IIPUEMAM
PABOTATA HA K

JIOKJIA

Ha
OCHOBaHMe 4. 92a, an. 5 oT 3axoHa 3a obluecTBEHHTE NOPBUYKK OT padoTaTra Ha KOMHUCHS
‘Ha3HaueHa cbe 3anosea Ne PI[-11-529 or 10.11.2015 r. Ha MHHHCTBpA Ha 3ApaBeora3BaHEeTo
Aa mpoBene norosapsiHe 6e3 0OABIEHHE 3a Bb3IaraHe Ha oOINECTBEHA [IOpBYKA C NPEIMET:
"JlocTaBka Ha JUATHOCTHKYMH M KOHCYMaTHBH MO 4 IPEKpaTeHH NO3HLMH OT OTKPHUTA
Ipoueaypa ¢ mpeaMer: "JlocTaBka Ha AHArHOCTHKYMH H xoncymatusu 3a CIIMH, Bupycuu
xenatutd B u C, cudmmuc u gpyru cexcyanno IpefaBaHd MHOpexuun no Hanvonanuara
Tfporpama 3a NpeBeHNHs X KOHTpon Ha XVIB u cekcyanno npenasanu uHbekuuu B Penybnuka
Buirapus 2008-2015 r. 3a HyxzauTe Ha cTpanara npe3 2015 r.%.
~ Ha 10.11.2015 r. or 11:00 waca, ce mposese OTKPHTO 3aceldHHE Ha KOMHCHUS
‘Ha3HAaYeHa cbe 3anmosea Ne PJI-11-529 ot 10.11.2015 r. Ha MHHHCTBPA Ha 37IpaBeoNa3BAHETO
Jla poBejie JoroBapsHe 6e3 onEnenne 3a BB3NaraHe Ha oGLIECTBEHA [IOPBYKA C IPEMET:
"locTaBKa Ha [IUATHOCTHKYMH M KOHCYMaTHBH [0 4 IIPEKpAaTeHU TNO3KIHK OT OTKpHTa
npouenypa ¢ npeamer: "JlocraBka Ha AHarHOCTUKYMM H KoHCymartuBu 3a CITMH, Bupycuu
xenatutd B u C, cudmnic n apyru cexcyaiHo npenarand HHpeknuH nmo Haunuonannara
nporpamMa 3a NpeBeHIHs U KOpron Ha XVB u cexcyaiHo npegaBany HHQEKLHH B Penybauka
Brirapus 2008-2015 r. 3a HykauTe Ha CcTpaHata npe3 2015 r.“. ObmecTeHara [IOpBYKA €
oTkpuTa ¢ Perenne Ne PJI-11-516 ot 02.11.2015 r. na MHHHCTBPA Ha 3[IpaBeoNa3BaHeTo, Ha
ocHoBaHue uia. 90, an.1 1. 1 ot 30I1.
L Ipencenaren: _ _
Pymsna CraspeBa, riaBen 10puckoHCyNT B OTAEN ,»,OIT, mapexuus ,, HPOIT3*
Ynenose: _ , ,
baxtusp Kapaaxmen, crapium excriepr B oTaen "CAIT", nupexums "MJIIIIT", excrepr ¢
po¢ecHOHaNHa KOMITETEHTHOCT, _ '
a-p Mapus Tiodekunesa, riasen excriept B oraen "CHII", mupexums "MJIII",
EKCIIePT € MPO(ECHOHATHA KOMITETEHTHOCT,
Llenait EMuHOBA, CTapIuM IOPUCKOHCYIT B OTIEM ., OIT%, mupexnng , HPOIT3*;
MBo fnues, rnaseH ekcnepr B oTaen »OIT, mupexuus ,,HPOII3*;
penu Hayanoto Ha 3aceaHUETO M Cilel yCTAHOBABAHE Ha dupmara, KOSTO € mopana
oepTa, BCUYKH YICHOBE HAa KOMHCHATA MOMIHCAXA JieKiapaiiMy 1o 4n.35, an.3 or 3akona 3a
0OLIIECTBEHUTE TOPBHYKH.
I1. OTrapsHe Ha odpeprara.
Koucrarupano 6e, ue or nokamennte ¢ Iloxada ¢ m3x. No 26-02-13/02.11.2015 r.
YYACTHHUIH B OTIPELeIeHHUs CpoK ¢ mocrenuia 1 odepra, KaxTo cinenpa:
Otepra ot EJITA 90M OO/ ¢ Bx.No Ne 26-01-263/09.11.2015 T.
Cdeprata ¢ nogazeHa B Cpoka, IOCOYEH B TTOKAHATA.



Ha orBapsHeTo Ha odeprata He NpHUCHCTBaXa NPEACTABATENH HA TOKAHCHHTE
ydacTHuiH. [IpencenatensT Ha KOMHCHSTA 3am03Ha KOMHCHSTA C BB3IOKEHUTE H 3a7aud U
oTpe/ieNieHUs i CpoK 3a pabora.

Cilep M3BBpIIBaHE Ha Te3H NeHCTBUS, KOMMCHSATA NPHCTBIIH KBbM OTBapsiHEe Ha
odpeprata. B Xoma na u3BbplIEHaTa NMpoBepka ce KoHcTatHpa, ye EJITA 90M 00X ¢
npeacrasuia nuemo a0 MAJL, 3a uznaBane na oduumaned nokymeHt or MsnbiHuTennata
arcHuMsg 10 JIeKapcTBaTa, 4Ye HAMAT perucTpupanu nanim B UMAJ1 w/unn EUDAMED 3a
MHUWIEHTH/TIOTEHUHANHA HHLUMACHTH 1Ipe3 NOCNENHUTE ABEe TOAMHM, KAKTO H 3a OJIOKHpaHy
MM M3TCITICHH NapTUAH ITIpe3 NOCJICAHMTE 1BE TOAMHH, a B odeprarta He Ce ChbIbpXKa
ounmaren noxyment o1 MAJL, kakBoTO € M3HcKBaneTo Ha Boanoxutens. C oren ya I OpHaTa
KOHCTaTallus, HasHaueHara o1 Be3noxurens xomucus u3nparu uckase no EJTA 90M OOJL,
3a TpejicTaBsiHe Ha oduumanes oxkyment or MAJI no 18.11.2015 r. u onpemenn 19.11.2015
T. 34 IaTa 3a [MPOBEXK/aHE Ha JJOTOBAPSHETO.

Ha 16.11.2015 1. ¢ Bx. Ne 26-01-263, EJITA 90M OO/ e npencrasuia oduLpmaien
" NOKYMEHT u3fafieH 0T W3mbiuuTenHata areHilust 1Mo jeKapcTBaTa, Ue HSMAT perucIpupanu
nannu 8 MAJT u/mmn EUDAMED 3a nHuuaenTH/NOTeHIUMANTEN HHIMAEHTH TIP3 OCIEAHUTE
ABE TOJIMHH, KaKTO H 33 OJOKHPAHH WM M3TETNIEHH ITapTUAH [IPe3 MOCIEHATE ABE TOIMHH, C
KOETO € U3ITBJIHMIIA YKa3aHUATA HA KOMUCHSATA. |

II1. I1poBexknaHe Ha 1OTOBOPSHETO.

Ha 19.11.2015 r. o1 16:00 4aca B npucscTBHE Ha!

Hpeacenare: '

Pymsna CraBpeBa, IiiaBeH IOpHCKOHCYAT B oTaed ,,OI1%, anpekuus ,,HPOII3*

YaeHnose:

baxtusip Kapaaxmen, crapim excniept B otaen "CJI1", aupeknus "MIIHH“ EKCIIepT ¢
rmmbecnonanﬂa KOMIIETEHTHOCT; A ,

A-p Mapus Tiodexunepa, rnasen ekcmepr B otaen "CJIT", mupexmus "MJITIT",
eKCIIEPT ¢ NpodecHoHanHa KOMHGT&HTHOCT

[lenai EMHHOBa. CTapILIN IOPUCKOHCYAT B oTaed ,,OIT, mupekuus ,,HPOII3*;

HBo SHues, raBeH excnept B otaen ,,OIT, nupexnus ,,HPOIT3*;

" :

2. EJITA 90M OOJ, npeactasnsBano oT 3opuuua [leTpoBa, YIBIHOMOIIEH
TIPE/ICTABUTEN OT APYTa CTPaHa,

Ce IPOBe/Ie OTOBAPSHETO 3a ONpeeitHe KJIay3UTe Ha JOTOBOpa.

Ilpu npoBeeHOTO AOTOBapPAHE, Ce MOCTHIHA CJIEHOTO:

1. C IToxauna per. Ne 26-02-13 or 02.11.2015 r. Ha MHHKCTBpa Ha 3/PaBEONA3BAHETO,
Ca ONpEJCJICHH CIICIHUTE JlapaMeTpH Ha Bb3naraHe 3a obocobeHa rmozuiusg Ne 1 "Tecrose 3a
NOTBBPANTEITHA ﬂHérHocha Ha xematut C -pmyrobGior", _KOJIMqéC'rBo ao 72, ¢ obuwa
MPOrHO3HA CTOMHOCT B pa3mep Ha S 163,12 . fez J{IC.

2. Yuactneker EJITA 90M OOJ ¢ nanpaBui npejsioKeHHe 3a IOCTaBKa Ha
IHATHOCTHKYMH 110 000cobena nozuuus Ne 1 - TecToBe 32 NOTBBPIHTEIHA AMATHOCTHKA HA
xeratut C - uMyHOGIOT, KonuuecTso 10 72, TecToBe 3a MOTBBPAMTENHA AMATHOCTHKA HA
Xematut C -umynobaor - INNO-LIA HCV Score , pedepenten Ne 80338; 20 tecta Ha
onakoBka ¢ npoussonuten FUJIREBIO EUROPE N.V. u ¢ npeanoxena obma ueHa B
pasmep Ha 5162,40 aB., 6e3 pxa. JJIC. '

[lpy u3BBLPIIEHOTO HOroBapsiHE Ce& MOCTHIHA, CJIEAHOTO ChINIACHE MEKIY CTPAHHTE
obuara npeanokenata ueHa na EJTA 98M OQJI ce wamanssa ¢ 2% u obuiata i1eHa 3a
H3ILJHEHHE Ha AOCTaBKa Ha BCHYKM Tectose € 38359, 15 nm. 6ez pra. JUIC.,

=

Ocrananure KJIay3H OT IIPOSKTa Ha JIOrosaHa OCTE:iB?LT HCHPOMCHCHH.



JloroBapsiHETO € ymnHOMomeHm NpeCTaBuTeNl Ha yqacmuxa npymn}oqn ‘Ha
- 19.11. 2015r.816: 30 yaca, KaTo 3@ IOCTUTHATATE JOrOBOPEHOCTH Oelle OANHCaH nBycrpaHeH

IIPOTOKOIJI. Tlocnenuusr I'[pe,ZICTaBSIMC Ha Bamieto BHI/IMaHHC
B pe3yJraT Ha FOpel/IBJ'IO)KEHOTO KOMHCI/ISITa

TIPE/IJIATA:

Ha ocHoBaHue én 92a, an. 5, 1. 1 ot 30I1 na 6bl1e CKIIOUEH JOTOBOP C EJITA 90M

OO/I nipu YCNOBUATa, OCOYEHH B HOANUCAHMA MEX(TY CTpaHuTe ABYCTPaHEH HpOTOKOH Ha
ocHoBaHue ui. 41a, 1.1 ot 3011 HOroBOpP»T 3a BB3JlaraHe Ha o0IiecTBeHa nophYKa, MOXKe Ja
Ople CKJIFOUEH IIPE/TH | n3anaHe Ha 14 JHEBHHUS CPOK 33 YBEAOMSBAHE Ha yYaCcTHHKA. _

Ha ocuopanue 4i. 39, an. 1, .1 or 301], ¢ ornex Ha TOBa, 4 HSIMa TIOCTBIINNA HUTO
enHa odepra, Aa OBAAT IPEKPaTEHH, 060COOEHH TIO3HUITHH, KAKTO CIEaBa:

O6ocobena MO3ULHA Ne 2 — TectoBe 3a Omnpele/ifHE Ha JHK npn FOHOKOKOBH u
XJaMUAUAHY TTOT0BO npenaBaHH MHQEKINH;

O6ocobena nosunus Ne 3- CkprHHpaIl aMnnmbHKaunoneH TECT 32 yCTaHOBHBaHe Ha
HLA B 5701 anen (pH iedeHUE C A6a1<aBHp)

O60006€Ha no3unus Ne 4 - KORCyMaTHBH 32 paboTa 1o no3umus 3.

B pe3ynTaT Ha pa60TaTa CH ¥ Ha OCHOBaHHE Wi 92a an 5ot 3aKoHa 32 06 HIECTBEHHTE

"HOP'B‘{KI/I Komncuma C’bCTaBI/I HOllHI/ICB. " npennara Ha BHHMaHI/ICTO MI/IHI/IC’I'Bpa Ha

3}IpaB€OHaBBaHCTO, HaCTOHHII/IH HOKHaﬂ )51 HpI/IJ'[O)KCHI/IﬂTa KBbM HETO. HaTa Ha, npenaBaHe Ha

_macrosmus goxian: 23.11.2015T.
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JABYCTPAHEH ITPOTOKO.I
Ha OCHOBaHMe 4. 92a, aji. 2 oT 3akoHa 3a 00INECTBEHHUTE NOPHYKH

Huec, 19.11.2015 r. B rp. Codus, Ha ocHoBanue Pemenue Ne PJ1-11-516 ot 02.11.2015 .
Ha MUHMCTBpA Ha 3/IpaBEONa3BaHETO 3a OTKPHBAHE Ha NPOLENypa Ha JOoroBapsHe 0e3 0OsBIEHHE
3a Bb3JlaraHe Ha OOLIECTBEHA NOpBUKa ¢ mpeaMer: "JlocTaBka Ha THATHOCTHKYMH M KOHCYMAaTHBH
10 4 TpeKpaTeHy MO3MIMHU OT OTKPUTA Ipouenypa ¢ npeamer: "J[0CTaBKa Ha AMATHOCTHKYMH H
KOHCYMaTHBH sh CITWH, BUpYCHH xenaTHTH B m C, cudunnc u Npyra cexcyaiHo IpenaBaH{
uHdexunn no Hauuonannara nporpama 3a npepesius 1 KonTpon Ha XMB 1 cekcyanHo npenaBaHu
uHpexuuu B Peny6nuka bearapus 2008-2015 r. 3a Hy)auTe Ha CTpaHéTa npe3 2015 r.%, mexay:

1. Komucus onpezeneHa cbe 3anosen Ne P/I-11-529 ot 10.11.2015 r. Ha MUHHCTHpPaA Ha
3/IpaBeoNa3BaHETO, B ChCTAB:
Ilpencenaresn:

Pymsana CraBpeBa, riaseH 1opuckoHcynT B otaen ,,OI1%, mupekus ,,HPOII3*

YiieHoBe:

baxtusap Kapaaxmen, crapmu excrnieptr B otaen "C/IT", aupexuus "MIII", excnept ¢
npodecrHoHanHa KOMIETEHTHOCT;

A-p Mapus Trodexuuesa, rnasen excnept B otaen "CJIT", mupexuus "MJIIIT", excnept ¢
npodecHOHaTHA KOMIIETEHTHOCT;

[Ilenait EMuHOBa, CTapiiy IOPHCKOHCYNT B oTAeh ,, O, nupexuus ,,HPOII3*;

HBo SInues, raaseH excriept B otaen ,,OI“, qupexuwms ,,HPOII3*;

"

2. EJITA 90M OO/, nipencrasisiBaHo oT 3opauna [leTpoBa, ymbJIHOMOIIEH NpeICTaBHUTEN
OT Jipyra CTpaHa, '

npeaBui o0CTOATENCTBO, e ¢ odepta ¢ BX. Ne 26-01-263/09.11.2015 r., EJITA 90M OO
€ y4yactaaja 1o obocodbena mosuuus Ne 1 - TectoBe 3a NOTBbpAUTENHA JHArHOCTHKA Ha Xenatut C
- IMYHOOJIOT, MEXy CTpPaHUTE C€ U3BBPIIH JIOrOBapsiHe 3a ONpeesisiHe YCIOBUSATA HA IOTOBOPA,

" KaKTO cliefiBa:

Ipu Il.pOBelIeHOTO JI0TrOBapsiHE, Ce MIOCTHIHA CJIEAHOTO:

1. C Ilokana per. Ne 26-02-13 ot 02.11.2015 r. Ha MHHHCTBpA Ha 3/pPaBEONa3BAHETO, Ca
OIpee/IeHH CIEHUTE NapaMeTpH Ha Bb3JjlaraHe

[Iporuos
© Ha
[Mo3uums | HammeHoBaHue KonuuecTBo 10 .
CTOHHOCT
6e3 JIJIC
1 TectoBe 3a MOTBBpAUTENHA AHArHOCTHKA Ha 7| 5163.12
xenatut C -HMyHOOJIOT ’

2. VuactauksT EJITA 90M OOJI e HampaBun mpeiloKeHHe 3a JOCTaBKa Ha
JMHarHocTukyMu o6ocobena no3uuus Ne 1 - TecToBe 3a MOTBLpAMTENIHA UATHOCTUKA HA XETIATUT
C - uMyHOOJIOT, KaKTO CJIe/Ba:

Ob1a
[Ipennoxenue Ha | OpeanoXeHa
[lo3uuus | HaumeHoBanue KonunuecTBo no
y4acTHHKa LEHa 6e3
‘ JJIC.
IIpousBoauTen
TecToBe 3a MOTBBpAUTENHA FUJIREBIO
Juargoctyuka Ha xenatur C - EUROPE N.V. 5162,40 nB.
HMYHOOOT Tectose 3a
MOTBBPAMTENHA




B T

IHArHoCTHKa Ha
XemaTut C -
umyHO0GI0T - INNO-
LIA HCV Score .,
pedepeHTeH Ne
80538; 20 Tecta Ha
OMaKOBKa

[pH H3BBPLUIEHOTO HOTOBAPSHE CE MOCTUTHA, CIEAHOTO CBIIACHE MEXIY CTpaHHUTE:
TIpennoxkenata UeHa ce Hamanasa ¢ 2% u obilaTa LieHa 38 H3MBIHEHAE Ha JIOCTABKA HA BCHUKH
TectoBe e 5059, 15 nB. 6e3 B JIIC. '

OcTaHaTUTe KJIay34 OT IPOEKTa Ha 0roBOpa 0CTaBaT HEMPOMEHEHH. ‘

HacTOSIMUAT IPOTOKOJ € CHCTABEH B JIBA €AHO00PasHH €K3EMIULIPa, N0 €/IMH 33 BCAKA OT
CTpaHHTE.
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