HPOTOKOJI Ne 2

~.OT nefiHOCTTa HAa KOMHCHATA 3a Pasriexk/aHe, OlEHKa W KilacHpaHe Ha odepTute 3a
y4acTHe B IIpoLenypa 3a Bb3/IaraHe Ha oGLIeCTBeHa nopbuka, oTKpuTa ¢ Pemenne Ne PJI-11-
373/01.11.2016 r. Ha MHHHCTbpa Ha 3[paBeolia3BaHeTo, ¢ mpeimer: ,/Jocmaeéxka Ha
OUAZHOCMUKYMU U Koucy.fﬁamueu 3a CITHH, eupycrnu xenamumu B u C; cugpunuc u opyzu
cekcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHuua u KOHmpon Ha
XHB u cexcyanno npedasanu unipexuyuu ¢ Penybnuxa Bvnzapua 2016-2020 2. 3a
Hyxcoume Ha cmpanama npe3 2016 2.”, exnoueauia 48 ovocobenu nozuyuu.
Ha 10.02.2017 r. xoMucusTa omnpejencHa cbe 3anoses Ne PI1-11-416/08.12.2016 r.
(u3MEHEeHa Ccbe 3anosen Ne PJI-11-22/20.01.2017 r.) Ha BB3JIOKHTEIS, B ChCTAB:
. IIpencenareJ: ‘
Bans MutkoBa, abpxaBeH ekcrept B otaen ,,OIT%, mupexnus ,,HPOII3”,
Yaenose: _ -
n-p Bspa Tonesa, TJ1aBeH exkcnept B aupekuus ,, M
Jlenuna banuesa, CTapum excriept B qupexkuus ,, MJITIIT;
WBau Byuos, riaBeH 1opucKoHCYaT B otaen ,,OIY, anpexuns ,,HPOII3”;
Credxa Xnebapopa, IOPHCKOHCYIIT B otaen ,,OI, mupexuns ,,HPOII3”,
ce cuOpa Ha 3aKpHTO 3acellaHHe [a pasrjlefla JONBIHUTEIHO NOCTBIMIHTE JOKYMEHTH,
YIOCTOBEPABAILH CHOTBETCTBUETO HA YYACTHUIIMTE C H3HCKBAHUSTA KbM JIHTIHOTO CHCTOSIHHE
¥ KPUTEPHHUTE 32 NOAOOP, U3UCKAHH C [Ipotokon Ne 1. IIpoTOKOABT, ChABPKALL YKa3aHHATA
Ha KOMMCHATA 3a OTCTpaHsSBaHE HAa YCTAHOBEHHWTE HECHOTBETCTBUS MM JIMIICH Ha
uadopmanus, Oeme MybIHKyBaH OT KOMHCHATA Ha 30.01.2017 r. B pasnen ,IIpodun Ha
KyIyBaya“ Ha HHTEPHET CTpaHHWLATa Ha MHHHCTEPCTBOTO HA 3[pABEONAa3BaHETO Ha ajpec:
http://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-
reda-na-zop/dostavka-na-diag-i-kons-za-spin-2016-48-poz/, kato cbluus feH Gelue H3npareH

Ha BCHUYKH YYaCTHHIHK B IIpoHeaypara.
Komucusita HampaBH CHENHUTE KOHCTATALMH [0 OOMNBJHHUTEIHO TMpPEACTABECHHTE
JOKYMEHTH: '

VyacTHUKBT ,,AA Meankba bwarapus® OO/, BbB Bpb3Ka ¢ NpeAOCTABEHATA MY
BB3MOXKHOCT CBIilacHo ui. 54, an. 9 or IlpaBuiaHuka 3a npujaraHe Ha 3akoHa 3a
obmectBeruTe nopbuku ([MM30I]) 3a AOMBAHMTENHO mNpeicTaBsHe Ha HHGOpPMALMS,
OTHOCHO CHOTBETCTBHETO MY C M3UCKBAHHATA KBbM JINHHOTO CBCTdﬁHHC W KpHUTEpUHUTE 32
noadop, ¢ Bx. Ne 26-01-201/01.02.2017 r. B cpok € nmpeAcTaBuI JOITBAHHUTENHO TAKaBa.

BbB Bpb3ka ¢ KOHCTAaTHUPAHHTE HECHOTBETCTBUS IOCOYCHH B Hpofoxon Ne 1 or
paboTara Ha KOMHCHSTA, YYACTHHKBT € NIPEICTABUII CIIMCHK HA BCHUYKH 3a(bIDKCHH JIHLA M0
cmuchia Ha wi. 54, an. 2 ot 3011 u no Enunen eBponeiicku JOKYMEHT 3a OOLIECTBEHH
nopbuku (EEJIOIT), ¢ pmombaHuTenHa uHGOpMalMs [0 OTHOIIEHHE Ha CIIEAHOTO!
YII0CTOBEPsIBaHE Ha BB3MOXKHOCTTA, aKO 3a M3pabOTBAaHE HA HAKOM TECTOBE HAMA HajlWYHA
ahapaTypa, y4acTHHKa Jia IIPeJICTAaBU TaKapa M Jla MOUIbpiKa ChIATa 38 BPEMETO, B KOETO ce
u3paboTBaT TECTOBETE; YAOCTOBEPABAHE OT yYacTHHKA Ha Bb3MOXHOCTTA, la MOMLBDIKA 33
CBOS CMeTKAa HaJMyHaTa HM3BBHrapaHIMOHHA araparypa, Ha KosTo e ce odOpaborBar
TecToBeTe (HaJM4HA amaparypa ChIJIacHO npuioxeHne Ne 2, 4acT OT JOKyMEHTaLUATa 3a
y4acTHe) U YAOCTOBEPsBaHE OT Y4aCTHHKA Ha Bb3MOXKHOCTTA, Y€ anapaTyparta Ha KOSTO e



ce pabOTH C TECTOBETE IIe OBbJAE C TEXHHYECKH NApaMETPH HE MO-HHCKH OT Te3d Ha
CHUIECTBYBALLHATE. ' '
KoMHCHSTa IpOBEPH CHOTBETCTBHETO Ha TIPEICTABEHUTE JObIHHTENHH HHQOPMALIKH
¥ KOHCTATHPA, Y€ YYAaCTHUKBT OTTOBApS HA KPMTEPHHTE 32 MOAGOP HA BH3JI0KHTENS.
KoMucHsTa JONycKa yYacTHHKA AO PasTiekAaHe HAa TEXHHYECKO MpEIJIOKEHHE M
Mpe/IOKeHHE 32 U3MbIIHEHHE Ha OPHUKAT.

YyactHUKBT ,Eamak—JImsuar® EOOJl, BbB Bpb3Kka C IpeloCTaBeHaTa My
BB3MOXKHOCT chbriiacHo wi. 54, an. 9 ot III3OI1 3a JONBIHUTEIHO MPEACTABAHE Ha
uHpOpMALK, OTHOCHO CBHOTBETCTBHETO MY C H3HMCKBAHMATA KbM JIHYHOTO CHCTOSHHE H
KpUTEpUHTE 3a MoAOop, ¢ BX. Ne 26-01-202/07.02.2017 r. e npenCTaﬁnn JIOITBJIHUTEIIHO
TaKaBa H3BBH 3aKOHOBHs cpoK. ChriacHo 4i. 54, an. 9 ot 3011 yuacTHMUKTE, [10 OTHOLICHHE
Ha KOMUTO € KOHCTaTHPaHO HECHOTBETCTBHE MJIH JIMIICA HA HH(OPMALUs, MOTaT Aa HpeJICTaBﬂT
Ha xomucusta HoB EEJIOII n/unu Apyru JOKYMEHTH, KOMTO ChABD)KAT NPOMEHEHa H/HIIH
JOMbIHeHa WHDOPMALMS B CPOK A0 S5 pabOTHH JHH OT NOJYYaBaHETO HA MPOTOKOJA.
Komucusra e usnparuna [Ipotokonm Ne 1 or paGorara cu ¢ OTpaseHH KOHCTAaTallMH [0
umeiiute Ha Bcuukd ydactHUIM Ha 30.01.2017 r. KoMucusra pasnosnara ¢ NoTBbPKIECHUE
3a JOCTaBKa Ha ChoOLIeHHeTo A0 noayuatens ,,Enmax—JIuzunr® EOOJ] ot 30.01.2017 r.
15:33 yaca. B to3u ciyuaif, netuss paboTeH HEH, N0 KOWTO YYaCTHMKBT € CIEABAIO Ja
IpeIoCcTaBH M3HCKaHaTa ¢ NmpoTokona uHpopmauus € 06.02.2017 r. Komucusara cumsra, ye -
YYaCTHHKBT HE € MpeJIcTaBui u3Kckanata ¢ IIpotoxon Ne 1 HH(pOPMALIHS B CPOK.

C ornen Ha rOpHHUTE -KOHCTaTaIlHI/I, KOMHCHSTA Npeiara Ha ocHoBaHue wi. 107, 1. 1
ot 3011 BEB Bpb3ka ¢ wi. 54, an. 9 ot [1[13011, yyactHuksT ,,Ennax—JIusunr® EOO/, na
ObJe OTCTpaHEH OT MO-HAaTATBLIHO YYacTHE B NpOLEAYpaTd, Thbd KaTro HE OTroBaps Ha
YCIIOBHE, TIOCOYEHO B IOKYMEHTALHUSATA.

VyacTHUKBT I amMugop bwvarapusa®“ OOJ/l, BbB Bpb3Kka ¢ TpeAocTaBeHaTra My
BB3MOXKHOCT cbrimacHo wi. 54, an. 9 ot IIII30Il 3a mHONBAHUTETHO NPEACTaBsHE HA
uHpOpMaLKs, OTHOCHO CBOTBETCTBUETO MY C M3MCKBAaHHATA KbM JIMUHOTO CHCTOSHHE u
KpHTepuHTe 3a oa6op, ¢ BX. Ne 26-01-204/03.02.2017 r. B cpok € npencTaBuil JOTTBIHUTETHO
TaKaBa. ' ,

BB Bpb3Ka ¢ KOHCTATHPaHUTE HECHOTBETCTBHA nocodeHH B IIpotokonm Ne 1 ot
paboTaTa Ha KOMHCHATA, YIAaCTHHKBT € npencrasun Ho EEJIOT], HamieskHo MoAnUcaH, ¢
JIOTIBIHUTENHA HHPOPMALUsS [0 OTHOLIEHHE Ha: AeK/IapHPaHUTE 0OCTOATENCTBA 110 4il. 3, T.
8 oT 3aKOHA 338 HKOHOMHYECKHTE U (GPHHAHCOBHTE OTHOLIEHHS C IPY)KECTBaTa, PErHCTPUPAHH
B OPHCAMKIMH C IpedepeHIMalieH JaHbYeH PEXKUM, KOHTPOIHPAHHTE OT TAX JIHLA U TEXHUTE
neifcteutennn  coberBenuun  (3UOOPIOIIPKTIITAC); neknapupaHe, uYe ako 3a
H3paboTBaHe Ha HAKOM TeCTOBE HAMa HAlM4YHA anapaTypa, JOCTABUMKBT LIE NMPEJIOCTaBU U
IIIe MOIbPIKa TaKaBa 3a BpEMETO, B KOETO I ce H3paboTBaT HErOBUTE TECTOBE 38 000COOEHH
nosuumu NeNe 3, 7 u 8; nexnapupane, ye anapaTypaTa Ha KOATO L€ ce paboTu ¢ TECTOBETE
1e 6bJie ¢ TEXHUYECKH IapaMETPH He ITO-HUCKH OT TE3H Ha ChIIECTBYBALIMTE 32 0060C06eHH
no3uuud NeNe 3, 7 u 8. 4
[IpenctaBena e nHGOpPMALUS 3a YUaCTHHKA, Y€ NPUTEXKABa BAUHA CUCTEMA 3a YNpaBIeHHE
Ha KagecTBOTO 1o cranaapT ISO 9001:2008, ¢ 06XBaT CBIIIACHO MpeaMeTa Ha 0G0coOeHHTE
MO3UIHH 33 KOUTO y4acTBa. '



N

IpeacraBeHa e WHGOpPMALHKS, Y€ NPOM3BOAMTEIMTE HA BCHYKH MPEAAraHd MEJUUHHCKH
u3/leINs TPUTEXABAT BAIMAHA CHCTEMa 3a YIpaBJICHME Ha KauecTBOTO {10 cTanzapt ISO
13485:2012, ¢ 06XBaT CBIIACHO MpeaMeTa Ha 060co0eHITE HO3HLIHM 3a KOWTO Y4acTBa.
KoMucusra mpoBepH CHOTBETCTBHETO HAa MNPEACTABEHHUTE  JOIBIHMTE/IHH

vHGOpPMAlMKM ¥ KOHCTATHpA, Y€ YYACTHMKBT OTroBaps Ha. KDHTEPUMTE 3a TOAGOp Ha
BB3NOXKUTENA. ‘

' KoMHcHATA JIONyCKa YYaCTHHKA [0 PA3TieXk/JaHe HA TEXHHUECKO MPEILIOKEHHE H
' IpeUIOKEHHE 3a U3IBJHEHUE HA TOPBYKATA.

VuactauksT ., BT MEJ* EOOJ, BEB Bpb3ka C MpeaoCTaBeHaTa MY BB3MOKHOCT
cpriacHo wi. 54, ain. 9 ot III30I1 3a OMBIHKTETHO NPEeACTaBsAHE HA HH(OpMAIIHs, OTHOCHO
CHOTBETCTBUETO MY C H3UCKBAHHATA KbM JINYHOTO CHCTOSHHE H KPUTEPHHUTE 32 noabop, ¢ BX.
Ne 26-01-205/03.02.2017 r. B CpOK € IIpeACTaBUII AONBIHUTENHO TaKaBa.

VyacTHUKBT € HpeAcTaBuyl HamiekHo nonbiHeH HOB EEJIOII ¢ m3uckanata c
IIpotokon Ne 1 ot paboTaTa Ha KOMHCHATa MH(OpMauKs, OTHOCHO TOBA, Y€ IPOU3BOIHTENS
MpUTEXKaBa BATMIHA CHCTEMA 3a YNPaBJIeHHE Ha Ka4eCTBOTO 1o cTanaapt ISO 13485:2012, ¢
00XBaT CBIJIACHO MpeaMeTa Ha 060coOeHuTe TIO3MIIMH 33 KOUTO y4acTBa.

KOMHCHATA IIPOBEPH CHOTBETCTBHETO Ha MNPEICTABEHATE JONBIHHTCTHH
" MHGOpMALHK M KOHCTaTWpa, 4Ye YYaCTHHKBT OTroBaps Ha KpHTEpUMTE 3a MoAGOp Ha
BB3JIOKUTENSA. '

Komucusita JOIlyCKa y4YacTHHUKa N0 pasrjieKadaHC Ha TEXHHUYECKO IIPCATIOKCHHC M
MpeAnoKEeHUe 3a U3IIBJIHCHUE Ha NoppyKara. ’

V4yacTHHKBT ,,MapBena [IuarHoctuka“ EOOJ, BbB Bpb3Ka ¢ nNperoCTaBeHaTa My
BBIMOXKHOCT cbDyacHo wi. 54, an. 9 ot IITI30Il 3a HOMBIHUTENHO MPEACTABIHE Ha
HHGbOpMALHUs, OTHOCHO CHOTBETCTBUETO MY C H3MCKBAHHATA KbM JIHYHOTO CBCTOSHHE H
KpUTEpHHTE 3a oa6op, ¢ BX. Ne 26-01-206/03.02.2017 r. B cpoK € NpeACTaBHI IOMBIHUTEIHO
TaKaBa.

V4acTHUKBT € TpeacTaBun u3uckanara ¢ I[Ipotokon Ne 1 ot paboTtara Ha KOMHCHSTa

uHdopMalKs, 4Ye IPOM3BOAMTENS MpPUTE)KaBa BalHIHA cCHCTEMa 3a YIOpaBjieHHE Ha
kauecTBoTO 110 cranaapT EN ISO 13485:2012, ¢ 06XBaT ChINIaCHO peaMeTa Ha 060coOeHHTe
MO3MIMH 38 KOUTO y4acTBa. ‘

KomucHsTa TpOBEPH CBOTBETCTBHETO HA  IIPEJCTABEHHTE  JIONBIHHTEIHH
uHGOpMalud M KOHCTAaTHpa, Y€ YYaCTHUKBT OTroBaps Ha KpUTEpUMTE 3a MoAGOp Ha
BB3JIOKHUTENS.

Komucusita JOIlyCKa y4YacTHHKa N0 pasrjicKIaHC Ha TEXHHYECKO ITPCAIOKECHUE H
NpeAIOKECHHUE 3a H3NBJHEHHUE HA IOpBYKaTa.

YyacTHUKBT ,,Jdanc papma® EOO/L, BbB Bpb3Ka ¢ MpeAocTaBeHaTa My Bb3MOXHOCT
chrIacHo wi. 54, ain. 9 ot IIM30I1 3a JONBIHATEIHO NPeACTaBIHE Ha HHGOPMALHS, OTHOCHO
CHOTBETCTBUETO MY C H3UCKBAHUATA KbM JIHYHOTO CHCTOAHHE U KPMTEPHAUTE 3a OAOOP, C BX.
Ne 26-01-207/03.02.2017 r. B CpOK € IpeICTaBHIL JOBIHUTENHO TaKaBa.

Bbe BpB3Ka C KOHCTATHPAHWTE HECHOTBETCTBUS MocoyeHH B IIpoToxon Ne 1 ot
pab0oTaTa Ha KOMHCHATA, Y4aCTHHKBT € NIPEACTABHII CIHCHK HA BCHYKHA 3a/(bJDKCHHU JTHIA [0
cMmuchbia Ha wi. 54, an. 2 ot 30I1 u HoB, HamiexHo nonsiden EEJIOIL, ¢ nonbiaHuTeNnHa '
yHGOpManUs MO OTHOLIEHHE Ha CJICAHOTO: YIOCTOBEpABaHE Ha BB3MOXKHOCTTa, aKO 3a
- ©3paboTBAHE Ha HAKOM TECTOBE HAMA HAJIMYHA allapaTypa, yJaCTHHKBT a NPEeACTaBH Takaa



u Ja nd;umpma ChINATA 3a BPEMETO, B KOETO ce H3PabOTBAT TECTOBETE; yAOCTOBEpPSBAHE OT
y4yaCTHMKa HAa BB3MOXHOCTTA, Y€ II0€ NOAIbpXKa 3a CBOA CMETKa HalW4yHaTa
H3BBHIAPAHIOHHA anaparypa, Ha KOsATO I1e ce 00paboTBaT TECTOBETE H Y IOCTOBEPSIBAHE OT
YyYaCTHHKA Ha Bb3MOKHOCTTA, 4e anapaTrypaTa Ha KOSATO LIe ce paboTH C TeCTOBETE Lie Oblae
C TEXHUYECKH hapamerpn HE MO-HUCKH OT T€3M Ha ChILECTBYBAIIUTE. '

VYYaCTHHKBT € NPEACTaBUI H3KMcKaHata ¢ [Ipotokon Ne 1 o paboTaTta Ha KomucusTa
MH(popMaLs. 3a IPOU3BOAKTENS HA OQEePUPAHUTE H3IENHS, 4UUTO CepTHHKAT 3a BHEAPEeHa
CHCTEMa 3a YIIpaBIEHHE Ha KauecTBOTO € Omi BanuieH ot 06.09.2013 no 06.09.2016 r., e
npejcTaBeHa MHGOpMalHMs, Ye KbM HACTOAIIMS MOMEHT, NPOH3BOAMTENSAT HPHTEkKABA
Banm/eH 10 14.09.2018 . cepTU(HKAT 3a BHEJPEHA CHCTEMA 3a YIIPABIEHHE HAa KAYECTBOTO
no cranaapt ISO 9001:2008, ¢ o6xBar cwriacHO NpeaMeTa Ha 0OOCODEHHTE IMO3ULHH 3a
KOUTO ce OTHAacH. , '

Komucusra nposepu ChOTBETCTBUETO Ha MPEACTABEHHTE JOMBIHATEHH HHPOPMALIHH
¥ KOHCTaTHPa, Y€ YYaCTHUKBT OTrOBaps Ha KPHTEPHUTE 3a NOAOOD HA BB3JIOKHUTENS.

KomucusaTa nomycka ydacTHMKA [0 pasriie)KAaHe Ha TEXHMYECKO MNpEIJIONKEHHE H
NpeAoXKeHHE 3a U3ITBJIHEHHE Ha TOphYKara.

YyactauksT o, APKO Komnanu“ EOO/, B1B BpB3Ka C MPEAOCTABEHATa My
BB3MOXHOCT ChryacHo wi. 54, an. 9 ot III30Il 3a KOmbIHMTENHO MpeAcTaBIHE Ha
MH(pOpMaIMs, OTHOCHO CHOTBETCTBHETO MY C H3HCKBAHHATA KBM JIHYHOTO CHCTOSHHE H
KpHUTEpHUHTE 32 TOAGOP, ¢ BX. Ne 26-01-208/03.02.2017 . B Cpok € MpeACTABHIT AOMBIHHATETHO
TaKapa. '

B®B Bpb3Ka C KOHCTaTHPAaHUTE HECHOTBETCTBHS nocoyeHu B llporokosn Ne 1 or
paboTtara Ha KOMHCHATA, YYACTHUKBT € MPEeJCTABUII CIIMCHK HA BCHUKU 3aBIKEHHM JIMIA TI0
cmuchbna Ha wi. 54, an. 2 ot 30I1 u HoB, HamnexHo nonsnaed EEJIOIT, ¢ gonbiaHUTENHA
HH(OPMALHS 110 OTHOUIEHHE Ha CIIEAHOTO: YAOCTOBEPSBAHE OT YYACTHUKA Ha BE3MOKHOCTTA,
4e e IOANBPKA 33 CBOS CMETKA HANMYHATA H3BBHIAPAHUMOHHA anapatypa, Ha KOSTO Lie ce
06paGoTBaT TecTOBETE H YIOCTOBEPSBAHE OT y4aCTHHKA HAa BB3MOXKHOCTTA, Y€ anaparypara
Ha KOSAITO IlIe ce pabOTH C TeCTOBETE M€ Ob/Ie C TEXHUUECKH NApPAMETPH He [O-HUCKH OT Te3H
Ha ChUIECTBYBAIUTE.

Komucnsta npoBepn CHOTBETCTBUETO Ha PE/ICTABEHHTE HONBIHHTETHHE HEBOPMALHK
H KOHCTAaTHpa, 4€ YYAaCTHUKBT OTTOBaps Ha KPHTEPHHTE 32 OAGOD HA BB3TIOKHTEILS.

Komucnsita nonycka yyacTHHKa A0 pasriexpaHe Ha TEXHMYECKO IPEMIONKEHHE M
IpEeIOKEHHE 3a H3IBIHEHHE Ha TIOPHYKATA.

YaactHukbsT ,Juamen OO/I, BbB Bpw3ka ¢ npelocTaBeHaTa MY BB3MOYKHOCT
cbriiacHo Wi 54, ain. 9 ot [I13011 3a nonbiHUTENHO NpeACTaBsHE HA MHPOPMALHS, OTHOCHO
CHOTBETCTBUETO MY C MBUCKBAHUATA KbM JIMYHOTO ChCTOSHHUE H KpUTEpPHHTE 32 10A060P, C BX.
Ne 26-01-209/03.02.2017 r. B cpok € IpeICTABHII O bIHUTENHO TAKABA.

BbB Bpb3Ka C KOHCTATUPaHUTE HECHOTBETCTBMA NocoueHd B Ilpotokon Ne 1 or
paboTarta Ha KOMHCHATA, YYaCTHUKBT € NPEeACTaBuIl CIIMCHK Ha BCUYKH 3aIb/KEHH JIMIA 110
CMHCBIa Ha WI. 54, an. 2 ot 3001 u HOB, HAIUIEKHO MOIMHCAH EEJIOII, ¢ monwmHuTenHa
uHGOpMALHS 110 OTHOLUEHHE HA: NEKTapHpaHH oGCTOATEICTBA M0 4i. 3, T. 8 oT 3aKoHa 3a
MKOHOMHYECKHTE U HUHAHCOBHUTE OTHOLIEHHS C APYKECTBATA, PETUCTPHPAHU B FOPHCIUKINH

¢ npedepeHIIHANEH JaHbYeH PEXUM, KOHTPOJIMPAHUTE OT TSAX JIMIA U TEXHHTE INEHCTBUTENHH

,

COOCTBEHHUIIH.



Komucusita AOMYyCKa Y4YaCTHHKa A0 paslrijeKOdaH€ Ha TEXHHUYECKO IPCIIOKEHHE U
MPEAITOKCHHUE 34 H3NTBJIHEHHE HA ITOPpHUKaTa.

VuactuksT ,EJITA 90M“ OOJI, 5B Bpb3Ka ¢ NPENOCTABEHATA MY BH3MOMKHOCT
chrAacHo wi. 54, ajn. 9 ot [MM3011 3a 1OMBAHKTENHO TpeACTaBsHE HAa HHPOPMALIHS, OTHOCHO
CBOTBETCTBHETO MY C H3UCKBAHMATA KbM JIHYHOTO ChCTOSIHHE H KPUTEPUHUTE 3a MOAOOP, C BX.
Ne 26-01-211/03.02.2017 r. B cpok e mpeACTaBUN AON'BIHUTENHO TaKaBa. ‘

YYacTHHUKBT € NpeACTaBUJ HAJJICKHO IIONBIHEH HOB EEL[OH C M3HCKaHaTa ¢
[potokon Ne 1 oT pa6oTaTa Ha KOMHCHATa MH(OPMAHHS, OTHOCHO BAIMIHOCTTA HA
cepTu(dHKaTUTE, YAOCTOBEPABAIIN BHEAPEHH CHCTEMH 32 YNpPaBEHHE Ha KauyeCTBOTO IO
cranaapt BJIC EN ISO 13485:20xx/ ISO 9001:20xx, ¢ 06xBaT CBhIIacHO IpeaMeTa Ha
060co6eHNTE TO3MUMM 33 KOMTO CE Y4acTBa C YIOMEHaTH: BMAA Ha cepTudHKara,
HAaUMEHOBAHUETO HA NMPOM3BOAMTENS, 33 KOH 000COOEHH MO3MIMHK CE OTHACS, 00XBATa UM,
opraH Wi ciyx0a, H37aBalli JOKyMEeHTa.

KoMHCHSTa TPOBEpH CHOTBETCTBHETO HA MPEACTABEHHTE A0 BIHHTEIHHU uHbOpManuu
¥ KOHCTATHUpa, Y€ YYaCTHUKBT OTTOBaps Ha KPUTEPHHUTE 3a HOAOOD HA BB3JIOKUTENS.

KomucHsaTa f0MyCcKa y4acTHHKA O paslJiekAaHe HAa TEXHMYECKO MpEAIOXeHHe H
npennoxceﬁhe 3a U3M'BJIHEHHUE Ha [OphUKaTa. ‘ '

YuacTHUKBT ,AHTHced Bbarapus“ OOJI, BbB Bph3Ka C MpeaocTaBeHAaTa MY
BB3MOXKHOCT ChIacHo 4l 54, an. 9 ot IIM3OIl 3a monsnHuTeNHO mpeficTaBsiHe Ha
HH(OpMALIMs, OTHOCHO CHOTBETCTBHETO MY ¢ M3HCKBAHHATA KBM JIMYHOTO CHCTOSHHE H
KPHTEPHHTE 3a 10A00P, ¢ BX. Ne 26-01-212/03.02.2017 . B cpoK e IpeAcTaBUI JOIBJIHUTEHO
Takasa. ‘

Y4acTHUKBT € NpeACTaBUil HautexkHO nonbaHed HoB EEJIOIT no cranpapren obpazer
¢ usuckaHara ¢ Ilporoxon Ne 1 ot paborata Ha komucusTa HHGOPMAIHUS, BEB BPB3Ka C
M3HCKBAHETO 3a MO/IPHKKA HAa HAJIHYHATA H3BBbHIAPaHIIMOHHA anapaTypa.

IlpencraBena e wuHbOpMauus, dHe NPOM3BOAMTENMTE HA BCHUKHM NpelaraHu
MEIUIMHCKH H3JeHs NpUTeXXaBaT BAIMAHA CHCTEMA 3a YNpaBIEHHE Ha KayeCTBOTO C
YIIOMEHATH: BHJa Ha CepTH(HUKATa, HAMMEHOBAHHETO Ha NPOM3BOIUTEIA, 32 KOH 060CO0EHH
TMO3KLHH Ce OTHacs, 00XBaTa UM, OpraH MilH Cilyx6a, H31aBanly JIOKyMEHT. ‘

IpencraBena e uHpopMaLus 3a YYaCTHHKa, Y€ MPHUTEXaBa BalMAHA CHCTEMa 3a
yIpaBJIeHHe Ha Ka4ecTBOTO o cranpapt ISO 9001:2008, ¢ YNOMEHATH: HAUMEHOBAHUETO Ha
NIPOU3BOUTENS, 06xBdTa, OpraH uiM cityx0a, U3JaBaly JOKyMEHTa.

- Komucusita npoBepy ChbOTBETCTBHETO HA NPEICTABEHUTE JONBIHUTENHH nn(popMaunn
H KOHCTATHPA, Y€ yYaCTHUKBT OTTOBaps HAa KPUTEPHHTE 3a 1oadop Ha BB3NOXKHTES.

KomucusTa gomycka yd4acTHMKA O pasriiexkJaHE HA TEXHHYECKO IpPEIIOKEHHE M
NPEAIOKEHHE 3a U3ITBIHEHHE HA IOPBYKATA.

Ha cBou 3akpuTH 3acenanus, nposeaenu Ha 20.02, 23.02, 27.02, 06.03,10.03,13.03r
15.03 xoMucuaATa B CBOSA pPENOBEH CHCTaB pasriefa TEXHHUYECKHTE IMPEMIOKEHHS U
Npe/UIOKEHHSATa 32 H3NBIHEHHE HA NOPbYKATa Ha JOMYCHATHTE YYaCTHHUHM M KOHCTATHpa
CIEJIHOTO:

KomucusaTa npoBepu TEXHUYECKUTE MIPEUIOKEHHUs 33 U3N'bIHEHUWE HA MOPHYKATa Ha
yuyacTHUKa ,,AA Meaukbj bbwarapusa* OO/l 3a o06ocobeny nozumuu Ne 1 u Ne 15'u



YCTAaHOBH HalnvuuMe Ha AOKyMeHTuTe 1o 4n.39, an.3, T.1 ot IIIN30Il xakto cnexsa:
TEXHUYECKH NPEUIOKEHHS, NPENJIOKEHHs 32 M3NbJIHEHHE Ha IOpbYKara, JeKjapauds 3a
ChIVIACHE C KJlay3HT€ Ha IIPOEKTa Ha JOTrOBOp, AEKjiapalus 3a cpoka Ha BaJIMIHOCT Ha
otepTata, AeKIapauus 3a JMICa Ha cBbp3aHocT no wi.l01, an.11 or 30I1, karanor Ha
aHTJIMICKHU €3HK, JACKilapaliis, ¢ IPUI0KEHO U3BACUYEHHE OT CIUCHKA 1Mo 4.1, T.1, 6y1<Bé1 6"
oT Hapenbara 3a ycinoBusiTa U peja 3a CbCTaBsIHE HA CIUCHK Ha MEAMLUHCKUTE U3JENHUS 110
41.30 or 3MHU u 3a ompepensHe Ha CTOHHOCTTa, A0 KOATO T€ C€ 3allalllaT, OT KOETO
M3BIEYCHHE € BHHA IIPOJaXKHATA LieHa 110 cMuchia Ha §1, T.29a or 3MU, BBB Bpb3ka ¢ §1,
1.4 ot JIP Ha Hapen6ara, 3a Besika [O3HLHS, 33 KOATO YYaCTHHKBT 110/1aBa odepTa; 3aBepeHo
KOIHe Ha OpHIHaNeH T0KyMeHT, u3aaaeH oT MAJL, ye 3a CbOTBETHOTO MEAUIIMHCKO U3LEIHE
HaMa perucTpupasu gaEad B MAJ] w/man EUDAMED 3a HHUMAEHTH/MOTEHIHANHH
HHUMIECHTH NpPE3 MOCAECAHNUTE JIBE TOJUHH, KaKTO U OJIOKHPAHU MIIH U3TETJIEHH MAapTUAU OT
CBHLIOTO MEMUMHCKO M3/IHE NPE3 NOCIEAHUTE 2 MOAMHH; AeKIapalts, Y& MeAUILMHCKOTO
“M3JIEI€ C KOETO C€ y4yacTBa, € (puHaHCHpaHO OT oOiecTBeH (GOHI Ha IbpKaBa OT
EBponeicky Cbi03; AEKapalts, Y€ MeAHLIMHCKUTE H3enus nputexasat CE mapka, konue
Ha EC cepruduxar 3a crorserctare ¢ lupexrupa 98/79/EC, uznaneH or HOTugHUUMpPaH OpraH |
nmo cMuchia Ha 3MU, mpuapyxeHo c mnpeBod, ABa Opost KOMHs Ha AeKjiapauusTa 3a
cvoTBeTcTBHE ¢ JlupextuBa 98/79/EC, usnaneHa oT NpoH3BOAUTENS NPHAPYKEHH C IPEBOL;
JeKNapaluy. o o

Cilen Karo pasriefia MO CHIIECTBO TEXHMYECKOTO MpEMIOKEHHE HA yYacTHHMKa,
KOMHCHSITa KOHCTATUPA CIICAHOTO: _ ,

ITpeacTaBEeHUAT OT yHaCTHHKA KAaTalor He € MPUIPY)KEH C MIPEBOJL Ha ObJIrapcKH €3UK.
Y4acTHUKBT HE ce € Ch0oOpasHJl C YCIOBHETO Ha BB3NOKHUTENS, 8 MMEHHO: IIPEAIOKEHHATA 3a
yuacTe Ce U3roTBAT Ha ObArapcku e3uk. KoraTo Hskoi# OT npeACTaBeHUTE OT yYacTHHUIIHTE
JOKYMEHTH € Ha Yy €3HK, TOH CileaBa ia ce IPUIpPYKaBa OT NPEBO Ha OBATapCKH €3HK.
Ceoi10T0 € mocoyeHo B T. 2, Pasmen 1 ,,O6um H3UCKBAHHA KBM YYaCTHHIHTE, YacT OT
JOKYMEHTALHUATA 3a y4JacTHe M e choOpasHo uwi. 101, an. 6 or 3akoHa 3a oOlIECTBEHHTE
_ TIOPBUKH.

C orylen Ha rOpHUTE KOHCTATAllHK, KOMHCHSATA NIpejiara Ha OCHOBaHHE uJl. 107, T. 2,
6. ,,a“ or 30Il, ywactHuka ,,AA MCH;IKLJI Bbvarapus“ OOI[, na Opae OTCTpaHeH OT
npoteaypara 1o obocobenn no3uuun Ne 1 u Ne 15, Thit kato e npenctaBun odepra, KOSTO He
OTroBapsi Ha IIPEJBAPHTEIHO OOSBEHUTE YCIOBHS HA NOPBHUKATA.

KomucHsTa nIpoBepr TEXHUYECKUTE NPELIOKEHHS 32 U3IIBJIHEHHE HA IIOPHYKATa Ha
yuacTHuKa ,I'amuaop brarapusa® OO/ 3a o6ocobenit nozuuuu NeNe 2, 3, 7; 8 ¥ ycTaHOBH
Halu4ue Ha JOKyMeHTuTe no 439, an3, 1.1 ot IIII30Il, xakTo crleaBa: TEXHHUUYECKO
NPEANOKEHHE, TBIHOMOILHO, TNPEIOKEHUE 33 W3ITbJIHEHHE Ha [IOPBbYKATA, JeKjIapalus 3a
CchIUIACHE C KiIAay3HTe Ha MPOEKTa Ha LOTOBOP, JIeKjlapaliis 3a CpoKa Ha BaJMJHOCT Ha
oeprara, AeKkapalus 3a Jurca Ha cBbp3aHocT no 4i.101, an.11 or 3011, ussnedyenus ot
KaTasio3n ¥ MHCTPYKIHH 3a YIoTpe6a Ha o(eprpaHHTe MPOAYKTH /BKIIOYATENHO H IpeBoOx
Ha GBLJITapCKH €3MK/, AEKIapalus, ¢ IPHIOKEHH IBa 6pOst U3BICYCHHUS OT CIMCHKA MO 4.1,
1.1, 6ykBa "6" oT Hapéﬂ6aTa 3a YCIIOBHATA U PElia 3@ ChCTABSIHE HA CIIHCHK Ha MEAULIMHCKUTE
wznenug no wi.30 ot 3MU u 3a ONpejelisiHe Ha CTOWHOCTTA, 10 KOSITO TE Ce 3anJaliar, 3a
u3Jenus /0603HaYEHO € 3a BTOPa M TPETa MO3ULHUs/, 32 KOUTO YYaCTHHKBT nojaasa odepra;
3aBepeHO Komue Ha oduIlHaieH JOKYMEHT, uzaaaeH ot MAJI, gye 3a MEAMLIMHCKUTE W3S
HsiMa peructpupaHd aaHHd B HMAJl w/umn EUDAMED 3a uHUMAEHTH/NOTEHUUATIHU



MHLUHU/IEHTH TIpe3 MOCIEJHUTE JBE FOAMHHM M 3aBEPEHO KOMHe Ha oqmunanéﬂ JIOKYMEHT,
msgamen oT MAJL, ue 3a MeOMIMHCKHUTE H3AeNHS MO obocobena mosumms No 3 HaMa
peructpupanu AaHHH B UAJl u/unu EUDAMED 3a MHUMAECHTH/MOTEHIIHAIHH HHI[UACHTH
1pe3 MOCHAEJAHUTE JIB€ TOAMHH, KAKTO W ONOKMpPaHH MM U3TErJIEHH NapTHAM OT CBHILIOTO
MEIMLMHCKO U3/IEJIHE [pe3 NOCeHNTE 2 TOMHU; TPH Opost ICKJIapaLiiH, 38 MEIHLIHHCKHTE
M3AEHA ¥ obulecTBeHUs QOH Ha Abprkasa oT EBponeiicky Chio3 OT KOHTO Te ca 3anallaHH;
JeKnapands, 4e MeIuUMHCKUTe H3fenus nputexaBaT CE mapka, mocTpa 3a o6ocobeHa
no3unus Ne 2; xonue Ha EC cepmquafza croTBeTcTBUE ¢ Jupektuna 98/79/EC, uznanex
OT HOTH(GMUKPAH OpraH MO cMUCHIa Ha 3MU, mpuapy*keHo ¢ MpeBojl, ABa Opos KONHS Ha
meknapauuaTa 3a cboTBeTcTBUe ¢ [JlupektuBa 98/79/EC, u3manmeHa OT TpPOM3BOAMTENS
MPHAPYKEHH C TIPEBOM; YAOCTOBEDUTENHO MHMCMO, TNPHUIPYXEHO C MPEBOA; oceM 6pos
JEeKIapaiuu, cepTudukar 3a 'BHE/IPEHA CHCTEMA 3a KaueCTRo.

Cnen kato pasriiefa IO -ChIIECTBO TEXHHUYECKOTO Npe/IOKEeHHE Ha yqacmuxa
KOMHCHSITa KOHCTATHPA CIIEAHOTO:

3a obocobenu mozuuuu NeNe 2, 7 u 8 e npencraBeHO 3aBEpEHO KONHE Ha 0¢muuaneH
JOKYMEHT, uszfajgen oT MAJI, de 33 MEIMLMHCKUTE HU3JENHA HIMA PETHMCTPHPAHH JAHHH B
HUAJT w/unmn EUDAMED 3a MHIMACHTH/TIOTEHIHATIHA WHUHIAEHTH TIpe3 MOCJICIHHTE ZBE
roguHd. B nokymenTa nuncea MHQopMmanus 3a OJIOKHpaHH HUIH H3TErIeHH MapTHAH OT
MequUMHCKUTe H3aeans. C TO3M IpOMYCK YYacTHHKBT HE OTTOBaps Ha IpelBApHTENTHO
. 00SIBEHHUTE OT BB3TOXKHUTEIA y'CJ'IOBI/ISI, MOCOYEHH B T. 3.4. oT ,,I3uCKBaHUS KbM IMpejlaraHuTe
MEIMLIMHCKH U3JIEMs M KOHCYMAaTHBH 3a BCHYKH O0OCODEHM MNO3HLHMH, qacT ot
JOKYMEHTAIHUATA 3a Y4acTHeE;

3a 060cobenn nmo3uuuu Ne 7 1 Ne 8 He € TIpeCTaBEHO U3BJIEYEHHE OT CIIUCHKA IO YL
1, . 1, 6ykBa "6" or Hapembara 3a ycnoBusTa M pela 3a CBCTaBIHE Ha CIHUCHK Ha B
Menunuackute usaenus mo wi.30 or 3MU u 3a onpenensiHe Ha CTORHOCTTA, 10 KOSTO TeE Ce
3amamar, OT KOETO U3BJICUEHHeE J1a € BUHA IPOJaXKHaTa [ieHa 1o cMuchia Ha §1, T. 29a ot
3MU, BwB Bph3Ka ¢ §1, 1.4 ot JIP Ha Hapenbara, 3a Bcsika oT 060CO6EHUTE [MO3HULIMH, KAKBOTO
€ M3MCKBAaHETO Ha BB3JIOKUTENA, MOCOYEHO B T. 3.3. 0T ,,M3ucKBaHMs KbM NpeJlaraHute
MEJMLMHCKE H3IENus M. KOHCYMaTMBH 32 BCHUKH 060CO0EHH MNO3UIUH“, YacT OT
JOKYMEHTAIIUATA 33 YUaCTHE;

3a MH-BUTPO AMarHOCTHYHHMTE MEIMUMHCKH H3/IENHs 10 060cobeHn no3uumu NeNe 3,
7 u 8 nuncea xonue Ha EC ceprudukar 3a cbotBercTBHe ¢ JlupekTnBa 98/79/EC, uznaneH ot
HotubHUUHUpaH oprad no cMuchbia Ha 3MH, KakBOTO € HM3HCKBAHETO HA BB3JIOKHTEIS,
noco4eHo B T. 3.8. oT ,,3icKBaHus KbM [IpeJUTaraHuTE MeIUITHHCKH H3IEIUs U KOHCYMAaTHBH
3a BCUUKH 000COOEHH MO3HMIIMHK ", YacT OT AOKYMEHTALUATA 32 yYacTHE. '

C ornex Ha TOpHHTE KOHCTAaTallMW KOMHMCHSTA IpeyCTaHOBH paboraTa CH MO
pasriexjaaHe Ha odepTaTa Ha YUaCTHHKA, KAKTO M HE M3II0JI3Ba IPEIOCTABEHUTE MOCTPH IO
06ocobena mo3umus Ne 2-3a OLEHKa HA CHOTBETCTBHETO Ha MEIHLIHHCKOTO H3MENHe C
M3UCKBAHHTA HA BB3JIOKUTENA. ThproBCKHAT BUJ HAa MOCTpaTa He Oele HapyllleH ¥ ChllaTa
e 6p1e BbpHaTa Ha y4acTHHKA. KoMucHaTa Npeara Ha OCHOBaHUE 1Jl. 107, 1.2,6. 2" ot
3011, yuactHuka ,['amugop bwarapua® OO/, na 6pae oTCTpaHeH OT mpoieaypara Ho
060co6enu nozuuuu NeNe 2, 3, 7 u 8, Thif kKato e npeacraBui odepra, KOATO HE OTroBaps Ha
[IpeIBAPUTENHO OOSBEHUTE YCIOBHs Ha MOPBYKATA.



KoMHCHATa TIPOBEPH TEXHUUECKHUTE MPEJIOKEHHS 32 U3IbIHEHHE HA NOPHUKATA Ha
y4acTHuka ,BI' MEJ1“ EOO/I 3a o6ocoGenn mozuuun NeNe 1, 3 u 15 1 ycTaHOBH HamHuue
Ha JoKyMeHTHTe 1o 41.39, an.3, 1.1 ot IIII130I1, kakTo creapa: TEXHUYECKH NPEATOXKEHHUS,
I'BJIHOMOLIHO, TPENIOKEHHs 32 M3MbIHEHHE HA NOpbYKaTa, AEK/Iapauus 3a ChrJIacHe C
Klay3WTe Ha IpOEKTa Ha IOroBOp, JAEKjapalldd 3a Cpoka Ha BaIMJHOCT Ha odeprara,
JIeK/1apalluy 3a JIMIica Ha cBbp3aHocT mo wi. 101, an.11 ot 3011, nexnapauus, ¢ IPUIOKEHH
U3BJICUEHHA OT crnuchbka no um.l, 1.1, OykBa "0" or Hapenmbara 3a ycioBusTa W pena 3a
CBCTABsIHE Ha CIMCHK HA MEIMIMHCKHTE u3fenus mo wi30 or 3MU u 3a onpejeNsiHe Ha
CTOMHOCTTA, 0 KOATO TE C€ 3aIlallaT, 3a W3JAEHUs 33 KOMTO YYaCTHHKBT NOjiaBa odepra;
MOJIOM 3a u3jaBaHe Ha opuiHaieH ToKyMeHT oT MAJL, ue 3a MeAUIIMHCKUATE H3CIUsS HAMA
perucTpupany nanuu B MAJI 3a HHUMACHTH/IOTEHUIHAIHY MHUNIEHTH NIPE3 TIOCTEAHHTE JIBE
TOJVHH, KaKTO‘I/IﬁHO.KHpaHI/I HJIH U3TETJIEHH MapTHAHU OT ChLIOTO MEJUIMHCKO H3ENHE Mpe3
NOC/EHUTE 2 TOAMHH; NAEK/Iapallii 33 MEIMUMHCKHTE M31enus H obliecTBeHHs QoHI Ha
ObpkaBa oT EBponelcky cbio3 OT KOHTO Te ca 3amsaiianu; konus Ha EC ceprudukary 3a
CBHOTBETCTBUE C I[HperHBa 98/79/EC, n3naneHH oT HOTU(GHULKUPAHU OPraHK MO CMHCHIA HA
3MU, npuapyxeHH ¢ IpeBoj, ACK/Iapauuu 3a choTBeTcTBHe ¢ JlupextuBa 98/79/EC,
M3/1a/ieHa OT NIPOU3BOAMTEIIS NPH/IPYKEHH C IPEBO/; MPOIYKTOB KaTalor; AeKIapaliyy.

Cnen xato pasriefa IO CBLIECTBO TEXHHYECKOTO MPEUIOKEHME Ha Y4acTHHKa,
KOMHCHATA KOHCTaTHpa CIEHOTO:

3a BCHYKH 060COGEHH MO3MLIMH, 38 KOHTO € N0JIa/ieHa odepra JMTICBa 3aBEpPEHO KOomNHe
Ha oduLManeH JOKyMeHT, u3ganeH oT MAJL, oT KOHTO Ja € BHOHO, 4Ye 3a CHOTBETHOTO
MEIULIUHCKO H3JENIHe, 32 KOETO C€ y4yacTBa HsAMa PErucTpupaHd hanHd B HMAJl u/uau
EUDAMED 3a MHIMAEHTH/IIOTEHIHAIHH HHIMAECHTH [TPE3 IIOCNEHATE ABE TOAUHH, KAKTO H
GIOKMPAaHH WM U3TENIEHH NapTHAU OT CHUIOTO MEIUIMHCKO M3ZENHe Npe3 MOCIEIHNUTE 2
roguad. C TO3W NPONYCK YYAaCTHHUKBT HE OTroBapsi Ha TIPEABAPHTENHO OOSBEHUTE OT
BB3JIOKUTENS YCIIOBHS, IOCOUYEHH B T. 3.4. 0T ,,/I3iCKBaHUS KBbM NpEeAiaraHuTe MEeAUIMHCKH
H37eTUs ¥ KOHCYMaTHBH 3a _Bcw{KH 060cO6EHH MO3ULHMK®, YacT OT JOKYMEHTaLHUATa 3a
© yyacTHe.

"C orjex Ha TOpHHTE KOHCTaTallid, KOMHMCHSTa IPEYCTAaHOBM paboTarta CH 1O
pazrnemaﬂe Ha odepraTa Ha yyacTHHka. Komucusita npemiara Ha ocHoBauue wi. 107, 1. 2,
6. .,a“ or 30Il, yuactnuka ,bBI' MEJ* EOOJL, na 6sae otcTpaHeH OT Ipolelypara no
060cobenu nosuuxn NeNe 1, 3 1 15, Toil Kato e npeacTaBui odepra, KOATO HE OTroBaps Ha
fpe/IBapUTENTHO OOSIBEHUTE YCIOBHS Ha IOPBUKaTa.

Komucusra npoBepy TeXHHYECKUTE MPEIIOKEHHS 3a H3IIbIHEHHE HA MOPbYKATa Ha
y4acTHHKa ,,MapBeHa IInamdcmxa“ EOO/I 3a 060cobenn noszumuu NeNe 5, 6, 9, 10, 19,
20, 21, 36, 37 1 38 1 yCTaHOBH HAIM4Me HA JOKYMEHTHTE 10 4i1.39, an.3, 1.1 ot ITI30I1,
KAKTO CJIeBA: TEXHHYECKH MPEIJIOKEHHUS, TbIHOMOIIHO, MPEITOXKEHHNS 33 H3ITbIHEHHE Ha
mopbuKaTa, AEKNapalys 3a ChIAcHe ¢ KJlay3MTe Ha MPOeKTa Ha JOTOBOp, AKIapaliks 3a
CpOKa Ha BAJIMIHOCT Ha odepTarta, JeKnapalus 3a Jurnca Ha éBLp3aHocT no 4n.101, an.11 ot
3011, nexnapanuu, ¢ NPUAOKEHH M3BJIEUEHUs OT crnucbka mo wi.l, 1.1, 6yksa "6" ot
Hapen6ata 3a ycioBUATa U pefla 3a CbCTaBsHE HAa CIMCBK Ha MEULIMHCKUTE U3ienus rno wi.30
or 3MMU wu 3a onpedessiHe Ha CTOHHOCTTA, 10 KOATO Te C€ 3arulaliar, 3a H3Ieads 3a KOMUTO
YYaCTHHKBT IojiaBa odepTa; MOJIOH 3a H3daBaHe Ha oHuUMaleH JokyMeHT oT MAJI, ue 3a
MEIUUUHCKUTE H3JENHs HsAMAa peructpupand naHHu B MAJl 3a MHUMAEHTH/MOTCHLHATHH
UHIUACHTH Npe3 NOCIeHHUTE JBE FOJHUHU, KAKTO U OJIOKMPAHU MM M3TETJICHH NapTUIH OT



CBIIOTO MEAMLMHCKO HM3JENHE IIPE3 MOCNEAHUTE 2 TOAMHM; ACKJIApaliii 32 MEAUIIMHCKUTE
M3Aeus 1 oduiecTBeHUs GOH Ha AbpKaBa OT EBponeHcKH Chl03 0T KOHTO Te ca 3allialiani;
koruas Ha EC cepruduxatu 3a cvorBercTBUe ¢ JlupextuBa 98/79/EC, usmaneHu ot
HOTH(ULUMPAHH OPraHH MO CMHCHbIa Ha 3MM, NpHAPYKEHH C IpPeBOJ, NEKIApalMH 3a
cvoTBeTcTBHE ¢ JlupektuBa 98/79/EC, n3nanena oT npou3BOAUTEIS IPUAPYKEHHU C PEBOT,
' M3BJIEYEHHE OT KaTajloT; ACKJIapalliH.

Cnen kato pasrieza 0 CBUIECTBO TEXHHYECKOTO npezmoxcenne Ha Y4yacCTHHKa,
KOMHCHATA KOHCTaTHpa CIAEAHOTO:

3a BCUYKH 000COOEHH NTO3ULIMH, 3a KOUTO € nojajAeHa odepTa JIMIICBA 3aBEPEHO KOIHE
Ha oQUUHaTeH IOKYMEHT, m3nafeH or MAIJL or KOWTO fJa € BHIHO, Y€ 3a ChOTBETHOTO
MEIMUMHCKO H3JCIHE, 32 KOETO ce y4acTsa HiMa peructpupant gaHHd B MAJl w/uiu
EUDAMED 3a MHIMAEHTH/HOTEHIUATHH HHHHI[CHTH npe3 NOC/AEIHUTE ABE TOAHUHH, KAKTO H
OJOKHpaHH WJIM W3TErIEHH NMapTHAU OT CBHIIOTO MEAMIIMHCKO U3JENHe Mpe3 MOCAeqHHUTE 2
rogusd. C TO3M MPOMYCK YYACTHHKBT He OTTOBAaps HA MPEABAPHUTENHO OOSBEHHTE OT
BB3JIOXKUTENS YCIIOBHS, IOCOYEHH B T. 3.4. OT ,,I3UCKBaHKs KbM NpeJIaraHUTe MEIHIIMHCKHA
U3 ¥ KOHCYMATHBH 3a BCHUKM 060COGEHHM MO3MIHMM™, YacT OT JOKyMEHTaLMsTa 3a
yJacTHe.

3a obocobena mosuuus Ne 9 B mpeUlokeHHETO 3a HM3IIBJIHEHHE HA MOpbYKaTa
YYaCTHUKBT IpeJjara MEIHLMHCKO H3leiHe ¢ HauMmeHoBaHue: Versant® HCV RNA 1.0
(kPCR) Kit, IVDD Box 1 & Box 2, ¢ xat. NeNe 10469013; 10469014. [Ipeioxenus TPOIYKT
He OTroBaps Ha TeXHMYecKara ClNeHu(HKALUS Ha BB3JOXKHUTENA, KBAECTO C€ H3HCKBA
odepupane Ha ,,TecToBe 3a KONMYECTBEHO ONpeieNsHe Ha BUpyceH ToBap 3a HBV*

3a o6ocobena nmozuuus Ne 19 nuncea konue Ha EC cepTudUKaT 32 CbOTBETCTBHE C
Jupextusa 98/79/EC, uzpaned oT HOTHQHMUMPaAH Ooprad NO CMHCBIA Ha 3MI/I; KaKBOTO €
H3MCKBAHETO Ha BB3JIOXKHTENS, [OCOYEHO B T. 3.8. OT ,M3MCKBaHHS KbM NpejUIaraHuTe
MEJMUMHCKH M3JeMs M KOHCYMAarTHBH 33 BCHYKH 00OCOGEHHM MNO3MUIHMM“, HacT OT
JTOKYMEHTALMATA 32 yYacTHe. '

3a obocobena mosuuus: Ne 19 B IpeiioKeHHETO 3a H3IIBJIHEHHE Ha NOpbYKara
y4acTHHKBT IpeAsara MEAMUUHCKO M3jejlde ¢ HauMeHoBaHme: Versant Sample Prep 1.0
Reagents kit (Box 1 & Box 2), ¢ kar. Ne 10994881. B NIpHJIOKEHATa M3BaJika OT KaTajlor
nauncea mpoaykT ¢ kat. Ne 10994881, Ho chliecTBYBa IPOAYKT ¢ HaMMeHOBaHHe Versant
Sample Prep 1.0 Reagents kit (Box 1 & Box 2), ¢ kar. Ne 10472144. B npunoxenara
IeKjlapalus 3a ChOTBETCTBHE HE (QUIYPUpAT INPOAYKTH C TOPENOCOYEHHTE - KaTaloXKHH
HOMepa. ‘
3a obocobena mosuuus Ne 20 B mpeasiokeHHETO 3a 3[IbIHEHUE Ha NopbpYKaTa
YYaCTHUKBT Mpejlara MeJUIUHCKO H3enue ¢ HaumeHoBaHue: Versant® CTGC (kPCR) Kit,
IVDD including Extraction, ¢ kat. Ne 10470126 u kat. Ne 04801693. B mpusioxeHaTa u3Baaka
OT KaTaJior JIMIcBa NpoaykKT ¢ Kat. Ne 04801693, HO chlecTBYBa IPOAYKT C. HAUMEHOBaHKE
Versant® CTGC (kPCR) Kit, IVDD including Extraction, ¢ kat. Ne 10470126. ITpunoxeHnure
EC ceprudukar 3a crotBeTcTBHE ¢ [Iupextuna 98/79/EC, uznanes oT HoTuQUUKUPAH OpraH U
JeKjapalys 3a CbOTBETCTBHE € 3a NPOAYKT ¢ Katr. Ne 04801693 u HauMeHoBaHue: Versant
CT/GC DNA 1.0 Assay (kPCR). ' ,

3a obocobena mosuuus Ne 21 B Npe/UIOKEHHETO 3a H3NbJIHEHHE Ha NOpHUKATa
YYaCTHHKBT Mpejlara MEIUIMHCKO H3MeNue ¢ HauMeHoBanue: Versant® CTGC (kPCR) Kit,
IVDD including Extraction, ¢ kat. Ne 10470126 u xat. Ne 04801693. B npunoxesata n3pajaxa
OT KaTaJlor JuicBa npoaykT c kar. Ne 04801693, Ho cpuiecTBYBa POAYKT ¢ HAUMEHOBAHHE



Versant® CTGC (kPCR) Kit, IVDD including Extraction, ¢ kat. Ne 10470126. ITpanoxeHuTe
EC cepruduxkar 3a croteTcTBUE ¢ [JuipexTBa 98/79/EC, nuznanen oT HOTU(UIMpPaH OpraH u
JeKapalis 3a CbOTBETCTBHE € 3a IPOAYKT ¢ KaT. Ne 04801693 u HauMeHOBaHHe: Versant
CT/GC DNA 1.0 Assay (kPCR).

3a ga ce HampaBU OLEHKAa Ha CBHOTBETCTBHETO HA MEIUIHHCKOTO HU3NEIHS C
M3UCKBAHMATA HA BB3JIOKHTENS, YYaCTHMKBT CJe[Ba Ja IIPECTaBs MaKeT JIOKYMEHTH,
OTHOCHMH KBM €/IHH H ChHILH MIPOAYKT, C UH U CbLI KATAJIOKEH HOMED.

C ornes Ha TOpHHTE KOHCTAaTalluM M TIPEIBHA KOMIUIEKCHOTO ogepHpaHe Ha
060co6enu no3uiu Ne 5 1 Ne 6, Ne 9 u Ne 10 i ot Ne 36 no Ne 38, komucusTa npeanara Ha
ocHoBanue wi. 107, T. 2, 6. ,,a* ot 3011, yuyacTHHKa ,,MapBeHa Jnarnoctuxka®“ EOOJ, na
ObJIc OTCTpaHEH OT MPOIEypaTa, 0 BCHYKH 000COOCHH IO3HLMH, ThH KaTo € npeHCTaBnh
oepTa, KOATO HE OTTOBAps Ha TIPENBAPHTEHO OOABEHUTE YCIIOBHS Ha NIOPBYKATA.

KomucusaTa npoepy TeXHHYECKHTE NPEUIOKEHHS 3a U3NbJHEHHE HA NOpbYKATa Ha
yuyacTHHKa ,Jlanc dpapma® EOO/ 3a 0o6ocobenu mosuiuu NeNe 1, 2, 3, 11, 12, 13, 15, 16,
17, 18, 21, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32 u 33 u ycTaHOBH HaJli4Ke HA JOKYMEHTHTE
" mo 4n.39, an.3, 1.1 ot IIII30I1, xakTo cieaBa: TEXHUUECKH MPEIIOKEHHUS, TIPEITIOKEHUS 3a
W3MbIHEHHE HA MOPHYKATA, JEKIAPALNS 3a ChIjIaCHe C KiIay3HTe HA MPOeKTa Ha JOTOBOP,
JeKJIapalis 3a CpOKa Ha BAJIMAHOCT Ha oepraTa, AeKIapalys 3a JIMICca Ha CBbP3aHOCT [0
q1.101, an.11 or 30Il, mexnapauus 3a KOHOUIACHIHAIHOCT, H3BIEUEHHS OT KaTaJIO3H,
ﬁHCprKunH 3a ynotpe6a, GpoIIypH, IPUAPYKEHH C IPEBOIM; ACKIApaLliy, ¢ TPUJIOXKEHH -
U3BJICYEHUS OT CIIHCBKA 1o 4i.l, 1.1, Oykea "0" ot Hapenbara 3a ycnoeusta u 'pena 3a
ChCTABAHE HA CIMCHK HA MEIMUMHCKHTE M3menus no wi.30 or 3MU u 3a onpenessue Ha
CTOHHOCTTA, A0 KOATO T CE€ 3allallaT, 3a M3Jelus 3a KOMTO YYaCTHUKBT M0jaBa odepra;
KOnus Ha oduumanHu AokymMeHTH oT HAJL, dWe 3a MeIMUMHCKMTE W3AEIUA HAMa
pETUCTpUpAHU IaHHH B WUAJI u/ums EUDAMED 3a HHUMACHTH/MOTEHIMATHA HHIHACHTH
1pe3 TMOCHENHUTE JBE TOIMHHM, KAKTO M ONOKHPAHH MM H3TErJieHH NApTHAH OT CHIIOTO
MeHLHHCKO H3JeIHe 1pe3 NOCIeHUTE 2 FOAUHHU; ACKIapalis 3a MEIUUHHCKHTE U3ENUS H
obmecTBenuss GOHA Ha IbpxkaBa OT EBpomeiickH ChIO3 OT KOMTO Te ca 3aIllalllaHu;
JEKJIapauus, 4¢ MEAMUMHCKUTE u3ienns npuTexabar CE mapka, MOCTpH Ha u3zenusiTta o
obocobenn nosuuuu Ne 2 u Ne 25; konus Ha EC ceprudukaru 3a choTBeTCTBHE € J[MpeKTHBA
98/79/EC, H3MaNCHH OT HOTH(HUMpPAHU OpraHu 110 cMuchna Ha 3MU, npuapyskenu ¢ IpeBox,
JeKnapalMd 3a ChOTBETCTBHE ¢ JlupekTHBa 98/79/EC, w3nazeHa OT NHPOH3BOAUTEINS
OPUPYKEHH C IPEBOJ; JeKIIapaluy. '

~ Crel KaTo pasriieia MO CHIIECTBO TEXHHUYECKOTO NPEANONKEHHE Ha YYACTHHKA,
KOMMCHSATA KOHCTATHPA CJAEAHOTO: ‘

3a ob6ocobenn nosuumu NeNe 23, 30, 31, 32 u 33 He e npencTaBeHO 3aBEPEHO KOMUE
Ha OoQUIHANEH NOKyMeHT, m3ganeH oT MAJ], 4e 3a MeOWIMHCKMTE H3ZEIUs HAMA
_ peructpupanu aaHHu B MAJl n/umn EUDAMED 3a WHIMACHTH/TIOTeHIMANHY MHIMLEHTH
Ipe3 MOCIEIHMTE JBE TONMHU, KAKTO M 32 OJOKUpAHHW HWIIM M3TEIJIEHH HapTUAH OT
MeqMIMHCKUTe m3genus. C TO3M MPOMYCK, YYaCTHHKHT He OTroBapsi Ha IIpeJBapHTENIHO
00sSBEHUTE OT BB3JI0XKHTESA YCIOBHUS, IOCOUEHH B T. 3.4. OT ,,VI31CKBaHUS KbM Npe/TaraHUTe
MEIMLMHCKH W3IC/IMS W KOHCYMAaTHBM 3a BCHYKH O00OCOOEHH MO3UIUK, dYacT OT
JIOKYMEHTAIUATa 3a yUacTHE.

- "C origexn Ha TOpHMTE KOHCTAaTalMM M MPEABHI KOMIUIEKCHOTO odepupaHe Ha
o6ocobenn mosuimu NeNe 23, 24, 26, 27, 28, 29, 30, 31, 32 u 33 KoMUCHSATa TIpeiara Ha



ocHoBanue un. 107, 1. 2, 6. ,,a*° ot 30Il, yuactHuka ,,Jlanc ¢papma®“ EOO/, na Obae
OTCTpaHEH OT [I0-HATATBIIHO YYacTHE B Ipouenypara, no odocodenu mo3uuuud NeNe 23, 24,
26, 27, 28, 29, 30, 31, 32 u 33, Tbil kato e mpeacTaBui odepra, KOITO HE OTroBaps Ha
. IpeJIBApUTENHO OOSIBEHUTE YCIIOBHS Ha MOpbBYKaTa.

3a npe/UIoKEHUTE U3eHs 110 000cobeHu no3uuuu ¢ NeNe 1, 2, 3, 11, 12, 13, 15, 16,
17, 18, 21 u 25, xoMHUCHATa KOHCTAaTHpa MbIHOTA M M3YEPHATETHOCT 10 OTHOLIECHHE Ha
TIpe/ICTABEHUTE JOKYMEHTH, JOKA3BaALIK CHOTBETCTBUETO Ha M3/ENHATA C U3MCKBAHUATA Ha
BB3710XKuTeNs. Cliell poBepKa Ha JaHHUTE, BIUCAHH B NPEUIOKEHHETO 3a H3IBJIHEHUE HA
y9aCTHHKA ¥ JAHHHTE ChIBPIKALIM CE B U3BJIEYEHHATA OT KATa03H, HHCTPYKIIHH 3a yIoTpeGa
¥ OpOLIYPH, KOMUCHSATA YCTAHOBH ITBJIHO CHOTBETCTBHE C H3HCKBAHMATA HA BB3JIOKHUTEIS.

KOMHCHSATA OLEHH CBOTBETCTBHETO HA MEJMLMHCKHTE H3Leds [0 060cobenu
no3unur Ne2 u Ne25 ¢ M3HCKBaHHATA Ha BB3JIOKHUTEIH, Kato pasriiefja IIpeIOCTaBEeHUTE
MOCTPH. .

Komucusrta nonycka ydacTHuka ,Jlanc dapma“ EOOIA no pasriexnane Ha
LIEHOBUTE NpPEIOKeHUs 10 060cobenu mozuumnn ¢ NeNe 1, 2, 3, 11, 12, 13, 15,16, 17, 18, 21
u25.

KoMmucusaTa npoBepH TEXHHUYECKOTO MpPEJUIOKEHHE 32 H3MbIHEHHE Ha IIOphYKaTa Ha
y4acTHHKA ,,Apko komnauu“ EQOO/I 3a 060co6ena no3uuus Ne 15 ¥ ycTaHOBH HAJIMYHE HA
nokyMentute no wi.39, a3, 1.1 ot II30I1, kakTo cieaBa: TEXHUYECKO OpeaJIOKEHHE,
MpeUI0KEHHE 32 H3IBJHEHHE Ha [I0PBUKATA, H3BJIEYEHUE OT KAaTaloT, IPHAPYKEHO C IPEBOL;
JeKaapauus, ¢ TIPUIIOXEHO U3BIEYEHHE OT COMCHKA 1o 4.1, 1.1, OykBa "6" ot Hapenbara 3a
yCJIOBHATA U peJla 3a CbCTaBIHE Ha CNIUCHK Ha MEAULMHCKHUTE u3aenus no 4i.30 or 3MU u 3a
OIpe/eIsTHe Ha CTOMHOCTTA, 10 KOATO.Te Ce 3aILIallar, 3a H3AEIHETO, 33 KOETO Y4aCTHUKBT
rmonasa odepra; Komue Ha oduIHManeH NOKyMeHT oT MAJL, Ye 3a MeIMLMHCKATE H3/e/IHs
HaMa peructpupann gaHHd B HWAJI w/mim EUDAMED 3a uHUMAEHTH/MOTEHLMATHH
VHUMIEHTH [Ipe3 NOCIEHUTE [BE FOIWHHU, KAKTO M OIOKHPAHH WJIH U3TErIEHH MapTHIH OT
CBLIOTO MEJUIIMHCKO M3JEIHE IIpe3 MOCIEAHUTE 2 TOAMHH; NeKIapallks 3a MeIULHHCKUTE
W3IENAS 1 O6LIecTBeH s QOHI Ha IbPKaBa OT EBponelicku cbrO3 OT KOHTO Te ca 3araliaii; -
JeKjapanusi, 4e MEIMLMHCKHTe usfenus npurtexxaBar CE wMapka, aexnapauus 3a
cvoTBeTcTBHE ¢ JupekTuBa 98/79/EC, uznaneHa ot npoU3BOAMUTENS, MPHAPYKEHA C IPEBOL;
Jeknapalys 3a CbhIJlaCHMe C KJlay3uTe Ha IPOEKTa Ha JIOroBOp, IeKjIapauus 3a Cpoka Ha
BAIMIHOCT Ha odeprara, JeKiapanys 3a JMIca Ha CBbp3aHocT 1o 4i1.101, an.11 ot 301,
JieKJlapallii, KOMHS Ha CepTH(UKATH 3a BHEAPEHA CHCTEMA 3a KayeCTBO M paspeuleHHe 3a
THPrOBHSA HA €10 C MEAMLMHCKH H3JIEHS.

Cnen xato pasriefa MO CbLIECTBO TEXHUYECKOTO NPEJIOKEHHE Ha YYAaCTHHKA,
KOMMCHSATa KOHCTAaTUpa CJAEAHOTO:

3a NPEUIOKEHOTO H3JENHe, . IPEACTaBNABAIO TECT 33 [MATHOCTHKA Ha Cudunuc,
KOMMCHSTA YCTAaHOBM ITBJIHOTA M HM3YEpPHATETHOCT MO OTHOIIEHHE Ha IPEACTABEHHTE
JIOKYMEHTH, JIOKa3Ballld CHOTBETCTBHETO HA W3JEJIMETO C M3HCKBAHHUATA HA BB3JIOKHTEN.
Crnea npoBepka Ha JaHHHUTE, BIIMCAHHM B MPENNOKEHHETO 33 U3MBIHEHHE HA YYaCTHHKA M
NaHHUTE CBHAbpPXKAIIK C€ B M3BICHYEHHETO OT Karajgor, KOMHCHSTA YCTAHOBH ITBJIHO
CHOTBETCTBHE C H3MCKBAHUATA HA BBH3JIOKUTEIIS.

KomucusTa 1omycka y4acTHHKa 10 pasriiex/iaHe Ha IIEHOBO MPeIJIOKEeHHE.



KoMucusaTa npoBepH TEXHHUECKHUTE MPEUIOKEHHS 3a U3IIbJIHEHUE Ha NOpbUYKaTa Ha
yuacTHUKa ,,JIuamen® OO/ 3a o6ocobenu nosuuuu NeNe 23, 24, 25, 26, 27, 28, 29, 30, 31,
32 1 33 ¥ yCTaHOBH HaJIWYHE Ha JOKyMeHTHTe no ui.39, an.3, 1.1 ot ITH3O0II, xakTo cinexnsa:
TEXHUYECKH MPEIIONKEHHs, MPEIIOKECHUS 3a U3MIBJIHEHHE Ha MOpbBYKaTa, JEKapalMy 3a
CBIJIACHE C Knay3me Ha [pOeKTa Ha JOTroBOp, JEKjapalMs 3a CpoKa Ha BalHJHOCT Ha
odeprara, Aeknapanus 3a JMIca Ha cBbp3aHocT no wi.101, an.11 ot 3011, u3pneueHus ot
KaTaJlo3M, MHCTPYKIMHU 3a ynotpeba, OpolnypH, NpUAPYXKEHH C NPEBOAM; JEKIapaluu, ¢
NPUIIOKEHU M3BJICYEHHS OT CIHCHKA 110 ui.1, 1.1, 6ykBa "6" ot Hapenbarta 3a ycioBusta u
peila 3a ChbCTaBSHE Ha CIIUCBHK Ha Menuuﬁﬂcxme usaenus o 4wi1.30 or 3MU u 3a onpenensue
Ha CTOMHOCTTA, A0 KOATO Te Ce 3aIUTALIAT, 38 U3JE/IHS 32 KOUTO YYaCTHHKBT N0/1aBa ohepTa;
xonuss Ha oduuuamHu JokyMeHTH oT MAIJL, 4e 3a MEIHLMHCKUTE M3AEIMS HAMA
peructpupanu Aauau B MAJI u/unn EUDAMED 3a WHIUACHTH/TIOTEHIHANHA UHIUACHTH
pe3 NOC/EAHUTE ABE' TOAHHH, KaKTO W OJOKHPaHH WM W3TEJIEHU MapTHIH OT CBIIOTO
MeIHLUHCKO U3JIeTHe Npe3 NOCAEAHUTE 2 TOAKHH; zxexnapaunsi 38 MEIMIMHCKHTE H31eNHs |
obumecTBeHus (GoOHA Ha AbpKaBa OT EBpONEHCKH CBIO3 OT KOWTO T€ ca 3alUlalllaHy;.
JleKIapalys, Ye MEIMUMHCKUTE U3/ IPHTEXKaBaT CE mapka, MocTpa Ha U3AEHETO 1o
060cobena mo3uuusa Ne 25; KomHs Ha AeKjIapaliy 3a coTBeTcTBHE ¢ JupexTusa 98/79/EC,
H34aZieHa OT IPOU3BOAUTENS NPHIPYKEHHM C NIPEBOJ; AEKIapallyH.

Cnen xato pasriefa MO CBHIIECTBO TEXHHYECKHTE IPEUTOKEHMS Ha y4YacCTHHKA,
KOMHCHATA KOHCTaTHPa ITHJIHOTA H W3YEPNATENHOCT MO OTHOIIEHHE Ha MpPEeICTABEHHTE
JOKYMEHTH, J0Ka3Ballld CHOTBETCTBHETO HA H3JENIMATA C M3UCKBAHHSATA HA BBH3JIOXKHUTEIS.
Cien nNpoBepka Ha JAaHHWTE, BIIMCAHM B NPEJIOKEHHMATA 3a M3IbIHEHHE HA YYaCTHHKA H
JIAHHUTE CLn'f_,p»camH ce B U3BJICYEHHSTA OT KaTaJ03H, HHCTPYKLHKH 3a ynoTpeba u OpoiypH,
KOMHUCHATA YCTAHOBH ITBJIHO CHOTBETCTBHE C W3UCKBAHUATA Ha BB3JOKUTEIS.

KoMucHsATa OLEHH CHOTBETCTBHETO Ha MENHLMHCKHTE H3Jenud Imo obocobena
no3uiHa Ne25 ¢ M3UCKBAHHUATA Ha BB3JIOKHUTENA, KATO pasriiefia peIoCcTaBeHaTa MOCTpa.

Komucusra jgonycka ydacTHHKa jJInamen® OOJ| no pasriexnaHe Ha LEHOBUTE
npeUIoKeHns o 06ocobenn nosuuuu ¢ NeNe 23, 24, 25, 26, 27, 28,29, 30,31, 32 u 33.

KoMmucHsiTa IpOBEpH TEXHUUECKUTE MPEUIOKEHHUS 3a H3IIBIHEHHUE HA IOPbYKATA HA.
yuacTHUKa ,,Eara 90M“ OO/ 3a o6ocobenn nosuwmu NeNe 1, 3, 4,5, 6,7, 8,9, 10, 11, 12,
13, 16, 17,'18, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47 v 48 u ycTaHOBH HaJMyUe HA
npokymentute no 4n.39, an.3, 1.1 or III30I1, kakTo crnenBa: TEXHHYECKH hpennome}mﬂ,
ﬁpezmoxcemm 3a U3MIBJIHEHHKE Ha MOpBhYKaTa, JEK/IapallMHK 3a ChIJIaCHE C KJIay3UTe Ha IIPOEKTa
Ha JIOrOBOp, JEK/Iapalyuy 3a CPOKa Ha BaJHIHOCT Ha odepraTa, AeKiapaiuu 3a NANca Ha
cbp3anocT o wi.101, an.11 ot 30I1, n3sneyeHus OT KaTano3H, MPHIAPYKEHH C NPEBO;
JEKJIApAIMH, ¢ IPUJIOKEHH U3BJICUCHHA OT CIIMChKa 1o ui.1, 1.1, 6yksa "6" oT Hapenbara 3a
YCIOBHSATA H'PEa 3a ChCTaBsiHe Ha CIIUCHK Ha MEAUUMHCKUTE u3aemus rno yi1.30 ot 3MU u 3a
OIpeie/iiHe Ha CTOMHOCTTA, 10 KOATO Te Ce 3allaliar, 3a U3AeNusTa 3a KOHTO YYaCTHUKBT
nonasa odepra; Komue Ha opuumanen HokymeHT oT MAJL, ue 3a MeIUIHHCKUTE H3JeNHs
usMa peructpupanu jgaiHd B WAJl w/umu EUDAMED 3a MHUMACHTH/NOTEHUMATHH
MHLMACHTH 1Ipe3 MOCHIeHATE JIBE TOAHHH, KAaKTO U OJIOKMpAHW MJIH U3TErJICHH MapTHIH OT
CHIUIMTE MEAULIMHCKH H3€Nus MMpe3 MOoCIeHNTe 2 TOJUHH; JeKiapanus 3a MEIULUHCKUTE
W3/1eiid 1 001ecTBeHus GOH Ha IbpKaBa 0T EBponeHcKH Chr03 OT KOMTO T€ ca 3aIllalljaHH;
JeKnapalus, 4Ye MeAMLMHCKHTe u3genus npurexasar CE  Mapka, JOKyMEHTH
yIocToBepsiBaly HanuuueTo Ha CE MapkupoBka. BBPXY H3/IeHSATa, IPUAPYKEHHU C IPEBOL;



mexnapauuu 3a cbotBeTcTBHe ¢ JlupektuBa 98/79/EC, W3nageHn OT NpPOM3BOAMTENS,
NpHApPYKeHH ¢ peBo; komus Ha EC cepruduxaty 3a crorsercTBue ¢ Jupektuna 98/79/EC,
M3MaJ€HH OT HOTH(UUMPaHH OpPraHH IO CMHCBHIA Ha 3MU, OpuiapyxeHH C TNpEBOL,
JeKIapayy.

- Cnex Kato pasrileia 1o ChIIECTBO TEXHHYECKOTO MpeloKeHHe Ha yqacmm(a;
KOMHCHATA KOHCTAaTHPA CAEAHOTO:

3a 06ocobeHa mosuuus No 8 He € NpPEeACTAaBEHO 3aBEPEHO KOMHE Ha O(HIHaeH
JOKyMeHT, m3faned or MAJL, ye 3a ChIIOTO HsMa perucTpupanu ganHH B MAJI w/umm
EUDAMED 3a HHIIMIEHTH/TIOTeHIIHATHH HHIUJIEHTH Mpe3 MOCIEIHUTE IBE€ TOAUHH, KAKTO U
3a OJIOKMpaHW WM H3TETTIEHH MapTHAH OT MEAMUMHCKOTO u3nenve. C TO3M MNpPONyCK
yqacfﬂnxm HE OTrOBapsi Ha NPEBAPUTENHO OOSBEHUTE OT BB3JIOKHUTENS YCAOBHS, IOCOYEHH
BT. 3.4. 0T ,,I3UCKBaHHs KBM IpeyiaraHuTe MEAUIIMHCKH U3JIENHS 1 KOHCYMaTHBH 32 BCUUKH
000CO0EHH MO3ULMH ™, YacT OT JOKYMEHTAIIUATA 3a YUaCTHE; ‘

3a 06ocobenu mo3uunu NoNe 11, 12,13, 16,17 u 18 He e NpEeACTaBEHO U3BJICUEHHUE OT
cnuceka o wi. 1, T. 1, 6yksa "6" ot Hapenbarta 3a ycnoBusTa ¥ pefa 3a CbCTaBsIHE HA CITHCBK
Ha MeauUuHCKuTe u3aeaus no wi.30 ot 3MU u 3a onpejeNisaHe Ha CTOMHOCTTA, 0 KOATO T€
Ce 3aIUIallaT, OT KOETO H3BJIeUEeHHE Jla € BUAHA IIPOJAXKHATA LeHa 110 CMUChIa Ha §1, T. 29a
ot 3MU, BBB Bpw3Ka ¢ §1, T.4 ot JIP na Hapenbara, 3a Bcsika oT 060COGEHHTE MO3ULKH,
KaKBOTO € H3UCKBAHETO HA BB3NOXKHTENS, MOCOYEHO B T. 3.3. OT ,J3UCKBAaHHS KbM
TpejlaraHuTe MEJMIIMHCKH U3/ENIHs H KOHCYMAaTHBH 32 BCHYKH 000COOEHH MOZHLUKU™, YacT
OT IOKYMEHTALMATa 32 y4acTHe;

C ornen Ha TOpPHHTE KOHCTAaTalldd M IIpeIBUJ KOMILIEKCHOTO odepupaHe Ha
060cobenn nmozuumu NeNe 7 1 8, NeNe 11, 12 1 13, NeNe 16, 17 u 18 xomucusta npejnara Ha
ocuosanue wi. 107, 1. 2, 6. ,,a* ot 30I1, yyacthuka ,,Eara 90M* OO/1, na 6bj1e OTCTpaHeH
OT MO-HATATBIIHO Y4acTHE B Npoleaypara no ob6ocodenu nozuuuu NeNe 7, 8, 11, 12,13, 16,
17 u 18 Twit KaTO € npeacTaBu odepTa, KOSTO HE OTrOBaps. Ha NpeJBapUTEIHO O0OsIBEHUTE
yCJIOBHUS Ha MOpBYKara.

3a npe/oKeHHUTE H3Aenus 1o obocodenu nosuumu ¢ NeNe 1, 3,4, 5, 6, 9, 10, 36, 37,
38,39,40,41,42,43,44,45, 46,47 u 48, koMucHsiITa KOHCTATHPa IBJIHOTA U U3UEPIIATETHOCT
[0 OTHOHIEHHE Ha MPeJICTABEHUTE AOKYMEHTH, JOKa3Ballld CHOTBETCTBHETO HA HU3JENHATA C
M3MCKBAHHUATA Ha BB3/10xkuTesns. Crell mpoBepKa Ha JaHHHUTE, BIIUCAHH B npeunomeﬂnéro 3a
W3MbJHEHHE HA YYaCTHHKA M JAaHHHTE CBHABPXKAIIM CE B M3BJICUCHUSATA OT KaTaylo3H,
KOMMCHATA YCTAHOBH ITBJIHO CHOTBETCTBHE C H3UCKBAHHUATA HA BB3JIOKUTEIISA.

Komucusta fonycka ydactHuka ,,Eara 90M“ OO/ fo pasriexiaHe Ha LEHOBUTE
npemtoxeHus 1o obocobenu mosuuuu ¢ NelNe 1, 3, 4, 5, 6, 9, 10, 36, 37, 38, 39, 40, 41, 42,
43,44, 45, 46,47 u 48. " ~

KoMucHsiTa mpoBepy . TEXHUUECKHTE NPENJIOKEHHS 3a U3IIbJIHEHUE Ha MIOpbhYKaTa Ha
yqaCTHHka sAHTHCcea bparapus“ OO0/ 3a o6ocodenu nozuuuu NeNe 5, 6, 9, 10, 36, 37, 38,
44, 45, 46, 47 u 48 W yCcTaHOBHM HallM4Me Ha AOKyMEeHTHTe no 4i1.39, an.3, 1.1 ot 13011,
KaKTO CJleIBa: TEXHHYECKH IIPEUIOKEHHUS, TPEMUIOKECHUS 32 M3MBJIHCHME HA MOPBYKAra,
JeKfapalliid 3a ChIVIaCHE C KIJIAy3WTe Ha IPOEKTa Ha JOTOBOp, AEKJIapaluM 3a CpOKa Ha
BAJIMHOCT Ha odepTaTa, AEKIapalMHy 3a JMIca Ha cBbp3aHocT no wi.101, an.11 ot 3011,
M3BJICUEHHs OT €JIEKTPOHHM KaTano3d W OpoulypH, NPUAPYKEHH C MPEBOA; NCKIapaluH, ¢
NpHJIOKEHH HW3BJICYEHHS OT cHchbka mo 4i.l, T.1, 6yksa "6" ot 'Hapenbara 3a ycioBusra u
pesa 3a ChCTaBsiHe Ha CIIMCBHK Ha MEAULMHCKUTE U3zlenus o 4i.30 ot 3MU u 3a onpenensue



Ha CTOMHOCTTA, 110 KOSITO Te Ce 3aIjIallaT, 32 M3AENHMATA 3a KOMTO YYaCTHUKBT N10/1aBa odepTa;
xonue Ha ouiHaneH fokyMeHT oT MAJL, ye 3a MeAMIIMHCKHTE U3JIe/IUs HIMA PErHCTPHPAHH
nanad B UAJT u/unu EUDAMED 3a HHUHAEHTH/TOTEHHAIHY HHITUACHTH IIpe3 MOCIeIHUTE
J(B€ TOAUHH, KAaKTO U OJIOKMpPAHH WIHM U3TETIEHH NapTUU OT ChLIUTE MEAUIIMHCKH U3/AeTUs
npe3 IOCAeHUTE 2 TOAUHH; ACKIapalts 3a MEAHUMHCKHTE U3AENUs U 001ecTBeHHs QOHI
Ha AbprKkaBa oT EBporneiicky ChrO3 OT KOMTO Te ca 3alllalllaHy; AeKIapalus, 4e MeAUIUHCKUTE
usnenus npurexasar CE mapka; aexnapauun 3a chotercTBHe ¢ J{upextuBa 98/79/EC,
M3J@JeHH OT MPOM3BOAMTENs, NPHUApPYXeHH ¢ mpeBoi; konus Ha EC ceprudukatu 3a
cvotBercTBHE ¢ Jlupextusa 98/79/EC, uznaneHu oT HOTMGUUMpPAHH OPraHy 10 CMHUChJA Ha
3MMU, npuapyxeHH ¢ TipeBOJ, ACKIapaLiuy.

Cnen karo pasriena IMmo ChLIECTBO TeXHHYECKOTO NPE/UIOKEHHE HA YYaCTHHKA,
KOMHCHATA KOHCTATHpa CIAEAHOTO:

IpennoxeHuTe u3Aenus, NpeACTaBIsBallH TECTOBE, ca O(QepHpPaHH KOMIUIEKCHO C
KOHCYMAaTHBHTE 3a paboTa C TAX, KAKBOTO € M3MCKBAHETO HA BBH3JIOXKKTEN. B npunoxumure
CcilyuaH ca KOMIUIEKTOBAHH H ¢ HEOOXOUMHUTE KanuOpaTopH U KOHTpoiH. Ciienl mpoBepka Ha
JAHHHUTE; BIIMCAHH B IPEAJI0KEHHETO 3a U3ITbIIHEHHE HA yYaCTHHKA M JIaHHUTE CbIbpKALIU
ce B U3BJICYEHHATA OT KaTano3u U OpoUIypH, KOMHCHATa YCTAaHOBU IBJIHO CHOTBETCTBHUE C
M3HCKBAHMATA HA BB3JIOKHUTEA 38 BCHUKH MPE/JIOKEHH U3NENH.

KomucusaTa Aomycka y4YacTHHKAa JI0 pasriexjaHe Ha LEHOBH TIPEIJIOXKEHHS IO -
obocobenu mozuimu NelNe 5, 6, 9, 10, 36, 37, 38, 44, 45, 46, 47 u 48.

Ha ocuosanue wi. 57, an. 3 ot IIMI30I1 Bcuukd yyacTHUUHU Osixa YBEIOMEHH Ha
24.03.2017 r., ue OTBapSHETO HA LIEHOBHTE TIPeUIOKEHUS HA IOMYCHATUTE YUAaCTHHULH e Ce
nposene Ha 29.03.2017 r., ot 11.00 4. B crpanaTa Ha MEHHCTEPCTBOTO Ha 3[paBeONa3BaHETo,
mi. ,,Ceera Hemens“ Ne 5, rp. Co¢pus. CboOLIEHHETO 3a OIOBECTSBAHE HA ILCHOBH
npeUToXKeHHs € NyONIHKyBaHO Ha calita Ha MHHHMCTEPCTBOTO Ha 3/]paBeolla3BaHETO, B
Ipodnun Ha kynyBaua® na 24.03.2017 r.

Ha 29.03.2017 r. ot 11.00 9aca B crpasiata Ha MMHMCTEPCTBOTO Ha 3PaBEONA3BAHETO
ce OTBOPHXA M ONOBECTMXA IEHOBHTE IPEIOKEHHS HA JOMYCHATHTE YYACTHHUA OT
KOMHMCHATA B CBOS PE/IOBEH ChCTAB, & UMEHHO: -

IIpeacenaren:

Bans MuTkoBa, Ibp)KaBeH eKCIEepT B oraen ,,OIT", mupexuuns ,,HPOII3”,

YseHoRe:

n-p Bsipa ToHeBa, rnaseH exkcnepT B aupekuns ,, MJITTIT;

Jlennna banuesa, crapiu exkcriept B qupexuus ,, MJITIITS; -

WBaun Byuos, rnaBeH 1opuckoHcynT B-otaen ,,OIl%, nupekuus ,,HPOII3™;

Credxa Xiiebapona, }opﬁCKOHcynT B otaen ,,OIl", nupexuus ,,HPOII3”.

Ha ny6nuuHaTa 4acT Ha 3aC€[JaHHETO Ha KOMMCHATA, Ha OCHOBaHHWE 4i. 54, ail. 2 oT
[I130I1, nmpuchcTBaxa:

Caerocnas [[aHkoB, yTbIHOMOIIIEH NpecTaBuTelN Ha ,,AA Meauken bearapus™ OO/];
Enu UyOpuesa, yanHoMomeH npencraButen Ha ,,Jlanc papma™ EOOJ;

Banst [{on4eBa, ynmbiHOMOLIEH npejcTaBuTen Ha ,,I'amunop bearapus™ OO/,

Xpucto XpuCTOB, yIbJIHOMOLIEH NpeacTaBute Ha ,,EJITA 90M*™ OO/,



WnusH ApHayloB, ynpaBn'Teh Ha ,,Apko komnanu* EOO/;

I'eopru MapuHOB, YIIBIHOMOLIEH NPEACTaBHTEN Ha ,,AHTHCEN bbarapus® OO/
Cranuciasa LHH6oﬁKOBa, VITBJIHOMOIIICH TIpeICTaBUTEN Ha ,,MapBeHa Jlnarnoctuka® EOOII';
Mapus Hukonosa, ymbaHOMOMLIEH NpeacTaBuTen Ha ,,.bI' Men* EOO/L;

INongue MmamoBa, yieiHOMOLIEH NpeAcTaBuTel Ha ,,Juamen” OO/ u

[Metko KpbeTeB, ymbIHOMOLIEH NpeacTaBuTen Ha , I amupop bearapus® OO/,

Komucusta IPUCTBIH KBM OTBapsiHE Ha 3alleyaTaHHWTE U HENPO3pauyHH ILIHKOBE C
HeHapylleHa WWIOCT ¢ Hammuc ,lIpelnaraHd LEHOBH MapaMeTpH® M ONOBECTSBAaHE Ha
IIEHOBUTE ni)ennox(e}mﬁ Ha 'yYaCTHHIMTE IO pefla Ha NOCTBIBAHETO Ha OGEPTHTE MM B
JEeJIOBOACTBOTO Ha MHHHCTEPCTBOTO Ha 3APaBEONa3BaHETO, KAKTO CJEABA:

Hpenjloxceﬂnma Ha y4acTHHKa ,Jlanc ®apma® EOO/] 3a mo3unuuTe 3a KOWTO €
JONYCHAT /10 OTBapsiHE HA IIEHOBHU MPEI0KEHHS, KAKTO CJIe/IBa:

¢ 3a o6ocobena nmo3unusa Ne 1 ,, Tecrose 3a nbpBuuHa nuardoctuka Ha CITMH EJIN3A

/HIV-1 + HIV-2 - Ar/AT® - equHr4Ha HeHa 1.43 (exun u 0.43) nesa 6e3 JUIC;

e 33 060co6eHa no3unms Ne 2 TecToBe 3a excripecHa }marﬂocmxa na HIV -1/HIV-2
AT - enunnyHa 1ieHa 3.03 (tpu u 0.3) nepa 6e3 JIC; ,

e 3a obocoOeHa mo3uuusa Ne 3  TecToBe 3a mbpBHYHA AUArHocTHKa Ha xenaTuT C -
EJIN3A At*“- enuanyna nena 1.51 (eann u 0.51) nesa 6e3 J1JIC;

e 3a 060coGeHa nosuuus Ne 11", TecToBe 3a nuarHocTHka Ha Tokcomnasmosa EJIM3A
[gM* - emuauyna niena 3.63 (tpu u 0.63) sesa 6e3 JIIC;

e 3a obocoOena nmo3unus Ne 12 . TectoBe 3a quarHocTtika Ha Tokcormnasmosa EJIM3A
IgG* - enunnyHa 1ieda 3.48 (tpu n 0.48) nesa 6e3 J1C;

o 3a 060cobena noszunus Ne 13, TectoBe 3a quarHoctuka Ha Tokconnasmosa EJIM3A
IgA“ - eMHMYHA leHa 3.63 (Tpu u 0.63) nesa 6e3 JJIC;

e 3a o6ocobena no3uuus Ne 15, Tecrose 3a auarnoctuka Ha Cudpuanc EJIU3A IgM /
IgG* - ennanyHa nieda 0.96 (nyaa un 0.96) nepa 6e3 JJJ1C;

e 3a o6o_c06eHa no3unius Ne 16 , TectoBe 3a auarHocTHka Ha XJIaMHIUS TPaAXOMaTHC
EJIN3A IgM* - envnnyna nena 2.47 (asa u 0.47) nesa 6e3 IUIC;

* 3a obocobena mosuuus No 17 TectoBe 3a AuarHocTuka Ha XJ‘I&MI/II{HH TanOMaTHC
EJIN3A IgA* - eaunuuna neHa 2.85 (aBa u 0.85) nesa 6e3 JJIC;

e 3a o6ocobena nosuius Ne 18 TectoBe 3a auarHocTuka Ha XJIaMUJUsl TPAXOMAaTHC
EJIN3A IgG* - enunuuna nena 2.37 (aBa u 0.37) nesa 6e3 JJIC;

O0ma KOMILIEKCHA OlleHKa, c¢00p HAa eAMHHYHHTE CTOHHOCTH OGEPHPAHH IO
000co6eHH MO3ULIHHI N_No 16, 17 u 18 B pa3mep Ha 7.69 (ceneM u 0.69) nera 6e3 JIJIC.

o 3a obocobeHa no3num{ Ne 21 ,Ha6op 3a merexuus Ha Neisseria gonorrhoeae upes
TONMMepa3Ha BEPHIKHA PEaKLds B PETHO BpeMe - TecToBe 110 B omakoBka® - eIMHUYHA LIEHa
4.44 (vernpu n 0.44) nesa 6e3 JJJ1C;

e 3a oOocobeHa mo3umus Ne 25 [ EnpyBeTtkd 3a ¢oyuutomMetsp 12 x 75 mm* -
enuHyyHa rieda 0.19 (myqna u 0.19) nesa 6e3 JIJIC;

[IpennosxeHneTo Ha-y4acTHHKa ,,Apko kommnanu™ EOO/] 3a o6ocoOena nosuwms Ne
15 ,,TectoBe 3a auarnoctuka Ha Cudunuc EJIM3A IgM / [gG* - equnuuna niesa 0.567 (ayna
LsiJ10, IeT mecT ceaeM) jesa 6e3 JIJIC.



[Ipennoxenusra Ha y‘laCTHHKa SAramen” OO/ 3a MO3MUMUTE 33 KOUTO y4acTsa,
KaKTO CJle/Ba: |

e 3a000co6ena mosuums Ne 23 ,, TecT 3a aBTOMATHYHO (IIOYLIUTOMETPHYHO ONIpeIe/aHe
Ha abcomoTtHus Opoit Ha CD4+CD3+ u CD8 +CD3+ nmumdounTH B €[Ha enpyBeTKa ¢ Laia
KPBB 11O KOMOHHALASTA OT mapkepute CD4/CD8/CD3/CD45“ - enunuuHa LeHa 27.89
(nBageceT H cefleM M 0.89) neea 6e3 JIC; '

e 132 06ocobena nosuuus Ne 24 ,,J[A3upaul u qucnpam pasTBOp 3a IPOOK OT LisisIa KPHB
6e3 IpOMHMBaHe B MAJIMIINTHD - CAMHHYHA [IeHa 3.98 (Tpu u 0.98) nesa 6e3 JUIC;

e 3a o0ocobena nosmuus Ne 25  Enpyserku 3a ¢noyuuTomMeTsp 12 X 75 mm® -
eaununyHa 1exda 0.19 (Hyha H 0.'19) nesa 6e3 J1J1C; 7

e 3a 00ocobeHa no;ﬁum Ne 26 ,,Paboten pa3TBop 32 GIIOYIIUTOMETPH B 1 - €AMHUYHA
ueHa 3.51 (rpu u 0.51) nesa 6e3 JJIC; ,

e 3a 060cobeHa nosuus Ne 27 ,ITlourcTBanl pa3TBop 3a GJIOYLUTOMETBD, ChABPIKAIl
‘ HATPUEB XUIIOXJIOPHT U HATPHEBA OCHOBA B 1 - equauuHa neHa 14.05 (yeTupuHageceT H
0.05) nepa 6e3 IJ1C; '

e 13a obocobena mosunus Ne 28  IlouwcTBaum pa3TBOp 3a (bnoyunTomepr, ChABpKaI]
KaJIHeB XJIOpUA; aubazuueH kanues ochaT u HATPUEB a3n11 B 1° - enuduyHa ueHa 14.05
(qunpuHaueceT u 0.05) nesa 6e3 JIJI1C;

e 3a oGocoGena nosuuus Ne 29 ,,Pasteop 3a cnupane Ha daoyuutomersp B I -
‘equnnuna neHa 14.05 (derupunanecer u 0.05) nepa 6e3 JJJIC;

e 3a o6ocobena nosuimsa Ne 30 ,.CtaHnapT 3a Ka4eCTBEH KOHTPOJI Ha M3MEPBAHETO Ha
HHCBK, CpelleH ¥ BHUCOK abcomoTeH Opoit kneTku™ - exuHn4Ha neHa 13.25 (TpuHajecet H
0.25) nesa 6e3 JJJIC;

e 3a of0ocobeHa Mo3uLuUs No 31 ,Kanu6paTop 3a aBTOMaTH4HO KanubpupaHe Ha 8-
IBETEH (IIOYUHTOMETBP - 7 dayopecueHMU - eqUMHHYHA LieHa 31.95 (TpuaeceT u eaHH
0.95) nesa 6e3 JUJIC;

e 3a o6ocobena mosuuus Ne 32 ,KanuGpartop 3a aBTOMaTHYHO kKanuOpupane Ha 4-
BeteH duoyuutoMersp: 3a FL1-FL3* - enunnuna nena 15.65 (nernaaecet u 0.65) jieBa oe3
JAC; ,

e 3a obocobena mozuuus Ne 33 , Kanubpartop 3a aBTOMAaTHYHO KanuOpupaHe Ha 4-
useteH duoynuToMeThp: 3a FL4 - equHnyHa 1ieHa 8.17 (ocem u 0.17) nesa 6e3 JJJIC;
O61ma KOMILIEKCHA OLeHKA, c00p HA eMHHYHHTE CTOHHOCTH odeprpanu Mo 060cobeHn
nosuuun NeNe 23, 24, 26, 27, 28, 29, 30, 31, 32 33 B pasmep Ha 146.55 (cTo YeTHpHIECET U
mect u 0.55) nesa 6e3 JJ1C; : -

¢
'

[Ipennoxenusita Ha y4acTHHKA ,,Eara 90M* OO/] 3a mo3uiuyTe 33 KOUTO € IOTyCHAT

JI0 OTBapsiHe Ha IIEHOBU NPEATIOKEHHS, KAKTO Clle/IBa:

e 3a 060cobena nozuims Ne 1, Tecrose 3a mbpBuyHa quarHoctuka Ha CIIMH EJIM3A
/HIV-1 + HIV-2 - Ar/AT" - enuauuHa neda 1.60 (exus u 0.60) nesa 6e3 JIJIC;

o 3a 060co0eHa moszuuus Ne 3 TecToBe 3a MBbpBHUYHA QUArHocTHka Ha xematut C -
EJIN3A AT equnuuna nena 1.60 (equn u 0.60) nepa Ges JJC;

e 33 060co6ena nosuums Ne 4 . TecToBe 3a MOTBLPAMTENHA JHArHOCTHKA Ha Xenatut C
— uMyHOOJIOT® - eAuHHYHA neHa 77.00 (cexemaecer u cenem) nesa 6e3 JJ1C;



e 3a obocobena nmosuuus Ne 5 ,TecToBe 3a KOJMYECTBEHO ONpPEAEISAHE HAa BUPYCEH
ToBap 3a HCV* - enuHuuHa nena 117.00 (cTo u cenemuanecer) nesa 6e3 JIJ1C;

e 3a o6ocobena nosuius Ne 6 ., KoHcymaruBu 3a padota ¢ TectoBe no nozuuus Ne 5% -
envnuyHa lieHa 18.00 (ocemuanecer) nepa 6e3 [JJ1C; ‘

O6ma KOMIIEKCHA OLEeHKa, cO0p Ha eTHHHYHHUTE CTOHHOCTH odepupanu no obocobeHu
nozuuun NeNe 5 u 6 B pasmep Ha 135.00 (cTo Tpunecer u ner) nesa 6e3 JIJIC.

e 3a o6ocoGena mozumus Ne 9 ,,TecToBe 3a KOJNMYECTBEHO ONpEJENIAHE HA BHPYCEH
toBap 3a HBV* - emquuuyHa nera 115.00 (cro u nernanecer) nesa 6e3 JIJIC;

e 3a 06ocobena nosuuus Ne 10 ,, Koncymatusu 3a pabota ¢ TecToBe 1o no3uuus Ne 9 -
enuauyHa nena 30.00 (tpugecer) nesa 6e3 J1JIC;

O6ma KOMILIEKCHA OlleHKa, c6op Ha eAHHHYHHUTE CTOHHOCTH O(bepupéHH no obocobenu
no3urmd NeNe 9 u 10 B pasmep na 145.00 (cro yeTnpuaeceT u ner) nesa 6e3 JIJIC.

e 13a 060cobeHa nosunug Ne 36 ,, TectoBe 3a onpeaensiHe Ha BUpyceH ToBap Ha HIV® -
enquHAYHa 1ieHa 53.60 (neraecer u Tpu u 0.60) nera 6e3 JIJIC;-

e 3a 060co6ena nozunms Ne 37 , KoncymaTBu 3a pabota ¢ TectoBe no nosunus Ne 36
- eniuHuyHA 1ieda 13.20 (rpunaaecer u 0.20) nesa 6e3 JJIC;

e 3a 0o60cobena nosurms Ne 38 | EnpyBeTku 3a 3aMpa3siBaHe ¢ BUHT- 2 MJI 3a pabora ¢
TecToBe 10 nO3uLIUsA Ne 36% - equuuuna tena 0.39 (ayaa u 0.39) nepa 6e3 JJJIC;

06113 KOMILIEKCHA OLIEHKa, c60p HA eAMHHYHHTE CTOHHOCTH oepupanu 1o 060cobeHH
no3unnm NeNe 36, 37 u 38 B pasmep Ha 67.19 (wectaecer u cenem 0.19) nesa 6e3 JIJIC.

e 3a 06ocobeHa nosunus Ne 39, Tectose 3a NOTBBpANTENHA IHATHOCTHKA HA XUB -
UmyHO6n0T" - enviHnyHa ueHa 87.30 (ocemaecer u cenem u 0.30) nesa 6e3 JIIC;

e 3a 060coGena nozuus Ne 40 ,, TectoBe 3a onpenensHe Ha p-24 antured — EJIM3A® -
enuHH4Ha neHa 8.60 (ocem u 0.60) nepa 6e3 IIJIC; '

o 32 000co6eHa no3uuus Ne 41 ,,Habop 3a NOTBBpKIeHHE HA [IOJIOXKUTEIHH 3a p-24 Ar*
- envHy4Ha UeHa 17.74 (cenemMHaaeceT H 0.74) neBa 6e3 JUJIC;

O6u1a KOMILIEKCHA OlleHKa, c00p Ha eXHHHYHHTE CTOHHOCTH oepupanu no o6ocobeHu
nosurn NeNe 40 1 41 B pasmep Ha 26.34 (aBagecer u mect 1 0.34) nepa 6e3 JIIC.

e 133 060co6ena moszumus Ne 42 , TectoBe 3a ompeiensHe Ha panHa XVIB unoexuus
EJIU3A® - enunuyHa neHa 13.50 (rpunaanecet u 0.50) nesa 6e3 JIJIC;

e 3a 060cobena nozuumst Ne 43 , Koncymatusu 3a pabota ¢ TecToBe 1o mosuius Ne 42°
- euHAYHA 1ieHa 2.25 (aBa u 0.25) nesa 6e3 JJJIC;

O61a KOMIJIEKCHA OlIeHKa, c00p HA eIMHHYHHTE cToliHocTH odepHpanu 110 060co0eHH
-mio3uiun NeNe 42 143 B pasmep Ha 15.75 (nernagecer u 0.75) nepa 6e3 JIJIC.

e 13a 06ocobena nosumus Ne 44 _Tectose 3a HIV renotunupane 3a onpejcisiHe Ha
PE3UCTEHTOCT KbM AHTHPETPOBUPYCHH TIPENApaTh™ - eAMHIYHA [IEHa 483.00 (MeTHPHCTOTHH
ocemaeceT u TpH) jiesa 6e3 JIJIC;

e 3a 000cobena mozunmsa Ne 45 | KoHCyMaTHBH U JONBIHHTEIHH PDEAKTHBH 33 TECTOBE
1o no3uuus Ne 44 - enurnyna nesa 375.00 (tpucta cenemaecet u ner) jesa 6e3 JIJIC;

o 3a 060coOena mo3unus Ne 46 , EnpyseTku 3a 3aMpa3ssiBaHe ¢ BUHT-2 MJI 3a paboTa ¢
TecToBe MO no3uiius Ne 44 - enuuuuna 1ena 0.39 (uyna u 0.39) nesa 6e3 JIJ1C;

O01a KOMILIEKCHA OlleHKa, ¢00p HA eIHHHYHHTE cToliHOCTH oepupanu no obocobenu
nosunun NelNe 44, 45 u 46 B pasmep Ha 858.39 (oceMCTOTHH neTaAeceT H OCEM H 0.39) nepa

6e3 JJ1C.



e 3a obocobeHa mo3uuus Ne 47 .Tectose 3a reHOTUNHpaHe (YCTaHOBSIBAHE Ha
PE3MCTEHTHOCT KbM UHTErpasHH aHTHPETPOBHUPYCHH npenapaTtH)” - equHUYHA 1ieHa 573.00
(meTcTOTHH cenemaeceT U TpH) sesa 6e3 JIJIC; '

‘ e 323 060coGena nosuims Ne 48 ,.KOHCYMaTuBH U JOMBIHUTENHH PEAKTHBHU 3a TECTOBE
no no3uwusa Ne 47% - equanuHa 1eHa 444.00 (4eTHPHCTOTHH YeTHPHAECET H YeTHPH) JIEBa
6e3 J1JIC.

O0ma KOMILJIEKCHA OLEeHKA, cOOp HA eAHHHYHHTE CTOHHOCTH odepupaHH o 000cobeHH
no3unuu NeNe 47 u 48 B pasmep Ha 1017.00 (xuasaa u cejlemHajecet) sieBa 6e3 JIJIC.

[MpenoxenusTa Ha yJacTHUKa ,,AHTHCEN bbarapus® OO/] 3a MO3ULIUMTE 38 KOUTO
y4acTBa, KakTo Clle/Ba: ' '

e 3a ofocobena nmosumms Ne 5 ,TecToBe 3a KOJHYECTBEHO ONpPEAECIISHE HAa BUPYCEH
ToBap 3a HCV* - ennnunuHa 1ieHa 116.45 (cto u wectnagecet u 0.45) nesa 6e3 JIJI1C;

e 3a 06ocobena mosuuusa Ne 6 ,, KoncymaTuBH 3a paboTa ¢ TecToBe 1o no3uuus Ne 5% -
eauHu4Ha 1ieHa 14.70 (qunpuHéueceT u 0.70) nepa 6e3 JIJIC; .

O61a KOMILIeKCHA OLI€HKA, cO0p HA eAMHHYHUTE CTOHHOCTH OdepUpaHH o 000COOEHH
no3unuu NeNe 5 1 6 B pasmep Ha 131.15 (cto Tpuaecer u eaun u 0.15) nepa 6e3 JIJIC.

e 323 000cobena no3umus Ne 9 | TectoBe 3a KOJIMYECTBEHO ONIPENE/ISHE HA BHUPYCEH
Toap 3a HBV* - exuiHuuHa neHa 177.05 (cTo cenemaecer u ceaem u 0.05) nesa 6e3 IJIC;

. @ 3a 06ocobena no3uiusg Ne 10 . KoHcymaTusu 3a pa60Ta ¢ TecToBe 1o nmo3unus Ne 9% -
enMHMuHa neHa 29.00 (aBagecet u neser) nesa 6e3 JJIC;
O0uma KOMIUIEKCHA OLieHKa, ¢60p HA eTMHHYHHMTE CTOHHOCTH ObepUpaHH [0 000CObeHH
nosummu NeNe 9 1 10 B pasmep Ha 206.05 (nBecta u mect u 0.05) nesa Ge3 JJIC.

e 3a oGocobeHa nosurms Ne 36 .. Tectose 3a onpezeinsHe Ha BupyceH Toap Ha HIV® -
eTHHUYHA 1eHa 48.65 (ueTupunecet u oceM u 0.65) nesa 6e3 1JIC;

e 133 06ocobena nosuius Ne 37 , KoncymaTuBu 3a pabota ¢ TecToBe 110 nozunus Ne 36
- earHKYHAa i1eHa 8.15 (ocem u 0.15) nesa 6e3 JJIC; 4

e 3a 0o6ocobeHa nosunug Ne 38 | EnpyBeTku 3a 3aMpassiBaHe ¢ BUHT- 2 MJI 3a pabora ¢
tecToBe 1o no3uuus Ne 36 - eaunnuna nena 0.55 (nyna u 0.55) nesa 6e3 JJIC;

O61a KOMILIEKCHA OlleHKa, c00p Ha eMHUYHHTE CTOIHOCTH odepupany Mo 06ocobeHH
no3uuun NeNe 36, 37 u 38 B pasmep Ha 57.35 (nmetnecer u cenem 0.35) nesa 6e3 JIJIC.

e 3a obocobena nosuius Ne 44  Tecrose 3a HIV reHOTﬁanaHe 3a OlpenesissHE Ha
PE3UCTEHTOCT KbM aHTUPETPOBUPYCHH IPENApaTH™ - eIMHHYHA ueHa 604.00 (mecTcToOTHH H
yernpn) neBa 6e3 JIJIC; '

e 3a 00ocobena nozunusa Ne 45 | KoHcymMaTUBH M JON'BIHHUTEIHN PEAKTHBH 3a TECTOBE
no mosuwms Ne 44 - equnHuHA neHa 434.70 (yeTupucTOTHH TpHAeceT U yeTupu u 0.70)
nesa 6e3 JIJIC;

e 3a 060cobeHa no3uums Ne 46 , EnpyBeTkH 3a 3aMpa3saBaHe ¢ BUHT-2 MJI 3a pabora ¢
TecToBe 110 nosuiusa No 44 - enuanuna uexa 0.55 (ayaa u 0.55) nesa 6e3 JJJIC;

O61ma KoOMILJIEKCHA OlleHKa, cOop HA eIHHMYHHTE CTOHHOCTH o(epypanu 1o 06ocobenn
nosuirn NeNe 44, 45 u 46 B pasmep Ha 1039.25 (xuasaa, Tpuaecet u aeset u 0.25) nesa 6e3
JUIC. | , ‘

e 3a obGocobena mo3uuusa Ne 47 ,TecroBe 3a TE€HOTHIIHpPaHE (ycTaHOBsIBaHE Ha
PE3UCTEHTHOCT KbM MHTErPa3Hy aHTHPETPOBUPYCHH npenapatu)” - elMHAYHA LieHa 604.00
(eCcTCTOTHH H YeTHPH) nesa 6e3 JAC; '



e 3a 00ocobena noszuuug Ne 48 | KoHcyMaTuBH K nonbnﬂmem{ﬁ PEaKTHBH 3a TECTOBE
no nosunus Ne 47 - enunuyna uena 398.50 (Tpucra neseraecer u ocem u 0.50) nepa Oe3
JJC. '

O61ma KOMIJIEKCHA OLleHKa, c6op HA eIHHUYHHTE CTOHHOCTH odepHpaHH 1o 060cobeHH
no3unuu NeNe 47 u 48 B pasmep Ha 1002.50 (xunaaa u aBa u 0.50) esa Oe3 JJIC.

KoMucHsTa 3aKkpu-myOIid4HaTa YacT Ha 3aCEJaHHETO H ChIJIACHO JOKYMEHTALUATA, 3a
BCSKAa OT/IEIHAa o(epTa, MPUCTBIH KbM CBEpSABaHE HA LICHOBHTE IPENIOKEHUS Ha
YYACTHHLHMTE C OOSBEHHTE CTOHHOCTH MO BCsSKa OTAENHA obocobeHa MO3UIHUSI, KOMUTO
Tpe/CTaBIsBAT MAKCUMATHHA QUHAHCOB PECYPC C KOMTO BB3NOXKUTEIAT pasnonara H KOuTo
ca nocouend B yact 1, rnasa I ,Ilpeamer Ha obliecTBeHaTa nopbuka®, T. 6 _,CToitHOCT Ha
06IIeCTBEHATa TOPBHUKA H MOTHBH 3a H300p Ha MpoLeLypa [0 Bb3/1araHe Ha IophyKara™, 4acT
OT JOKYMeHTauusTa 3a ydactue. [1pu mpoBepkaTa, KOMHCHsATA KOHCTATHPA, Y€ CTOHHOCTTa Ha
MakCHMaHKs GHHAHCOB PECYPC € HAAXBbPJIEHa OT yYaCTHHIHUTE O CHOTBETHUTE 000COOCHH
MIO3HIIHH, KaKTo cienBa:

VyacTtHukbT . Janc ®apma“ EOO]] e npeﬂnoﬁcnn LIEHM 34 H3MBJIHEHHE Ha
NeHHOCTHTE 10 000CO0EHH MO3HIHUH NoNe 1, 2, 3, 11, 12, 13, 15, 16, 17._1/1 18, xouto
HaJXBBHPIIAT MaKcm\ia.nHm (duHAHCOB pecypc ¢ KOHTO BB3MOXKUTENAT pasmnoara. ’

Ha ocnosanme wi. 107, 1.2, 6. ,,a* ot 3011 xoMucHATa IIpe/sara y4aCTHUKGT ,,JlaHc
dapma“ EOOJ] na b€ OTCTpaHEH OT yyacTHe 3a o6ocoberu mosummn NelNe 1,2, 3, 11, 12,
13, 15,16, 17 u 18, Thit KaTo € npeacTaBua 0depTa, KOITO HE OTIrOBaps Ha MPEABAPUTENHO
00sIBEHHTE YCJIOBHS Ha NOpbYKATa.

V4acTHUKBT ,,Enta 90M* OO/ e npeAnoxXu LIeHH 3a U3IbIHCHHE Ha IEHHOCTHUTE 110

060cobenu nozuuuu NeNe 1, 3, 4, 36, 37 u 38, KOMTO HAAXBBPJIAT MAKCHMATTHHSA (uHaHCOB
. pecypc ¢ KOHTO BB3JIOXKMTENAT pasnonara.
V Ha ocuopanue wi. 107, 1.2, 6. ..a* ot 30II koMucHsATa NpeaIara y4acTHUKBT ,.Enra
90M* QOJI na GBae OTCTpaHeH OT ydacTue 3a 060cobeny nosuuuu NeNe 1, 3, 4, 36,37 u 38,
TBii KaTO € MPEACTaBUI odepTa, KOATO He OTrOBaps Ha NMPEIBAPUTEIHO 0OSIBEHUTE YCIIOBHUS
Ha MopbUKaTa.

KoMucusTa OpOABIKH CBOATa paboTa, KaTo 3a BCAKA OTACNIHA OodepTa, KOATO
OTroBaps HA M3MCKBaHHATA HA 3aKOHa 3a OOILECTBCHUTE MOPBYKH, ChIIIACHO yCIOBHATA HA
JOKyMeHTanusTa ofobpeHa OT BB3JNOXKHTENs, NPUCTBIK KbM CBEpsSBAaHE Ha 00sIBeHUTE
[ICHOBHTE ITPe/IOKEHHS C BIIUCAHUTE MPEJIETHA CTOHHOCTH B Crnucbka mo ui. 1, T. 1, OykBa
.6 o1 Hapenfara 3a ycloBHATa U pella 3a ChCTaBSHE HA CIUCHK HA MEAUIIMHCKUTC H3ACIHA
o wr. 30a ot 3MM. KoMucusaTa KOHCTATHPa, Y€ 00SBEHUTE LUCHOBUTE NPEAJIONKCHHS Ca MO
priucanute B CIUCHKA TPENEHA CTOMHOCTH M NpEMHMHA KbM H3BBPHIBAHEC HA OUCHKA Ha
HKOHOMHYECKH Hal-M3rofHaTa odepTa Bb3 OCHOBA HA ONpEJeNeHHs KpuTepud — ,Hal —
aucka nena”, coriacHo wi. 70, an. 2, 1. 1 ot 30IL

B pesyntar Ha paboTara CH MO pasriexjaaHe, OLCHABAHE H KJIaCHpaHE Ha
IIOCTBITHJINTE TPEUIOKEHHS 38 YHaCTHE M LIEHOBU MPEJIOKEHUS B TIPOIIEYpa 33 Bb3JIaraHe
Ha OBLIECTBEHA NOPBUKA C TIpeaMeT: ,,Jocmaska Ha OUAZHOCMUKYMU U KOHCYMAMUBHU 34
CIIHH, eupycHu xenamumu B u C, cugpunuc u opyzu cekcyanHo npedasanu uHgexuuu
no Hayuonanua npozpama 3a npeeeHyUA U KOHMpoa Ha XHB u CeKCyanHo npedasaHu
uHgpexyuu 6 Pény6.(lul<a Bvazapua 2016-2020 2. 3a HyofCOtlmé Ha cmpanama npes 2016 2.7,
sxoueauia 48 obocobenu no3uyuu, KOMUCHATA



ITPEJIJIAT A:

[. Ha ocnoBanue un. 110, an. 1, 1. 2 ot 30Il, npouenypara ga 6bpae npekparena 3a
06ocobenu no3uuuu Ne 7 . TecroBe 3a MbpBUYHA JUArHocTHKa Ha xenatuT B /HBsAg / -
EJIM3A“ u Ne 8 ,TecToBe 3a NOTBBPAMTENHA aMarHocTuka Ha HBsAg®, mopamu
00CTOATENICTBOTO, Y€ BCUYKH MOJAeHH 0epTH ca Henonxozmmn 0 CMHUCBJIA Ha § 2,T.25
. oT JlonbHUTEHUTE pa3nopez[6n Ha 30I1.

1. Ha ocroBanue ui. 110, an. 1, T. 7 ot 3011, npouexaypara na 6s1e nperaTeHa 3a:

obocobena no3uuusa Ne 1 - | TectoBe 3a nepBruHa auarnoctuka Ha CIIMH EJIU3A /
HIV-1 + HIV-2 - Ar/AT;

‘obocobena mo3uuus Ne 2 -, TecToBe 3a excripecHa auarunoctuka Ha HIV -1/HIV-2 A1™;

obocobena moszumus Ne 3 - | TecroBe 3a mbpBUYHA JHATHOCTHKA HA xenarut C - EJIU3A

AT;

obocobena nmo3unus Ne 4 -, TecToBe 3a NOTBbPAUTE/IHA AMATHOCTHKA Ha XenaTtut C —
UMYHOOJIOT";

obocobena mo3uumsa Ne 11 - , TecroBe 3a auarHocTuka Ha Tokcormrasmoza EJIM3A
[gM*;

obocobena mo3uiuma Ne 12 - | TecTtoBe 3a guarHocTtuka Ha Tokcomna3zmosa EJIM3A
IgG¥; ' ' '

obocobena nozuums Ne 13 - Tectose 3a mnarnocTuxa Ha Toxconnasmosa EJIM3A IgA;

obocobeHa mo3uius Ne 16 - ., JecToBe 3a AUMArHOCTHKAa Ha XJIAMHIHS TPaxoMaTuc
EJIN3A IgM no 96t1%; ‘ _

obocobena mo3unus Ne 17 - TectoBe 3a IMarHoCTHKa Ha XJIaMHUIUA TPaxOMaTHC
EJIN3A IgA no 961 u 4

obocobena mosunus Ne 18 - ,TecToBe 3a JMAarHoCTHKa Ha XJIaMMAMsS TPaxOMaTHC
EJIN3A IgG no 961, .

nopanH'OGCTOSITenchBOTo, 4e IIEHOBHUTE IIPE/IOKEHHS Ha YYACTHULIMTE, YUUTO 0hepTH
OTroBapAT Ha [peIBapUTEeHO OOSBEHHTE OT BB3JIOKHUTENA YCIIOBHS, HA/IBULIABAT
(GbUHAHCOBHS pecypc, KOHTO TOH MOXKeE [ia OCHTYPH.

IIL. CnenHOTO KJlaCHpaHe:
3a o6ocoGena nosumms Ne 5 . TecToBe 3a KOJNHYECTBEHO onpenenﬂHe Ha BHPYCEH .

tosap 3a HCV* u 060cobena nosuiusg Ne 6 ,.KOHCcyMaTuBH 3a pa60Ta C TECTOBE M0 MO3UIHA
Ne 5%, kouTO ce oeprpaT KOMIUIEKCHO: _

I-BO MSICTO - AnrTHcen bearapus™ OO/ ¢ npeayioxeHa eMHUYHA 11eHa 3a 000cobeHa
no3unus Ne 5 B pasmep Ha 116.45 (cto u wectHanecet u 0.45) nepa 6e3 JJIC, equenyHa 1eHa
32 060c06eHa o3uwus Ne 6 B pasmep Ha 14.70 (uetupunaznecet u 0.70) nesa 6e3 JJ1C n obma
KOMIIJIEKCHA OLIeHKa, cOOp Ha eTHHUYHHTE CTOHHOCTH, odeprpaHd N0 060COOEHHU MTO3HLIHH
NoNe 5 1 6 B pasmep Ha 131.15 (cTo Tpuaecer u eann u 0.15) nesa 6e3 JUJIC.

II -po msicto - , Enta 90M* OOJl ¢ mpemioxkeHa eIMHHYHA LieHa 3a 00ocoOeHa
no3unus Ne 5 B pasmep Ha 117.00 (cto u cenemuazecer) nea 6e3 JUIC, enquHu4Ha leHa 3a
obocobena mo3uids Ne 6 B pasmep Ha 18.00 _(OCCMHaZ{CCCT) nesa 6e3 JIJIC u obua
KOMILIEKCHA OLIEHKa, COOp Ha eAMHHUYHUTE CTOHHOCTH, OohepupaHH 1o 000cOOEHH NO3HIHH
NeNe 5 u 6B pa3Mep na 135.00 (cTo Tpunecer u ner) nesa 6e3 JJJ1C.



3a o6ocobena nosuuusg Ne 9  TecToBe 3a KOJMUECTBEHO ONpPENETIAHE HAa BUPYCEH
“toBap 3a HBV* u o6ocobena nosuuus Ne 10 .. Koncymarnsu 3a paboTa ¢ TECTOBE 110 MO3HLIHSL
Ne 9%, xouto ce oepupat KOMILIEKCHO:

I-Bo msicTo - ,,Enta 90M* OO/ ¢ npe/uioxeHa eAMHUYHA LIEHA 32 000CO0eHa MO3KULHs
Ne 9 B pasmep na 115.00 (cto u nerHanecet) nepa 6e3 JJIC, enunnyna uena 3a obocodena
nosuuus Ne 10 B pasmep Ha 30.00 (tpunecet) nepa 6e3 JJJIC u 0611a KOMITJIEKCHa oi_leHKa,
c6Op Ha eIMHHYHHTE CTORHOCTH, odepupaHi 1o oGocobenu mozuuun NeNe 9 u 10 B pasmep
Ha 145.00.(cTo uerupuaecer u net) aesa 6e3 JJ1C. :

II -po mscro - ,Autucen bwarapua® OOJ] ¢ npennioxena equHUYHA I1l€Ha 3a
obocobena nosummst Ne 9 B pasmep Ha 177.05 (cto cénemueceT u cenem u 0.05) nesa 6e3 JJIC,
eIMHMYHA [ieHa 3a 0bocobena nmosuuus Ne 10 B pasmep Ha 29.00 (aBameceT u AeBET) neBa Oe3
JIJIC n oblla KOMIUIEKCHA OLEHKa, cOOp Ha €IMHMYHHTE CTOMHOCTH, OdepupaHH Mo
060cobenu nozuimi NeNe 9 1 10 B pasmep na 206.05 (aBecta u mect u 0.05) neBa Ge3 ILLIC.

3a o6ocobena nosuuus Ne 15 ,, Tectose 3a nuarHoctuka Ha Cudunuc EJIM3A IgM /
[gG*™: ‘

I-Bo MscTo - ,,Apko komnanu™ EOOJI ¢ npe/utojkeHa eIMHMYHA LeHa 3a 0bocobeHa
no3uums Ne 15 B pa3mep Ha 0.567 (HyJia usiio, NeT HecT ceieM) JieBa- 6e3 JJIC.

3a obocobena nozuuyg No 21 ,,Habop 3a nerexuus Ha Neisseria gonorrhoeae 4pe3

rosuMepasHa BepHmHa peakis B peajlHo BpeMe - TeCTOBe 1 10 B onakoBKa“
I-Bo Mmscro - , Jlanc ®apma“ EOOJ] ¢ npeanoxeHa elMHUYHA LIeHa 338 000codeHa
no3unust Ne 21 B pasmep Ha 4.44 (deTupn u 0.44) nesa 6e3 JJAC..

3a 060cobena mo3uius Ne 23 . TecT 3a aBTOMaTHYHO GIOYIHTOMETPUYHO ONpeIesHE
na abcomotHus 6poit Ha CD4+CD3+ u CD8 +CD3+ nuMQOIMTY B €/IHa eNpYBETKa C Hsila
KpBB 10 KoMOMHanusTa oT Mapkepute CD4/CD8/CD3/CD45%, obocobena no3unus Ne 24

,JIuzupai 1 (QUKCHpAI pa3TBOp 3a NPOOM OT Usiia KPbB 6e3 NpoMHMBaHE B MHJIHJIHTBD,
o6ocobena noszumug Ne 26 ..Paboten pastsop 3a ¢iioyuutoMeTpu B 1, 060co0eHa MO3HLUS

Ne 27 IlouucrBain pa3mdp 3a (QIIOYLHTOMETBDP, ChABPXKAIl HATPUEB XHIOXJIOPHT H
HaTpHeBa OCHOBA B J1°, 06ocobena nosuuns Ne 28 . [TouncTpam pasTBOp 32 (’pnoyumomenp,

ChABPKALI KaJheB XJI0pui, AubasuyeH KamueB pocar H HaTpUEB a3ull B n“, 06ocobena
no3uimsg Ne 29 . PasztBop 3a cnmpane Ha (GnoyLHTOMETHp B JI*, 000c0OeHa MO3UIHS Ne 30

,,CTaHIapT 3a KaueCTBEH KOHTPOJ Ha M3MEPBAHETO HA HHUCBHK, CPENCH U BHCOK abcoNroTeH
Opoit k1eTku", 060cobeHa no3nLHUs Ne 31 ,,KanuGparop 3a aBTOMaTH4HO KaHOpHpaHe Ha 8-
uBeTeH (PIOYLHTOMETHD - 7 pnyopecueHImuy", o6ocobena nozuumns Ne 32 , Kanubparop 3a
aBTOMATHUYHO Kanu6pnpaﬁe Ha 4-uBeTeH cpnoyumomenp: 3a FL1-FL3“ u o6ocobena
no3unus Ne 33 , Kanubparop 3a aBTOMaTH4HO KaHOpHpaHe Ha 4-UBeTeH (QIOYLHTOMETHD:
3a FL4%, xouTo ce odepHpaT KOMIIJIEKCHO:

I-Bo mscto - ;. Jiuamen” OO/] ¢ npeayoxeHa eTMHUIHA 1ieHa 3a 000co0eHa Mo3UIUs
Ne 23 B pasmep Ha 27.89 (aBajeceT u CeleM U 0.89) nesa 6e3 JUJIC, eavunuHa neHa 3a
o6ocobena nozunus Ne 24 B pasmep Ha 3.98 (tpu u 0.98) nepa Ge3 JUIC, eanHuvHa LieHa 3a
o6ocobena nosunus Ne 26 B pasmep Ha 3.51 (tpu u 0.51) nepa 6e3 JIJIC, ennHuvHa LieHa 32
o6ocobena mosunus Ne 27 B pasmep na 14.05 (uetupunanecer u 0.05) jesa 6es JJIC,
eIMHHMYHA 1eHa 3a 060cobena no3uius Ne 28 B pasmep na 14.05 (deTHpHHAECET U 0.05) neBa
6e3 JJIC, enuHuYHAa leHa 3a obocobena nosuuus Ne 29 B pasmep Ha 14.05 (ueTupuHameceT




1 0.05) nera 6e3 JJIC, enunuuna ueHa 3a obocobeHa mosuuus Ne 30 B pasmep Ha 13.25
nB.(tpuHanecet U 0.25) nesa 6e3 JIJIC, enunnyHa neHa 3a 060coGena nosuuns Ne 31 B pasMep
. Ha 31.95 (tpuneceT u enuH 0.95) nesa 6e3 JIJIC, ennnuvna nena 3a o6ocobena nozunus Ne
32 B pasmep Ha 15.65 nB.(netHagecet u 0.65) nesa 6e3 JIJIC, ennnnyna uéHa 3a 0bocobena
no3unus Ne 33 B pasmep Ha 8.17 nB.(ocem u 0.17) neBa 6e3 JIJIC u 06111a KoMIIEKCHA OLEHKA,
cbop Ha eJIMHAYHUTE CTOMHOCTH, opepHpany Mo 060co6eny mo3uuua NeNe NeNe 23, 24, 26,
27,28, 29, 30, 31, 32 u 33 B pazmep Ha 146.55 (cT0 YeTHpHAECET H IIECT M 0.55) neBa 6e3

TUIC.

3a 06ocobeHa nozuuusa Ne 25 | EnpyseTku 3a guoynuroMeTsp 12 x 75 mm*™:

I-Bo mscTo - ,./Jluamen* OO/] ¢ npeuiodxeHa eTHHUYHA 1ieHa 3a 060cobeHa O3uLuUs
Ne 25 B pa3mep Ha 0.19 (wyna u 0.19) nesa 6e3 IJIC,;

I-Bo mscTo - ,,Jlanc ®apma® EOOJ] ¢ npensoxeHa eMHHYHA lieHa 3a 06ocobeHa
nosuuus Ne 25 B pasmep Ha 0.19 (uyna u 0.19) nesa 6e3 JJIC.

3a o6ocobena nozuuus Ne 36 ., TecToBe 3a onpenensHe Ha BUPyCeH Tosap Ha HIV®,

obocobena no3uims Ne 37 ,KouncymaruBu 3a pabota ¢ TecToBe nmo mosuuus Ne 36 u
060co6ena mo3uuus Ne 38 | EnpyseTku 3a 3aMpassiBaHe ¢ BUHT- 2 M1 3a paboTa ¢ TecToBe 1o
no3uuus Ne 36, kouTo ce odepHpaT KOMIUIEKCHO:

7

I-Bo MsicTo -, AHTHCeN buirapua® OO/ ¢ npeaioxeHa eqUHHYHA IIeHa 32 060cobeHa
no3uuust Ne 36 B pasmep Ha 48.65 (derupuaecet u ocem u 0.65) nepa 6e3 IJC, eaunuuna
1eHa 3a obocobena mo3unus Ne 37 B pasmep Ha 8.15 (ocem u 0.15) nea 6e3 JIJIC, exunndHa
1ieHa 3a 06ocobena mosuius Ne 38 B pasmep Ha 0.55 (wyna u 0.55) nesa 6e3 JUIC u obma
KOMILJIEKCHA OLIEHKa, COOp HAa €NMHUYHUTE CTOHHOCTH, OdepHpaHu 1o 060Co0eHH MO3ULIHH
NoeNe 36, 37 u 38 B pasmep Ha 57.35 (IETAECET H.CENEM 0.35) 1eBa 6e3 JUIC.

3a 060cobena nozumnus Ne 39 .. TecToBe 3a NOTBLPAMTENHA AHarHocTuka Ha XUB -
HmyHOOOT™: )

I-Bo msicTO - ,,EnTa 90M* OO/ ¢ mpeaoxeHa eIMHHYHA LiCHA 33 060co6eHa To3HLHS
Ne 39 B pa3mep Ha 87.30 (ocemneceT u cenem u 0.30) neBa 6e3 IJIC;

3a 060cobena nosumms Ne 40 .. Tectose 3a onpe/esHe Ha p-24 aHTHIE€H — EJIN3A% u

060cobena noszuius Ne 41 . Habop 3a MOTBbpXK/ACHHE Ha MOJOXKUTENHHU 3a p-24 AT, KOHTO
‘ce oeprpaT KOMILIEKCHO:

I-Bo msicTo - ,.Enra 90M*“ OO]] ¢ npeioxeHa eAMHAYHA LieHa 3a 060cobeHa Mo3uLus
Ne 40 B pa3mep Ha 8.60 (ocem u 0.60) nea 6e3 JI/IC, exnHuyHa 1eHa 32 060cobeHa 1o3HLIHS
Ne 41 B pa3mep Ha 17.74 (cenemuanecer u 0.74) neBa 6e3 JIJIC u ob11a KOMILIEKCHA OLIEHKA,
c6op Ha eIMHUYHATE CTOMHOCTH, OepupaHH 1o 060COOEHH NO3ULHUHU NeNe 40 u 41 B pazmep
Ha 26.34 (nBanecer u mect u 0.34) nesa 6e3 JIJ1C.

3a 06ocobena nosuumsg Ne 42 , TectoBe 3a onpeaensHe Ha paHHa XMB undexuus
EJIV3A® u 060co6eHa mosuuus Ne 43 . Koncymarusu 3a paGoTa ¢ TecToBe 10 mo3uiius Ne

42% kouTo ce oeprupaTr KOMILJICKCHO:

I-Bo mscTo - ,.Enra 90M* OO]] ¢ npeuioKeHa eJMHAYHA LieHa 3a 060c0o0eHa TO3HLIHS
Ne 42 B pa3mep Ha 13.50 (TpuHageceT u 0.50) nepa 6e3 JJJIC, ennunyHa LeHa 3a 06ocobeHa
nosuuus Ne 43 B pasmep Ha 2.25 (aBa u 0.25) nepa 6e3 JUIC u oblua KOMIIEKCHA OLEHKA,



c60p Ha eTHHUYHUTE CTOHHOCTH, opeprpanu no obocobenu nmosuunu NeNe 42 u 43 B pazmep
Ha 15.75 (nernanecer u 0.75) nesa 6e3 JIJIC.

3a obocobena mosunus Ne 44 Tecrose 3a HIV renotunupane 3a onpeaeisiHe Ha
PE3UCTEHTOCT KBM AHTHPETPOBHUPYCHHM TIperaparH obocobena mosuums _Ne 45
,,KOHcyMaTm}H U JONBJIHUTEIHH PEakTHBH 3a TecToBe no no3uuus Ne 44° u oGocobena
no3uims Ne 46 ,,EnpyBeTk 3a 3aMpassiBaHe ¢ BHHT-2 MJI 3a paboTa ¢ TECTOBE 1O no3uuus No
447, xomro ce oepupaT KOMILJIEKCHO: '

I-Bo mscto — ., Eiara 90M“ OOJl ¢ mnpennoxeHa eAMHHUYHA IieHa 3a obocobeHa
nosuuus ‘Ne 44 B pasmep Ha 483.00 (ueTupuCTOTHH ocemieceT u Tpn) nesa oe3 JJC,
eIMHMYHA HeHa 3a obocobena no3uuus Ne 45 B pasmep Ha 375.00 (Tpucra cegemiecer u
ner) nesa 6e3 JIJIC, exunudna neHa 3a obocobena mo3uims Ne 46 B pasmep Ha 0.39 (ryia u
0.39) nesa Ge3 JUIC u obila KOMIUIEKCHa OLEHKa, cOOp Ha eOWHMYHHTE CTOHHOCTH,
obepupany 1o o6ocobenn nosuuun NeNe 44, 45 u 46 B pasmep Ha 858.39 (ocemcTOTHH
neraecet 1 ocem u 0.39) nesa 6e3 JIJIC. ‘

II-po mscro - . Antucen bwarapusa® OOJl ¢ npejioxeHa eIMHHYHA LEHA 3a
060cobena mo3urms Ne 44 B pasmep -Ha 604.00 (mectcToTHH M ueTHpH) jesa 6e3 JJIC,
eMHUYHA [IEHA 32 0bocobena mo3uuust Ne 45 B pasmep Ha 434.70 (quupncmei TpuaeceT
u yerupn u 0.70) nesa 6e3 JIJIC, exunnyHa neHa 3a o6ocobena nosuiust Ne 46 B pasmep Ha
0.55 (uyna m 0.55) nesa Gez JJIC u obma KOMIJIEKCHA OLEHKA, COOp Ha eIMHHYHHUTE
cToitHoCTH, obepupany 1o o6ocoberu nosuumn NeNe 44, 45 u 46 B pasmep Ha 1039.25
(xuasna, Tpuaecet u aeset u 0.25) nesa 6e3 JJ/IC.

3a o6ocobena mosuimg Ne 47 ,TecroBe 3a reHoTHnvpane (yCTaHOBsiBaHe Ha

PE3UCTEHTHOCT KbM MHTETPa3HH aHTHPETPOBHUPYCHH npenapatu)” u obocobena nosunms No
48 , KoncymatuBH M JONBIHUTEIHH PEaKTHBH 32 TECTOBE MO MO3HIHA Ne 47%, xouto ce
othepupaT KOMILIEKCHO: '

I-Bo mscTO — ,,AHchen Bearapus™ OOJl ¢ mpeanoxeHa eIHHMYHA IleHa 3a
o6ocobena mo3umus Ne 47 B pasMep Ha 604.00 (mecrcroTus H ueTupu) nesa 6e3 JJIC,
e[MHUYHA [eHa 3a obocobena mo3uuust Ne 48 B pasmep Ha 398.50 (TpucTa 1eBeTaeCET H
ocem  0.50) nesa 6e3 JIJIC 1 obma KOMIJICKCHA OLEHKA, cbop Ha C,Z[I/IHI/I‘-IHHTG CTOMHOCTH,
otbepupany no o6ocobenu mosuuun NeNe 47 u 48 B pasmep Ha 1002.50 (xmasana u ABa H
0.50) nea 6e3 JIJIC.

II-po msicto - ,Enta 90M™ OO/l ¢ npenjioxkeHa e€QUHHYHA IIE€HA 3a obocobeHa
no3umus Ne 47 B pasmep Ha 573.00 (1€TCTOTHH ceieMIeceT U TPH) JieBa 6e3 JIJIC, enyiHu4Ha
neHa 3a o6ocobena mosuums Ne 48 B pasmep Ha 444.00 (MeTHPHCTOTHH Y€THPHAECET H
getupu) nesa 6e3 JJIC u obuia KOMIUIEKCHA OLICHKA, cbop Ha €IMHUYHUTE CTOHHOCTH,
opepupann no oGocobenu mosuimu NeNe 47 u 48 B pasmep Ha 1017.00 (xmaspa u
cenemuanecer) nesa 6e3 JIJC.

KoMuCHATA KOHCTaTHpa, ue 3a obocobena mnosummss Ne 25 ,Enpysetku 3a
dnoyuutoMeTsp 12 X 75 mm™ ca KacHpaHu Ha I-BO MSICTO M JBaMata y4yactHuka ,.Jluamen™
- OO u ,,Jlanc ®apma® EOOJI ¢ npe/uioxkeHH €IHAKBH CANHUYHH LICHH B pasMEp Ha 0.19
(ayaa u 0.19) nesa 6e3 JJIC.

Ha 29.03.2017 r. KOMHCHATA, Uype3 HeHHUs Npeaceaares, U3NpaTH A0 y4acTHHLHUTE
Juamen” OO/ u . Jlanc @apma® EOO/] noxana 3a IPUCHCTBHE HAa MYOJUIHO 3ace/iaHHe Ha



30.03.2017 r. Ha KO€TO e ce NpoBe/e TeriieHe Ha KpebuH. Ha ocHoBaHMe 1. 58, an. 3 ot
[MMI30I1 ma 30.03.2017 r. B 10,00 yaca B crpagata Ha MHHHUCTEPCTBOTO Ha
3paBeonasBaneTo, . “Cseta Hemena” Ne 5, rp. Codus, B npucserBuerto Ha Enu HyOpuesa,
YI'LIHOMOLIEH TpefcTaBuTel Ha ,,Jlanc dpapma™ EOO/I, komucusTa, B CBOS PEIOBEH CHCTaB,
npopeje IyGAMYHO TerjeHe Ha KpeOMA 3a ompe/essHe Ha W3OBIHATEN 32 060cobeHa
no3uts Ne 25 ,, Enpyeemxu 3a gproyyumomemuvp 12 x 75 mm”. B nBa eAHaKBHU, HENPO3PAUHH
TIMKa, 65Xa [T0CTABEHH CIEHATH JIKCTA C MMEHATa Ha y4acTHHLMTE B xkpebust. [Ipeacenarenar
Ha KOMMCHATA pa3bbpka IUIMKOBETE W INMPEMUIOKH Ha T-xa Emu UyOpuesa, YbIHOMOLLEH
npencTaBuTen Ha ,JaHc (bapMa“l EOOJ] aa usternu enus oT Tax. [-xa Enn YybOpuesa,
YI'LIHOMOLIEH NpejcTaBuTen Ha ,JlaHc dapma“ EOO/, M3TerH nnuK,A B KOHTO ce
ChABbPXKAIIE JIMCT, C UMETO Ha YYacTHHKa Haae dapma® EOO/I. Hpence,ﬁ[aTenﬂT Ha
KOMHCHATA OTBOPH U JAPYTHS IUIUK, KATO [T0Ka3a Ha BCHUKK npncscmé’mn ChIBPXAHHETO MY,
a UMEHHO' JIUCT ¢ M3MMCAHO UMETO Ha yuacTHuka ,,Jinamen OOJl. Cnea ToBa mybau4HaTa
yacT Ha 3aceIaHueTo Delle 3aKpuTa. '

Bb3 OCHOBAa Ha . [POBEACHHS XpeOui, KOMHCHSTA IpejUiara 3a M3MBJIHHTEN Ha
o60cobena nosunus Ne 25, EnpyseTku 3a GpnoyuuToMersp 12 x 75 mm® yyacTHHKa Jdanc
®apma* EOO]], ¢ npeuiokena eAMHHYHA 1I€HA B pa3Mep Ha 0.19 (nyaa u 0.19) nesa 6e3
JUIC. o
3a ocTaHanuTe 00OCOOEHHM MO3ULMH, KOMHCHSTA MNpejjara 3a H3NBJIHUTEN Ha
ofllecTBeHaTa Nophuka jAa Obae 00sBeH yqacanKLT, KJacHpaH Ha MBPBO MACTO 3a
chOTBeTHaTa 060COOECHA MO3ULIKS.

C H3B'bplllBaHeT0 Ha FOpHOTO KJIACHPAHE, pa60TaTa HA KOMHCHATA NPUKJIIO4YH
na 30.03.2017 r. : ,

CbcTaB HAa KOMHCHATA:
Ilpencenaredi:
Banst MUTKOBa, IbpskaBeH ekcriepT B otaen ,,OI", aupexius ,,HPQI13”

YjeHoBeE:

Jlennua BanueBa, cTapuid eKcrepT B AMPEKIUS LM

~ WBan byu4os, rnaBeH }opﬁCKOHcynT B otaen ,,OI%, aupexuus ,,HPOIT3™ .

ke

Credxa Xnebapopa, FOPUCKOHCYIT B OTACH ,.OIT™, nnpexum LHPOII3” ... B




