MPOTOKOJ
No2

Iuec, 15.04.2020r. ot 12,00 uaca B B 3anata Ha V eTax B Ne4e0HOTO 3aBEfieHHE e
CHCTOS 3acelanKe Ha KOMMCHMSTa, HasHaueHa cbe 3amosen Ne637 ot 02.12.2019r. Ha
Manbauurennust qupextop na MBAJL JI-p Artanac Jladoseku™ AJl — rp. Kepmpkamm 3a
pasriesiaHe ¥ OLEHKA Ha MOCTLIMINTE OpepTH M KiIacUpaHe Ha yYACTHHULMTE B OTKpHUTa
Mporeypa 3a Bb3jlaraHe Ha oOLIECTBEHa Mophuka ¢ npeamer: "JlocraBka Ha JICKapCTBEHH
NPOAYKTH, MEIUIIMHCKH M3/IeTIUS M PA3TBOPH, HEOOXOIMMH 3 MPOBEKIAHE HA XEMO/IMAIU3HO
neuenre B MBAJT "JI-p Aranac Jladoecku" AJl rp.Kepmxand, ¢ yHukanen 00848-2019-
0012, orkpura c Pemenne Ne567 or 24.10.2019r. na M30BIHWTENHHS JMPEKTOP,
ny6nukysano obsenerne B POIT Ne940864 na 28.10.2019r.

Ha ocnopanue ['nmapa nera, pasmen VIII or III30I1 n B nanbiHenue Ha 3amnoBej
Ne637 ot 02.12.2019r. va ManwsaruTtennans aupektop Ha MBAJL ,JI-p Atanac Jladoseku™ ALl
— rp. Kbp/pKanu, MOMOLIHHAT OPraH Ha BB3M0KUTENA B CIICHHS ChCTAB!

Hpeoceoamen: 1-p [uana I'eopruesa — 3aMECTHUK JIMPEKTOP;

u yaenoge: 1. p-p Camo JlepMeHUKUEB — HAYaIHUK OTACIICHHUE IManusd;
2. M.¢. Becena MomuuniioBa — ppKOBOMTEN OOJIHAYHA anTeKa;
3. Cuewxana Kaparbososa — nkonomuct OIT;
4, Usan PofoB — crapluy FOPUCKOHCYJIT, 3armouHa paboTara CuM Ha
3aKpUTO 3aceaHue.

I. Komucusta npoasmku pabotata cu mo peia Ha I'masa nera, paspen VIII or
[IT13011, karo NPUCTHIM KbM pa3riekaaHe Ha NOCTBIWIMTE AOMBIHUTENIHO TPEICTaBEHH
JOKYMEHTH, OTHOCHO M3MCKBAHMATA 32 JIMYHOTO CHCTOSHUE HA YUaCTHUKA M CHOTBETCTBHETO
MY C KpUTepuiiTe 3a moadop.

Mo otHowenue Ha nokymenTute Ha "OBOHUKC ®APMA" EOO/, B ykasauus oT
KOMHCHATA CPOK, Y4acTHHKBT ¢ mucMo ¢ BX.Nel619 or 09.04.2020r. e npencTaBui
JOMbIHUTENHH JOKYMeHTH, chibpikamm: EEJIOIT B enekrponen suja no OINel u EEJIOIT B
enexrponed B o OTINed i OTINe7, KOUTO ca MOANKCAaHH UM(POBO M OT 3aABIIKEHUTE JULA
no 4i.54, an.3 or 3011 u npunoxenu Ha ontudeHu CD — HOCUTEIH.

Kato Bse mpeasun konctarauuute B [Ipotokon Nel ot 01.04.2020r. u ciex xarto
pasriefa noapobHo mnpexpcraBeHuTe 0T yyacTHuka €EEJIOIIM . nokymeHTMTE  OT
'bpBOHAYaNHaTa oepTa KOMUCHATA H3BBPILM NPOBEPKA 338 CHOTBETCTBHETO Ha yUacTHUKA C
KpUTEpUUTE 338 NOA0OP M EIMHOLYIUHO PpELlW, Y€ C JOMBJIHUTENHO [PEICTABCHHUTE
nokymentd mo w39, an.2 or III30I1, yyacTHHKBT € OTCTPaHU] KOHCTATHpaHUTE C
[poroxon Nel ot 01.04.2020r. HECLOTBETCTBMA OTHOCHO OpOsi HA NIPENCTABEHUTE eEEIOITu
W TOANMCBAHETO WM OT 3aibkenure jguna no wi54, an.3 or 30Il, nopagu Koeto
"OhOHUKC ®APMA" EQO/I ce nonycka 10 pasr/jemxgaHe H HA JOKYMEHTHTE II0 4.
39, an.3, 1.1 ot IIIT30I1L

II. KomucusTa npojsiuku paboTara cu mo peaa I'naea mera, pazpen VIII ot [TI130I1,
KaTO pasriea TEXHUYECKUTEe NPEe/IOKEHMs Ha JONYCHATATE [0 TO3M eTall y4aCTHWLH, NMPU
KOETO HAlpaBH CIIEHMTE KOHCTATaLMH:



[To oTHOlICHHE HA MNpenCTABESHHTE JAOKYyMeHTH 1o 4i.39, an.3, 1.1 or IIMI30I1 ot
"Abumen Unrepuewansa" EQOO/ mo:

OIINe9 Xemonepdyzopu

TexHU4eCKOTO MNpeUIo/KeHHe OTroBapsi Ha M3WCKBAHMATA HA Bb3IOKUTENS no
OTHOLUCHHE Ha ChAbPKAHUE U (opMa U € naroTeeno no Ipunokenne N3 ot o0pasuuTe KM
npoueaypata u Ipunoxkenue Nel, npeAcTaBeHo Ha XapTHEH U ONTHYEH HOCHTELL

Ilpennoxenu ca:

® CPOK 3a ocTaBka A0 72 (CelieMECeT U /IBa) Yaca, 4 IIPU CTIELIHU CITy4au /0
24 (mBajieceT ¥ YETHPH) Yaca OT MoTy4aBaHe Ha 3as1BKa;
® OCTaThYCH CPOK Ha TOAHOCT HA JOCTABEHHTE MEAMIMHCKM M3JENHs He Mo-
MabK 0T 60% OT 06LUMS CPOK HA FOJHOCT;
YYaCTHUKBT € NPE/ICTABUI BCHYKH H3UCKYEMH OT Bb3/IOKUTENS JOKYMEHTH, 8 HMEHHO:
* 30 ogepupanume meOuyuncku uzdenus e npedcmasend 6 3aeepen npesnd EC
dexnapayus  3a cwomeemcmeue u ,CE* MAPKUPOBKA 6  CBOMGEHICHBHE C
usuckéanuama na yn. 14 u un. 15 om 3MH:;
®  NpPedCmAsenU Ca UIUCKYEMUMe Kamano3u i uHCIMpYKyul 3a yrompeba,
® npedcmasen e OOKYMEHM 3  OMOPUIAYUA/OMOPUSAYUONHO NUCMO OMm
npouseooumesn, yOOCMOGEPAGAYO NPABA 3a NPeICHABUMENCTIED U Mbp2ouUs Ha
mepumopusma na Penybnuxa Bvneapus om Jafron Biomedical, Kumati,
® N0 c60e yemMompeHue YYacmHuKbm e npedcmasui OeKiapayis 3a Co2ldcue ¢
KIAY3Ume Ha NPUNOHCEHUS NPOEKM HA 002060p;
® N0 c60e ycMompenue yHacmHuKym e npeocmasii Oexiapayis 3a cpoka Ha
sanuonocm Ha opepmama;
¢ N0 c60e ycCMOmpeHUe YYacmuuKsm e npeocmasul Oernapayus 3a cHA3edne
3A0BANCEHUSING, CELP3ANU ¢ OAHBYU U OCUZYPOGKY, ONASEAHE HA OKOIHAMA cpeoaq,
3aKpuna Ha 3aemocmma U ycnosusma Ha mpy()

KomucnsTa Hampasu npoBepka Ha CHABPKAHHETO HA TEXHUUECKOTO MpeJIOKEHHE
Cb0OPa3HO W3UCKBAHMATA Ha NPOUENYpaTa M YCTAaHOBH, Y€ NOKYMEHTHTE HA YYacTHHKA
OTroBapAT Ha M3UCKBAHMATA Ha MpPOLieypaTa | 3aKOHa.

Cnex xato pasrieia NpEeICTABEHMTE KATAllo3d, TEXHMYECKH CrenHbuKaluu Ha
0(epupaHoTo MEJUIMHCKO H3[ENHE ¢ ThPrOBCKO HAMMEHOBAHHE Xemonepdyzop, ¢
npoussoauren Jafron Biomedical, Kurait, ¢ karanoxen NeHA230 u us3Bbpiuu clipaBka B
ouimanaus caliT Ha NMPOU3BOJMTENS HA MPEANATAHOTO MEAMLMHCKO H3JEMe KOMHCHATA
YCTaHOBHM HECBOTBETCTBHSA C M3UCKBAHMATA HA BB3NOKUTEINA, ChABPKAIIM CE B TEXHHYECKATa
creuu(uKayMs M JOKYMEHTaUMsATa 3a yuyacTHe B TNpouenypaTa. M3uCKBaHMATa Ha
BB3JIOKHUTENSA KbM a0copOIMOHHES MaTepual Ha Xxemorepdysopa e a 6b/e NOKPHUT C BBIIIEH,
32 Jla He yBpexkja (OPMEHHTE €/NEMEHTH Ha KPBBTA, 4 Ha O(epHUpaHMAT xemonepdyzop
abcopOUMOHHMS MAaTEpHa € OT CHIONMMEPH OT CTUPEH AMBUHUIGEHIEH.

Koncrarupanoto mnpeicTaBiisiBa HapylICHME M € CAMOCTOATENHO OCHOBaHME 3a
OTCTpaHABaHE OT mNophYkaTa Ha y4acTHUKBT "Abumen Hartepmemanwna" EOOJ ma
ocHoBanue 41.107, 1.2, Gyksa a) ot 30II - npeacraBui e odepra, KOSITO He OTrOBaps Ha
NpPeIBAPHTETHO 005IBEHATE YCJOBHS 32 H3Nb/IHEHHE HA NOPbLYKATA.

[lo orHomenue Ha npezcraBenute AOKyMeHTH 1o 439, an.3, T.1 or III30I1 or
"AT'APTA-IIM" EOO/ no:

OITN212 Pvkasuuu 3a eOHOKPaAMHA yronpeda



TexHuueckoTo NpeaioKeHue OTropaps Ha M3MCKBAHMATA Ha BBL3JIOKHTENA 110
OTHOLLEHHE Ha Chabprkanue v Gopma i e u3roTeeHo no Ipunoxenue Ne3 or 0bpazuuTe KbM
npoueaypara u [Tpunoxenue Nel, npeacraBeHo Ha XapTUEH M ONTHYEH HOCHTEIL.

IlpeioxKeHu ca:
e CpOK 3a JocTaBka /10 72 (CElEMJIECET W /iBa) Yaca, a MpHU CELIHK Clly4an 10
24 (nBaJeceT M HETUPH) Yaca OT MOoTy4aBaHe Ha 3as1BKa;
e OCTaTh4eH CPOK Ha TOOHOCT HAa [JOCTABCHUTEe MEJULMHCKM H3JIENHd HEC TO-
manbsk or 60% OT 001Ms CPOK Ha IOIHOCT;
VYacTHUKBT € TPECTABU BCHUKH W3UCKYEMH OT BB3MOKUTENA JOKYMEHTH, 8 HMEHHO!

e 3q ohepupanume MeOUYUHCKU U30eNUs € NPeOCmU6ena 8 3asepeH npeod EC
dexnapayus  3a cvomeemcmeue u ,CE™ mapxupoeka & cvomsemcmeue c
usuckearusma na un. 14 wun. 15 om 3MH;

®  ppedcmaset Ca USUCKYeMUINe Kamailosy U UHCIPY Kyl 3a yrompeba,

o mpedcmasen e OOKYMEHM 3d OMOPUSAYU/OMOPUIAYUOHHO NUCMO O
npoUsEOOUeN, YOOCTOGEPAGAI40 NPABA 3a NPeOCHIAGUMENCTNGO U MbP06Us HA
mepumopusima Ha Penybnuxa bwneapus om Mercator, Ilomua u Semperil,
Ascmpusa,

e npedcmasenl ca UUCKYeMUme MOCIPU NO 6UO U KOTUYECINBO.

KomucusiTa HanpaBy MpOBEPKa HA CHABPKAHMETO HA TEXHMYECKOTO MpPEANOKSHUE
ch00pa3sHO M3MCKBAHWSTA HA TPOLEAypaTa M YCTAHOBH, Y€ JIOKYMEHTHIE HA Y4HacTHHKA
OTroBapAT Ha M3MCKBAHHMATA HA MPOLEAypaTa | 3aKoHa.

OdeprpannTe MeIMLMHCKM U3/IENMA CHOTBETCTBAT HAa M3MCKBAHWATA Ha TCXHMUCCKATa
criemEdUKalus KbM JOKyMEHTAlMsATa 33 yyacTMe B NpOLEAypata, moApoOHO ONMCaHH MO
HOMEHKJaTypy B 060coGeHaTa MO3ULMA ¥ KOMHUCHSTA [IPEMUHA KBbM OLEHKA MO MOKA3aTe/1d
,,Ka4ecTBO”, CBHINIACHO METO/MKAaTa 3a OLEHKA ONucaHa B JIOKyMEHTalUMATa 32 y4acTHe B
npoleaypara. 7

OLeHKaTa Ha TEXHUYECKOTO MPEUIOKCHHE € M3BbpIIeHa U oTpaseHa B [IpumoixeHne
No2 KbM HacTOALLMSA IPOTOKOIL

Ha 6a3a ropensJjio;keHOTO KOMHCHATA HAMHMPA TeXHHYECKOTO MPpENJI0/KeHHE HA
y4acTHMKA 332 OTrOBAPSIO B Ib/IHA CTENeH HAa W3HCKBAHMATA HA BB3JNOKHTEIS,
3aJ10jkeHH B TeXHHYecKaTa crnenudHkanus Ha JokymenTanusaTa. C oraex Ha TOBa,
KOMHCHSITA €IHHOAYIIHO peliH, 4e gomycka y4acTHuka "ATAPTA-IIM" EOOX nmo
cJIeNBAN eTan B NPOLEAypaTa — OTBAPSHE HA LHEHOBOTO NpeIokeHHe N0 0focobenaTa
MO3H M.

[To OTHOLIEHME HA MpEACTABEHMTE AOKyMeHTH mo 4139, an3, T.1 orT [I130I1 ot
"Mapgena [uarnoctuka' EOO/I no:

OIINe3 Juanuzamopu ¢ memdpana om noaucyidon
TexHU4ECKOTO TNPEUIOKEHHE OTroBaps Ha M3UCKBAHWATA Ha BB3NOKMUTENA M0
OTHOLUEHME HA ChIbpKaHHe U GopMa U € u3roTBeHo 110 IIpunokenue No3 oT 06pazuuTe KbM
npouenypata u [Tpunoxenue Nel, mpencTaBeHo Ha XapTHEH U ONTHYCH HOCHTE.
[Ipennoxenu ca:
e CpoK 3a JocTaBka J0 72 (CeIeMJECET W [Ba) Yaca, a MpH CIEIIHK Cly4au 1o
24 (nBaJeceT W YSTUPHU) Yaca OT MoJIyyaBaHe Ha 3as1BKa;
e OCTaThyeH CPOK Ha FOJAHOCT Ha JOCTABCHUTE MEAMLMHCKU M3JIENHMA HE [0~
mansk oT 60% ot ob1ius CPOK Ha TOIHOCT,
VYacTHUKBT € NPEACTABUI BCUUKM U3HCKYEMHU OT BBH3TOKUTEN JIOKYMEHTH, & MMEHHO:




* 30 ogepupanume meduyuncku uzdenus e npedcmasena e sasepen npesod EC
dexnapayus  3a cvomeemcmeue u ,CE" MAPKUPOGKRA & CBLOINGemcmene ¢
usuckeanusma va yn. 14 uwun. 15 om 3MH:

L npedcma&enu Ca UsUCKyemuine Kamano3u u UHCIPYKYUY 30 ynor.‘rme()’a;

®  npedcmasen e QOKyMeHm 3a OMOPUAYUS/ OMOPUAYUOHHO NUCMO OM baxcmep
bwvneapus EOO/ ouyuanen npedcmasumen na Gambro Dialysatoren GmbH,
lepmanus, yoocmosepasawyo npasa 3a npedcmasumencmeo u mMvpeosus Ha
mepumopusima na Penybnuxa Fvizapus;

®  Npedcmaseny ca usUCKyeMuine MOCIpU 1o U0 U KOTUYECHIRO,

®  npedcmasend e dexnapayus 3a kouguoenyuarnocm no w102, an.1 om 3011,

Komuciata HanpaBu NpOBepKa HA CHIBPKAHHETO HA TEXHHUYECKOTO Npe/IOKEHHE
CBOOpPA3HO M3UCKBAHMATA HA MPOLENYPAaTa U YCTAHOBH, e NOKYMEHTHUTE Ha YYacTHHKA
OTroBapAT Ha M3UCKBAHMATA Ha NPOLIE/ypaTa U 3aKkoHa.

OdepupannTe MeAMIMHCKE M3AENHS CHOTBETCTBAT HA M3HCKBAHMSTA HA TeXHUYECKATA
crieuupuKalya KbM JOKYMEHTALMATA 33 y4acTue B npoueaypara, MoapobHO OMUCAHH MO
HOMEHKIIaTypu B 06ocobeHaTa NosMIusS M KOMUCHATA TIPEMHHA KbM OLIEHKA 110 [10Ka3aTels
»KaUECTBO”, CBHIIIACHO METO/MKATA 3a OLEHKA ONMCAHA B JOKYMEHTAlMSTa 3a yJactie B
npoLeaypara.

OueHKaTa Ha TEXHHYECKOTO NPEJIOKEHHE € H3BbPLICHA H orpaseHa B [Ipunoxenue
Ne2 KBbM HacTOSLIMS TIPOTOKOJL.

Ha 6a3a ropens/io;keHOTO KOMHCHATA HAMHPA TEXHHYECKOTO npeinoKeHue Ha
YYACTHHKA 32 OTrOBapsill0 B HbJHA CTeNEH HA H3HCKBAHMATA HA BBL3JOKHTEs,
32JI0KCHA B TeXHUJecKaTa cneundukanus Ha Jokymenrtaumsta. C orien ma ToBa,
KOMHCHSATA €AMHOAYLIHO DpeIld, 4Ye Jomycka y4yacTHHKa "Mapsena /Iuarnoctuxa"
EOOJ no caeapam eran B mpoueaypaTa — oTBapsiHe HA LEHOBOTO npeaioKeHHe o
obocobeHara mo3uHLHA.

OIlNe4d [Tuanuzamopu ¢ memdpana om_noaucyagdon, nonuempocyigon_wiu_opyz

depusam Ha noaucyigona

TexHuyeckoTo mnpeioAkeHHe OTIOBAps HA HM3MCKBAHHATA HA BL3IOKHTENS I10
OTHOLICHHE Ha CbABPKAHUE U PopMa U € U3roTBeHo no IlpunoskeHue No3 ot obpazuuTe KeM
npouenypara u [Ipunoienue Nol, npectaBeHo Ha XapTHEH U ONTHYEH HOCHTEL.

[Ipennosxenu ca:
® CpOK 3a JlocTaBKa J10 72 (CeleMAEceT U JIBa) yaca, a MPH CIELIHH CAyYan 10
24 (nBajeceT M YETHPH) Yaca OT MOTy4aBaHe Ha 3asBKa;
® OCTaTBYE€H CPOK Ha IOJHOCT Ha JOCTABEHHTE MEIULIMHCKH M3[E/IHA HE IO-
MareK 0T 60% OT 001K CPOK Ha MOJIHOCT;
Y4aCTHUKBT € NPEACTABUI BCHUKH H3HCKYEMH OT BB3/IOKHTENs TOKYMEHTH, & UMEHHO:

*  3a ogepupanume MeOUYUHCKU U30eNU € NPeOCMABend 6 zasepen npesod EC
Oexnapayus  3a cvomeemcmeue u ,,CE“ mapruposka 6 cvomeemcmeue c
usuckeéanuama Ha yn. 14w un. 15 om 3IMH;

®  npedcmaseHy ca usUCKyeMume Kamano3u u uHCmpyKyuu 3a ynompeoa;

®  npedcmasen e OOKyMenin 3a Omopusayus/omopusayuonto nucmo om Bakcmep
bvneapus EOOJ] oguyuanen npeocmasumen na Gambro Dialysatoren GmbH,
T'epmanus, yoocmosepsiéauyo npasa 3a npedcmasumencmeo u Mwvposus Ha
mepumopusima na Penyonuxa Fvreapusa,

®  Hpedcmasenu ca U3UCKYeMUme MOCHPU NO 61O U KOTUUECTHEO

*  npedcmasena e dexnapayus 3a Konguoenyuariocm no 4n.102, an. 1 om 3011,



KomucuaTa HampaBd MPOBEpPKAa HA CHABLPIKAHMETO HA TEXHWUYECKOTO MPEAJIOKEHHE
chOOpa3HO M3MCKBAHMSTA HA TPOLENypata M YCTAHOBH, Y€ JOKYMEHTHTE Ha y4acTHMKA
OTroBapsAT Ha M3UCKBAHMSTA Ha [IPOLIEYpaTa | 3aKolia.

OdepypanuTe MEAULMHCKH M37ICNS ChOTBETCTBAT HAa W3UCKBAHWATA HA TEXHHYECKaTa
crietmduKalMg KbM JOKYMEHTALUsATa 338 y4acTHe B NPOLEypara, MoApoOHO ONUCAHM IO
HOMEHKIATypu B 0bocobeHaTa MO3ULUA U KOMUCHATA PCMKMHA KbM OLIHKA 110 I0Ka3aTes
,,KauecTBO”, ChINIACHO METO/IMKATa 3a OLEHKAa ONWCaHa B JIOKyMEHTalMfATa 3a Y4acTUC B
MpoLeaypaTa.

OreHkaTa Ha TEXHMYECKOTO MpeIOKeHUEe ¢ M3BBpIlIeHa W oTpaseHa B [Ipunoxenune
Ne2 KbM HACTOALIMSA TPOTOKOIL.

Ha 6a3a ropeus3/ioKeHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NMpeI0KeHHEe Ha
YYACTHHKA 32 OTrOBApsfI0 B NbJHA CTeleH HA H3HCKBAHMATA HA Bb3JIOKHTEJH,
32JI0%KE€HH B TeXHH4YeckaTa cnenuduxanusi Ha Aoxkymenrauusra. C orsex Ha TOBa,
KOMHCHSITA €IMHOJAYLIHO pelnH, 4e jonycka ywactHuka 'Mapsena [lnarnocruka'
EOO/I no caensamy eran B NpoleAypaTra — OTBapsiie Ha IEHOBOTO NPELIOKEHHE MO
ob6ocobeHaTa MO3HNHA.

OITNe9 Xemonepdysopu
TeXHHUECKOTO TMpeAloKeHre OTroBaps Ha M3MCKBAHMATA HA BB3JIOKHTENA MO
OTHOLLIEHHE Ha ChAbprkaHue U Gopma u e usrorseno no [punoxenue No3 ot 0bpasuuTe KbM
npouenypata u [Ipunoxenne Nel, npeacTaBeHO HA XapTHEH M ONITUYCH HOCUTEL.
[MpennoxeHu ca:
e CpOK 3a jocTaBKa [0 72 (cefeM/IECeT W JiBa) yaca, a MpHu CMCLIHK ClTy4an J10
24 (nBajeceT W 4ETUPH) Haca OT NOJyYyaBaHe Ha 3asBKa;
® OCTATBUEH CPOK HAa TOAHOCT HA JIOCTABEHUTE MEIMIMHCKM M3JeIHs HE MOo-
ManbK oT 60% oT 001K CpOK Ha rOAHOCT,
VYacTHUKBT € TPe/ICTaB1I1 BCHUKH M3MCKYEMH OT BB3IOIKUTENA JOKYMEHTH, 8 MIMEHHO!

o 3a ogepupanome Meduyuncko usderue e npedcmasena 6 sasepen npesod EC
dexnapayus  3a cvomeemcmeue u ,,CE" mapkuposka 6 cvomeencmeue ¢
usuckeanuama Ha 4n. 14 uyn. 15 om 3MH;

o mpedcmasenu ca UUCKyeMume Kamano3u u uHCmpyKyuu 3a ynompeoa,

o mpedcmasen e QOKYMEHM 30 OMOPUAYUA/OTHOPUSAYUOHHO nucmo om Bakcmep
Bwieapua EOOI, oguyuanen npedcmasumen na Gambro Dialysatoren GmbH,
Tepmanus, yoocmosepsasaujo nNpasa 3a HNpeOCHasuimencingo U mupo8us Ha
mepumopusma Ha Penybnuxa Bvneapus;

o npedcmasena e dexiapaius 3a konguoenyuarsocm no un.102, an.1 om 3011

KomucusTa HanpaBd IPOBEpKa Ha ChIbPKAHHETO HA TEXHHYECKOTO MPE/UI0KEHHE
cp0o0pa3sHO M3MCKBAHMATA Ha [POLEIypaTa M YCTaHOBM, Y€ JOKYMEHTHTE Ha Y4YacTHHKA
OTroBapsT Ha M3UCKBAHMSTA HA MPOLIENYPaTa | 3aKOHA.

OdeprpaHoTo MEAULMHCKO U3JeTHe ChOTBETCTBA HA W3WCKBAHWATA HA TEXHHYECKATA
crienu(uKaysa KbM JOKYMEHTALMSITA 38 y4acTHe B NPOLE/IypaTa i KOMUCHATA IPEMAHA KbM
OllEHKA 10 TOKasaTens ,,KadecTBO”, CBIVIACHO METOJMKaTa 3a OLEHKa OmucaHa B
JOKYMEHTALMATA 33 y4acTHe B IpoLeaypara.

OLeHKATA Ha TEXHMYECKOTO IIpe/UIOJKEeHHe e M3BbpLIeHa M OTpaseHa B IIprioxeHue
Ne2 KbM HACTOSILLIUS MPOTOKOIL.

Ha 62a3a ropeH3/I0/;KeHOTO KOMHCHSTA HAMHPA TEXHHYECKOTO Mpe/LJoKeHue HA
YYACTHHKA 32 OTIOBApPSII0 B IbJIHA CTeNeH HA H3MCKBAHHATA HAa Bb3JIOKUTE,
3a/I07KeHH B TexHHYeckaTta cunenudukanus Ha gokymentanusita. C orieq Ha ToBa,
KOMHCHATA €IMHOAYIIHO pelmH, 4e Jolycka ydactHuka ''Mapsena /luarnoctnka"



EOOJ 1o caexsam eram B poneaypara — OTBapsiHe HAa IEHOBOTO INPEIJIOKEHHE Io
obocol0eHarTa mosuuus.

Ilo oTHOweHHE Ha NpeAcTABEHHTE AOKyMeHTH mo 4139, an.3, 1.1 or IIII3OII or
"®pesenuyc Menukna Kebp Bearapus" EOO/I no:

OlIN:3 JTuanuzamopu ¢ memdpana om noaucyidon
TGXHH‘JCCKOTO NpeanoKeHue OTTOBaps Ha H3HCKBAHHUATA HA BB3IIOKUTENS Ino
OTHOILICHHE Ha CHABbPIKAHUE B OpMa € u310TBeHO N0 [Ipunoskenue Ne3 ot oGpasiuTe Kb
npouenypara u Ipunoxenue Nel, npeficTaBeHo Ha XapTHEH W ONTHYEH HOCHTEN.
[Tpeiosenu ca:
® CpOK 3a AocTaBKa 70 72 (celeMIeceT u Ba) 4aca, a NPH CIELIHH cly4yau J0
24 (mBaneceT M YETUPH) Yaca OT NONyYaBAHE Ha 3aSBKA;
® OCTaThYCH CPOK HA IOJHOCT HA JOCTABEHHTE MEAMLMHCKM M3/IEIUsl HE Mo-
ManbK oT 60% OT 00K CPOK HA FOJIHOCT;
YYaCTHUKBT € NIPEJICTABAII BCHYKH M3HCKYEMH OT BB3JIOMKHTENS JIOKYMEHTH, & HUMEHHO:

®  3a ogepupanume MeOUYUHCKU UFOEAUS. € NPEACABENA 6 3aeepen npeeod EC
Oexnapayus  3a cwomeemcmeue u ,CE* Maprkupo6ra 6 CbOmMBenICInGle ¢
usuckéanusma nayn. 14 uyn. 15 om 3MH;

®  Hpedcmaseny ca usUCKyeMume Kamano3u u uHCIpYKyuu 3a ynompeba,

® npedcmasen e OOKYMEH 30  OMOPUIAYUL/OMOPUSAYUOHHO NUCMO  OM
Hpou36o0uUmen, yOOCMOBEPABAIO NPABA 3a NPEACMABUMENCTIBO 1 Mvp2osuUs Ha
mepumopusima na Penybnuxa bvneapus om Fresenius Medical Care, epmanus;

®  npedcmaseHl Ca USUCKYEMUNE MOCIPU NO 61O U KOTUYECHIEO,

Komucuara HanpaBH npoBepka Ha ChIBLPKAHMETO HA TEXHMUYECKOTO NpeaSoKEeHUE
ChOOPasHO M3MCKBAHMATA HA NPOLEYpPATa W YCTAHOBH, Y€ JOKYMEHTHTE Ha y4aCTHHKA
OTroBapAT Ha M3MCKBAaHMATA HA NPOLIEYPATa U 3aKOHa.

Odepupanure MEIULMHCKH W3/1eHs CHOTBETCTBAT HA M3UCKBAHMSATA HA TEXHHYECKATA
crienuuKaLig KbM NOKYMEHTALMATA 38 y4acTHe B MpOLELypaTa, noApoOHO OMHCaHH 1O
HOMEHKNATypH B 06ocobeHaTa MO3ULMA M KOMHUCHSTA PEMMHA KBM OLEHKA 110 MOKa3aTels
»KaueCTBO”, CBIVIACHO METOLMKATA 3a OLEHKA OMKCAHA B JOKYMEHTALMATA 33 Y4acTHe B
npoLeayparta.

OueHkata Ha TEXHHYECKOTO NpE/IOKEHHE € M3BBPIIEHA U OTpaseHa B [IpHIIOKeHUe
No2 kBM HacTOAIIMS MPOTOKO,

Ha 0a3a ropeus/io:keHOTO KOMHCHSITA HAMHDA TeXHUYECKOTO NpeNIOKeHHe Ha
YHaCTHHKA 32 OTrOBAPHIN0 B NbJAHA CTENEH HA H3HCKBAHUSTA HA Bb3JOXKHTES,
32JI0/KeHH B TeXHHYecKaTa crnenM@HKanua Ha gokymentauusita. C orjel Ha ToBa,
KOMHCHSITA €AHHOAYLIHO PEIlH, Ye JA0NycKa yyacTHHKa "®pezennyc Mennkba Kenp
bearapus" EOOJ g0 cieasawy eran B mpoueaypara — OTBapsiHE Ha IE€HOBOTO
OpeaIosKeHHne M0 060co0eHaTa MO3HIHS.

OIINe11 Anupocennu hurmpu
TexuuyeckoTo npelIoKEHHE OTrOBaps HA M3MCKBAHMSATA HA BB3NOKHUTENS [0
OTHOLICHUE Ha Ch/BPKAHUE U (OPMA U € M3roTBEHO Mo [Ipunoskenne Ne3 ot o6pasLuTe KbM
npouenypara u [lpunoskenue Nel, npeactaBeHO HAa XapTHEH M ONITUYEH HOCUTE.
[Ipennoxenn ca:
® CpOK 3a JlocTaBka Ji0 72 (CefleMeceT U /Ba) 4yaca, a IPH CMEWHM CIIyYan 10
24 (nBajeceT M HETHUPH) Yaca OT MoJTyyaBaHe Ha 3asdBKa;




e OCTarb4eH CPOK HA IOAHOCT Ha JOCTABCHUTE MEMMLMHCKMA M3/CIHA HE I10-
MansK oT 60% oT 0011Ms CPOK Ha TOAHOCT;
anCTHl/IK'bT (&1 npenc*raBun BCHUKH I/ISI/ICK}/GMH OT BB3JIOKHUTEA ,[IOKyMeHTH, a HMEHHO:

o 3a ogepupanume meduyuHcKU u30eIU € NPedCMascena 6 3asepen Hpeeoo EC
dexnapayua  3a cvomeemcmeue u ,CE" maprupoeéka 6 Cvomeenicimeue ¢
usuckeanusima Ha wn. 14w yn. 15 om 3MI;

o mpedcmaseni ca USUCKyeMume Kamnano3u u UHCmpyKyuu 3a ynompeoa,

o nmpedcimasern e OOKYMeHMm 3a OMOPUSAYUS/OMOPUSAYUOHHO NUCMO O
npouseoOumen, yOOCHOBEPABAULO NPABA 3a NPeOCMABUMeICmeo U Mbp2o6us Ha
mepumopusma na Penybnuxa Bvneapus om Fresenius Medical Care, I'epmanus,

KomucusTa HanpaBd MpoBepKa Ha CHABPKAHHUETO HA TEXHUYECKOTO MNPEUIOKEHHE
cboOpa3HO M3MCKBAHMSTA Ha NPOLEypara M YCTAaHOBH, HUC JOKYMEHTMTE HA y4acTHHKA
OTIOBApAT Ha W3MCKBAHUATA Ha NPOLEAYpaTa ¥ 3aKOHA.

OdepupanuTe MeIUIMHCKY U3JE/Ma ChOTBETCTBAT HA W3UCKBAHUATA HAa TCXHMYCCKATA
crielmdUKANUg KbM JOKYMEHTALMATA 3a Yd9acTHe B Npouepyparta, noapoOHO OMHCaHu Mo
HOMEHKJIaTypH B obocoOeHaTa MO3HIMA M KOMMCHATA IIPEMHHA KbM OLCHKA 110 MOKa3aTes
,,KauecTBO”, CBITIACHO METOIMKATA 3a OLEHKa ONMCaHa B JOKyMEHTalMATa 3a y4acTuc B
[pouenaypara.

OleHKaTa Ha TEXHAUECKOTO MpeIo/KEHHe ¢ W3BbplIeHa U oTpaseHa B [IpunoxeHue
Ne2 KbM HacTOAIMSA [TPOTOKOM.

Ha 6a3a ropens/ioKeHOTO KOMHCHSITA HAMHPA T€XHHYECKOTO NpELIOKEHHEe HA
YUACTHHKA 32 OTrOBapsI0 B NbJHA CTeNeH HA H3HCKBAHHMATA HA BB3JIOKHTENS,
32J10)KeHH B TeXHHYeckaTa cnenuduxanusi Ha JokymenTanusTa. C orjex Ha TOBa,
KOMHCHATA eIHHOIYUIHO pellu, 9e Aomycka yyacTnuka '®pesennyc Memukna Kenp
Boarapusa' EOOJ/[ g0 ciegsam eran B INpoueAypaTa — OTBapsiHeé HA LEHOBOTO
npenaokeHne Mo 060cobeHaTa NO3UITHS.

OIIN:13 /lezunghekyuonny npenapamy 3a XemMoOua I usHy anapamu
TeXHHYeCKOTO TpeJOKeHMe OTroBaps Ha M3MCKBaHWATA HA BB3JIOKHTENA 10O
OTHOIIEHHE HA ChAbpPKaHKe H Gopma u e uarotseHo no Ilpunoxenue Ne3 ot 0Opasuute KbM
npouenypata u [Tpunoxenue Nel, npeJcTaBeHO HA XapPTHEH U ONTUYCH HOCHTEIL.
IlpennoxeHu ca:
e CpOK 3a JocTaBka J10 72 (CefeMMECET W JiBa) Yaca, a MpHU CMEeLIHU Cilydan 0
24 (nBajieceT M YETHPH) Haca OT N0J1y4yaBaHe Ha 3asiBKa;
e OCTarb4€H CPOK Ha TOJHOCT Ha OOCTaBEHHUTE MEOWUIMHCKHM M3JCHs HE 1o~
Maibk 0T 60% OT 001K CPOK Ha rOIHOCT,
VYacTHHKBT € MPeCTaBII1 BCHYKH H3UCKYEMH OT BB3JIOKUTENA IOKYMEHTH, 8 MMEHHO!

*  3a ogepupanume meduyuncky uzdenus e npedcmasena ¢ sasepen npesod EC
Oexnapayus.  3a cvomeemcmeue u ,CE" mapxupoéxa 6 cvomeemcmeue c
usuckeanusima Ha yn. 14 uun. 15 om 3MH,;
*  mpedcmasenu ca USUCKyeMUme Kamaiosu u UHCMpYyKyuu 3a ynompeoa,
o nmpedcmaseH e OOKyMeHm 3a OMOPUZAYUS/OMOPUSAYUOHHO HUCMO OM
npouzeodumen, YOOCMOGEPABAIO NPAsA 3G NPeOCMABUMENCNEO U MbPeO6Us HA
mepumopusima na Peny6nuxa bvneapus om Fresenius Medical Care, I'epmanus;
KomucuaTa HanpaBu IPOBEPKa Ha ChABPKAHMETO HA TEXHUYECKOTO MPEANIOKEHHE
CHOOpa3sHO M3MCKBAHMSTA Ha TIPOLEAYpaTa M YCTAHOBH, Y€ JIOKYMEHTWTE Ha YHacTHHKA
OTTOBApAT HA U3UCKBAHMATA HA MPOLEAYpATa U 3aKOHA.
OdepupanuTe MEUIMHCKY U3/IETHA ChOTBETCTBAT HA M3MCKBAHHUATA HA TEXHHYECKATA
cnelMduKaLus KbM IOKYMEHTALMATA 3@ y4acTUe B NpOLEfypara, MOAPOGHO OMMCaHM 10
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HOMEHKJIaTypu B o0ocobeHaTa Mo3uLus W KOMUCHSTA NpeMHHA KbM OLEHKA 10 MoKasaTels
»KAYECTBO”, CBINIACHO METOJMKATA 3a OLEHKA ONMCAHA B AOKYMEHTAaUHUATA 32 YYacTHE B
npoLeypara.

OleHKaTa Ha TEXHMYECKOTO MpemIoKeHHe e M3BbPIICHA M oTpaseHa B [lpunokenue
Ne2 kbM HacTosMs npotoko.

Ha 6asa ropensnoxenoro xomucusita HaMHpa TeXHHYECKOTO NpeII0KeHHe Ha
YHACTHHKA 32 OTroBApSINI0O B WhJIHA CTeNEH HA W3HCKBAHHATA Ha BB3JI0KHTEJIs,
3AT0KEHH B TeXHHYECKATa cnenHpHKALMA HA JOKyMmeHTAmusiTa. C OrJIe] HAa TOBa,
KOMHCHATA €HHOAYINHO PEllH, Ye A0NYCKA YYACTHHKA "®pesennyc Mennkba Kenp
bbarapus" EOOH mo caexam eran B npouexypata — OTBApPSHE HA IEeHOBOTO
npeanokeHue no 060cobGeHaTa no3HIUsL.

Ilo oTHOEHMEe Ha IpEACTaBeHUTE NOKyMeHTH mo un.39, an.3, 1.1 or II[I30I1 or
"MEJEKC" OO/ no:
OIINe] JIekapcmeenu npodyxkmu

Texnuueckoro npeanokenue OTroBapsd Ha MW3UCKBAHUATA HA BB3NOKHUTENS MO
OTHOIUCHHE Ha ChAbPXKAHUE U (OPMA U € U3rOTBeHO Mo Ipunoxenue No3 ot o0pa3uuTe KoM
niporenypara u ITpunosxenue Nel, ipesicTaBeno Ha XapTHeH H ONTHYESH HOCHTEL,

[Ipennosxenu ca:
® CpOK 3a ocTaBka 70 24 (ABameceT M YSTHPH) Yaca, a NPU CHELIHK Cltyyau Jio 2
(mBa) yaca oT nonyyaBaHe Ha 3agBKa;
¢ OCTaThYEH CPOK Ha FOAHOCT Ha NOCTABEHHTE JICKAPCTBEHH TPOAYKTH HE T10-
MaseK 0T 60% OT 001K CPOK HA rOHOCT;
YHaCTHHKBT € [Pe/ICTABUII BCUUKH H3UCKYEMH OT BB3MOKHTEs JTOKYMEHTH, & HFMEHHO:

®  npedcmaseH e OOKYMeHm 3a OMOPUZAYUA/OMOPUSAYUOHHO NUCMO  OM
RPOU3E00UMEN, YOOCHOGEPABAIYO NPAsa 3a NPedCINABUMENCNEO 1 mvp2o6us na
mepumopusima na Penybnuxa bvnzapus om :
Sandoz GmbH, ABctpus;
Warsaw Pharmaceutical Works Polfa S.A /knon Buirapus/;
Amgen Europe B.V. /knon Briarapus/;
Aspen Notre Dame de Bondeville, /knon brnrapus/;
Teva Pharmaceutical Works Private Limited Company /kiou brnrapus/;
Axrasuc EAJIL.

¢ O CBOC YCMOTPEHHE YYACTHMKBT € NPEJCTAaBUIl [EKiapalysa, B KOSTO

AeKIapupa, Y€ NpuemMa U3MCKBAHHATA HA BB3/IOJKUTENS, Ye Ca CIA3CHH 3a/IbIKCHUATA,

CBBP3aHH C JaHBLUM M OCHIyPOBKH, OMa3BaHe HAa OKOJNHATA Cpena, 3aKpuia Ha

3acTOCTTa M yC/IOBMATA HA TpPYH, Y€ € 3aro3HaT W MpHeMa KIay3uTe Ha MPOKTO-

A0roBOpa M € ChIIACEH ¢ CPOKA Ha BATMIHOCT Ha odepTara.

KomucusaTa HanpaBy MpoBepKa HA CHABPKAHHETO HA TEXHHYECKOTO TIpeAI0AKESHNE
CbOOPa3sHO M3HCKBAHMATA Ha MpOLEAypaTa M YCTAHOBM, Y€ JOKYMEHTHTE Ha Y4acTHHUKA
OTTOBapAT Ha M3UCKBAHUATA HA MPOLIeypaTa M 3aKOHa.

OdepupanuTe nekapcTBeHH NPOLYKTH ca BKIIOYEHH B Ipunoxenue Ne2 Ha I1JIC kbM
02.11.2019r. W CBHOTBETCTBAT HA M3MCKBAHWATA HA TeXHMYECKATa creupuKalus KbM
AOKyMCHTaLMITA 3a y4acTHe B Ipouejyparta, mo ortHomenne Ha ATC Kop, TeHepuuHO
HaUMECHOBaHKe, JleKapCTBeHa (hopMa, KOMMUECTBO aKTHBHO BELUECTBO M EMHMYHA MSIPKa I10
HOMEHKIATYPH, noApobHo onucany B [Tpunosikenne Nel KbM HACTOALIMA NPOTOKOI.

C oraex Ha TOBA, KOMHCHSITA €IMHOAYIUHO pelIH, Ye ONMYCKA YYACTHHUKA
"MEJAEKC" OO no caeasam eram B npoueaypaTa — OTBapsiHE HA LEHOBOTO
npeaioiKeHHe N0 oepHPAHHTE HOMEHKIIATYPH.

SR NENENENEN
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OITNe4 Juanuzamopu ¢ MemMopaHa om ROJIUCYIAPOH, ROJUeMPOCYAPOH unu opyz
depueam Ha noaucyipona
TeXHHYECKOTO TMPEIIOKEHHE OTroBaps Ha M3HCKBAHUATA HA BB3JIOKHTEIS 10
OTHOLLGHHME Ha ChAbpkaHue U Gopma u e uzrorseno 1o [punoxenue Ne3 ot oOpasluTe KbM
npoueaypara u [punoxenue Nel, npefctapeHo Ha XapTHEH W OMTHYEH HOCHTEI.
[peanoxenu ca:
® CpOK 3a JlocTaBka [0 72 (CeleMECET U J(Ba) 4aca, a [Py CICIIHU CIydaun 10
24 (mBameceT M YETUPHM) yaca OT N0Jy4YaBaHe Ha 3asiBKa;
e OCTaThYeH CPOK Ha TOJHOCT Ha JOCTABCHUTE MEIMIMHCKHM M3/IENHS HE I10-
Manbk o1 60% oT oOImus CpPOK Ha TOAHOCT;,
VYacTHUKBT € TIPSACTABHI BCHYKH U3UCKYEMH OT BB3JIOKHMTENS JIOKYMEHTH, & UMEHHO!

e 3a ogepupanume meduyuncky uzdenus e npedcmasena 8 sasepen npecod EC
Oexnapayus  3a cwvomeemcmene u ,CE" mapxupoéxa 6 Cbomeemcmesue ¢
uzuckeanusima Ha wi. 14 v yn. 15 om 3MH;

o npedcmaseHu ca U3UCKyeMmume KAmano3iu u UHCMpPYKyuu 3a ynompeoa,

® mpedcmaseH € OOKYMeHm 34  OMOPu3AyUA/OMOPUIAYUOHHO HUCMO  Om
Ankanoud A, Maxeoonus opuyuanen npedcmasumen wua Safil, Typyus,
yoocmoeepasayo npasa 3a NPeOCMABUMENCINRO U MbP20EUSL HA MePUMOPUAmaA Ha
Penybnurxa Bvnzapus;

®  npedcmasenu ca UIUCKyeMuine MoCmpu no 6uod i KONU4eCmeo;

KomucuaTa HanpaBu MpPOBepKa Ha ChABPKAHUETO HA TEXHMYECKOTO [PEJIOKEHUE
choOpa3HO W3UCKBAHMATA Ha IPOLEAypaTa M YCTAHOBM, Y€ NOKYMEHTMTE Ha Y4aCTHHKa
OTTOBApAT Ha WU3UCKBAHUATA Ha [IPOLIEypaTa | 3aKOHa.

OdepupannuTe MEIULUHCKY U3EN1S CHOTBETCTBAT HAa W3UCKBaHMATA HAa TEXHUYECKATA
cnemmduKanus KbM [IOKYMEHTALMATA 33 ydacTHe B Npolejypara, nojapofHO OIHCaHH MO
HOMEHKJaTypu B ofocobeHaTa MO3MLMA M KOMUCHATA IPEMHUHA KBM OLEHKA 110 MoKasaTess
,KayecTBO”, CBIVIACHO METOJMKATAa 3a OlEHKa OlUcaHa B JOKyMEHTaluATa 3a y4JacTue B
npouexypara.

OlieHKaTa Ha TEXHUYECKOTO NpEIIOiKEHHe € W3BbplleHa W oTpaseHa B lIpuioxeHue
Ne2 kbM HACTOAUIMSA MPOTOKOIL.

Ha 06a3a ropeH3sJio;KeHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NMpeLIosKeHHe Ha
YYACTHHMKA 332 OTrOBapsiii0 B IbJIHA CTeNeH HA H3HCKBAHHATA HA Bb3JIOKHTENS,
32/10KeHH B TeXHuYeckaTa cnenudukanus Ha gokymeHTanusta. C orjex Ha TOBa,
KOMHCHSITA eJHHOAYIIHO pemn, ye gomycka ydacrunka "MEJEKC" OO/ no ciensaiy
eTan B polle/lypaTa — 0TBApsiHe HA IEHOBOTO NpeIoKeHne no odocobenarTa mo3uIHs.

[To oTHolleHWe Ha TipejcTaBeHuTe AoKyMeHTH mo un.39, an.3, 1.1 or III30IIl ot
"ObOHUKC ®APMA" EOOJ no:

OIINe1 Jlexkapcmeenu npooyKmu
TexXHMYECKOTO TpEANoKEeHUe OTroBaps Ha M3UCKBAHMATA HA BB3MOKMUTENL IO
OTHOLIEHHE Ha ChAbpAKaHie | hopma u ¢ u3roTero no Ipunoxenue Ne3 ot obpasiuTe KbM
npouenypara u [punokenne Nel, npeacTaBeHO Ha XapTHEH W ONTHYECH HOCUTEN.
[Ipennosxenu ca:
e CpOK 3a JI0CTaBKa [0 24 (ABajeceT U YSTHPH) Yaca, a TPH CHELIHH CIly4au Jo 2
(npa) 4aca OT IONYyUYaBAHE HA 3as1BKa,
® OCTAaThuCH CPOK HAa FOJHOCT Ha JIOCTAaBEHWTE JIEKApCTBEHHM TMPOAYKTH HE I10-
ManeK oT 60% o1 obIIKs CPOK Ha MOJHOCT,




VyacTHHKET € MNPeACTarHJl BCHYKH H3HUCKYEMH OT BB3JIKHUTENA HAOKYMEHTH, & HMEHHO:

® mpedcmasen e Ookymenm 3a OMOPUZAYUA/OMOPUZAYUOHHO NUCMO O
ApOU3E00UmE, YOOCTOsepARAUO NPAsa 3a HPeOCTasumencmeo u mopeo6us Ha
mepumopusma na Penyonuxa bvizapus om:

Roche Registration GmbH, Brirapus;

Warsaw Pharmaceutical Works Polfa S.A /kon brnrapus/;

Canodu Bwirapus EOO/I, Brarapus;

Aspen Notre Dame de Bondeville, /kion Brirapus/;

Accord Healthcare Limited, O6enuneno Kpancteo;

VIFOR France, SA, ®panius;

AxraBuc EAJI.

Komucnsara Hanpasu nposepka Ha CHIBPKAHMETO HA TEXHUYECKOTO NpeIOKEHHE
ChOOPAsHO M3MCKBAHMSTA HA MNpOLEAypaTa u YCTaHOBH, Y€ JOKYMEHTWTE Ha YYacTHHKA
OTroBapsT Ha M3UCKBAHKATA HA MpPOLEAYPATa H 3aKOHa.

Odeprpanute nekapcTBEHH MPOIYKTH ca BKIIOYEHH B [Tpunosenue Ne2 na ITJIC koM
02.11.2019r. u cBOTBETCTBAT HA M3MCKBAHWATA Ha TEXHHYECKATa CHeuupUKaLug KbM
AOKYMEHTalMATa 33 y4acTHe B mpouenypata, no oTHowenne Ha ATC Ko, FEHEPUYHO
HaWMCHOBaHHE, JICKapCTBeHa YopMa, KOTMYECTBO aKTMBHO BEIECTREO M eHHUYHA MspKa 10
HOMCHKJIATYPH, N0APoOHO onucany B Ipunokenne Nel kbM HacTOSIIHS IIPOTOKOM.

C ordex ma ToBa, KOMHCHSITA €IHHOAYIIHO penu, Yye JOMycKa Y4YacTHHKA
"ObOHUKC ®APMA" EOO/ xo ClIefBall eTal B HpPOUeAypaTa — OTBapsiHe Ha
ICHOBOTO Npe/l/I0/KeHHe 10 0OpePHPAHHTE HOMEHKIATYPH.

SN NENENENEN

OlINed Quanuzamopu ¢ membpana om nonucyidon, honuempocynor_unu opyz
depusam na nonucyadona
TexHu4eCKOTO MpeIOKEeHHE OTroBaps Ha HM3UCKBAHMSTA Ha BB3JIOKUTENS 110
OTHOWICHNME Ha ChABPXKAHUE U OpMA U € U3rOTBeHO mo ITpunosxenue No3 ot o0pasuuTe KM
npouenypara u [Ipunoxenue Nel, pencraBeHo Ha XapTHEH U ONTHYEH HOCHTEN,
[Ipennoxenu ca:
® CpOK 3a focTaBka [0 72 (CeleMJIeCeT U [IBa) uaca, a NpM CIELIHN CIyd4au JI0
24 (mBajmeceT M UETHPH) Yaca OT IONy4aBaHe Ha 3as1BKa;
® OCTaThHeH CPOK HA FOJHOCT Ha JOCTABEHUTE MEAMIMHCKH M3Ielus He [Oo-
ManbK oT 60% oT o0LIMs CPOK Ha rOHOCT;
Y4acTHUKBT € NPeACTaBUII BCHYKH H3HCKYEMH OT Bh3I0KUTES INOKYMEHTH, & UMEHHO:

®  3q ogepupanume MeOUYUHCKU UIOETUS € NPeDCTaBena 6 3aeepen npeeoo EC
Oexnapayus  3a cvomsemcmeue u ,,CE“ MAPKUPOBKA @ CBLOMGEMCINGUE ¢
usuckeanusma na 4n. 14 wun. 15 om 3MH;

®  npeocmasenu ca usUCKyemume Kamanosu u uNCIpYKyuy 3a yhnompeba;,

® npedcmasen e OOKYMEHM 3  OMOPUAWUL/OMOPUIAYUOHHO NUCMO Om
NpOU3E00UMmeN, YOOCHOGEPABAUO NPABA 3G MPeOCASUMENCINBO U Mbp2o6UsL Ha
mepumopusima na Penybnuxa Bvnzapus om Suzhou Jun Kang Medical T echnology
Co.,Ltd., Kumaii;

®  NpeOCIAaGeHu ca UUCKYeMUme MOCHPU HO 810 U KOIUIECIEO;

Komucusita Hanpaeu npoBepka Ha ChABPKAHHETO HA TEXHHUYECKOTO peI0KEHUE
CBOOPA3HO MBMCKBAHHMSTA HA NPOUELYPATA M YCTAHOBH, He NOKYMEHTHTE Ha y4acTHHKa
OTTOBAPAT HA U3UCKBAHMATA HA NPOLEAYPATA H 3aKOHA.

OdepupanniTe MEMUMHCKI M3NENMS ChOTBETCTBAT HA M3MCKBAHMATA HA TeXHUYECKATA
cnenuduKalys KbM JOKYMEHTAUMATA 33 y4acThe B npoueaypara, nogpobHO ONUCAHH 1O
HOMEHKJIaTYpH B 000co0eHaTa NO3ULUMA U KOMUCHATA MPEMHHA KBM OLEHKA 110 MOKA3aTes
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,,KauecTBO”, CHINIACHO METOAHKATA 3a OLEHKAa ONMcaHa B JIOKYMEHTAllUATa 3a y4acTHe B
npoueaypara.

OLEHKATA Ha TEXHUYECKOTO MpEaJIoieHue e M3BbpIIeHa W oTpaseHa B [Ipunoxenue
Ne2 KbM HACTOSILIMS TTPOTOKOM.

Ha 6a3a ropens/io;KeHOTO KOMHCHATA HAMHMPA TEXHHYECKOTO NPEII0/KCHHE HA
YYACTHMKA 32 OTrOBapsli0 B NbJIHA CTCHEH HA H3HCKBAHMSITA HA BbIJOKHTE,
33/10%E€HH B TexHMuyeckaTa cnenuduxanus Ha JoxkymenrauusTa. C oriej Ha ToBa,
KOMHCHSITA eHHOAYIIHO pelu, 4e gonycka yuacrauka ""®bOHUKC ®APMA" EOO/L
A0 chaeABall eTam B Npolegypara — OTBapAHe HA LEHOBOTO Npe/IOKEHHe MO
obocodeHaTa NO3HUHA.

OITNe7 Kamempu 3a 6pemeHen cb006 00CHIBI 30 8b3DACHINU
TexHHuecKoTo TMpeioKeHre OTroBaps Ha M3MCKBAHMATA HA BB3IOKHTENA MO
OTHOIIEHUE Ha ChABPKaHUE M Gopma u e u3roreeHo no Ipunoxenue N3 ot 05pasiuTe KbM
npouemypara u [punoxenue Nel, npecTaBeHO Ha XapTHEH M ONITHYEH HOCHTEIL.
[IpennosxeHu ca:
e CpOK 3a JlocTaBKa 10 72 (CcejieMIeceT M [Ba) Yaca, a MpH CHEUHHA Clydau 10
24 (mBajeceT U YeTHPH) yaca OT MOIy4aBaHe Ha 3asBKa;
® OCTATBYCH CPOK Ha TOAHOCT HA JOCTABEHMTE MCAMUMHCKH H3/IENUA HE M10-
mMayieK oT 60% OT 0011Ms CPOK Ha TOIHOCT,
VYacTHHKBT € NPEICTABII BCHYKH U3UCKYEMH OT BB3JIOKUTENA JOKYMEHTH, 8 HMEHHO!

o 3q oepupaniime MeOUYUHCKU U30EIUs € NPeOCMABEHa 6 3A6ePeH NPesoo EC
oexnapayus  3a cvomeemcmeue u ,CE" mapxuposka 6 cwvomeemcmeue c
uzuckeanusima na yn. 14 wun. 15 om 3MH;

o mpedcmaseny ca USUCKYeMume Kamanio3u u UHCHpykyuu 3a ynompeoa;

o  nmpedcmasen e OOKYMEHM 34 OMOPU3AYUS/OMOPUSAYUOHHO RUCMO OM T
Jukmeourvn Humeprewwnvn AI, Bwnezapus oguyuanen npedcinasumen Ha
Balton Sp Z.o.o, Tomua, ydocmosepasaujo npasa 3a npeoCmasumencmso u
mup2oeus Ha mepumopwsima Ha Penybnuxa bvnzapus;

o npedcmasenu ca UBUCKYeMUme MOCHpPIL N0 6UO U KOTUYeCHBo,

KoMmucusiTa Hampasy [POBEPKA HA CbABPIKAHMETO Ha TEXHUYCCKOTO MNPEUIOMKCHHME
choOpa3HO M3WCKBAHMATA Ha TNpOLENypaTa M YCTaHOBM, Y€ JIOKYMEHTWUTE Ha Y4aCTHMKa
OTI'OBapAT HA U3MCKBAHMATA Ha IIPOLIELypaTa i 3aKOHa.

OdpepupanuTe MeMLHHCKU H3/ICNHs CHOTBETCTBAT HA H3HCKBAHUATA HA TEXHMYECKATa
crieldUKanNg KbM IOKYMEHTALMSTA 33 Y4acTue B TMpolleAypara, NOAPOOHO OMMCaHM 10
HOMCHKJIATYPH B obocobenaTa nmo3vuMg U KOMHCUATA NMpEeMUHA KbM OLEHKA 110 MOKas3aTelld
., KayecTBO”, CHINIACHO METOJMKATa 3a OLEHKa OnMcaHa B JOKYMEHTalMATa 3a ydacTHe B
npoLeaypara.

OlleHKaTa HA TEXHHUYECKOTO NpENJIOiKEHHE € M3BbplieHa W oTpaseHa B [Ipunoxenue
Ne2 KBM HaCTOAUIMA IPOTOKOIL.

Ha 0a3a ropeus/ioKeH0TO KOMHCHATA HAMHPA TEXHHYECKOTO NpeoKeHHe Ha
YYACTHMKA 332 OTrOBapsili0 B ObJHA CTeNeH HAa W3HCKBAHHATA HA BBL3JIOKHTENs,
3aJ00)KEHH B TeXHHYecKaTa chenudukanus Ha JokymenTanusta. C ornea Ha TOBa,
KOMHUCHSITA eHHOAYIIHO Peliy, ye fonycka yyactuuka "®bOHUKC ®APMA" EOOJ
A0 cleABalll eTan B mpolelypata — OTBapsiHeé HAa M[EHOBOTO MpeLJIOKEHHE M0
obocobeHaTa Mo3uU ML

[I0 OTHOMIEHWE HA NpPEACTABEHHTE JIOKYMEHTH Mo 4n.39, an.3, 1.1 ot IIII30II ot
"Uurepraaeanxa' OO/ no:
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OIINe2 Pasmeopu 3a xemoduanusno nevenue
Texunyeckoto npennokenue OTrOBAaps HA W3MCKBAHMATA HA BBRJIOKHTENS IO
OTHOLLICHUE Ha ChIBbPIKAHKE M opMa U e u3roTBeHo no [punokenue No3 ot obpasiuTe KBM
npouesypara u [lpunoxenue Nel, npeacTaBeHo Ha XapTHeH  ONTHYeH HOCHUTEJL.
[Tpennoxenu ca:
® CPOK 3a nocTaBka o 72 (cenempuecer u pa) yaca, a NPA CHEMIHK Cly4au 10
24 (1BajieceT 1 yeTUpH) Yaca OT NOJIy4aRaHe Ha 3adBKa;
¢ OCTaTBuCH CPOK HA FOAHOCT HA JIOCTABEHHWTE MEMLMHCKM H3JENHST HE TO-
MameK ot 60% ot obmius cpok Ha TOJIHOCT;
YYacTHHKBT € NPEACTaBHII BCHUKM M3HUCKYEMHM OT BB3JIOKUTENS JOKYMEHTH, 4 HMEHHO:

® 3 ogepupanume meduyuncku uzdeius e npedcmasena é sasepen npesod EC
Oexnapayus.  3a cvomsemcmeue u ,CE"“ MAPKUPOBKA 6 CLOmGemcmsue ¢
usuckeanusma na yn. 14 u yn. 15 om 3MH;

* nmpedcmasena e uzeadka om NPoOUsEOICMEEHAMA AUCMA ¢ ouanuzHume

Pasmeopu Ha yuacmuuxa;

¢ VYACMHUKBM € Npouseooumen Ha pasmeopume 3a xemoouaiusno neyenue,
3amo6a OOKyMeHm 3a OMOpU3ayus/omopusayuonto nucmo ca HENPUNONCUMU 6
KOHKDEMHUA CAYYa,

Komucusara nampasu nposepka Ha ChABPKAHKETO HA TEXHMUYECKOTO MpeUIoiKeHHe
ChOOPA3HO M3MCKBAHMSITA HA MpOLEAYpaTa U YCTaHOBH, Y€ NOKYMEHTHUTE HA Y4YacTHHKA
OTroBapAT Ha U3MCKBAHHUATA HA TIPOLIE/lypaTa 1 3aKOHa.

Odepupannte xemoauanuzuu Pa3TBOPH Ca BKIIKOYEHH B NMPOM3BOJICTBEHATA JHCTA HA
YHacTHHKBT W CBOTBETCTBAT HA M3UCKBAHMATA HA TeXHMYECKATA crenupUKalus Kbm
AOKYMEHTAllMATA 33 yqacTHe B MPOLEAYpaTa, N0 OTHOLUEHHE HA ChIbPIKAHHE HA rIIKO3a,
CJICKTPOIIMTH W PYTH €JIEMEeHTH, no/ipoGHO omucaHd B [punoxenne Ne3 kpMm HACTOSILLUA
NPOTOKOI.

Ha 6a3a ropens.ioxeHoTo KOMHCHSITA HAMHPA TEXHHYECKOTO npejaoKeHHe Ha
YHACTHHKA 32 OTrOBapsimi0 B NbJIHA CTENEH HA H3HCKBAHHATA HA BB3JIOKHTENS,
3J10KEHH B TeXHMYecKaTa cnennpukauus Ha AoxkymenTaumsita. C orjiex Ha ToBa,
KOMHCHATA €IHHOAYIIHO pemiH, we Jomycka y4actHuka '"Huarepraennxa" OOJ[ no
CIENBall eTan B mpoueIypaTa — OTBapsiie Ha IIEHOBOTO Npe/lioxKeHne Mo 06ocodeHaTa
MO3HIIUs.

OITNe4 Juanusamopu ¢ membpana om nonucyngon, nonuempocyaon unu opyz
depusam Ha nOAUCYIoHA
TexHH4ecKOTO MNpeanoikeHUe OTroBaps HA M3UCKBAHMATA HA BBINOKHTENS MO
OTHOILCHHE Ha ChAbPIKAHKE U PopMa U € u3roTseno no Ipunoxkenre Ne3 or 06pasumuTe KBM
npouenypara u [Ipunoxenne Nel, npeicraBeHo Ha XapTHEH H OLITHYEH HOCHTES.
[Ipeanoxenu ca:
® CpoK 3a flocTaska 10 72 (CCAGMAIECET U JIBA) Yaca, a MPH CIELIHKU CIyYan 10
24 (nBajieceT M YETUPH) Yaca OT TMOJy4YaBaHE HA 3asIBKa;
® OCTarb4Y€H CPOK HAa rOJHOCT HA JOCTABEHUTE MEJMLMHCKU M3/IENUs HE IMO0-
ManbK 0T 60% oT 061uust CpoK Ha roJHOCT;
YYaCTHUKDT € NPeaCcTaBUIT BCHYKH M3UCKYEMH OT BB3JIOMKUTEIS JOKYMEHTHU, 3 UMEHHO:

* 30 ogepupanume meduyuncku uzdenun e npedcmasena 6 3aeepen npesod EC
Oexnapayus  3a cvomeemcmeue u ,,CE" mapruposxa 6 cvomeemcmeue c
usuckeanusima na un. 14 wun. 15 om 3MH;

®  npedcmaseny ca usuUCKyemume Kamanosu u uHCMpyKyuy 3a ynompeoa;
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o mpedcmasen e QOKYMEHM 3a OMOPU3AKUA/OMOPUSAYUOHHO nucMO om Xeimeo
Buvreapus EOO/, opuyuanen npedcmasumen na BAHH, Kumaii, ydociosepsasauyo
npasa 3a NpedCcMmasumescmeo U mvp2osus Ha mepumopuama Ha Penybnuxa
Bwneapus;

e  npedciaseHil ca UUCKYeMUMe MOCHPU NO 8UO U KOTUHECHIBO,

Komucusita HarnpaBd NpoBepKa Ha ChABPKAHMETO HA TEXHMYECKOTO MPEIIOKESHHE
chOOPA3HO H3WCKBAHMATA Ha TpoLELypara M YCTaHOBHM, Y€ HOKYMEHTUTE Ha y4aCTHHMKa
OTroBapAT Ha M3UCKBAHUATA HA MPOLELYpaTa H 3aKOHA.

OdeprpaHnTe METMLIMHCKM W3JENHs CHOTBETCTBAT HA M3MCKBAHMATA HA TEXHHYECKATA
cneuudUKanya KbM JOKYMEHTALMATA 3a y4acTHe B MpoLeAayparta, NoApoOHO ONMUCAHH MO
HOMEHKJIATYpH B o0ocobeHarTa No3MIMsa M KOMUCUATA TIPEMHMHA KbM OLICHKA 110 MOKa3aTess
,,KauecTBO”, CBIVIACHO METOAMKATA 3a OLEHKa ONMcaHa B JOKYMEHTalMsATa 3a y4yacTue B
npoueaypara.

OleHKaTa Ha TEXHMYECKOTO TpeAOKeHue € M3BbplIcHa M oTpasecHa B lIpunoxenue
No2 KbM HACTOSIIUS IPOTOKOM.

Ha 0a3a ropeHs/ioKeHOTO KOMHCHSATA HAMHPA TeXHHYECKOTO NpeIIOKeHHe HA
YYACTHHKA 33 OTTOBApsI0 B ObJHA CTeNeH HA H3HCKBAHHATA HA BB3JI0KHTEH,
3aJ10KCHH B TeXHHYecKaTa cmenmdukanus Ha JokymenTtanusta. C orjel Ha ToBa,
KOMHCHSITA eIHHOJAYIIHO pemHd, 4e momycka yuactHuka "Hutepranenuka" OO no
cJieABall eTan B IPoLedypaTa — OTBapsiHe Ha LEHOBOTO IpeJsokenue mo obocodenara
MO3HITHS.

OITNe5 Kpvenu aunuu
TexHHYECKOTO TIpe/UTOKSHHE OTroBapsd Ha HM3MCKBAHWATA HA BB3JIOKUTENT 110
OTHOIIIEHHE Ha ChAbPKaHKe U hopma u e u3rotseHo no Ipunoxenue Ne3 ot obpasiuTe KbM
npoueaypata u [punoxenue Nel, npeacTaBeHO Ha XapTHEH W ONTHYEH HOCHTE].
[Ipennoxenu ca:
e CpOK 3a jocTaBka /10 72 (ceaeMAEceT M ABa) Yaca, a [pH ClELIHH Ciydau 10
24 (mBajeceT U YeTUPH) Yaca OT NOMyuaBaHe Ha 3as1BKa;
® OCTarbUeH CPOK HA TOJHOCT HAa [JOCTABEHMTE MENMIMHCKM M3MIENMs He I10-
Manbk or 60% oT 061Ms CPOK Ha FOAHOCT;
VyacTHUKBT € NPESICTABMI BCHYKH U3MCKYEMH OT BB3JIOKHUTENS JOKYMCHTH, @ MIMEHHO!

o 30 ogepupanume meduyuncku usdenus e npedcmasena 6 sasepen npeeod EC
dexnapayuss  3a cvomeemcmeue u ,,CE" maprxuposka € cwomeemcmesie c
wzuckeanuama na wi. 14 uwun. 15 om 3MH;

*  mpedcmaseny ca UIUCKYeMUme Kamanosu u UHCMpyKyuy 3a ynompeoa,

e npedcmasen e QOKyMeHm 3a OMOPU3AYIS/OMOPUIAYUOHHO NUCMO om Xeameo
Brvnzapus EOO], opuyuanen npedcmasumen na BAHH, Kumaii, yoocmosepasaijo
npasa 3a npedCcMAasumMencmeo u mvpeosus Ha mepumopusma na Penybnuxa
bwneapus;

®  NPedCmAaseHU ca USUCKYeMUmMe MOCIPU 1O 61O U KOTUYECMEO;

KomMucusaTa HarpaBd IpPOBEPKa HA CHABPKAHHETO Ha TEXHMYECKOTO INPEIOKESHUE
choOpa3HO W3MCKBAHWATA HA MpoLeAypaTa M YCTAHOBHM, Y€ NOKYMEHTHTE Ha Y4aCTHHUKA
OTI'OBApST HA U3UCKBAHKSATA Ha MPOLEAYpaTa U 3aKOHA.

OdepupaHoTo MEIULIHHCKO M3/le/Iie ChOTBETCTBA HA M3WCKBaHWATA HA TEXHUYECKATa
cnenuduUKaLys KbM JOKYMEHTAIMsTa 3a y4acTHe B [IPOLEIYpaTa i KOMUCHATA IPEMHUHA KbM
OLEHKa 10 [OKasartels ,KayecTBO”, CBIJIACHO METOAMKATa 3a OlEHKa OlucaHa B
JNOKyMEHTaLMATA 3a y4acTUe B IIpoLeaypara.

OlleHKaTa HAa TEXHWYECKOTO MPENJIOKEHHe e M3BbplieHa W oTpaseHa B [IpuioxeHue
No2 KbM HacTOALLMS [TPOTOKOII.
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Ha 6asa ropens/iosxeHoT0 KOMHCHSITA HAMHPA TeXHHYECKOTO npenjoKeHue Ha
YYACTHHKA 32 OTroBapHINO B NbJIHA CTENEH HA H3HCKBAHHATA HA BB3JIOKHTES,
3AJT07KEHH B TeXHUYECKaTa cleunpuKanus Ha AoKkyMenTanmsta. C orje) Ha Tosa,
KOMHCHATA €IHHOAYINHO pemiH, 4e Jomycka yyacTHHKa "Hutepramenmka" OOJ no
CI€lBall €Tan B MPOLE/ypaTa — 0TBapsiHe HA IEHOBOTO Npe/ioxkKeHHe Mo 06ocobeHaTa
MO3H U,

OITNe6 @ucmyanu uznu
TexHuueckoTo npemnoKeHHEC OTrOBaps Ha W3HMCKBAHMSTA HA BBHATOKUTENS IO
OTHOLICHHE Ha ChABPKAHKE M (POpMa U € U3roTBeHo no [punoxenne Ne3 ot obpazuure KeM
npouenypata u [Ipunosenne Nel, npeactaBeHo Ha XapTHEH U ONTUYEH HOCHTE.
[pennoxenu ca:
® CpOK 3a JloctaBka 710 72 (cememzeceT M Jiga) yaca, a NPH CHELIHK Cy4au 10
24 (nBajieceT ¥ YETHPH) Yaca OT TOJTydaBaHE Ha 3a1BKa;
® OCTaThb4eH CPOK Ha IOJHOCT Ha [OCTABEHMTE MEIMIIMHCKM M3IC/MA He [O-
ManeK 0T 60% oT obLIMs CPOK Ha MOJHOCT;
YHaCTHUKBT € NpecTaBUIl BCHUKH U3HCKYEMH OT BB3JIOWKHTES JNOKYMEHTH, a MMEHHO:

*  3a odepupanume meduyuncku uzdenus e npedcmasend & saeepen npecoo EC
Oexnapayus  3a cvomeemcmeue u ,CE“ mapxuposka 6 cvomsemcmeue c
usuckeanusma na 4n. 14 wun. 15 om 3MH;

®  Mpedcmasenu ca usUCKyeMume Kamanosu u uHCmpyKyuy 3a ynompeoa;

®  npedcmasen e OOKYMeHI 3G OMOPUayUs/OMOPUSAYUOHHO NUCMO om Xeamed
Bwreapus EOOJ], ogpuyuanen npeocmasumen na BAHH, Kumail, yoocmosepsagaujo
npasa 3a npeocasumencmeo u mvpeoeus Ha mepumopusma wa Peny6ruxa
Buneapus;

®  HpeOCmasenu ca UUCKYeMUme MOCHpPU N0 6UO U KOTUYECEO

KomycusaTa HanpaBy NpoBepka HA ChABPKAHHETO HA TEXHHYECKOTO NpeUIoKeHUE
Cb00OPa3HO M3UCKBAHMATA Ha NPOLENYpaTa M yCTAHOBH, Ye JOKYMEHTHTE HA YYACTHHKA
OTrOBapsT Ha M3UCKBAHMATA HA NPOLEAYpaTa H 3aKOHA.

OdepupaHoTo MEIMIMHCKO M3/1e/IMEe ChOTBETCTBA HA M3MUCKBAHMATA HA TEXHHYECKATA
crielM(pUKaLys KbM JOKYMEHTALMATA 32 yUaCcTHe B IIPOLEYPaTa U KOMUCHSTA IPEMHHA KbM
OLEHKa MO TOKasaTeis ,Ka4yecTBO”, CbIVIACHO METOJMKATA 33 OLEHKA OMHCaHa B
JNOKYMEHTALMATA 33 y4acTHe B MPOLeypaTa.

OueHkata Ha TEXHHYECKOTO NMpEIIOXKCHHE € M3BBPUICHA M OTpaseHa B [IpuioikeHHe
Noe2 KbM HACTOSAIINA MTPOTOKOI.

Ha 6a3a ropeus.io:keHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO NpET0KeHHEe HA
YYaCTHHKA 32 OTrOBApSI0 B IbJHA CTENEH HA H3HCKBAHHATA HA Bb3JOKHTEIS,
32JI0/KEHH B TeXHHYecKaTa cneudpukanus Ha Jokymentauusita. C orjel Ha ToBa,
KOMHCHSATA €IHHOIYIIHO peuln, 4Ye Aomycka ydyacTtHuka "Hartepranenuka" OOJl no
cjleABall eTan B MPole1ypaTa — 0TBAPSHE HA LEHOBOTO NMpelio/keHHe no od6ocoGeHaTa
MO3HIHS.

OIIN212 Pvkasuuu 3a ednokpamua ynompeda
TexHUYecKOTO mNpeAnoKeHHe OTroBaps Ha MW3WCKBAHHATA HAa BBANOKHTENS IO
OTHOLLIEHUE Ha ChAbpiKaHue U GopMa U € u3roTseHo no [punokenue N3 ot obpasiuTe KbM
npouenypara u [Mpunoxenue Nel, npecTaBeHO Ha XapTHEH M ONITHYEH HOCHTEIL.
[Tpennoxenu ca:
® CpOK 3a ocTaBKa 10 72 (CeleMECeT U /iBa) 4yaca, a NpH CMELIHK CIIyYau 10
24 (nBajieceT 1 YeTHpPH) Yaca OT MOJIydyaBaHe Ha 3asBKa;
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e OCTaThUEH CPOK Ha TOJIHOCT Ha JOCTABEHMTE MEIMLMHCKM W3JE/IUs HE TOo-
Manbk oT 60% oT obuiKs CpoK Ha FOIHOCT;
VYacTHHKBT € NPeICTaBUi BCHUKH U3MCKYEMH OT Bb3J0KUTEIIS JJOKYMEHTH, & HFMEHHO:

e 3a ohepupanume meduYUHCKY U30eaun e npedcmasena 6 saseper npeeod EC
Oexnapayust  3a cvomeemcmeue u ,,CE" mapxupoera e cwvomeemcmeue ¢
uzuckganustma Ha 4i. 14 u un. 15 om 3MIH;

e Hpedcmaseny ca UFUCKYeMume Kamanosu U UHCImpyKyuu 3a ynompeoa,

e Hpedcmasen e OOKyMeHm 3a omopuzayus/omopuzayuonno nucmo om AJI/-
Hwnopm EOOJ, oguyuanen npedcmasumen na CVIIEP-MAKC, Manaiizus,
VOOCINOEEPABAULO NPABA 3G NPEOCMABUIMENCINGO U MBbP20GUL HA MEPUMOPUAMA HA
Penybnurxa bvneapus,

®  MPeOCMmAaseHU ca UUCKYeMUMe MOCIPU HO GUO U KOTUYECHIBO,

Komucusata HampaBd NpPOBEPKa Ha ChIbPKAHUETO Ha TEXHWYECKOTO IPEIOKCHHC
cb00pa3HO M3WUCKBAHMATA Ha TPOLELypaTra U YCTAHOBHM, Y€ JOKYMEHIWTE Ha yYacTHHKA
OTTOBApAT HAa W3UCKBAHUATA HA POLEAYpaTa U 3aKOHa.

Odepupanute MEIUMLIMHCKY M3/E/Usl CbOTBETCTBAT HAa W3MCKBAHMATA HA TEXHMYECKATA
crietUKaLA KbM JOKYMEHTALMATA 33 ydacTue B MpoLenypaTa, moApoOHO OMMCAHW M0
HOMeHK/1aTypu B ofocofeHaTa MO3MLMS M KOMHCHSITA NIPEMHHA KbM OLIEHKa IO NOKasaress
,,Ka4ecTBO”, ChIJIACHO METO/JMKATa 3a OLEHKAa ONWCaHa B JIOKYMEHTAlMATa 3a y4acTue B
npoueaypara.

OugHKaTa Ha TEXHMYECKOTO MpPeAJIOMKeHHe € U3BbplieHa M oTpaseHa B Ilpunoikenue
No2 KbM HACTOSILKSA NPOTOKOIL.

Ha 6a3a ropeHs/joKeHOTO KOMHCHSITA HAMHPA TeXHHYECKOTO IMpelJIOKEeHHe HA
YYACTHHMKA 3a OTrOBapsililo B NbJAHA CTENEH HA H3HCKBAHUATA HA BB3JIOKHTE/,
3a/10)KeHH B TEXHHYecKaTa crnenudukauuss Ha NokymeHnTanusTa. C orjen Ha TOBa,
KOMHCHSITA €IHHOAYIIHO pelnH, Ye gomycka ydacTHuka '"Hnatepranenuka' OO/ no
CJIeABAI €TAN B NpoNeAypaTa — 0TBapsiHe HA MEHOBOTO NMpeaJio/KeHHe 10 obocodenara
NO3HITHS.

[lo oTHOLIEHHE Ha MpeacTaBeHWTe AoKyMeHTH mo 439, an.3, 1.1 or IIII3OII or
"KATAMEJ" EOO/ no:
OITNe14 Pazmeopu 3a 3anv/i6ane HA OUAIUSHUA KAMenbp
TeXHHYECKOTO MpeJIOKEHHe OTroBaps Ha M3HCKBAHMATA Ha BB3JOKMTENS IO
OTHOILEHHE Ha ChibpiKaHue 1 Gopma U e uaroreeHo no [Tpunoxenue Ne3 ot 0bpasuuTe KbM
nponenypara u [Ipunoxenue Nel, IpeacTaBeHO HAa XapTHEH W ONMTHYEH HOCUTECIL.
[TpeioxeHH ca:
e CpOK 3a JlocTaBka [0 72 (cefeMIeceT U [iBa) uaca, a MpH CHELIHK CilyYau [0
24 (mBajeceT M YETUPHU) Yaca OT [ONyYaBaHe Ha 3asBKa,
e OCTaThueH CPOK HA TOOHOCT HA JIOCTABEHMTE MEJMLIMHCKM M3JENUS HE TMO-
mMaiibk oT 60% oT 001K CPOK Ha FOAHOCT;
Y4acTHUKBT € NPEACTABUII BCHUKH U3UCKYEMH OT BB3I0MKMTENS JOKYMEHTH, & MMEHHO!

* 30 ogepupanume meOuyUHCKU u30eaus e npedcmasena 6 saseper npeeod EC
Oexnapayus  3a cvomeemcmeue u ,,CE" mapxupoera 6 cvomeemcmeue ¢
uzuckeanuama Ha 4. 14 uwun. 15 om 3MH;

®  npedcmasenu ca USUCKyeMume Kamaio3u U UHCIpyKyuy 3a ynompeoa,

e ppedcmacen € OOKYMEHm 3d OMOPU3AYUs/OMOPUSAYUOHHO HUCMO OMm
npoussooumen, YOOCMOSEPABANO NPasa 3a NpeOCmasumencnmeo u movpeosus Ha
mepumopusma na Penyénuxa bwvneapus om Taypogapm, I'mbx;
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KomucusaTta Hanpasd NpoBepKa Ha ChABPIKAHMETO Ha TEXHHYECKOTO IpeUIOKEeHUE
cp0OpasHO M3UCKBAHMATA Ha NPOLEAypaTa M YCTAHOBH, UY€ MTOKYMCHTMTE HA YYacTHHKA
OTrOBapsAT Ha M3MCKBAHUATA Ha MPOLEIYpaTa U 3aKOHA.

Odepupanure MEIULUMHCKY M3ENHS CHOTBETCTBAT HA M3MCKBAHMATA HA TEXHUYECKATA
cnenupuKanys KbM JOKyMEHTaLMATa 3a yJacTHE B MPOLEAypaTa, MoJpoOHO OMMCAHU MO
HOMEHKJIaTypyu B 06oco0eHaTa Mo3uuus U KOMHCHATA MPEMMHA KbM OLIEHKA M0 MOKa3aTess
»KaueCTBO”, CBIIIACHO METOAMKATA 3a OLEHKA OIMCaHa B JOKYMEHTAlMSTAa 3a yyacTHe B
npoueaypara.

OucHkaTta Ha TEXHMYECKOTO TPEIIOKEHME € U3BBPIIEHa W OTpaseHa B IIpuilo:KeHHe
No2 KbM HaACTOAIINS MPOTOKOI.

Ha 6a3a ropensioykeHOTO KOMHMCHATA HAMHPA TEXHHYECKOTO HpENJI0OKEHHEe HA
YY4acTHHKA 3a OTrOBapsili0 B ObJHA CTelleH HA H3HCKBAHMATA HA BbL3JI0MKHTENIs,
3a/I0}KeHH B TeXHMYecKaTa crnenupHKanus Ha JoKymeHTtanusTa. C orjiel Ha TOBa,
KOMHCHATA eJWHOAYINHO pemH, e pomycka yyactHuka "KAIDAMEN" EOOJ nxo
cjeqBall €Tan B NpoUeIypaTa — oTBapsiie HAa HeHOBOTO NpeAiokeHne mo oGocobenara
NO3HL U,

C rtopa nHa 15.04.2020r., Ha3HaueHATa OT BBL3/IOIKUTENS KOMHCHS MPHKJIIOYH CBOATA
paboTta no pasrnexaaHe Ha TEXHMYECKUTE Mpe/JIOJKEHHS Ha AONMYCHATHTE YYacTHHULM B
npouenypata v cectaBd [Ipotokon No2.

Ha ocHoBanue ui. 57, an. 3 ot [1I130I1 koMucusiTa onpeieny nata, uac M MACTO Ha
OTBapsiHe Ha ueHoBuTe npepnoxenus - 23.04.2020r. ot 12:00 gaca, B ronsMara 3ana Ha [
etaxx B MBAJIL ,,JI-p Aranac Jladoecku™ AJl Kepmiaanu, 3a KoeTo npejanpue AelcTBHs 3a
YBEIOMABAHE Ha YYACTHUIIMTE B MPOLIEAYypaTa.

KOMUCHS: i
3SAJIMMEHO HA OCHOBAHME

Ilpencenaren: ../

"M ymn.36A, AN.3 OT 300

YiaenoBe: . - S——
Lol SAJIAMEHO HA OCHOBAHME
/n-p Carg

YJ1.36A, A.3 OT 30N

Depusssmsddd

Mo-1 3AFIMMEHO HA OCHOBAHME

YJ1.36A, AJ1.3 OT 30N

R T
/ CHexaHa Ka/barbosoaa /

3AJIMMEHO HA OCHOBAHME
/i Y451.36A, AJl.3 OT 30n
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