
CPOK 0T 24 Mecena, KOHTO OTToBapsd Ha M3HCKBAHETO HA BB3NOKHTEN 3a rapaHOHOHEH CPOK OT
HE N0-MaJIKO 0T 24 Mecena.

KoMmucusara mpombiokm cBoATa paboTa ¢ pasrnexiadHe Ha TabnHmara 3a TeXHHYECKO
CBOTBETCTBHE 110 apTHKY/IH 1o obocobena no3umaa Ne 1 (obpasen Ne 2a), npuackeHHTe H3IBALKH OT
¢brpMeHH GpONTYPH H KATaJI03H 3a€/IHO ChC CTAHOBHINETO HA EKCHEPTHTE B KOMHCUATA.

IlpeanoxeHnsT OT y9YaCTHHKA apTHKY] OTrOBaps Ha TEXHHYECKaTa chnelnMdukaums Ha



Bb310xuTeNns M CHINACHO CTAHOBHUINETO HA eKCIEPTHTE B KOMHCHATA.

KoMHCHATA YCTAHOBH, 9€¢ TEXHHYECKOTO NpeliokeHHe HA ,,AHTHce] Buarapus® 00/ no
obocofena nosHnEA Nl H DPHAOKEHHATA KBM HEr0 OTroBAPAT HA M3MCKBAHMHTA HA
BhinoxaTenss H Z0OYCKA Y9acTHHKA ,AHTHCE1 Bniarapus“ OO/l no orsapade HA ILIMKA
wilpeaiaragd NeHOBH napamMeTpr no obocobena mozammsa Ne 1.

3a yuacraaka ,ABTHCe] Bharapas® OO/ 3a obocobGenn nmozunmm Ne6 - Anaparypa 3a
NOAr0OTOBKA HA Npobu 3a NGS

KomucuaTa yeTaHOBH HaAM4He HA CHC/IHHTE JOKYMEHTH:

1. Texuuuecko npeunoxenne (O6pazen Ne 2)

2. Tabnuna 3a TEXHHYECKO CHOTBETCTBHE 110 apTHKyH (O0pasen Ne 2a)

3. Jlexnapanus 3a CpoK Ha BaTHAHOCT Ha odeprata {Obpazen Ne 3)

4. Jlexnapauud 3a chITIacHe C KIay3uTe Ha IPHIOKEHH IPoeKT Ha aorosop (Obpasen Ne 4)

5. Jlexnapaius 3a ChOTBETCTBHE U penaManuu (Obpasen Ne 5)

6.0T1opH3anug OT NPOH3BOANTENS

7.Hexnapauun 3a cborBeTcTEHE /CE Mapku/

8. Ceprrdukar ISO 13485 na npoussoauTens

9. U3Baaku o1 pupMeHr OpoLIypH M Karaio3y, 3aBepeHH C NOJNKC U NeYaT Ha yYacTHHKa Ha BCAKa
CTpaEHALa, 3a JOKa3BaHE CBOTBETCTBHECTO HA INPESANOXKEHHTE apTHKYJH C HM3HCKBAHHATA HA
Branoxurens

B TexnuyeckoTo cu npeaioxkenne 10 obocobena no3unnsg Ne 6, y4acTHUKBT € IOCOYHS CPOK 32
H3TBIHEHHE HA MOPHYKaTa 10 45 KaJeHAapHHA JHY, KOATO OTroBapsA Ha H3UCKBaHHA OT Branoxurens
CPOK - He II0BeYe OT 45 KajieHJapHH JTHH, cle]] CKIII0YBaHe Ha Jorosopa. lIpeanoxen € 3a apTuKyIn
6.1; 6.2 1 6.4 rapanMOHEH CPOK OT 24 Mecena, KOWTO OTroBapA Ha H3UCKBaHeTO Ha Bhinoxkurens
3a TApaHIHOHEH CPOK OT HE MO-Manko oT 24 Meceua. 3a apTHKY] 6.3 € NpeanoXkeH rapaHIHOHEH
cpok oT 12 mecena, KoHTo OTroBaps Ha H3ACKBAHETO HA BB3moXMTEN% 32 rapaHIIHOHEH CPOK OT He
10-Manko oT 12 Mecena.

Komucuata npogekm cBosta pabora ¢ pasriexzane Ha Ttabimnara 3a  TEXHHYECKO
CHOTBETCTBHE [0 apTHKyAH No o6ocobena mosuiua Ne 6 (o6pazent Ne 2a), npunoxeHATE H3BAAKH OT
(¢upMeHn OpOIIYpH H KaTajlo3d 3a€HO ChC CTAHOBHIIETO HA EKCIEPTUTE B KOMHCHATA.

IlpennoxeHHTe OT YYacTHHKAa 4pPTHKYJIH OTIOBApAT HAa TEXHHYECKAaTa cheuudHkanus Ha
Br3noxwrens H chINIACHO CTAHOBHINETO Ha EKCIEPTHTE B KOMHCHATA.

KoMucaaTa yCTaHOBH, M€ TEXHHIECKOTO npeioxkenne Ha ,Autucea brarapus® OO0/ no
o6ocobena no3uoHE Ne 6 H IPHIOKEHHATAa KBM HEro OTrOBAPDAT HA H3HCKBAHHATA Ha
BB310:KHTEAS M gomycka ydacTHHKA ,AHTHCen Bnarapma“ OO/ no orBapsne Ha namka
wlIpenarand NeHoBH HapaMeTpu” no ofocodena no3unun Ne 6.

IX. OrHocHO TeXHHMYECKOTO NpeaokeHHe Ha yqacTHaka ,ACM2“ EQQO/] 3a o6ocobena
posaunag Nel2 - LIMS cacrema
KomucusaTa ycTaHOBH HalM4YHE Ha CICOHHTE JOKYMEHTH:

1. Texnudecko npeanoxenne (Obpazen Ne 2)
2. Tabmmua 3a TEXHHYECKO CBOTBETCTBHE N0 apTHKYH (O0pasen Ne 2a)
3. Jlexnapanus 3a cpok Ha BanuaHocT Ha odeprara (O6pazen Ne 3)
4. Jlexnapauss 3a ChbIJIacHe C Klay3HTe Ha IPUIIOKEHHS IpoekT Ha norosop (O6pasen Ne 4)
5. Jlexnapauus 3a cbOTBETCTBHE M pekiamanuu (Obpaser Ne 5)
6.0Topuzanud oT npou3soAuTENs He3 cepru3
7. MU3sanku ot GpupMeHH GpOIIYpH H KaTano3H, 3aBEPEHH C MOJNKMC M NEYaT HAa YJaCTHAKA Ha BCAKA
CTpaHHIa, 32 JAOKa3BaHE CBOTBETCTBHETO Ha INPEMUIOKECHHTE APTUKYJIH C M3MCKBAHHATA HA
Branoxurens

B TexHHyeckoTO cH npeioxkeHne no ofocobena nosumnus Ne 12, yaacTHHKBT € IOCOYRI CPOK 3a
H3TBIHEHHE Ha IOPBYKATA 10 45 KaleHJapHA JHH, KOUTO OTroBapsa Ha H3HCKBaHUs 0T Bh3noxwuTens
CPOK - HE NOBedYe OT 45 KaleHIapHM NHH, CleJl CKIOYBaHe HA Joroeopa. [Ipeanoxen e cpok 3a
NOJpHXKa M 06HOBABaHE /update/ - 12 Mecena, KOMTO OTroBaps HAa M3MCKBAHETO Ha BrnianoxuTens
3a He II0-MaJIKo OT 12 Mecena.
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Ipn pasriaexjaHe HA IPUIOKEHUTE NOKYMEHTH KbM TEXHHYECKOTO MpPELIOKEHHE, ChIIIACHO
CTAaHOBHINETO HA €KCIIEPTHTE, KOMUCHATA Tpuema muncara Ha CE MapkypoBKa Ha IpoJyXTa nopajid
HENPHJIOKAMOCT Ha Ta3¥ MapKEPOBKa 3a HEMEIHIHHCKH co(Tyep, KaKTO H JIMICATa HAa OTOPH3AIHs
OT MPOM3BOJHTENA 32 H3BBPINBAHE HA CEPBH3, NOPAJH NPHCHIIATA HA CHCTEMATA HEBB3MOXKHOCT 3a
[OAAPBKKa OT APYT H3BBH CaMHS IPOH3BOAHTEL

KoMHcHaTa npoab/DkH cBoata pabora c pasmiexzase Ha rtaiumnata 3a  TEXHHUYECKO
CBOTBETCTBHE N0 apTHKYIH 1o obocobena nozumms Ne 12 (obOpaszen Ne 2a), npunoxKeHUuTe M3BAAKH
oT ¢pupMeHH GpOIIYPH B KaTaT03H 3a€HO ChC CTAHOBHILETO HA €KCNEPTHTE B KOMHCHSATA.

IIpeAnoXeHHAT OT Yy9aCTHHKA apTHKYN OTTOBapd Ha TeXHHHecKara cnenuukauss Ha
Br3s0kATENA M CHIIACHO CTAHOBHINETO HA EKCIIEPTUTE B KOMUCHATA.

KomacusTa YCTAHOBH, 9¢ TEXHHUECKOTO Npeaioxkenne Ha ,ACM2“ EOO/I no o6ocobena
no3Hunasa Ne 12 ¥ NpHIoKeHHATA KbM HEr0 OTrOBAPAT HA H3HCKBAHHATA Ha Bninoxmrens m
pomycka yuacraaka ,ACM2¥ EOO/] g0 orsapsEe Ha JiBKa ,llpepjarans nesosu
napaMeTpH* oo obocobena nosunus Ne 12,

X. OTHOCHO TeXHHYECKOTO NpeaaoxKeHne Ha yaacTHEKA ,CmapTt Codp1“ EOOJ 32 060cobena
noszunag Ne 10 - CopsbpH H KOMIIOTHPHA KOHGHIypanHA

KoMHcHsATa yCTaHOBY HAJTHYHE HA CIICTHATE NJOKYMEHTH:

1. Texuuuecko npeioxenue {Obpazer Ne 2)

2. Tabnuiia 3a TEXHHYECKO CHOTBETCTBHE NO apTHKYJH {OGpazen Ne 2a)

3. Hexnapaiiusg 3a cpok Ha BaymaHocT Ha odepTaTa (Obpaszen Ne 3)

4. Jlexyapanss 3a ChbIJIaCHe ¢ KJIay3uTe Ha NPUIIOKEHKS IpoeKT Ha goroeop (O6pasen Ne 4)
5. lexnapauus 3a chOTBETCTBHE U peiamanny (O6pazen Ne 5)

6.Jlexnapauuu 3a crotBeTcTBHE /CE Mapka/

B TexnuueckoTo cH npeanoxenue no obocodbena nozuuug Ne 10, yaacTHHKBET € DOCOYHII CPOK 32
H3ITbJHEHAE HA MOPBYKATA 10 45 KajieH apHM JHH, KOHTO OTTOBaps Ha H3HCKBaHHA OT Beanoxurens
CPOK - HE IOBeYe OT 45 KaJleHAapHH IHH, clel CKIIOYBAaHE Ha Jorosopa. [IpeasoxkeH € rapaHUHOHEH
CpoK or 24 Mecella, KOHTO OTroBaps Ha H3HCKBaHETO Ha Bb3moxmTend 3a rapaHHOHEH CPOK OT
HE 110-MAaJIKo OT 24 Mecena.

Komucnsata mnpomeimxu cposta pabora ¢ pasrnexpgade Ha Tabimnara 3a  TeXHHYECKO
CBOTBETCTBHE 110 apTHKYJIH N0 0bocobena mo3anua Ne 10 (obpasen Ne 2a), 3ae1HO ChC CTAHOBHINETO
Ha eKCIEPTHTE B KOMHCHATA.

IpeanokeHATE OT YYacCTHHKA ApPTHKYJIH OTTOBAapAT Ha TeXHHUYECKaTa cneuuduxanui Ha
BB3moXuTENR M CHINMACHO CTAHOBHINETO HA EKCIEPTHTE B KOMHCHATA.

KoMECHATA yCTaHOBH, Y€ TEXHHYECKOTO npeanokenue Ha ,Cmapr Copr* EOOJ mo
06ocoGena mozumua Ne 10 u npnIokeHHATa KbM HEro OTrOBAPAT HA HANCKBAHHATA HAa
BhuioxkaTens B Jomycka ywactEmka ,Cmapr Cor“ EOO]l no oTpapsEe HA ILIHKA
»lIpenarand neHoBH napamerTpe* no o6ocobdena nozunan Ne 10.

XI. OTHOCHO TEXHAYECKOTO NpeljioxKeHHe Ha y9YacTHHKA ,Auarepaat“ OO/l za oGocobena
nosuuus Ne8 - AnapaTtypa 3a npevuncTBane HA BoAa

Komucnsara yCTaHOBH HalH4YHE Ha CIEIHHTE JOKYMCHTH:

1. Texuugecko npeanoxenne (Obpazen Ne 2)

2. Tabmmna 3a TeXHHYECKO CHOTBETCTBHE IO apTHKYIIH (O6pasen Ne 2a)

3. Jlexnapauus 3a CpoK Ha BATHIHOCT Ha odeprara (O6paszen Ne 3)

4. Jlexnapanus 3a ChINIaCHE C KJIay3HTe Ha IPHIIOKEHHS IPOEKT Ha norosop (O6pasen Ne 4)
5. Jleknapauns 3a CEOTBETCTREE H pexnamanuy (O6pasen Ne 5)

B TexHH4ECKOTO CH npeiokeHHe 110 060cobena no3unua Ne 8, yuacTHHKET e NOCOYHA CPOK 32
H3IIbJIHCHHE HA IOPBHYKATA [0 45 KaJICHapHH JHH, KOHTO OTrOBapA Ha H3KCKBAaHHA OT Branoxurens
CPOK - HE IOBEYE OT 45 KanenaapHu JHH, Clel CKIIouBaHe Ha A0roBoOpa. Ipeuioxen € rapaHUHOHEH
CpoK OT 24 Mecena, KOHTO OTTOBAaps HA H3MCKBAHETO Ha BB3NOXHMTENs 3a rapaHOMOHEH CPOK OT
HE 0-MaJIKo OT 24 Mecena. ‘

KomucuaTa ycTaHOBH, 4¢ YYaCTHHKET HE € IPEATABHI HCKaHHTE OT Bpanoxurens npunokenns
KbM TeXHHYECKOTO NpeANOKEeHHE:
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1.0O1opH3anus 0T TPOH3BOAHTENA
2. Hexnapauun 3a choTBeTcTBHE /CE Mapka/ 3a BCHYKH apTHKYJIH B 06ocobeHaTa No3Huus
3. W3eaaku or ¢pupmenu GponTypu M KaTalo3H, 3aBEPEHM C NOANHC H M€YaT HA yYaCTHHMKA HA BCAKa
CTpaHHLA, 32 AOKa3zBaHe CBOTBETCTBHETO HA MpEMIOXKEHHTE AapTHKYIH C HM3HCKBaHHATa Ha
Br3nmoxurens

KoMHCHSTa YCTAHOBH, 9€ TEXHHYECKOTO IpeajoxkeHHe Ha ,AaTepaab* OO/ no obocobena
no3unua Ne 8 B NpUAGKEHHATa KbM HET0 He OTroBAPAT HA H3IHCKBaHHATA HAa Bniaoxurens u
pelln Aa He JOHMycHE YIaCTHHKA 0 OTBapAHe Ha IJuKa ,IIpeanarann nesops napaMerpu® no
o6ocobena mo3anEd Ne 8 B npeanara Ha Bu3jaoxureias Ha ocaosanme 4. 107, 1. 2, 6. ,,a% ot
30I1 pa oTcrpand yqacTHHKA ,AaTepaabd® OO0 or no-HATATHLINHO y4aCTHE B IPOLEAYPATA
no obocobena mozunas Ne 8.

XII. OTHOCHO TEXHMYECKOTO NpelIoAKeHHe HA yJacTHHKA ,Jlabumexc* A/l 3a obocobenn
no3anue Ne 1,5, 71 13;

3a yuacruuka ,Jlabumexc® AJl 3a obGocobena mozamms Ne 1 - ®pmszep 3a ababoko
3aMpa3fiBaHe

KoMucHATa yCTAaHOBH HAJIHYHE Ha CIEHUTE JOKYMEHTH:
1. Texunuecko npeanoxenne (O6pazen Ne 2)
2. Tabnuna 3a TEXHHYECKO ChOTBETCTBHE N0 apTHKYJH (O6pasew Ne 2a)
3. Jeknapanns 3a cpox Ha BamMAHOCT Ha oeprara (O6pasen Ne 3)
4. Jleknapanus 3a CbriacHe ¢ Kjiay3nTe Ha NPHNIOKEHAA NPoeKT Ha fJorosop (O6pazen Ne 4)
5. Jleknapanus 3a CHOTBETCTBHE H pekiamaru# (Obpazen Ne 5)
6.0Topuzanus OT NPOH3BOAKTENA
7.Jexnapanus 3a ¢crotBercTBHE /CE Mapka/
8.M3Baaku o1 dupMeHn Gpomypn U Katajao3H, 3aBepeHH ¢ NIOANKMC M 11¢YAT HA YYACTHHKA Ha BCAKA
CTpaHMI]Aa, 3a JOKa3BaHE CBHOTBETCTBHETO HA NPELIOKEHHTE AapTHKYJH C H3NCKBAHHATA Ha
Bnanoxurend

B TexHUYeckoTO cH npeutoxkenne 1o 06ocobera no3unua Ne 1, y4aCTHHKET € IIOCOYHI CPOK 3a
A3ITBIIHCHAE Ha IOpBhYKaTa J0 45 KaJeHJapHH THH, KOHTO OTroBaps Ha H3UCKBaHHA OoT Branoxurens
CPOK - HE NOBeYe 0T 45 KaneHAapHH AHH, CJIeA CKIIOYBAaHE Ha AOroBOpa. [IpeanoXxen e rapaHiiHoHeH
CpoK oT 24 Meceua, KOHTO OTroBaps Ha H3MCKBaHETO Ha Bb3/10KuTens 3a rapaHOWoOHEH CPOK OT
He Mo-Manxo oT 24 Mecena.

Komucuara npoamnku cBoAra pabora ¢ pasriexigaHe Ha Tabmuuara 3a TEXHHYECKO
CHOTBETCTBHE IO apTHKY.IH 1o obocobeHa no3uuus Ne 1 (oGpazent Ne 2a), npuiio;XKeHUTE H3BAJAKH OT
¢dupMenn OpOITYPH H KaTATO3H 3a€[HO ChC CTAHOBHINETO HA EKCIEPTHTE B KOMHCHATA H YCTRHOBH
CIEIHOTO!

IIpeanoXeRnAT OT y9aCTHHKA apTHKY/ M ChINIaCHO CTAHOBHIUIETO Ha EKCHEPTHTE HE OTrOBaps
Ha TeXHHYeckara cnenuoukamma Ha Bramoxwmrens. B obOpasem Ne 2a Tabnuna 3a TexmHdYecKo
CBHOTBETCTBHE 110 aPTHKY/IH Y4YaCTHHKA € IIOCOYHII, Y€ apTHKYy/Ia IPATEKAaBa OXNaXAaIa CHCTEMA OT
ABa KOMIIPECOPa, HO OT OPHJIOKEHHSA KATAIO € BHAHO Y€ NPEAIOKEHA MOJEN TbIO0K03aMph3aBaLl
¢pusep € ¢ eIMH KOMIpPECOpP, KOETO He OTroBaps Ha H3MCKBAHETO HAa Be3noxuTeNns 3a
IBI00K03aMpE3aBall GpH3ep C ABa KOMIpECopa.

KomucHaTa YCTAaHOBH, 4€¢ TEXHHYECKOTO OpeAiokeHne Ha ,,Jlabamexc” AJl mo obocoGena
no3unusa Ne 1 B NPHI0KEHHSITa KbM Hero He OTrOBAPST HA M3MCKBAHHMATA Ha Bninoxkurenn n
PeIIH 1a He JomycCHe YIACTHHKA A0 0TBAPAHE HAa NIMKA ,IIpensarann ueHoBH napamerpu® no
o6ocobena mozanua Ne 1 B npeanara Ha Buninoxurens ua ocnosanme . 107, 1. 2, 6. ,a% or
3011 pa orcrpanu y9acTHHKA ,,JIlabumexc” A/ 0T HO-HATATHIIHO Y9ACTHE B NPOHEIYPATA MO
obocobena mozunusa Ne 1.

3a ywacramkxa ,Jlabumexc“ AJl 3a obocoGena mnoszmnms NeS - Anaparypa 3a
XOMOreHH3HpaHe, H30JHDAHE¢ HAa OHOJIOTHYHH MaTepHaaH, npopexaane va PCR ® rex
ejlekTpodopesa

KomrucuaTa ycTaHOBH HanM4We HA CIEJHUTE AOKYMEHTH:

12



1. Texamqecko npeanoxenne (O6pazen Ne 2)

2. Tabnuna 3a TEXHAYECKO CHOTBETCTBHE No apTHKy (O6pasen Ne 2a)

3. Jlexnapanus 3a CpOK Ha BAIHAHOCT Ha oteprara {O6pazen Ne 3)

4. lexnapanug 3a ChINacue ¢ Kjay3HTe Ha OPIIOKEHHS TPOEKT Ha Jorosop (Obpasen Ne 4)

5. Jlexnapaius 3a chOTBETCTBHE H pekiiamManuu (Obpazen Ne 5)

6.0Topu3a1y OT IPOK3IBOANTEIUTE

7.Jexnapauuu 3a csorsercTeie /CE mapku/ 3a aprukynu 5.1; 5.2 1 5.3

8. M3Bagku ot pupMenu Opolnypu M KaTallo3H, 3aBEPEHH ¢ NMOAIMC H IeYaT Ha YYacTHHKA HA BCAKa
CTpaHHLA, 32 JOKa3BaHe CBOTBETCTBHETO Ha IPEMLIOKCHHTE apTHKYJIM ¢ HM3UCKBaHHATa Ha
Bpanoxuatens

B TexandgeckoTo cn npejuiokende no obocobera nozummus Ne 5, y4acTHHKET € OCOYMI CPOK 3a
H3TBIHEHAE HA OPBYKATa A0 45 KaJeHIapHH JHM, KOUTO OTroBapd Ha M3HCKBaHHA OT Be3noxHTENs
CpOK - HE oBede oT 45 KaneH apHH AHH, clej CKIo4BaHe Ha A0roeopa. [IpennoxkeH e rapaHOHOHEH
CpoK OT 24 Mecena, KOHTO OTroBaps Ha H3RCKBAHETO Ha BB3NOXKHUTENA 32 rapaHIIMOHEH CPOK OT He
MO-MaNKo 0T 24 Mecena.

Ilpu pasriexnaHe Ha NPUIOXKEHHTE AOKYMEHTH KbM TEXHMYECKOTO NPEMACHKEHHE, CHITIACHO
CTAHOBHINETO Ha E€KCIEPTHTE, KOMHcuATa npuema muncara Ha CE mapkupoBka 3a aprukyn 5.4 -
aKcepoap KbM alapaTypara, I10pajy HENPHRIOKHMOCT Ha TOBA H3UCKBAHE.

Komucuara npoanixu csBosta pabora ¢ pasrinexizade Ha Tabimmara 3a TEXHHYECKO
CBOTBETCTBHE IO ApTHKYJAH 10 obocobena no3unua Ne 5 (oOpasen Ne 2a), npHiIOKEHHTE H3BAAKH OT
(HpMeHH OPOINYpH H KAaTAI03H 3aEHO ChC CTAHOBHINETO HA EKCIEPTHTE B KOMHCHATA.

IIpennokeHuTe OT y4YacTHHKA ApTHKYIH OTrOBApAT HA TEXHH4YecKaTa CHEHHQHKAUHS Ha
BB3710KHTENA M CHINIACHO CTAHOBHUINETO HA EKCHEPTHTE B KOMHMCHSATA.

KoMnacHATA yCTAHOBH, Y€ TEXHHYECKOTO npeinoxkedue Ha ,Jlabumekc® AJl mo obocobena
no3anus Ne 5 ¥ NpHIOKEeHHATa KbM HEro OTrOBAPHT Ha H3HCKBaHHATA Ha BrninoxkuTens: @
Jomycka Y4YacTHEKA ,Jlabmmexc* AJl no orBapsine Ha nDuuKa ,llpeanaranm uenosm
napamerpu” nmo obocobena nozunug Ne 5.

3a ygacranka ,,JlJabumexc* A/l 3a obocoGena mozunusa Ne 7 - Anaparypa 3a N0AroTOBKa Ha
JAHK npo6n 3a 6uodankupane H reHOMHH AHAIA3H

KoMACHATa YCTAHOBH HANW4HME Ha CJICAHHTE JOKYMCHTH:

1. Texau4ecko npeanoxenue (Ob6pazen Ne 2)

2. Tabnuna 3a TeXHH9IECKO CHOTBETCTBHE O apTHKYIH (OOpazen Ne 2a)

3. Jlexnaparas 3a cpok Ha BanujHOCT Ha odeprara (OOpaszen Ne 3)

4. Nexnapanss 3a ChI7IaCHE C Kiay3uTe Ha NPHIOKEHHA MpOoeKT Ha aorosop (Obpazen Ne 4)

5. Jllexnapauus 3a cbOTBeTCTBME M peiamanun (Obpazen Ne 5)

6.0ropHu3anus OT NPOM3BOAHTENL

7. Cepradukar ISO 13485 Ha npousBoauTens

8.M3Bajka oT pupMEHH OpOLTypH M KaTa/lO3H, 3aBEPEHHM C IOJIHC M NEYaT Ha y4aCTHUKA HA BCAKA
CTPaHMila, 32 AOKa3BaHE CBOTBETCTBHETO Ha MNPEMIOKEHHTE APTHKYIM ¢ HIWCKBAHHATA Ha
Bnanoxurens.

B TexHH4eCKOTO CH npeanoxeHHe 110 060cobeHa no3uuua Ne 7, y4aCTHAKET € NOCOYH CPOK 32
H3OBJIHEHHE HA MOPHYKATA [0 45 KaJCHIAPHH [THY, KOUTO OTrOBapA Ha H3HCKBaHHA OT Beanoxurens
CPOK - He [IOBe4e OT 45 KaleHJapHHA JHH, CNIeA CKJHoYBaHe Ha JoroBopa. IlpeanoxeH e rapaHnHoHeH
CPOK OT 24 Mecela, KOHTO OTTOBaps Ba H3NCKBAHETO Ha BB3MOXHTENs 3a rapaHlMOHEH CPOK OT
HE I10-MAaJKo oT 24 Mecela.

KomucusTa ycTanosH, 4e y9aCTHHKBT HE € IPEATABAI HCKAHUTE OT BH3NoKuTe s IpHAOKeH s
kbM TeXHHYECKOTO Ipe/uIoKenue - Jleknapanus 3a chorsercrene /CE Mapku/ 2a BCHYKH apTHKYIIH B
obocoberaTa no3uIus.

KomucriTa yCTAHOBH, e TEXHHYECKOTO mpepnoxkenue Ha ,,Jlabamexc* AJl no o6ocobena
no3AuAs Ne 7 H NPHI0KEHHATA KbM HEro He 0TTOBAPAT HA H3HCKBAHMATA HA BrninoxuTens u
pemu 1a He 10IyCHE YACTHHKA 0 OTBapsiHe HA IUIAKA ,IIpennarann neHoBH napamerpu“ no
oGocobera mozmuua Ne 7 m npeniara Ha BrinoxuTtenn HA ocHOBaHHE 11, 107, 1. 2, 6. ,a“ ot
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3011 za oTcTpaHu y9acTHAKA ,Jla0aMexc* A/l 0T Ho-HATATHIIHO YHACTHE B NPOUCAYPATA N0
oGocodena mo3aua Ne 7.

3a ygacTHuKa ,JlabaMexc* All 3a 06ocoGena nozunna Ne 13 - JlaGopaTopan nenrpodyrn
H NPHHAJIEKHOCTH

KoMucHATa YCTAaHOBH HAIMYHE HA CIEAHUTE ZOKYMEHTH:

1. Texauuecko npegnoxenne (Obpazen Ne 2)

2. Tabnuua 3a TEXHHYECKO CHOTBETCTBHE N0 apTHKYH (O6pasen Ne 2a)

3. Jlexnapangs 3a CpoK Ha BaTHAHOCT Ha odeprara (Obpasen Ne 3)

4, lex1apanus 3a ChIIacHe ¢ Kiiay3ure Ha IPHIOKEHUAA IpoeKT Ha noroBop (O6pasen Ne 4)

5. Jlexnapangs 3a CEOTBETCTBHE U pexamarmy (O6pazer Ne 5)

6.0TopH3anHH OT NPOH3BOINTENA

7. Cepruduxarn ISO 13485 na npoussoanTens

8.H3panku ot ¢upMeHn OpOIIYpH M KaTajlo3s, 3aBEPEHH C MOJAINKC M [1€4aT Ha YYAaCTHHKA Ha BCAKA
CTpaHMIIA, 33 AOKa3BaHE CHLOTBETCTBUETO Ha NPENIOKEHHTE AapTHKYIM C H3HCKBAHUATA Ha
Branoxurens.

B TEXHAYECKOTO CH NpeIokeHRE 0 060c00eHa 1o3uNuA Ne 13, y4aCcTHHKET € IOCOYHII CPOK 3a
H3IThJIHEHHE Ha NOpBYKaTa 710 45 KaneHjapHu JHH, KOWTO OTrOBaps HAa H3MCKBaHMA OT BuinoxHTens
CPOK - HE noBeye OT 45 KaleHapHH JHH, Clie[l CKIIoYBaHe Ha norosopa. IIpeanoxen ¢ rapaHiHoHEH
cpok oT 24 Meceua, KOHTO OTroBaps Ha M3MCKBaHETO Ha BB37OKHTEIS 32 rapaHIHOHEH CPOK OT
He I0-MaJKo oT 24 Mecena.

KomucusTa ycTaHOBH, Y€ YYACTHHKHT HE € NpEATaBHA HCKaHHTE OT BB3moxuTens npuiiokeHus
KbM TeXHHIECKOTO npepioxenne - Jexnapaunu 3a ceoreTcTBHE /CE Mapku/ 3a BCHYKH apTHKYJIH B
obocobeHaTa mo3uNM.

KoMucHATA YCTAHOBH, Y€ TEXHH4ECKOTO NpeloxKeHne Ha ,Jlabamexc” A/l no obocobena
no3HnHg N2 13 H nNpHJI0KeHHATA KbM HEro He¢ OTrOBAPAT HA HIACKBAHHATA HA Bh3jioxkaTeNn H
peIlH Aa He JONYyCHE YYACTHHKA A0 OTBAPSHE HA IUIHKA ,IIpennarann nenosH napamerpu® mo
obocoGena no3uuua Ne 13 n npepnara Ha Buinoxurens Ha ocHoBangde 1.1. 107, 1. 2, 6. ,,a“ or
30I1 pa orcrpasn ydacTHHKA ,Jlabumexc” A/l oT nMo-HATATHHIHO y4acTHe B NPOHEIYPATA 0O
0bocofena mo3anus Ne 13,

XIII. OTHOCHO TEXHHIECKOTO NPeIoKeHHe HA yuacTHiKa ,buocHcremn® 00/ 3a obocobenn
mosanme Ne 1, 7 m 13,

3a ywacTauka ,buocacremn® Q0 3a o0bocobena nozmoua Nel - @puzep 3a apaboko
3aMpa3sBaHe

KoMmucuaTa ycTaHOBH Ha/IHYHE HA CNEIHHTE JOKYMEHTH:
1. Texanuecko npeanoxenue (O6pazen Ne 2)
2. Tabnuua 3a TEXHAYECKO CHOTBEeTCTBHE MO apTHKY (OOpazeu Ne 2a)
3. Jlexnapanus 3a cpoK Ha BanMAHOCT Ha odeprara (O6pazen Ne 3)
4. llexnapanus 3a CbIVIACHE C KIaY3HTE Ha NPHIIOKEHHA NIPOEKT Ha aorosop (OGpazen Ne 4)
5. lleknapanus 3a chOTBETCTBHE H pekiamanuu (O6pazen Ne 5)
6.0Topu3arus OT IPOUIBOAMTE]IS
7.Jexnapanus 3a ceoreercreue /CE mapka/
8. M3panku ot ¢pupMenn GpolypH M KaTalo3H, 3aBEPEHH C MOAIHC H €daT HAa yYACTHHKA Ha BCAKA
CTpaHMNa, 3a JOKA3BAHC CBHOTBETCTBHETO HA NPENIOKECHHTe APTHKYJIH C M3HCKBAaHHUNTA HA
Bnanoxurend

B TexnuveckoTo cu npennoxenre no o6ocobena mozumus Ne 1, y9aCTHHKBT € IIOCOYHI CPOK 2a
H3ITBJIHEHHE Ha NOpBYKaTa 10 45 xaneH apHH JHH, KOHTO OTIOBaps HA H3HCKBAHMA OT BuaoxHTE A
CPOK - He NOBeY¢ OT 43 KajleHJapHHA JHH, ClIe]l CKIIOYBaHe Ha Jorosopa. [Ipeanoxen € rapaHnuoHeH
CpOK OT 24 Meceua, KOATO OTroBaps Ha M3WCKBAHETO Ha BR3NOXHTENs 3a rapaHiMOHEH CPOK OT
HE N0-MaJKo OT 24 Mecena.

Komucusra npoasmke cposTa pabota ¢ pasrnexigade Ha Tabimnara 3a TEXHHYECKO
CBOTBETCTBHE N0 apTHKYIH 10 000cobena nosuima Ne 1 (o6pazen Ne 2a), npunoKeHHTE H3BAAKH OT
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$hupMeHH OpOIIYPH K KaTAIO3H 3aEAHO ChC CTAHOBHIIETO HA €KCIIEPTHTE B KOMHCHATA.

IMpeanoxendsit OT YYacTHHKA apTHKYJ OTrOBaps Ha TEXHHYecKaTa chnenHuxaums Ha
Be3noxuTens H chINIacHO CTAHOBHINETO HA EKCHEPTHTE B KOMHCHATA.

KomucHATAa yCTAaHOBH, Y€ TEeXHHYECKOTO mnpexxoxkenue Ha ,bBuoecucremn“ OO0 no
obocobena mo3EnHA Nel H DPHIOKEHHATA KbhM HEro OTroBApAT HA H3IACKBAHHATA Ha
BuinoxuTeNns H JoOycKa yuacrHHKa ,brocucremn® OO/ no orsapsse Ha namka
»lIpeAnarann neHoBH napameTpu” no ofocobena nozunmn Ne 1.

3a yuacramka ,brocactemn® OO/ 3a obocobena nosunua Ne7 -- Anpaparypa 3a
noaroroBka Ha JJHK npo6n 3a 6Ho6aHKHpaHe H FTeHOMHH AHAJIHIH

KoMmucuaTa yCTAaHOBH HaiH4ME Ha CICAHUTE JOKYMEHTH:

1. Texuugecko npennoxenne (Obpazen Ne 2)

2. Tabnuua 3a TEXHH4ECKO CHOTBETCTBHE O apTHKyIH (OOpasen Ne 2a)

3. Jlexnapanus 3a cpok Ha BanuaHoCT Ha odeprara (OGpazen Ne 3)

4. Jlexnapanms 3a ChIJIaCKe ¢ KJIAy3HTe Ha NPHIOKEHHA NPoeKT Ha goroBop (Obpazen Ne 4)

5. Jlexnapaius 3a ChOTBETCTBHE M peknamanmy {Obpazen Ne 5)

6.0Topu3anus OT MPOU3BOAUTENA

7.Jleknapanun 3a crotBeTcTBHE /CE Mapkwu/

8. Ceprudukar ISO 13485 na npon3zpoauTens

9. Uzpaaxu ot ¢upMeHH OpOIIypH M KaTalO3H, 3aBEPEHH C IOANMC H II€YaT HAa YYaCTHHMKA Ha BCAKa
CTpaHHIIA, 3& JAOKa3lBaHE CBOTBETCTBHETO HA MNpPEUIOKEHHTE apTHKYNM C M3MCKBaHHATA Ha
Braoxurens

B TexHuuecKoTO cH npeziokeHne no obocobena nosuiua Ne 7, y4acTHHKBT € IOCOYMI CPOK 3a
H3ITbJIHEHHE HA NOPhYKara N0 45 KaueH apHu JHH, KOHTO OTroBaps Ha A3MCKBAHHSA OT Br3noxurens
CPOK - HE IOBEYE OT 45 KaleHIapHH IHH, Clie]l CKIIOUBaHE Ha Joropopa. Ilpe/roxeH e rapadliHOHEH
Cpok OT 24 Mecela, KOHTO 0TroBaps Ha H3HCKBAaHETO Ha Bn3noxknTens 3a rapaHiHOHEH CPOK OT HE
I0-MaJko OT 24 Mecernia.

KomucuaTra npoapixkm c¢BoaTa palora ¢ pasriexaaHe Ha TtalbiaMnara 3a TEXHHHMECKO
CHOTBETCTBHE 0 apTHKYIH 110 060cobena mo3uia Ne 7 (o6pazen Ne 2a), npunoxeHHTE H3BAOKH OT
¢dupMenn OpoInypH U KaTallo3H 3ae{HO ChC CTAHOBHINIETO HA EKCIIEPTHTE B KOMHCHATA.

IlpennoxXeHHTE OT YYaCTHMKA ApPTHKYJH OTTOBApAT HAa TEXHMYECKAaTa cOoenuuKanud Ha
BB310XKuUTENA ¥ CHIJIACHO CTAHOBHUINETC HA EKCIIEPTHTE B KOMHCUATA.

KomucHaTa YCTaHOBH, Y€ TeXHHYECKOTO HpeAoxkende Ha ,bHocucremn* OO0
no obocobena mo3muusu Ne 7 B NpHIOcKeHHSTA KbM HEr0 OTroBapaT HA H3IHCKBAHMNTA HA
Bo3noxurens u Jomycka y4acTauka ,bBrocacrems® OQOJ po orBapsEe HAa mamKa
wlIpeanarand neHoBH papameTpnr® no 06ocobena no3unun Ne 7,

3a ywacTHBKka ,baocucremu” OO/ 3a obocobenn nosummm Nel3d -- JlaGopatopum
HeHTPOoPYrd H NPAHALICKHOCTH

KoMucHATa yCTaHOBH HAJIHYHE HA CIEAHHUTE JOKYMEHTH:
1. Texnugecko npeanoxenue (OOpazew; Ne 2)
2. Tabmaua 3a TeXHH9ECKO CHOTBETCTBHE N0 apTHKYH (OGpasen Ne 2a)
3. Jlexnapanus 3a cpoK Ha BATHAHOCT Ha odeprara (O6pazen Ne 3)
4. Ilexnapauus 3a ChI7IacHe ¢ KJIay3HTe Ha IPUIIOXKEHHS OpoeKT Ha aorosop (O6pazen Ne 4)
5. Jlexnapanus 3a CBOTBETCTBEE H peknamauds (Obpasen Ne 5)
6.0TopHA3aiy OT IPON3BOAUTEIS
7.Hexnapannn 3a coTBeTcTBERE /CE Mapku/
8. Cepruduxaru ISO 13485 Ha nponssoauTens
9. H3panxu ot ¢pupmenu GpommypH # KaTalo3H, 3aBEPEHM C IOMIKC U MeYaT HAa y4acTHHKA Ha BCAKA
CTpaHWLa, 3a OOKa3BaHE CBLOTBCTCTBHETO HA IPEJIOKEHHTE APTHKYIH C M3HCKBAHMATA Ha
Bw3noxurtens

B TexHHIeCKOTO CH NpeIokenne 1o obocobena no3uuus Ne 13, y9acTHHKET € DOCOTHI CPOK 3a
M3MBIHEHHE HA NOPBYKATa A0 45 KalneHapHA JHH, KOHTO OTroBaps Ha H3HCKBAHHUSE OT BhanoxuTens
CPOK - HE NOBEHE OT 45 KAICHAapPHM JHH, ClleJ CKIIOUBAHE Ha AOroBopa. [Ipeanoxen € rapaHuoHeH
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CpOK OT 24 Mecena, KOHTO OTroBapa Ha H3MCKBAaHETO Ha BB3I0KHTENA 33 rapaHIIHOHEH CPOK OT HE
mo-Manko ot 24 meceua.

KomHucuaTa npoabike ceosra paGora ¢ pasriexigade Ha TaOmHnara 3a TEXHHYECKO
CBHOTBETCTEME TIO apTHKYJHA Mo obocobena nmosmmmsa Ne 13 (obpasen Ne 2a), mpHIOKEHATE H3BAAKH
oT ¢upMeHH GpONTYPH H KaTal03H 3a€JHO ChC CTAHOBHIIETO Ha €KCNEPTHTE B KOMACHSATA.

IlpeanoskeHuTe OT YYACTHHKE APTHKYJIH OTTOBapAT Ha TEXHHUECKaTa cHeunQHKarms Ha
Bb310KHTENA, BHOIHO H OT CTAHOBHINETO HA KCIIEPTHTE B KOMHCHATA.

KoMHCHSTA YCTAHOBH, 4Ye TEXHMYECKOTO MOpeNiokenHe Ha ,Buocacrema® 00/
no obocofena mosmnmEg Ne 13 m DprioKeHHSTA KbM HEro OTrOBAPHAT HA H3IHCKBAHHATA Ha
BbiioxkuTeas H JoOycka ydacTHHKa ,bmocmerema® OO/ xo orBapsse Ha ILIHKA
wHIIpeaiarann HeHoBH NapaMeTpu® oo o6ocobena mozanmnsa Ne 13.

B Pe3VATAT OT TOPHHT¢ KOHCTATAIHH H B3€THTC DCNICHHH, KOMHCHATA NONyCKa 10
OTBapdHE H PparaekKiaHe Ha ILJIHKOBE ,,l'lpemlaranu IICHOBH napaue’rpu“ CJIEMHHTE
¥Y4ACTHHIHR O obocobeHH IO3HITHH, KAKTO (JICABA:

1.,,danc ®apma™ EOOJ] no obocobena nozanua Ne 1;
2.,.,Juamen” OO/] mo o6ocobenn mozunuu Ne 9;

3.,.Eanak Jluzear® EOOJ] oo obocobena nosunms  Ne 1;

4. Eeporpyn-33“ EOOJ] no o6ocobena nozunms Ne 11;

. ,,baoMen ®rogap* EOO]I mo obocodena no3nnms Ne 1;

. ,JIabrex* EOOJI mo o6ocobena nozumua No 1;

. wAutucen Benrapus® OO/ 3a 06ocobenn nozunun NeNel 1 6;
. »wACM2* EOO/JI mo o6ocobena nozumus Ne 12;

. »Cmapt Codt* EOOJ no 06ocobena nozunua Ne 10;

10. ,.Jlabumexc™ Al no obocobena nozuuusa Ne 5;

11. ,.buocucremu® OO/] 3a o6ocobenn nosmumun Ne 1, 71 13.

C ToBa KOMHCHATA IIPEKAIOYH CBoATa paboTa ¥ Ha ocoBanue wi1.57, an.3 ot [IT13011 onpezenn
JlaTa B 4Yac 3a OTBapsHE HA LICHOBHTE NPEAJIOKCHHSA HA AONYCHAaTHTe ydyacTHHOH — 13.04.2018r.
/nersk/ o1 14:00 yaca B Pextopara Ha Meaunusckn ynuBepcHTeT —~ Codus, Ha appec: rp. Codus,
6yn. ,Axan. Ms. Esct. I'emoB™ Ne 15, er. 12, 3ama Ne 6, crpajgata Ha HauuomaneH LeHTHp 1O
obmectBeHo 3apaBe W aHanusu /HIJO3A/, 3a koero mpenmpue AeHCTBHA 3a yBeIOMsBaHE Ha

y4acTHHIMTE B Iponemypara upe3 nybnukysade Ha cpobmenue B Ilpoduna Ha xymysada KEM
CICKTPOHHOTO JOCHE Ha IIpoLIcaAYpara.

NO OO N ON

Hacrosmusat npoTokon ce H3roTed u noanuca Ha 05.04.2018r. A
3a BEpPHOCTTA HAa FOPEHU3IOKEHOTO, KOMHCHSTA Ce MOAIHCA, KAKTO CIIEABa: " /
i

3aA49eHo HA ocH. 1.2 o1 3

NPEJACEJATEJL: Atanacka MuTKOBa, 16....,0........ /
YIEHOBE: 1. lapuna Kauakopa, 116........  aaepima S w2 41 330

2. Upau HOHOB,}Iﬁ Sam:lwcti. ln..ar 33J11

................................

3.Maprta 'eHCY30Ba......od SRR B2 2L 2 o 331

3aamgero HAa ocH. 9.1.2 o1 33JI]]

4. Xpucrtunaa bemesa ...... R S

/3aaugeno Ha ocH. w12 o1 33J1]1
5. Pozaymis Banjiapanosa ...cc . %5 fevenens
6. Munena CredaHoga............. 3"‘\"1;’\.‘{;?.“\'{‘.??.‘1;‘_!;1.2 or 33111
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