YHUBEPCUTETCKA MHOTOINIPOPNAHA BOAHUIIA 3A AKTUBHO AEYEHUE U

CIEINMHA MEAUITMHA “H.MITMPOTOB” EAA
Codusi, 6ya. “Toraebern” Neo 21

ITPOTOKOA Ne1/29.03.2016 r.
3a pasraexxjae, oIjeHsIBaHe M KAacHMpaHe Ha odepTure
Ha ocHOBauue ua. 72 30I1

Anec, 29.03.2016 r. 8 10.00 gaca B rpag Codusa, B PanopTHa 3asa 2-pu eTaxk Ha CeKIUA
JVsrapsnus u naactnada xupyprua’ Ha YMBAZACM ,H.J.IIuporos” EAZ rpas Codus
1606 ©Oya. ,ToraeGen” Ne 21, Ha ocHoBanme 3anoses No PA-20-307/29.03.2016 r. na
Nampanuteanus aupekrop Ha YMBAJACM , HIM. IIuporos”EAA Ilpod. a-p Croan
MuaaHoB, 4.M, KoMmucusi B cbcTas: Yaen-npeacesarea: Jou. aA-p Basentun Myinekos u
yaeHose: Mar. ¢apm. AHTOH ABAXHNEeB — HayaaHnk boAHMYHA amnTeka, Mar. d¢apm.
Eaucasera Jumntposa, XpuctuHa /lekosa — IOPICKOHCYAT 1 BeceanHa JeHueBa HavyaAHMK
OIl, samouna csosta pabora mo peja Ha [aasa merta, Pasaea II or 30Il B oTkpura
pouedypa 3a Bh3JaraHe Ha ODIIeCTBeHa NOpPBYKa ¢ IpeaAMeT: ., JocTaBKa Ha CyXI ¥ TeuHI
pasTBOpM 3a XeMoauaansa” , OTKpuTa ¢ PerieHne Ne PA-20-122/26.02.2016 .

Caea moaydasaHe Ha cIyCbKa 1o ua. 68, aa. 1 ot 30I1 ¢ mocremmante opepTn U caMmuTe
odpepTit Ha ydacTHHITUTe B oDIlecTBeHaTa nopbuka [IpeaceaaTeasT Ha KOMICHATA [TpoveTe
3armoBeATa I OIIOBeCTH MeHaTa Ha yJacTHMIIUTE.

B ompegeaenns cpok /12:00 yaca Ha 28.03.2016 r./ ca moJaAeHu AOKYMEHTH OT CAeAHUTe
y‘{aCTHI'ILH/I, a IMeHHO:

i ABUMEA MHTEPHEIIIAHBA EOOA — Bx. Ne 862-OI1/25.03.2016r. — 10:30 4.

2. VHMPAPM A/ - Bx. Ne 863-011/28.03.2016r. — 10:25 u.

3. MEAEKC OOA - Bx. No 864-0T1/28.03.2016r. — 11:00 4.

Czle,il, 3alOo3HaBaHe CbC COMCHbKa Ha yJaCTHMINTE 4YAeHOBETE Ha KOMUMCHATa IIOAIIMICaxa

Aexkaapauuu 1o 4ya. 35, aa. 3 ot 30IL
Ha AHeIITHOTO 3aceaHue He IPHUCHCTBAT AKIla 1o 44, 68, aa. 3 ot 3011

KomifcusiTa TIPHCTBIN KbM OTBapsiHe Ha odepTuTe MO peaa Ha TAXHOTO IIOCTHIIBAHE.
CeraacHo 44. 68, aa. 4 ot 30I1 3a Bcekit OT yJacTHNIUTE KOMUCHATA MIPOBEPY HAAUYNMETO Ha
TpU OTAeAHN, 3alledyaTaHu W HENpO3payHy IIANKa U TIOAITNCa IMank Ne3 cbabpxall
neHosuTe odepru Ha KaHAugaTuTe. ChraacHo 4a. 68, aa. 5 or 30I1 I'Tamk No2 Ha Bcekm OT
yJacTHHIMTe Gellle OTBOPEH M BCAKA CTPaHMIIA OT ChABPIKAILNTE Ce B Hero 40KyMeHTH Gellre
moAMicaHa OT uyJeHoBeTe Ha KomucusTa. Komucmara orsopu namk Nel u omosecTu
AOKYMEHTHUTE, KOUTO Ce ChAbP3KAT B HETO.

C ToBa mybamyHaTa YacT Ha 3acedaHyeTo npuxaoun. [Ipu 3akpuri BpaTH KOMMCHITA
IPUCTBIIN KbM pa3raexaaHe Ha gokymentute B [lauk Nel. PesyartatuTe ca Kakro caespa 1o
BXOAJLLIN HOMepa Ha IoJdajeHuTe ogepTi.

VuactauksT ABUMEA MHTEPHENIAHD/ EOO/ — yyactsa nmo nosuuus 2. [Ipeacrasenn
ca: Cnucek Ha AOKYMEHTHTe, CbAbpIKalllyl ce B odepTaTa, MOAMMCAH OT YYAaCTHIKE;
TlpeacTaBsiHe Ha Y4acTHIKa, BKAIOUBALIO M Aekaapanus 1o 4a. 47, aa. 9 or 30IT;



Paspemenue 3a Toprosirsa Ha eapo oT VIA/; Adexaapaiuia 3a AuMICa Ha CBBP3aHOCT ¢ APYT
Y4aCTHHUK IO 4. 53, aa. 7 ot 30I1, KakTo I 3a AMIca Ha OOCTOATRACTBO IO 44. 8, aa. 8, T. 2 0T
30IT; Jexkaapanms 3a TplieMaHe Ha YCAOBHMATa B IpOeKTa Ha A0rosopa; Ilombanew,
MOATIIICAH 11 II0AlledaTaH IIPOeKT Ha AOTOBOP 3a I3II'bAHeHIte; JOKYMEHT 3a BHeceHa DaHKOBa
rapanuys;  JOKYMEHTH 3a JOKa3BaHe Ha TeXHIYeCKNTe M KBaAM(UKaLMOHHITE
BB3MOXKHOCTH Ha KaHAuAaTa cbraacHo 4. 51 ot 30IT - ISO 9001:2008 na yyacTHuka.

Caea 3amosHaBaHe C IPUAOXKEHHTe AOKYMEHTM KOMICHATAa He YCTaHOBM ANIIca Ha
AOKYMEHTI M/UAY HeChOTBETCTBIIE C KPUTePHHTe 3a o400p.

YuactHukst YHVIPAPM A/ — yyactsa o nosuuusa 1 u 2. [Ipeacrasenu ca gBa opost [Lauk
Nel 3a Bcsika oT mosmumuTe cbhraacHo ua. 57, aa. 3 ot 3011, c¢bc caegHOTO ChAbp KaHUe:
Comucbk Ha AOKYMEHTHTE, ChAbpKamy ce B odeprara, INOANNMCAH OT YYacTHMKA;
[TpeactapsiHe Ha ydYaCTHUKa, BKAIOYBAIIO U AeKaapauus 1o 4da. 47, aa. 9 or 30IL
[TeanoMorHo; PaspelieHne 3a Thbprosus Ha e4po ¢ MeANMUNHCKN u3deans; dekaapauus 3a
AMIICA Ha CBbP3aHOCT C APYT Y4acTHHK 1O 4a. 55, aa. 7 ot 30Il, kakTo 1 3a amrca Ha
obcrosiTeAcTBO MO 4. 8, aa. 8, T. 2 or 30IT; Jdekaapanusa no 4a. 56, aa. 12 or 30II 3a
IpHueMaHe yCAOBMTa Ha J0ToBOpa; ITombaHeH, MOANIICaH U IIoATIedaTaH MPOEKT Ha 40TOBOP
3a u3mbAHeHNe; JOKyMeHT 3a BHeceHa Oankosa rapanums; Ceprudukar ISO 9001:2008 Ha
IIMETO Ha yJacTHMKA.

Caea 3amozHaBaHe C TIPHAOXKEHUTe JOKYMEHTH KOMICHATa HE YCTaHOBM AMIICA Ha
AOKYMEHTH I1/1A1 HeCLOTBETCTBIE C KpUTepHIITe 3a TI0ADOp.

Yuactaukst MEAEKC OO/ — yyactsa no nmoszunus 1 u 3. IlpeactaBenu ca aga 6pos Ilank
Nol 3a BCsIKa OT IMO3UNMHUTE CbhraacHo ua. 57, aa. 3 ot 30II, ¢bc caegHOTO ChAbpKaHIe:
Croucek Ha AOKYMEHTHTe, ChAbpKallu ce B odepraTa, NOANMCaH OT YJYacTHMKA;
[TpeacTaBsHe Ha y4yacTHIMKa, BKAIOYBAIIO M Jekaapauus no 4a. 47, aa. 9 or 30IL
PazpemreHne 3a TbPropus Ha eApo ¢ MEAMIMHCKM U3jeans; /exkaapauus 3a AMICa Ha
CBBP3aHOCT C ApYT ydacTHHK; Jekaapaumsas no 4a. 56, aa. 1 1. 8 3a ammnca Ha
NOAU3IIBAHUTEAN- TI0 Obpasel;; Aexaapauus mo 4a. 56, aa. 12 ot 30I1 3a npuemaHe
ycAOBHMATa Ha Aorosopa; ITombAHeH, moAnucaH 1 IIOAlledaTaH ITPOEKT Ha AOTOBOP 3a
usrpAHeHue; JOKyMeHT 3a BHeceHa OaHkosa rapaHums; Cepruduxar ISO 9001:2008 Ha
HMETO Ha y4acTHUKa; /eKkaapanisi OTHOCHO TEXHIYECKM Bb3MOXKHOCTH 3a M3IThbAHEHHE Ha
nopbukaTa, BKka. MIIC 11 Haauume Ha cKaaaoBa Dasa.

Caea 3amosHaBaHe C IPUAOXKEHUTe AOKYMEHTM KOMICHATA He YCTaHOBM ANIICa Ha
AOKYMEHTH If/MAN HeCbOTBETCTBME C KpUTepUuUTe 3a 1oa00p.

[TpeaBua M3A0XKEHOTO AO TYK U IOpaAy AuIcara Ha ODCTOATEACTBA IO 4ya. 68, aa. 8 u
3a4BAXKEHIIeTO 3a Clla3BaHe Ha CpoKoBeTe 1o ua. 68, aa. 9 ot 3011 koMucuaTa NIPUCTHIIN KbM
pasraexxaHe Ha goKymeHTHTe B [Lank No 2 Ha yuacTHMUMTE.

TexHUYeCKUTe MpeAA0XKeHIA CbABPIKAT /TI0 pea Ha BXOAALITe HOMepa/:

1. ABUMEA MHTEPHEIIAHB/A EOOA yuacrtsa no mnosunus 2. [lpeacraBenn ca:
TexHnuecka odepTa, KOSTO e IMOITbAHEeHa, CBIAACHO M3MCKBAHIATA Ha Bb3A0XXHUTeas /Oe3
nenn/; Texumnuecka crenndrkalys, OTTOBApAT Ha M3ICKBaHMATAa OTHOCHO TEXHUYECKHTE I
kBaAndUKaIIOHHITe Bh3MOXKHOCTI Ha KaHAmAarta; OtopusaunonHo nicmo; Haamunm ca
cepruduKati 3a ynpasaeHue Ha Kauectsoto ISO 22716:2007, ISO 9001:2008 1 ISO 13485:2012
Ha Mpom3soauTeAs; Jekaapauisl OT NPON3BOANTEAA 3a CbBMECTHMOCT Ha IIpeddaraHiTe



NPOAYKTII C HaAM4yHaTa amapatypa; Zekaapanus 3a MHIHHMAaAHHS OCTaThyeH CpPOK Ha
TOAHOCT Ha AMAAM3HUTE pa3TBOpu; Jexaapalis OTHOCHO paspelleHue 3a YIoTpeda;
Jexaapariisi OTHOCHO LIeHIITe Ha AeKapcTBeHuTe MpoAyKTi. KoMiicusTa He ycTaHOBI ANIICH
iwan HecboTBerTcTBus B Ilank No 2. Caea 3amosHaBaHe ¢ BCHUKM IIpeJCTaBeHI JOKYMEHTII
KomucusTa gomnycka ydactHuka JbYME/ MIHTEPHEIMAHDA EOOJ 40 no-HaTaThIIHO
y4JacTie oTBapsiHe i pasraeskaaHe Ha [1amnk No3.

2. YHUPAPM A - yyactea no mosuuus 1 u 2. Ilpeacrasenn ca asa Oposa ITank No2 3a
BCSIKA OT MO3MLINITE.

ITo nosnuus Ne 1 e npeacrasua:

Texnuuecka odepTa, ¢ npuaoxeHa Texuirgecka cneynduxamis; Ceprudukar ISO 9001:2008;
Cepruduxar ISO 13485:2012; EO ceprudmkar Aupexrtusa 93/42EMO; Aekaaparpus 3a
CHOTBETCTBIE Ha MeAMIIMHCKITe n3Aeans; Jekaapalis 3a ocTaTbuyeH CPOK Ha TOAHOCT.

[To mosunms Ne 2 e npeacTaBna:

Texnnuecka odepTa, ¢ npuaoskeHa texumdecka crennduxans; EO cepruduxar JAupexrisa
93/42EM0O; AJexaapanusa 3a ChOTBETCTBME Ha MEAMIMHCKHTe u3AeAus; /Jekaapauys 3a
CbBMECTHMMOCT C HaAlYHAaTa anaparypa; JekAapans 3a ocraTbuyeH CPOK Ha TOAHOCT.

Caea 3amozHaBaHe C BCHMYKHM TpeACTaBeHM AOKYMEHTH KOMMCHUATa AONYCKa ydacTHMKA
YHIVIPAPM A/l 40 mo-HaTaTBIIHO Y4acTHe OTBapsiHe 1 pasraesxkaane Ha [Tamk No3.

3. MEAEKC OO/ - yuactsa no nosunusa 1 u 3. IlpeacraBenn ca apa Oposa Ilauk Ne2 za
BCSIKA OT MO3UITUNTE.

ITo mosuums Ne 1 e mpeacraBua:

Texnnyecka odepra; Texnmvecka cnenudukanusa /Ge3 ueHn/; OTOPU3ALMOHHO IICMO,
Yaoctosepenne ot AreHunsta no Bnucsanmara u ITeanomoino; IlpousBoacTeeH AnieH3
Ha ¢pupmara npouspoaures; Ceprudukar ISO 9001:2008; Ceprudukar ISO 13485:2012;
Jexaapauns 3a cporBerctBue; CeprudguxaT 3a ChOTBeTCTBHUE; Jekaapalius 3a OCTaThueH
CPOK Ha ToAHOCT; Aekaapanus 3a ysedomaeHne B VIA/ ¢ npuaoxkeHO YseaoMAeHUe;
MHcTpykuuu 3a ynotpe0a; Jdekaapauus, OTHOCHO I1€HM.

ITo mosuuua Ne 3 e npeacraBma:

Texnnuecka ogepta; Texnmuecka cneuuduxanna /oe3 ueHn/; OTOPHU3AUMOHHO —IIICMO,
YaoctoBepeHue or AreHnuaTa 1o Bnucsanusara u ITbaHomomno; Ceprudmnxar ISO
9001:2008; Ceptuduxar ISO 13485:2012; Ceptudukar 3a KayecTBOTO Ha TabaeTupaHaTa Co4;
AeKkaapanus 3a ocTaThb4eH CPOK Ha FTOAHOCT; JdeKaapaliia, OTHOCHO LIeHM.

Caep 3amosHaBaHe C BCUYKM IIPeACTaBeHH JAOKYMEHTM KOMICHATA AOIYyCKa yJacTHHKa
MEAEKC OO/ 40 no-HaTaThIIHO y4YacTie OTBapaHe U pasraeskdane Ha ILank No3.

Kommncusra PEIINM: aomycka A0 IMO-HAaTaTbIIHO ydacTie M KAacHupaHe BCeYKM MOoJaAeHl
odepTH B IpoLIEAypaTa.

KoMmucusita ompegeas gaTa 3a OTBapsHe I OINOBecTsBaHe Ha IeHOBUTe odepru Ha
AOIyCHATHTe YJaCTHMIIM CBIAAcCHO MMIIepaTHBUTE Ha 4. 69a, aa. 3 u aa. 4 or 30I1, a
umenHo - 01.04.2016 r. ot 10:00 B Ayaurtopusrta Ha cekuus VIsrapsHe u IL1acTH4HA
XMPYPIILA.

C ToBa paﬁoTaTa Ha KOMICIISITa B AHEIITHOTO 3aceJaHIle IIPIKAKYIL.



Hactoamuar nporokoa e cheraseH B 15:20 4. Ha 29.03.2016 r. u ce moAmmica OT BCHYKII
Y1€HOBE Ha KOMUCIATA:

Aou. a-p BasenTuH Mymexos

Mar. ¢papm. Anton ABaKieB /

Mar. ¢papm. Eancaseta Jdumurposa
XpuctuHa /lekosa

Beceauna /leHuesa




