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PASSICHEHHE

Ha ocmoBamme 1ua.29, aa.1 ot 3akonHa 3a obmrecrBeHuTe mopbuku /30I1/,
BBB BPB3Ka C NOCTHIINAO Ha 16.04.2015r. muckamHe 3a IIpenocTaBdHE Ha pa3sCHEHIE
OT CTpaHa Ha KaHAWAAT 3aKylIHA MJOKyMEHTallusd 3a ydJacTHe B IIpoIeaypa 3a
BBb3AaraHe Ha oO0IIecTBeHa mopbhuka 1o pexa Ha 30I1, ¢ mpeamer: ,JocraBKa Ha
MEJUIIMHCKHA KOHCYMaTHBH 3a HyxXauTe Ha ,MHorompoduaHa G0AHUIIA 32 aKTHBHO
aedyeHue - Byprac' AIl”, mpaBHM CA€IHUTE pas3siCHEHHs [0 AOKyMEHTaIUATa 3a
IIpOoBEXAaHE Ha IIpolleypara :

»,BPB BpPB3Ka C OOIIecTBeHa IIOPHYKA C IpeameT: ,JlocTaBKa Ha MEIHIIMHCKHA
KOHCYMAaTHUBH 3a HyxXaute Ha,MHorompodmana O0oAHUIIA 3a AKTUBHO AE€YEHHE -
Byprac" A", orkpura c Pemrenne No 109 ot 16.03.2015 r. ma M3nwaHUTEeAHUS
JUPEKTOp Ha Muorompoduasa 0oaHHIIA 3a aKTHUBHO AedeHUe - Byprac A/l, KakTo u
Ha ocHoBaHHe 4A. 29, aa. 1 ot 30II, moad 3a passgcHeHUs OoT Bamia crtpaHa BBB
BPB3Ka C H3roTBEHaTa JOKyMEHTAaIIUs 3a yJacTue B o0sgBeHaTa mpoleaypa.

CeraacHo TexHHMUYECKaTa CHelH(uKanusg OoT MNOKyMEHTAIludaTa 3a ydacTHe B
IIpolieaAypara, IpeaMeThT Ha oblecTBeHaTa Iopbhika BKAIoUBa 332 Oposa obocobeHu
IIO3UIINH, KaTo BcaKka ob6oco0eHa IO3UIHS € pa3feAeHa Ha HOMEHKAQTYPHH €IUHUIIN
M 49acT OT HOMEHKAAQTYPHUTE €AUHUIM CHABPIKAT IIOAHOMEHKAATYPHH €IWHUIHU. B
IIPHUAOXKEHTA TEXHHYECKa CIenudUKalsgd He ca II0OCOYEHM KOAMYEeCTBa 3a Te3U
IOOHOMEKAAQTYPHH  €OWHHIM. Hampumep  obocobena  mo3mmms No 189,
HOMEHKaATypHa eamHHila No2 cpappxa 18 mogHOMEHKAAQTYPHU E€OUHUIU C
Pa3AMYHH pasMEpH Ha KOHIIUTE M HUTAUTE, KOETO IIpeAloAara PasAWYHU €IUHUIHH
IIEHH, 3a KOUTO HIMa II0OCOYEHU IIPOTHO3HU KOANYECTBA.

Ceraacuo 4a. 57, aa. 3 or 30Il m mocouyeHHTE B JOKYMEHTAIUATA YKa3aHUS,
KOraTo y4aCTHHK IofaBa odepTa 3a II0BEUEe OT eaHa ob0ocob0eHa IIO3UIHS, TAHKOBE
Noe 2 m. 3 ce mpeacraBaT 3a BCgKa OT Io3uipuTe. Korato MOOKYMEHTH WU
nHpoOpMaIus, cpappX)aim ce B mamk No 1, ca eaHaKBH 3a [ABE€ HAH IIOBEdYe
060CcOO€HN MO3UIIMHK, IO KOUTO YYACTHHKBT y4acTBa, CHIIUTE CE IIOCTABAT CaMoO B
IIAMKa II0 IIO3MIMATa C Hal-MaAbK IIOpPEedeH HOMEpP, KaTo TOBa OOCTOSTEACTBO CeE
oTbeAs3Ba B CIMCHKA HA JIOKYMEHTHUTE, ChIbP¥KAIIl CE B IMAMKOBETE HA OCTAHAAHTE
IIO3UIIUH.

CwraacHo JOKyMeHTaIUATA 32 y9acTHE B IIpoleaypara

C oraen Ha TOpPEU3A0KEHOTO, MOAS 38 CAEIHUTE Pa3sdCHEHUS:

Bempoc Ne 1: Kak mga ce wu39YuMcAM obIara CTOHHOCT Ha JajeHa
HOOHOMEKAATYpHA €UHHIIA 0€3 II0OCOYEHO IIPOTHO3HO KOANYECTBO 3a Hesd?

Bwsnpoc Ne 2: Kou ca moxymeHTHTE B HHGpOPMaNHUaTa, KOUTO CE€ pa3AndaBaT 3a
BCSKa OTHeAHa obocobeHa IO3UITHS, H CAeABa aa (PUTypHpaT caMmMo B HONAACHUS 3a
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CBHOTBETHAaTa 000cObeHa IO3UIIUA AWK No 1?7

OrroBop Nel: IIpm H3roTBgHEe Ha IEHOBOTO IIPEJAOXKEHHE 3a 00ocobeHa
MIO3UIMS, 3a KOATO B TexHHYecKaTa CIeIHM(pUKAIlUsg HE ca IOCOYEHH IIPOTHO3HU
KOAMYECTBA Ha HOMEHKAATYPHHUTE €IWHUIM, BKAIOYEHH B Hesd, a camMo OOIIo
KOAMYECTBO /Opoii 3a choTBeTHATa 000Cco0eHa MO3HUITHs, B KOAOHA Lllena” ce mocouBa
caMoO eOIuHHUYHaTa IleHa Ha IIPOAYKTa IO ChOTBETHATa HOMEHKAATYpHA €IHUHUIA OT
obocobeHaTa mo3mius, 0e3 ga ce II0COYBa MIPOTHO3HO KOAWYECTBO, KaTo Ha
IIOCACAHUA pPen OoT TabamiiaTa Ce H3MIKUCBa IIPOTHO3ZHOTO KOAMYECTBO, CBTAACHO
TexHHU4YecKa crnenudukanusa. Ha pen ,0O6mia croiiHocT 6e3 BrA. J/IC mo 1mo3uiius
No.....” ce moco4yBa ocpenHeHaTa IleHA Ha HOMEHKAATYPHUTE €IUHHIM, BKAIOYEHH B

*  obocobeHara II03UIYA, YMHOXXEHA II0 O6U_IOTO IIPOTHO3HO KOAHWYCCTBO 3a IIO3HUIUATA.

OTroBop Ne2: PazamyHu 3a BCgKa OTAeAHA 000coOeHa IIO3UITUSA Ca CAETHUTE
JOKYMEHTH ¥ MH(OPMAITHSI:
- EC ceprudurar manm ekBuBaseHT 3a HaHeceHa CE maprupoBka
BBPXY H3IAECAMETO HAU OEKAapaldd 3a CHOTBETCTBHE, 3a IIPOAYKTUTE, 3a KOHTO
cepTuHKaT 3a KA4eCTBO € HEIPHAOXKHUM cbhraacuHo [upektuBa 93/42/ENO 3a
BKAIOYEHHTE B ChOTBETHATA 000CcO0eHAa ITO3UIINA HOMEHKAATYPHU €IUHHUIIHA.
- ISO 9001: 2000 uam ISO 13485:2003 HAM €EKBHBAACHT, U3Ial€HHA Ha
MMETO Ha IIPOM3BOAUTEAS, 3a BKAIOYEHHUTE B CBHOTBeTHATa 0OocobeHa MO3UIIHS
HOMEHKAQTYPHHU €IUHUIIH.
- IIpH yCAOBHATa Ha ydacTue 1o obocobenH mozurtmu ¢ No 90 mo No
332 (cmenmdHYeH MEOUIIMHCKH KOHCYMAaTHUB), VIACTHHIIUTE IIPEACTABIT KaTaAO3H
Ha IOpeJsaraHUTE MOPOAYKTH, BKAIOYEHH B CBHOTBETHara obocobeHa mo3uiud. 3a
IPOAYKTH, C KOHUTO BB3aA0KHTEAdT € paboTua IIpe3 IpeaxomHaTa TrOoAWHa, ToBa
M3HUCKBAaHE HE € 3aIBbAKHTEAHO. [Ipu ToBa 0OOCTOATEACTBO CHOTBETHHUS KaHIUAT
IIOAPOOHO OIIMCBa CHOTBETHOTO OOCTOSTEACTBO B odeprara CH, KaTO KOHKPETHUIHPA
IIEPUOAUTE Ha JOCTABKAa U JOCTaBAHUTE OT HETO CHEIU(PUIHE KOHCYMaTHBH.
JIOKyMEHTHTE CA€ABa Ja Ce IIPE/CTaBAT BHB BH H C O3HAYECHUS B
CBOTBETCTBHE C HM3HWCKBaHUATA, pasnucaHu B Pazmea 6.2. ot OOuIMTE yCcAOBHS 3a
IIpoBeXAaHe Ha o0IecTBeHATa IOPHIKA.
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