MPUEMAM

PABOTATA HA KOMHC
JI-P IETHP MOCKOB (
MHUHUCTHP HA 3/IPABEOYENS)

MPOTOKOJI Ne 2
Ha Komucus, nazaaudena cbc 3anosen Ne PJ[-11-233/13.05.2015 r., uzmeneHna cbc 3amoBea Ne
P/I-11-286/25.06.2015 r.
Ha a-p Ilerbp MockoB, MUHHHCTBHP Ha 31paBeona3BaHeTo

Ot paborara Ha KOoMHCHS, HazHauyeHa chc 3amoed Ne PJI-11-233/13.05.2015 r. ( u3M. cbe
3anoBea Ne PJI-11-286/25.06.2015 r.) Ha MUHHCTBPA Ha 3/IpaBeona3BaHETO a MpoBeae 00leCTBEHA
nopwykKa ¢ npeamer: ,,Jloctapka Ha JMAarHOCTUKYMH ¥ KoHcyMmaTHBH 3a CITWMH, BupycHu xenatutu B
U C, cudunuc 4 Ipyru cekcyanHo npefaBanu HHPEKUUH 1o Haunonanuara nporpama 3a NpeBeHIUs
1 KoHTpon Ha XVIB u cekcyanHo npenasaHd uHpekuun B PenyGnnka bwarapus 2008-2015 r. 3a
HykIuTe Ha cTpaHata npe3 2015 r.”, BkmouBama 48 camOCTOATENHO O000COOEHH MO3HMLIHH.
ObwecTBeHara HOlp'b‘{Ka e otkputa ¢ Pemenue Ne PJI-11-178/27.03.2015 r. Ha MHUHHCTbpa Ha
3/paBEONa3BaHETO)]

I. CberaB HAa KOMHCHATA:

HpencenaTten:

AHTOH FocﬁonnHOB, Havanuuk otaen ,,OIT", nupexuus ,,HPOII3”;

Yienose: .

1. Pymsana CtaBpeBa, InaBeH IOpHCKOHCYAT B oTaen ,,OI1%, nupekuus ,,HPOIT3”;

2. YBo SInueB, rnaseH excreptT B otaed ,,OIT%, nupexuus ,,HPOII3”;

3. n-p Mapus 3ambpupoBa, abpkaBeH ekcrnepT B nupekuus ,MJIIITY, excrmepr ¢

npoeCHOHATHA KOMITETEHTHOCT;

4. p-p Mapus TrodekuueBa, rnaBeH ekcrnept B aupekuus MM, ekcnepr c

npodecrHoHasHa KOMIETEHTHOCT, PE3E€PBEH WIEH Ha KOMHCHATA HAa MSCTOTO Ha PEJOBHHUS

uyjeH Ha KoMHcusTa Bepa ['eoprueBa, kosiTO € B MpoAb/KaBall OTIIYCK 3a BPEMEHHA

HETPYIOCIOCOOHOCT,

I1I. Pasrsesknane Ha JONBJIHHTENHO NPEACTABEHUTE JOKYMEHTH HA 3aKPUTH 3ace]aHus
ot 14.07.2015 r. o 18.07.2015 r. _

B pamkuTe Ha cpoka OT 5 paboTHH HAHH, ompeaeneH OT KoMmucusaTa B IIpoTtokom Nel
(chabpXKall KOHCTATallMMUTE OT MpOBEpKaTa 3a JIMIcaTa Ha NOKYMEHTH H/MIM HECHOTBETCTBUA C
KpHTEpHUTE 3a IMOAOOp MM C JPYTH HM3HUCKBaHMS Ha BB3loXWTeNs Ha NPEACTaBEHHUTE OT
yyacTHHLMTE JOKYMeHTH B nuuk Nel Jlokymentu 3a monbop™), ny6mukyeaH Ha 06.07.2015 r. B
npoduaa Ha KymyBaya Ha WHTEpHET CTpaHHLAaTa Ha MHHHCTEPCTBOTO Ha 3/paBeONa3BaHETO Ha
azapec: http://ww“i'.mh.govemment.bg/bg/proﬁl-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-
na-zop/dostavka-dilagnostikumi-i_—konsumativi-30-03-20 15/

B HGHOBOIICTBOTO Ha MI/IHHCTCpCTBOTO Ha 3JpaBCONa3BaHETO Ca MOCTBIMINA CJICAHHTC

HOMBIHATETHH TOKYMEHTH KbM O(EpPTHTE 3a yUacTHE B NPOLEIyPaTa:
1. JlombIHHUTENHH JOKYMEHTH ¢ BX. Ne 26-01-115/08.07.2015 r. ot JAHC ®APMA EOO/I;

2. JIOMbIHHUTENHH AOKYMEHTH ¢ BX. Ne 26-01-117/09.07.2015 r. or APKO KOMITAHHU EOO/I;

. JIonbJIHATETHH JOKYMEHTH C BX. Ne 26-01-118/13.07.2015 r., EJITA 90M OO/I;
4. JlonbAHHTETHH JOKYMeHTH ¢ BX. Ne 26-01-119/09.07.2015 r. ot JIAB JUATHOCTHKA OO[;
5. JIonmbJIHUTENHH TOKYMEHTH ¢ BX. Ne 26-01-120/10.07.2015 r. ot TAMWJIOP BBJITAPUS OO,
6. JJOMbIHUTENHH OOKYMEHTH ¢ BX. Ne 26-01-126/10.07.2015 r. ot IUAME] OO/I;

(U8)



7. lonmbaHUTENHU A0KYMEHTH ¢ BX. Ne 26-01-127/12.05.2015 r. or AHTUCEJI BbJI'APUA OO/];
8. JlonbiHUTEIHH I0KYyMeHTH ¢ BX. Ne 26-01-129/13.07.2015 r. or MAPBEHA OOJ.

KoMmucusTa KOHCTaTHpa, Ye BCUUYKH JONBIHUTENHH JOKYMEHTH Ca MOCTHIKIH B PAMKHTE Ha
cpoka ot 5 (meT) pa60THI/I JTHHU orIpeJiesieH oT Bb3noxuTtens.

CwriacHo mHCKBaHHsna Ha w1, 68, an. 10 ot 30T, KOMHCHSTA [IPHCTBITH KbM pasrilexKIaHe
Ha JONBJHUTENIHO MpeACTaBeHUTE JOKYMEHTH K H3BBPIUM MpOBEpKa 3a CHOTBETCTBUETO Ha
YUaCTHHLMTE C KPUTEPHUUTE 3a NOAOOp, MOCTABEHH OT BB3NOXKMTENS, KATO KOHCTATAalMUTE Ha
KOMHCHSTA ca CIIe{HUTE: :

1. JonbaHHTEJHH JOKYMeHTH KbM odepralNe 1, nonanena no obocodedu nmozuuuu NeNe 2, 3,
11,12,13,14,15,17,18 u 19 ot ,,JAHC ®APMA*“ EOO/1

Komucusra pasriiefla JOMBIHUTENHO MpEACTABEHHTE MIOKYMEHTH H HHQOpMAlHs H T[H
MpOBEpH 32 -ChOTBETCTBHE C KPHUTEPUHTE 3a IMOAOOp, MOCTaBEHH OT BB3NOXKHUTENs, KAKTO H C
JaJeHUTE OT KOMHCHUSTA yKa3aHHsl.

KOMMCHATA KOHCTATHpa, 4Ye INpeACTABCHHTE JIOMBIHUTENHY JOKYMEHTH, CHOTBETCTBAT Ha
NafeHUTEe B Hpogoxon' Ne 1 ykazanus u ¢ T1ax ,JAHC ®APMA“ EOOJ/ e orcTpaHun
KOHCTaTHpaHMUTE JIMICH M MPOIYCKH, C KOETO € J0Ka3aj CBOTBETCTBHETO UM C IPEIBAPHTEIIHO
06siBeHHTe OT Bb3noxuTens kputepuu 3a noabop. C oriel Ha FOPEeH3IOKEHOTO YUYACTHHUKBT Ce
JOMYyCKa 10 pasrjiexjaHe Ha MpencTapeHuTe B [lnmuk No 2 JOKyMeHTH mO BCMYKH 0GOCOGEHH
TIO3UIHH.

2. Koncrarauuu 1o odepra 2 ot ,PUJIAKOM® EOO/I, no oGocobena mosuums Ne 3

KomucusTa koHcTaTHpa, ye yuacTHUKLT ,PHIAKOM* EOO/ e nony4un npotokon Ne 1
ChABPIKAIL YKa3aHHs 332 OTCTPAaHABAHE HA KOHCTATMPAHHMTE JIMICH W NPOMYCKH HA MOCOYECHHsS OT
Hero e-mail angpec (ddechev(@ridacom.com) Ha 06.07.2015 r. u cien mojyyaBaHETO My HE €
NpeACTaBUI nonm’mmenﬂo H3UCKAHHUTE JOKYMEHTH.

C ornex Ha ropuoto, Kommucusita KoHcTaTupa, ue ,PUIAKOM® EOO/I, He oTroBaps Ha
IpeaBapUTETHO 06HBCHHT6 oT BB3anoxuTens, KpuTepruu 3a noa00p | Mpejsiara, ydacTHUKBT 4a Obje
OTCTpaHeH OT HOHaTaTBHIHO yyacTue B rpoleaypara no obocodeHa no3uuus Ne 3 Ha OCHOBaHHE YJI.
69, an. 1, 1.1 ot 3011

Ha OCHOBaLII/Ie yi. 68, an. 10 ot 3011 nokyMeHTHUTE NMpPeACTaBEHH OT ,,PI/ll[AKOM“ EOO/ B
nnuk Ne 2, HaMa 1a Obaat pasrilexIaHH.

3. HonbﬂHuTerHu NOKyMeHTH KbM odepra Ne 3, moganeHa mo o6ocobena mosuums Ne 15 or
»APKO KOMIIAHU“ EOOJ]

KoMmucusiTa pasriefa NONBIHMTEIHO MPEACTABEHUTE NOKYMEHTH M HHQOpMalus M TIH
NpoBEPU 3a CHOTBETCTBHE C KPHUTEPHUTE 3a NoAbOp, MOCTABEHH OT BB3noxuTens, KakTo H ¢
JlaNeHUTE OT KOMHCHATA YKA3aHHL.

KOMMCHATA KOHCTATHpA, Y€ MpPEACTABEHUTE MOMBJIHUTENHH AOKYMEHTH, CHOTBETCTBAT Ha
nanenute B Ilporoxon Ne 1 ykaszauus W ¢ 1ax ,,APKO KOMIIAHHU® EOO/ e oTcTpaHui
KOHCTaTHpaHHUTE hnncn U TPOMYCKH, C KOETO € A0Ka3al CBOTBETCTBHETO MM C MPEIBAPUTENHO
00sIBEHUTE OT BB3HO)1<I/IT€JIH KpuTepuu 3a noadop. C oriel Ha TOPEM3NI0KEHOTO YYACTHHKBT Ce
JOMyCcKa 10 pa3rnex<zxaﬂe "a ripeactapenute B [Lmuk Ne 2 TOKyMeHTH.

4. ﬂOH'bJ]HHTCJlH{H 0KYMeHTH KbM odepta Ne 4 , moganeHa no o6ocodbenn nosuuuu NeNe 1, 3, 5,
6,7,8,9,10,17,18, 19, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47 n 48 or EJITA 90M OOJ

KOMHCI/ISITa pasriefa MONBJIHUTENHO MpPEACTAaBEHHTE NOKYMEHTH M HH(OpMauus MU TH
npoBepu 3a CBOTBCTCTBI/IC C KpHuTepuuTe 3a nmoAbop, MOCTaBeHHM OT Bwanoxurens, KakTo # ¢
JlaZIeHUTe OT KOMHCHATA yKA3aHHSL.

KoMucusiTa KOHCTAaTHPA, Ye:
1. EJITA 90M*“ OOJI e mpeACTaBHJ JOMbBIHUTEIHH AOKYMEHTH, MO 000COOEHH MO3MLHH
NeNe 1, 3,5, 6,7,8,9, 10, 17, 18, 19, 37, 38, 39, 42, 43, 44, 45, 46, 47 u 48. IIpencraBeHuTe
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JOKYMEHTH H Hﬂq)op\/laum CBhOTBETCTBAT Ha AaneHuTe B [IpoTokon Ne 1 ykazanus u ¢ tax EJITA
90M OO/[] e OTCTpaHI/IH KOHCTaTHPAHHUTE JIUIICH U MPOMYCKH, C KOETO € J0Ka3an CbOTBETCTBHETO UM
C MpeaBapUTESIHO O6$IB€HI/IT€ 0T BBb3noxuTens KputepHu 3a noadop no-ropenocoyeHuTe 060codbeHu
nozuuuu. C orne,u; Ha FOPEU3JI0KEHOTO YHACTHHKBT Cce JOMYyCKa 10 pa3riiexkaaHe Ha Mpe/iICTaBeHUTe
B [Lnuk Ne 2 nokymenTtH, mo mo3unuu NeNe 1, 3,5, 6, 7, 8,9, 10, 17, 18, 19, 37, 38, 39, 42, 43, 44,
45, 46,47 u 48. :

2. LEJITA 90M*“ 00 HE € NPEACTaBHII JOMBIHUTEIHH JOKYMEHTH 10 060cobeHn no3unuu Ne -

40 u Ne 41, c ornen Ha koeto, Kommucusita KOHCTaTHpa, 4e oepTaTa Ha y4acTHHMKA HE ChAbPXKa
BCHYKH M3HCKYEMH [JOKYMEHTH, ChriacHo 4il. 56, an. 1 ot 3011 u He oTrosaps Ha IpeaBAPHTENHO
o0siBeHHTe 0T BB3/10)KHTeNd, KPUTEPHH 3a MOAOOp U Mpeanara, y4aCTHUKBT a ObJie OTCTpaHEH OT
MOHATATBHIIHO yqa:CTHe B npoueaypara rno odocobexa no3uiuu Ne 40 u Ne 41, Ha ocHOBaHHe 4il. 69,
an. 1, .1 or 30I1.

5. JlonbJaHUTEIHH IOKYMEeHTH KbM odepra Ne 5, noganeHa mo obocodeHa mo3umusa Ne 14 ot
JIAb JIMATHOCTHKA OOA,

KomucusTa pasriefa AONBIHUTENHO MpPEeACTABEHUTE AOKyMEHTH M HH(OpMaLHUs H M
NPOBEPH 32 CHLOTBETCTBHE C KPMTEPHUTE 3a NOAOOp, MOCTaBEHH OT Bb3joXkuTeNd, KakTo M ¢
JaICHATEe OT KOMHCHSTA YKA3aHHS.

Komucusita KOHCTAaTupa, Y€ MpeACTABEHHUTE AOMBIHMTEIHH NOKYMEHTH, ChOTBETCTBAT Ha
JAZCeHUTE B HpOToxon Ne 1 yxazanus u ¢ 1ax JIAB JTUATHOCTHKA OO/, e orcTpaHui
KOHCTATHPAHUTE JIMIICH W MPOMYCKH, C KOETO € JOKA3al ChOTBETCTBHETO MM C MPEABAPHTENHO
o0siBeHHTEe OT BB3noxuTens Kputepuu 3a noadop. C ornen Ha TOPEH3NIOKEHOTO YHACTHHKBT Ce
J0MnycKa 10 pa3rne>1<11aHe Ha npeacTaBeHuTe B [1nuk Ne 2 nokymeHTH.

6. JlonbiHHTEHA AOKyMeHTH KbM odepra Ne 6, nogageHa nmo obocobena nozuuus Ne 14 ot
,CAMUJOP BBJITAPHSI OO,

KoMucHaTa pasriieqa JOMBIHMTENHO MNpeACTABEHHTE AOKYMEHTH M HHQOpMAUHs H TH
MIPOBEPH 32 CT:OTiBeTCTBI/Ie C KpurepuuTe 3a noabop, MOCTaBeHH OT BB3nokHTENA, KAaKTO H C
JAZIEHHTE OT KOMHUCHSATA yKa3aHHs. KoMUCHsATA, KOHCTATUPA, Y€ YHAaCTHUKDBT HE € OTCTPAHMII, BCUUKH
HECHOTBETCTBHSI, KOHCTaTHpaHH B [IpoTokon Ne 1, Thi KaTo:

1. Y4acTHHKBT HE € HU3MBAHWI JaJeHOTO YKa3aHHe OT KOMHCHSTA Jia NPEACTaBU NPEBEAEH Ha
6Birapcku KkaTanor. [IpencTaBeH € OTHOBO KaTajlor Ha aHIJIMACKM €3MK, C IPHKPENeH KbM HEero
OTPA3BK, CHABPIKALI MPEBO HA HAMMEHOBAHHETO HA MEIHIIUHCKOTO M3/IE/IHE, KOETO He ChOTBETCTBA
Ha H3MCKBaHeTO mnoctaeHo B T.2.2.5(Kputepuu 3a moabop) OT yTBbpjeHATa JOKYMEHTAlHs 3a
y4acTHe.

2. B OQ)epTaTa ce cnm;pma Jleknapauus 3a JMIica Ha CBBP3aHOCT C ApPYr YYacTHUK B
ChOTBETCTBHE C uil. 55, ajn. 7 ot 3011, kakTo U 3a nHnca Ha 06CTOATENCTBO Mo 4. 8, an. 8, 1. 2 ot
3011, noanucanal ot IleTko KpbcTeB, KOHTO € ymbiHOMOWIEH jAa nonasa odeprata. ChbriacHo
,,O01LIH I/I3HCKBaHHH KBbM JOKYMEHTAIUATa. MSCTO M CpPOK 3a MojaBaHe Ha oQepTH™, MOCOYEHH Ha
cTp. 6 Ha yTBLleeHaTa oT Bo3noxurens poxymeHtauus - Ogepmama ce noonucea om
npeacmaermeau;uﬂ YHACMHUKG UAU OM HAONENHCHO YNbAHOMOWEHO/U Iuye/a, kamo 6 ogepmama ce
npunaza nanowou;Homo om npeocmaensieauusl Y4aCMHUKA, Cb2AACHO U YKA3AHOMO NO-001y 6
Hacmoswama OORyMeHmaz;wz (C_U3KMIO4eHUe HA U3UCKYeMUme OOKYMEeHMU, Koumo obekmueupam
JAUYHO _U3SIGNEHUEI HA KOHKDEMHO Juye/a - npedcmasiseauy/u Y4acmHukd. U _He moz2am 0a ce
nodnuwam u npedcmagsim om novanomounura). C ornes o6CToaTeNcTBOTO, Ye Jexnapanus 3a JiMnca
Ha CBBP3aHOCT clﬂpyr Y4aCTHUK B cboTBercTBHE ¢ Wwi. 55, ai. 7 oT 30Il € uMEHHO NOKYMEHT
o0eKTHBHpAlll JIHYHO M3SBIEHHE Ha NPEACTABNABALIN , Jamunop bwarapus® OO/, T € cnensaio na
obae npencTaBeHa ot SIko6 Odep, a He OT YIBAHOMOLLEHOTO Jjiule. ChIlMs IIOPOK Ce ChIbpikKa U B
NpE/ICTaBeHATa ICKNApalysa, He NMPEeAaraHuTe MEAMUHHCKH H3ACIHS ce 3amtamar oT OOiiecTBeH
onn o 31paBeonazsaneTo Ha Mcnanus.

3. B u3mbIHEHHE HA NafA€HOTO OT KOMUCHSATA yKa3aHHe j1a ce MPEeACTaBsT BalMAeH cepTUduUKaT
ISO Ha NpPOM3BOAMTENS — 3aBEPEHO OT YYaCTHHKA KOMHME M JACKIIapalMs Ha TpPOM3BOAMTENS, Ye
npejlaraHuTe MEIWIHHCKH u3aenus e nputexasat CE-mark — 3aBepeHO OT y4aCTHHKA KOIHE,




.1 'amunop benrapus™ OO/] e npeactaBun ISO 9001:2008 u ISO 13485:2003 Ha Biokit S.A. Spain (
Kan Mane, 08186 Jluka n Amyur, Bapcenona, Mcmanus) W aeknapauus, oT Instrumantation
Laboratory SpA (MunaHo, Hranus), ve npou3BeAEHHTE OT TAX MH BHTPO JHATHOCTHYHH
MEIMUMHCKH u3zenus, me nputexasat CE-mark. TlpesicTaBen e opuLManes TOKyMEHT, H3AafeH OT
HAJL B KOETO € 1ocoueHo, ye 3a TecT Ja JMarHOCTHKA Ha CU(UIHC ¢ THProBCKO HAMMEHOBAHHE H
Syphagen TPHA b npousBoauTes Biokit S.A. Spain Hsima perucrpupanu nanad B MAJI w/unu
EUDAMED 3a WHUHACHTH/NOTEHUHAIHH HHIMACHTH Tpe3 TMOCIeAHUTE JBE IOJAMHH, KaKTO H 3a
OMOKMpaHH WM H3TErJIEeHU MapTUAH Npe3 NOCIeAHHTE ABe roAWHH. OT BCHUKO FOPEU3JIONKEHO €
BHJIHO, ue MPOM3BOAMTEN HA NPEATAraHoTO MEIMLMHCKO H3JIENHE € Biokit S.A. Spain, ¢ ornex Ha
KOETO MpejicTaBeHaTa Aekiapauusi Ha npoussoiurens Instrumantation Laboratory SpA, ue
Ipe/UlaraHiTe MEAUIHHCKH u3jenus we nputexapat CE-mark He W3MbiAHsBA ykazaHUsTA Ha
KOMUCHSITA. : _

C orjien BCUYKO FOPEH3/IOKEHO KOMHCHUSITA KOHCTaTupa, ye ,,l'amuaop bwarapus™ OO/l e
npeacTaBui odepra, KOSITO He OTroBapsl Ha MpPeBapUTENHO OOSIBEHUTE OT BB3JIOXKHTENS YCIOBUS H
npejjiara, yYacTHHKBT Aa Obie OTCTpaHeH OT MOHATATBUIHO y4YacTHe B Mpoueaypara no obocodeHa
no3uiusg Ne 14 Ha ocHoBaHue wi. 69, an. 1, 1. 3 ot 3011

Ha ocHoBanue un. 68, an. 10 ot 30I1 nokymenture npencrapesu ot ,.I'amuaop bearapus™
OO/l B mnuk Ne 2, HaMa Aa ObAAT pasriiexaaHy.

7. JonbJHHTEIHH TOKYMEHTH KbM odepta Ne 7, nmoganena mo o6ocodena nozuuus Ne 15 ot
»ITAMHUJ1OP BBUICAPUSI« 00J.

KomucusTa pasrieia AOMBIHHTENHO MpPEACTABEHMTE NOKYMEHTH H HH(OpMAlHd W TH
TMPOBEPH 3a CHOTBETCTBME C KPUTEPUUTE 3a MOAOOD, MOCTaBEHH OT BB3NOXKHTENA, KAKTO U ¢
JaJeHHTe OT KOMHCHATA yKa3aHus. KOMHUCHATA, KOHCTATHPA, Y€ YYACTHHKBT HE € OTCTPAHMJI, BCHUKH
HECHOTBETCTBHS, KoOHcTaTUpaHu B [Ipotokon Ne 1, Twii kato:

1. Y4acTHUKBLT HEe € H3IBAHKI JaJeHOTO yKa3aHhe OT KOMHCHSTA 1@ NPEACTaBH INpPEBEIEH Ha
- ObArapcKu Karanc;m [lpeacraBeH € OTHOBO KaTajor HAa aHTJIMHCKH €3HK, C NPHKPENEH KbM HETO
OTpPSA3BK, ChABPIKAL MPEBOJ HA HAMMEHOBAaHHETO HA MEAMLIMHCKOTO U3JIENIHE, KOETO HE CHOTBETCTBA
Ha u3uckBaHeTo foctaBeHo B T.2.2.5(Kputepuu 3a moadop) OT yTBbpAEHaTa AOKyMEHTaLMs 3a
'y4acTHe.
2. B OQ)epTaTa ce cpabpxa Jleknmapanusi 3a JIMOcCa Ha CBBbP3aHOCT C JAPYr YYacTHUK B
ChOTBeTCTBHE ¢ 4i. 55, an. 7 oT 30I1, kakTo M 3a JNMICca Ha OOCTOATENCTBO 1Mo 4. 8, an. 8, T. 2 ot
3071, noanucana ot I[letko KpbcTeB, koiTo € ynbiHOMOIUEH Aa nogaBa odeprarta. ChriacHO
,,O0H H3HCKBaHhx KbM JOKYMEHTalusATa. MSACTO M CPOK 3a rojaBaHe Ha ohepTH™, OCOYEHH Ha
cTp. 6 Ha yTBEpAEHata OT Bw3noxurens nokymeHtauuss - Ogepmama ce noonucea om
NpeoCMasns6aujus YHaAcCmHUKA Ul oM HAOAENCHO YNbIHOMOWEHO/u uye/a, kamo 6 ogepmama ce
NpUAG2A NLAHOMOWHOMO OM NPeOCMAGIABAUUs YHACMHUKG, Cb21ACHO U YKA3AHOMO no-001y 6
Hacmoawama OOKyMeHmayus (C_u3KII0YeHue HA UZUCKVeMUume OOKVMEeHmMU, KOumo obekmugupam
JUNHO U3SENeHUE] HA KOHKDEMHO Juye/d - npedcmasissauy/u y4acmuukd, u He Moz2am_0d_ce
noonuwam u npe()cmaeﬂm om nvanomownura). C ornen o6CTOATENCTBOTO, Ye Jleknapamus 3a JIMnca
Ha CBBP3AHOCT C| Pyl YYacTHHK B CBOTBeTCTBHE ¢ uil. 53, anm. 7 ot 30Il € UMEHHO AOKYMEHT
06eKTHBHpALI] JIMUHO M3SBJIEHHE HA peacTaBassalius ,,[ amuaop bearapus™ OO/, T e ciensano na
6bae npencraseHa ot ko6 Odep, a He OT yNbIHOMOLIEHOTO Jule. ChIIUS MOPOK Ce ChABPXKA U B
TpeacTaBeHaTa JACKIapalus, de NpejlaraHute MEIUIHHCKH H3lenus ce 3amnamar or OOiecTBeH
¢oHa no 3apaBeona3BaHeTo Ha Mcnanus.
3. B M3MBIHEHHE HA JaEHOTO OT KOMHUCHATA YKa3aHHe [a ce NMPEeACTaBsT BaIMIEH cepTHHKAT
ISO Ha mpou3BOIMTENS — 3aBEPEHO OT YYaCTHMKA KOMNME W AEKIapalus Ha MPOWU3BOIMTENS, 4e
MpefaraHuTe MEAHUHMHCKH H3NEMKA IIe NPHTEKABAT CE-mark — 3aBepeHO OT Y4YacTHHKa KOIIHE,
., 'aMuop anrappm“ OO0/] e npenctasun 1SO 9001:2008 u ISO 13485:2003 Ha Biokit S.A. Spain (
Kan Mane, 08186 JIuka a1 AmyHT, bapcenona, Mcnmamwus) u pmexiapamms, ot Instrumantation
Laboratory SpA (MwunaHo, Wranus), 4ye NpOM3BEAEHHTE OT TAX HH BUTPO IHArHOCTHYHH
MEIMIMHCKH u3aenusd, me nputexasaT CE-mark. IIpeacraBen e opuuuaies JOKYMEHT, H3aleH OT
UAJL, B KOHTO e MOCOYeHO, 4e TecT 3a auarHoctuka Ha Cudumuc Emmza 1gM/IgG ¢ Thproscko




HaumeHoBanHe M Bioelisa Syphilis ¢ nponsBoanTen Biokit S.A. Spain HAMa perucTpupaHy J1aHHH B
WAJI w/unn EUDAMED 3a MHUHAEHTH/MOTEHUHATHH WHUMIEHTH NpPE3 MOC/IEIHHTE IBE TOIMHH,
KaKTO M 3a ONOKMpaHW WJIM M3TErJIEHH NapTHAU IIpe3 MOCIEJHHTE JBe TFOAMHH. OT BCHUKO
rOpPEU3I0KEHO € BHUIHO, Y€ NPOU3BOJAUTEN HA MpeajaraHoTo MeAMIIHHCKO u3zenne e Biokit S.A.
Spain, ¢ orjiell Ha KOETO MpecTaBeHaTa ACKIapalts Ha NPOU3BOAUTENS [nstrumantation Laboratory
SpA, 4e npeanaraHuTe MEIHUMHCKH H3Aenus uie nputexaBaT CE-mark He u3mbiHABa yKa3aHUsATa
Ha KOMHCHATA.

C ornen B(;:H'{KO TOPEHU3JI0KEHO KOMHCHATA KOHcTatupa, ye ,,['amunop buarapus™ OO]l e
npeacTaBuil odepra, KOATO He OTroBaps Ha MpeABAPHTENHO OOSBEHHUTE OT BB3JIOKHTEINS YCIOBUS U
npejiara, y4acTHHKBT Aa ObJe OTCTPAHEH OT MOHATATBUIHO YYacTHe B MpoUeaypara 1o o6ocobena
no3uuus Ne 15 Ha ocHoBanue wi. 69, ain. 1, T. 3 ot 30I1.

Ha ocuoanue ui. 68, an. 10 ot 30I1 mokymenTHTe mpeacTaBeHH oT ,,[amugop bwuarapus®
OO/ B maux Ne 2, 'HsimMa na O6baT pasriexaaHH.

8. I[onLJIHaneJmn AOKYMeHTH KbM ofepTa Ne 8, nonanena no odocobena nozunust Ne 3 or
»I AMUJIOP BBJIFAPUSA“ OO/I.

KomucusTa pasriefa AOMBIHHTENHO MpPEeICTABEHHTE AOKYMEHTH M HMHQOpMalMs M I'H
MPOBEPH 33 CHOTBETCTBHE C KPHTEPHHTE 3a nondop, MOCTaBeHH OT BB3NoXuTeNs, KaKTo H C
NlaZieHUTe OT KOMHCHSATA ykaszaHus. KoMucusita, KOHCTaTUPA, Ye YYaCTHUKBT HE € OTCTPAHHJI, BCHUKH
HECBOTBETCTBHUSA, KOHCTaTHpaHu B [IpoTokom Ne 1, Tei kato:

1. VYYacTHUKBT HE € H3NBJHUI JaJeHOTO YKa3aHUe OT KOMMCHSTA Ja MpeACTaBH MpeBe/eH Ha
Obnrapcku karajor. IlpeiacTaBeH € OTHOBO KaTanor Ha aHTMMHCKH €3MK, C NPUKpENneH KbM HEro
OTPSA3BK, ChAbPiKalll IPEBO/] HAa HAMMEHOBAHUETO HA MEIHIIHHCKOTO M3/eJIHe, KOETO HE ChOTBETCTBA
Ha HW3HCKBaHeTO noctaBeHO B T.2.2.5(Kputepuu 3a nombop) OT yTBBpAECHAaTa AOKYMEHTalMs 3a
y4acTHe.
2. B 0(1)epTaTa ce cpabpxa Jleknapauus 3a JMICa Ha CBBP3aHOCT C JAPYr YYacTHHK B
chOTBeTCTBHE ¢ wi. 55, an. 7 ot 30I1, kakTo W 3a numca Ha 0OCTOATENCTBO Mo ui. 8, an. 8, 1. 2 oT
3011, noxnucana ot Iletko KpbcTeB, koiiTO € ynbiaHOMOLIEH Ja nogaBa odeprara. ChriacHo
,OOUIM M3MCKBaHMS KBbM JOKYMCHTAIHMATa. MSCTO M CPOK 3a MojaBaHe Ha opepTu™, NOCOUEHH Ha
cTp. 6 Ha yTBbpAeHaTa OT Bwu3noxutens nokymeHtauus - Ogpepmama ce nodnucea om
NPeOCmasnABawjUsl Y4ACMHUKA ULU OM HAONENHCHO YNBAHOMOWEHO/U uye/a, kamo 8 oghepmama ce
npuaaza NbAHOMOWHOMO OM NPeOCMABTABAUUS. YHACMHUKI, Cb2AACHO U YKA3AHOMO NO-001y 8
Hacmoswama JOKyMeHmayus (C_u3knoyenue Ha u3uckyesmume QOKYMEHMU, KOUmMo obexmueupam .
AUYHO U3ABNEHUe | HA KOHKPEeMHO Nuye/d - npedcmasiagauy/u y4acmHukd, U He mozam 04 ce
nodnuwiam u npedcmagam om noanomowHuka). C oresl 06CTOATENCTBOTO, ye Jleknapanus 3a Jurca
Ha CBBP3aHOCT C |IpYT YYacTHHK B ChOTBeTCTBHE ¢ 4il. 55, an. 7 oT 30Il e MMEHHO NOKYMEHT
00eKTHBHpALIl JINYHO U3sIBJIEHHE HA npeacTaBnsBaius ,,I avuaop benrapus™ OO/, 15 e cnensano na
Obne npencrasena ot Akod Odep, a He 0T yNmbIHOMOLIEHOTO JHlie. ChbUIMS MOPOK CE ChAbpPXA U B
npeacTaBeHaTa JeKjapallus, Ye MpeijaraHuTe MEeAHIHHCKH H3Jeaus ce 3amnamar oT O6luecTBeH
¢on 1o 3xpaBeona3BaHeTo Ha Mcnanus.
3. B u3nbiHeRHE HA 1ANEHOTO OT KOMHCHATA yKa3aHHE Jid C€ MPENCTaBAT BaIUIEH cepTUdHKAT
[ISO Ha npowW3BOMUTENS — 3aBEPEHO OT YYaCTHHKA KOMHME M IEKJIapalus Ha NPOM3BOAMTEIS, Ye
npeanaraHiTe MeIMIMHCKH H3fenus uie nputexaBaT CE-mark — 3aBepeHO OT ydacTHHKa KOIME,
l'amunop bearapus® OO/ e npeacrasui ISO 9001:2008 u ISO 13485:2003 Ha Biokit S.A. Spain (
Kan Mare, 08186 Jluxka n'Amynr, Bapcenona, Mcmanms) U geknapanus, oT Instrumantation
Laboratory SpA (Munano, Hranus), 4e npoM3BeAEHHUTE OT TAX HH BHTPO [OHArHOCTHYHH
MEAULUHCKH mnennﬂ e nputexasar CE-mark. [Ipenctasen e obunuaneH 10KyMeHT, H3JAAEH OT
HAJL B xouto € nocoquO. ye 3a Tecmose 3a nvpeuuna ouaznocmura - EJIM34 Am ¢ TBpProBcko
nHanMeHoBanue Bioelisa HCV 4.0 ¢ npousBoauten Biokit S.A. Spain HsiMa perHCTpUpaHd JaHHH B
HAJT w/unu EUDAMED 3a HHLUHACHTH/MIOTEHIIMATIHH HWHUHMACHTH Mpe3 NOCHEAHUTE ABE TOIAHHH,
KAaKTO W 3a OJIOKHpAaHM HJIM HM3TErNIEHH TNapTHAM Ipe3 MocjieAHHTe ABe rofuHH. OT BCHYKO
FOPEH3IOKEHO € BHAHO, Y€ NPOM3BOIAMTEN Ha MPEANaraHoTo MEAHLHHCKO u3jenue e Biokit S.A.
Spain, ¢ orjiel Ha KOETO NpeACTaBeHara AeKiapatis Ha Ipou3BoauTes Instrumantation Laboratory
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SpA, ue npennaraﬁme MEIMLMHCKY u3aenus e nputekaBaT CE-mark He H3MbIHABA yKa3aHMATA
Ha KOMMCHSTA.

C ornea BCHYKO FOPEU3JIOKEHO KOMHCHSTA KOHcTatupa, ye ..l amunop bwarapus®™ OO/ e
npeacTaBuil opepTa, KOSITO HE OTroBaps Ha IPEeJBapHTEHO OOSBEHUTE OT BB3IIOXKUTENS YCIOBHS H
npejulara, YYaCTHUKBT [a ObJe OTCTpaHEH OT MOHATATBLIHO y4yacTHE B Mpoueaypara 1o obocobeHa
nosuuus Ne 3 Ha ocHoBanue uiI. 69, an. 1, 1. 3 ot 3011

Ha ochosaxue ui. 68, ai. 10 ot 30I1 nokymeHTHTe rpeacTaBeHd ot ,,I'amuaop bwarapusa®
OO0/I B ik Ne 2, Hama f1a ObpJIaT pa3riiekaaHu.

9. IlonumuTeJIHu MOKYMEHTH KbM o(pepra Ne 9, nonageHa no o6ocodenu mosuuuu Ne 7 u
Ne 8 ot ,,FAMI/II[OP BBJITAPUSA“ OO/,

KOMHCHHT& pasriiefia IONBJIHUTENHO MpPEACTaBeHUTE MOKYMEHTH M HMH(pOpMalks H TH
MIpOBEpH 3a CLOTBCTCTBI/IG C KpHTepHHMTE 3a MoJ00p, MOCTaBeHH OT BB3N0XKHTENs, KAKTO U C
JAIEHUTE OT KOMHCHATA yKa3aHus. KoMMCHATa, KOHCTATHPA, Y€ YYAaCTHHKBT He € OTCTPaHMJI, BCHUKH
HECHOTBETCTBHS, KOHCTaTPIpaHPI B [IpoToxon Ne 1, ThH KaTo:

1. Y4acTHUKBT HE € W3IBJHUI JAACHOTO YKA3aHHE OT KOMHMCHATA 1a TpEeACTaBH MpPeBeNieH Ha
Gbarapcku Katanor. IIpeicTaBeH. € OTHOBO KATalor Ha aHIJIMICKH €3HK, C MPHKPENEH KbM HETO
OTPSA3BK, ChABPIKALI TPEBO HA HAUMEHOBAHMETO HA MEAMLIUHCKOTO U3/IeIHe, KOETO HE ChbOTBETCTBA
Ha u3MckBaHeTo mnocrtaseHo B T.2.2.5(Kputepuu 3a moabop) oT yTBbpAEHAaTa IAOKyMEHTAlMs 3a
yuacTHe. _
2. B o¢)epTaTia ce cpabppka JlekyapallMs 3a JIHIIca Ha CBBP3aHOCT C JPYr YYacTHHK B
ChOTBETCTBHE C 4. 55, an. 7 ot 30I1, xakTo M 3a JMnca Ha 06CTOATENCTBO 10 4. 8, an. 8, T. 2 oT
30I1, noanucana or Iletko KpbcTes, KOiMTO € ymbiHOMOLIEH aa mopaBa odeprara. ChriacHo
., O61M H3HCKBAHMSA KBbM JOKYMEHTalHATa. MSCTO ¥ CpOK 3a mojaBaHe Ha odepTH™, IOCOYEHH Ha
CTp. 6 Ha YTBBpJCHaTa OT Bu3noxutens gokymeHtauums - Ogepmama ce noonucea om
NpeOCmasnABaUs YHACMHUKA UIU OM HAONEICHO YNbIHOMOWEHO/u auye/a, Kamo 6 ogepmama ce
NpUNGaZA MBIHOMOWHOMO Om: NPedCMABNABALUs YHACMHUKA, Cb21ACHO U YKA3AHOMO No-001y 6
Hacmoawama OOAyweHmaL{uﬂ (c_usknioHeHue HAa usucKyemume OOKYMEHMU, Koumo obexmusupam
AUYHO U3SGNCHUE  HA KOHKDEemHO auye/a - npedcmasiasedwy/u VYACMHUKA, U _He Mozam_0d ce
nodnuwam u npedcmassim om nvaHomounura). C oren o6CTOATENCTBOTO, e Jleknapamus 3a umnca
Ha CBBP3AHOCT C APYr YYacTHHK B choTBeTcTBHE ¢ ui. 55, an. 7 ot 30Il e MMEHHO HOKYMEHT
0GEKTMBHPALL THYHO H3sBIICHHE HA TIpe/cTaBsBays ,,['amunop bearapus™ OO/, Ts e cneasaiio 1a
Obae HpCIICTaBeHa ot Slko6 Odep, a He OT YNBIHOMOIIEHOTO JIHLE. ChlHs MOPOK ce ChbAbPXKA U B
npe/icTaBeHaTa JEK/Iapalks, Ye MpejUlaraHuTe MEAMLUMHCKHE H3ENHs Ce 3amawar ot O6miecTBeH
¢boHx no 3npaBe0na33aHeTo Ha Mcnanus.
3. B H3HLJIH€HH€ Ha JaIeHOTO OT KOMMCHATA YKa3aHue Jia Ce MPEACTaBAT BaTH/IEH ceptuduUKar
ISO na HpOH3BO,HHTCJ1${ — 3aBepeHO OT YYacTHHKa KOIME W JEKapallis Ha HNPOU3BOAMTENS, 4
fpe/iaraHuTe MENMUMHCKH u3zfenus me nputexasar CE-mark — 3aBepeHO OT y4acTHHKa KOIKE,
I amunop bearapus OO/l e npencrasui ISO 9001:2008 u ISO 13485:2003 ua Biokit S.A. Spain (
Kan Mare, 08186 Jluka 1 Amynr, Bapcenona, Mcnauus) u Jexnapanus, oT Instrumantation
Laboratory SpA! (Munano, Wranus), 4e npousBeNeHHTEe OT TAX HMH BHTPO JHArHOCTHYHH
MEJMLIMHCKH H3aemus, e nputexasat CE-mark. ITpeacrasen e odulikaned JOKYMEHT, H3/IA[ICH OT
VAJL, B KOMTO € IOCOYEHO, Ye TECTOBE 3a ITbPBUYHA JAUArHOCTHKA Ha XermaTuT B /HBsAg / - EJIM3A
M TECTOBE 3@ NOTBBPAMTE/IHA AIMArHOCTUKA Ha HBsAg;c Thproscko HaumeHoBaHue Bioelisa HBsAg
3.0 u Bioelisa HBsAg Confirmatory assay ¢ npounssoauren Biokit S.A. Spain HAMa perucTpHpasu
nauEu B MAJT w/umn EUDAMED 3a MEIMAEHTH/TIOTEHUHATHH MHUMICHTH NPE3 NMOCHENHUTE JBE
TOJIMHH, KAKTO M 32 GIOKMPAHH WIIM M3TEr/IeHH NapTHH NPe3 MOCICAHHTE B FOUHH. Ot BCHUKO
TOPEU3NIOKEHO € BHIHO, Ye MPOM3BOAMTEN Ha MpEeUIaraHOTO MEIMUMHCKO H3MCIHe ¢ Biokit S.A.
Spain, ¢ ornen Ha KOETO MpeAcTaBeHaTa AeKjiapalus Ha IIPOH3BOAATEIIS Instrumantation Laboratory
SpA, ue Hpe,unaraHHTe MeIMUMHCKH m3jeius e nputexasar CE-mark He M3nbiHsBa ykazaHUATA
Ha KOMHCHATA.

C orjiejl BCHYKO FOPEU3I0KEHO KOMUCHATA KOHCTaTHpa, 4e ,.l'amuaop bearapus OO/ e

npeacTaBHi 0epTa, KOATO HE OTroBaps Ha MPEIBAPHTEIHO ODABEHHTE OT BB3NOKUTCIIA YCIOBHA H
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npeanara, y4acTHUKBT ja Objle OTCTPaHEH OT MOHATATBLIHO yyacTHe B IPOLIEAypaTa 1o 060co0eHH
no3uiuu Ne 7 u Ne 8, Ha ocHoBanue uin. 69, an. 1, 1. 3 ot 30I1.

Ha ochoanue wi. 68, an. 10 ot 3011 10KYMEHTHTe NpeaCcTaBeHH OT , FaMHnop brarapus®
OO/1 B nnuk Ne 2, HsaMa na 6bAaT pasrilexaaHH.

10. IlOHLJIHﬂTeJIHfH JAOKYMEeHTH KbM odepta Ne 10 moganeHa mo obocobena mozuuus Ne 1 ot
~TAMHAJIOP BBJITAPUSA“ OO

Ko,\mcmraf pasriega JIOIBJIHUTENIHO MNpEJCTaBeHHTE IOKYMEHTH M HH(pOpMaius ©u TIH
NMPOBEpH 3a CBOTBETCTBME C KPHTEPUMTE 3a MOAOOp, MOCTaBeHH OT BB3NOXKMTENA, KAKTO H C
JaNeHUTE OT KOMUCHATA YKazaHus. KoMucuATa, KOHCTATHPA, Ye YUaCTHUKBT HE € OTCTPAHMII, BCHUKH
HECHOTBETCTBHUS, KOHCcTaTHpaHu B [TpoTokon Ne 1, Thii Kato:

1. Y4acTHHKBT He € M3MBJIHUI JAJEeHOTO YKazaHue OT KOMHCHATA Ja NpPEACTABH MpEBEJEH Ha
GbIrapckH Katanor. IIpencTaBeH € OTHOBO KaTanor Ha aHTJIMHCKM €3HK, C TNPHKPENEH KbM HEro
OTPA3BK, ChIBPIXKAII MPEBOJ HA HAUMEHOBAHHETO HA MEAMLIMHCKOTO M3/IeJIHe, KOTO HE ChbOTBETCTBA
Ha u3uckBaHeTo mHoctaBeHo B T.2.2.5(Kpurepuu 3a noabop) oT yTBbpAcHAaTa AOKYMEHTAllMs 3a
y4acTHe.
2. B odeprata ce chabpxka JleknapauMs 3a JIMICAa Ha CBBP3AHOCT C JpYr Y4acTHHK B
choTBeTCTBHE C uii. 55, an. 7 ot 3011, kakTo W 3a nunca Ha 06CTOATENCTBO Mo 4. 8, an. 8, T. 2 oT
30I1, noxmucana 0T Iletko KpbcTeB, KOHTO € ymbiHOMOLICH fAa mopaBa odepraTa. ChIiiacHo
,,O6LIM M3MCKBAHUS KbM JOKyMEHTAlMsATa. MsICTO M CPOK 3a MojaBaHe Ha odepTH™, MOCOYECHH Ha
cTp. 6 Ha yTBbpleHaTa OT Bw3noxurtens poxymentauus - Odeprara ce mnoanucsa OT
IPE/ICTABIABAIIMS YYAaCTHHKA MM OT HAJUICKHO YIBJIHOMOILIEHO/M JHue/a, Kato B odepTara ce
npuiara MbIHOMOLHOTO OT MPEACTaBiABAlIMA YYaCTHUKA, CBINIACHO H YKa3aHOTO IO-A07Yy B
HACTOSIIIATA JOKYMEHTAIHs (C U3K/IFOUEHHE Ha H3HCKYEMUTE JOKYMEHTH, KOUTO OOEKTHBHPAT JIHYHO
H3sBJICHHE Ha KOHKPETHO JIMlle/a - MPEeACTaB/IABAL/M YyaCTHHKA, W HE MOraT [a c€ MOAMMLIAT H
NpeACTaBAT OT HLJ?HOMOLL[HHKa). C orsnen ob6cTosTENCTBOTO, Ye Jlekiapalus 3a JIUIca Ha CBbP3aHOCT
C JIPYT YYacTHHK B cBoTBeTCTBHe C Wil 55, an. 7 o 3011 e MMEHHO TOKYMEHT 00EKTHBHUpAII JTMIHO
H3sB/IEHHME Ha npencTaBnsiBaiuus [ amuaop benrapus® OO/, 14 € cieqBaio j1a Obje MpeacTaBeHa
oT SIko6 Odep, a He OT ymbiHOMOIIEHOTO nulle. ChllKs MOPOK Ce ChABPXKA M B NpPEACTaBCHATA
Jeknapauus, 4e MpelJlaraHuTe MEeNULMHCKM HM3JeHs C€ 3amawiar oT ObmectBeH doHA 1O
3[apaBeona3BaneTo Ha Mcnanus.
3. B u3nbiHeHHe HA NaAE€HOTO OT KOMUCHSTA YKa3aHHe [1a Ce NPENCTaBAT BaTHICH ceptrduxar
ISO Ha HpOH3BOIIPIT€JI$I — 3aBEpEHO OT YYacTHHKA KOIHE W JEKapalds Ha MPOU3BOAMTENS, 4€
MpejUTaraHuTe MeJMIMHCKH u3fenus e nputexapaT CE-mark — 3aBepeHoO OT ydacTHHMKa KOIIHE,
~[amunop bearapus™ OOJl e npeacTaBui ISO 9001:2008 u ISO 13485:2003 na Biokit S.A. Spain (
Kan Marne, 08186 Jluxa x AmyuTt, bapcenona, MHcnanmmsa) u AeKnapauus Ot Instrumantation
Laboratory SpA | (Munado, Wramus), 4ye npoussefeHHTe OT TAX HH BUTPO JHArHOCTHYHH
MeIMIMHCKH m3aenus, e nputexasat CE-mark. IIpenctasen e opunmaneH JOKyMEHT, H31aACH OT
HAJ]L, B KOHTO € MOCOYEHO, Ye TeCTOBE 3a IMbPBHYHA THArHOCTHKA Ha CIIUH EJIU3A / HIV-1 +
HIV-2 - Ar/AT ¢ ﬁprOBCKo naumenosanue Bioelisa HIV-1 + 2 ¢ npoussoauten Biokit S.A. Spain
HsAMa peFI/ICTpPIpaHI/I nauuy B UAJT u/unu EUDAMED 3a HHUMACHTH/TIOTEHUMATHN UHIMJACHTH TIpe3
MOC/eAHUTE IBE [OJMHH, KaKTO M 3a OIOKMpaHH MM M3TErJIEHH MapTHIW Mpe3 MOCIeAHUTE NBE
roguau. OT Bcanco rOpeu3oKeHO € BHIHO, Y€ MPOU3BOAMTEN Ha MpPEeUIaraHoTO MENUIHHCKO
manenue e Biokit S.A. Spain, ¢ orien Ha KOETO IpeACTaBeHaTa JeKjiapauus Ha MPOM3BOIHTEINS
Instrumantation Laboratory SpA, 4e npemiaraHuTe MEWIMHCKH M3IENHUS e MPHTEXaBaT CE-mark
He M3MBIIHABA YKa3aHUATA Ha KOMUCHSITA.

C ornen BCI/ILIKO rOpeU3IoKeH0 KOMHCHSATA KOHCTaTHpa, 4ye ,.[I'amuuop Bearapus™ OO[ e
npeICTaBHIl oq)epTa KOSITO He OTroBapsi Ha MpeIBapHTENHO 00SIBEHUTE OT BB3JIOXKUTENS YCIOBHS U
npejjara, yqacrﬁnxm a 6ble OTCTPaHeH OT MOHATATBHUIHO Y4acTHe B Mpoliesypara o 06ocodeHa -
no3uliusi Ne 1 Ha OCHOBAHHE HIL. 69, an. 1, 1. 3 ot 30IL

Ha ochoBanue ui. 68, an. 10 or 3011 noKyMeHTUTe npeAcTaBeHH oT ,,['amuaop beirapus™

OO/ B mnuk Ne 2, HaMa Aa ObaaT pasriexaaHH.
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11. IIOI‘ILJIH“TGJIH;H NOKYMeHTH KbM odepra Ne 11 moaaneHa no o6ocobeHa nosuuus Ne 2 ot
+TAMHUJIOP BBJITAPUSI“ OO

Komucusita' pasriefia AONBIHUTENHO MpEACTABEHHTE JOKYMEHTH M HHpOpMAlMs W TH
IPOBEPH 3a CHOTBETCTBUE C KPUTEPUHTE 3a MOAOOp, MOCTAaBEHH OT Bb30oKuTeNs, KakTo H ¢
. JaJEHUTE OT KOMUCHATA YKa3aHus. KoMHuCHATa, KOHCTATUPA, Y€ YYaCTHHKDT HE € OTCTPAHHII, BCHUKH
HECHOTBETCTBUA, KOHCTaTHpanu B [IpoTokon Ne 1, Thii kato:

1. V4acTHUKBT HE € M3IIBJIHMI JaJeHOTO yKa3aHHe OT KOMMCHSTA Ja NpEACTaBU IPEBEACH Ha
Owiirapcku katanor. [IpencraBeH e KaTanor caMo Ha aHITIMACKH €3UK.
2. B odeprata ce cbabpxka Jlekiapanus 3a JIMIICA HA CBBP3aHOCT € JpYr YYacTHHK B

choTBeTCTBHE ¢ wi. 55, an. 7 ot 3OI1, kakTo M 3a aurca Ha ob6cTosTEeNCTBO Mo 4i. §, an. 8, 1. 2 ot
30I1, nommucada ot Iletko KpweTeB, KOHTO e ymbjHOMOWIEH Aa MOAaBa odeprara. CewriacHo

.00 H3HCKBaHHH KBM JOKYMEHTalMATa. MSCTO ¥ CPOK 3a I10/1aBaHe Ha oepTH™, MOCOYEHH Ha
ctp. 6 Ha }/TBBpIIeHaTa oT Bwmanoxurens mpokymenTtaums - Odgeprara ce mnoamucsa oOT
MpeJCTaB/ABAIIMA YYACTHHKA MM OT HAJUICXKHO YITBJIHOMOIIEHO/H NHue/a, Kato B odeprara ce
npuiara MbIHOMOIIHOTO OT IPEACTaB/sBAlUMs YYaCTHMKA, CBHIIIACHO M YKa3aHOTO IO-A0iY B
HaCTOAILATA NOKYMEHTALHUS (¢ M3KJTIOUEHHE Ha H3UCKYEMHTE JOKYMEHTH, KOUTO OOEKTHBHPAT JTUYHO
U3sBJICHUE Ha KOHerTHO nMue/a - TpeacTaBisBall/d yYacTHHKa, H HE MOraT Aa C€ MOJINMUIIAT H
NPEACTaBAT OT m;nnomoumnxa) C ornen obcToATENCTBOTO, Ye Jleknapalus 3a JIUIca Ha CBbP3aHOCT
C JIPYT YYacTHHK B CbOTBETCTBHE C Wi. 55, an. 7 oT 3011 e MMEHHO NOKYMEHT 00EKTHBHpAII JTHIHO
u3sBjleHue Ha rpeicTapnsBawms ,,[amunop buarapus™ OO/, 15 e cnensano na Obae npeacTaBeHa
oT ko6 Odep, a He OT yIBIHOMOWEHOTO juue. ChlUIMSA NMOPOK Ce ChAbPXKa U B NpEACTaBeHATa
JeKapaihs, ue fIpejylaraHuTe MENMIMHCKM H3fenus ce 3amamar ot ObmecTBeH ¢GOHI MO
31paBeorassaHeTo Ha Mcnanus.

C orjiel BCHYKO TOPEM3I0KEHO KOMHCHATA KOHcTatHpa, 4e ,,lamupop bearapus® OO e
npezncTaBui odepra, KOSATO HE OTFOBApA Ha NPE/IBAPHTENHO OOSABEHUTE OT BB3JIOKUTENA yCIOBUS 1
npeinara, Y4acTHHKBT Ja GbJIe OTCTPAHEH OT NOHATATBIUHO YHacTHE B Mpouexypara o odocodena
no3unus Ne 3 Ha ocHoBaHHe wit. 69, ain. 1, 1. 3 ot 3011

Ha ocnosanue ui. 68, an. 10 ot 30I1 nokyMeHTHTe mpencTaBeHu oT ,.['amunaop bearapus®
OOJI B niuk Ne 2, HaMa Aa ObAaT pasrilexaaHu.

12. Ilom;.ﬂHnTemfm JIOKYMeHTH KbM odepTa Ne 12, nonagena no obocodenu nozuuuu ot 20 10
31 or ,JUAMEJ“ OOJ

Koxmcuma pasriesa MOMBIHUTENHO MPEACTABCHHTE JOKYMEHTH M WHpOpMalus H TH
IIpOBEpH 3a CBOTBGTCTBH@ C KpMTEpUHTE 3a Moadop, NMOCTaBeHH OT Bb3joxkuTess, KakTo M C
JaJICHUTE OT KOMUCHSTA yKa3aHHUs.

KomucHsITa KOHCTATHpa, 4Ye MPENCTAaBEHHUTE JONBIHUTEIHH NOKYMEHTH, ChOTBETCTBAT Ha
nanennte B IlpoTokon Ne 1 ykasanus u ¢ Tax ,JHAMEJ* OO/ e oTcTpaHun KOHCTAaTHPAHKTE
JIATICH W TIPONYCKH, C KOGTO € JOKa3al CHOTBETCTBHETO WM C NPEABAPUTENTHO 0OSIBEHUTE OT
Branoxutens I(pHTepI/II/I 3a moabop. C orjea Ha rOpeH3JIOKEHOTO YYACTHHKBT ce AOMyCKa 10
pasriexiaaHe Ha npejacTaBeHuTe B [1ivk Ne 2 1OKyMEHTH 10 BCHUKH 0060Cc00ECHU O3ULIHH.

13. JIonbIHHTETHH JOKYMEHTH KbM odepra Nel3 — nopanena no o6ocodenu nozuuun NeNe 34,
35u36 ot ,,AHTI/ICEJI BBJITAPUS“ OO/,

Komucusita pasriefia AOMBIHMTENHO INPEICTABEHHTE AOKYMEHTH M WHGOpPMALHi W TH
TPOBEPH 3a CHOTBETCTBUE C KPHTEPHHTE 34 noabop, TMOCTaBeHH OT BB3IOKUTENs, KAKTO H C
JAfICHHTE OT KOMHCHATA YKA3aHHS.

KoMmucusita KOHCTaTHpa, 4Ye MpPEeACTaBEHHUTE AONBJIHHTETHU IIOKyMeHTH CBOTBETCTBAT Ha
naneHute B IIportokon Ne | ykasaHus H C TAX 2AHTHCEJI BbJITAPUA“ OO e orcrpanun
KOHCTATHPAHMTE | JIATICH M MPOMYCKH, C KOETO € JIoKa3al CHOTBETCTBUETO WM C IPCABAPHTEIIHO
06sBenuTe OT Bbanoxkutens Kputepuu 3a mnojdop. C oryien Ha FOpPEeH3NIOKEHOTO YHACTHHKBT CE
JOTycKa 10 pasriiexJaHe Ha npenctaBeHute B [lmuk Ne 2 NOKYMEHTH MO BCHYKH 060ocobeHn

IMMO3HILIHUH.




14, KOHCTaTaunuing opepra Ne 14 nmoganena no o6ocodenn mozuumun NeNe 5, 6, 9 u 10 ot ,,EC
I7’KU 1T BUO I[*AI/IHAMI/IKC“ 001

Komucusita koHcratupa, 4e y4actHuksT ,EC JDKU MM BUO JTAVMHAMUKC* OOJI e
nonyunn mpotokoji Ne 1 chObpkall ykasaHWs 3a OTCTPAaHSBAHE HA KOHCTATHPAHUTE JIUIICH M
MIPOMYCKH HA MOCOYEHUS OT HETo e-mail anpec (office@sgpbiodynamics.com) Ha 06.07.2015 r. u
cllefl MOJYYaBaHETO MY He € MIPeACTaBH JOMbIHUTENHO U3BHCKAHUTE JOKYMEHTH.

C ornen na ropuoro, Komucusrta koncratupa, ue ,,EC DKW TIM BHUO HAﬁHAMHKC“
OO]J], He oTroBapsi Ha MpeaBAapUTENHO OOsBeHHTe OT Bb3nokuTens, KpUTEpHH 3a moAGOp H
Npeiiara, y4aCTHHKBT 1a 6be OTCTpaHeH OT MOHATATBLIHO y4acTHE B IpoLedypara no obocobena
no3uus Ne 3 Ha ocHoBaHue ui. 69, an. 1, 1.1 ot 30I1.

Ha ocHoBahue 4. 68, an. 10 ot 30II noxymentute npencrasenu ot ,,EC JDKW WM BUO
JAVMHAMUKC® 8 muk Ne 2, Hama fa 6bIaT pasrieskIaHH.

15. lonbaHHTENHH A0KYMEHTH KbM oepTa Ne 15 nio o6ocobenn nozuunu NeNe 1, 2, 3, 5, 6,7,8,
,9,10, 15,17, 18,19, 34, 35 u 36 or , MAPBEHA“ OO/,

_ KomucusaTa pasriena NONBIHHTENHO MPEICTABEHHTE NOKYMEHTH W HHGOpMauus H TH
NpPOBEPH 32 CHOTBETCTBME C KPUTEPHUHTE 3a MOAOOp, MOCTaBEHH OT Bb3noxkutens, KakTo H ¢
JaJeHUTe OT KOMHCHATA yKa3anus. KoMucusTa, KOHCTaTUpa CIEeAHOTO:

1. ,,MAPBEHA“ OOJl e npencTaBdil AOMBAHUTEIHH AOKYMEHTH, CBOTBETCTBAIlH Ha
JaJeHUuTe yxa3am@ no npotokon Ne 1 no o6ocobenu mosuunu NelNe 1, 5, 6, 15, 17, 18, 19 u ¢ Tax
»MAPBEHA®“ OOJl e OTCTpaHW/ KOHCTAaTHPAHHTE JIMIICH W MpOIYCKH, C KOETO € IoKasanl
CBOTBETCTBHETO HM C NpEIBAPHUTENHO OOsSBEHHTE OT BB3noXkHTENs KpUTepuu 3a noabop mo-
ropenocoyenute 000cobeHn mo3unuu. C ornes Ha ropeusioneHOTO YYaCTHHKBT Ce JOMmycka 0
pasriiexaaHe Ha n’peHCTaBeHHTe B [Tnux Ne 2 nokymentu, no nosuuuu NeNe 1, 5, 6, 15,17, 18, 19.

2. L MAPBEHA“ OOJl He e npeacTaBuil AONBIHUTENHH NOKYMEHTH, CBOTBETCTBAILM HA
najeHuTe ykaszaHHs no npotokon Ne 1, no o6ocobenu nosumuu NeNe 2, 3,7, 8, 9, 10,34,35, u 36.

C npotokon Ne 1 KomucusTa € yCTaHOBHIIA. Y€ YYACTHHKET € MPEACTABHI 06Ul [UIUK 110 000CO0eHH
nosummn NeNe 1,2, 3,5, 6, 7, 8, ,9, 10, 15, 17, 18, 19, 34, 35 u 36, ¢ KOeTo He € H3NbJIHHJ Y1.57,
an. 3 ot 3011 1 ykasanueto Ha Bp3noxutens, namupaino ce B Paznen V. Cbappxkanue Ha oeprara
Ha YTBBp/AEHATa JIOKYMEHTalMs, a UMeHHo: Korato nokymeHTH u MHOpMALHs, CBABPKALIK CE B
ik Ne 1, ca efHaKBH 3a ABe WM noBede 000COOEHH MO3MIHMH, MO KOMTO YYAaCTHHKBT y4dacTBa,
CHUIMTE Ce MOCTABAT €aMO B MJIHKA MO MO3HIHATA ¢ HAM-MaJbK MOpeIeH HOMep, KaTo TOBa
0OCTOSTENCTBO C€ OTOENA3BA B CIIMCHKA Ha IOKYMEHTHUTE, ChBPIKAlll Ce B MJIMKOBETE HA OCTAHAIMTE
TO3HIUH.

. C [ONBIHUTENHO MpeACTABEHHMTE NOKYMEHTH 3a 00ocobeHa mosuius Ne 2, yJaCTHHKBT €
npecTaBun camocrtostened [lmnk Ne 19JJokymeHTn 3a nmoadop™ 3a obocobeHa MO3MLUs Ne 2, B
KOiTO ce chabpka CIHCBHK Ha JIOKYMEHTHTe, MpuioxeHd B ITmuk 1°JlokymenTtn 3a mon6op™ 3a
o60cobena mosumust Ne 2. KommcusaTta xoHcrtatupa, ve B Ilmmk Ne 1%JlokymenTtu 3a moxbop™ 3a
060cobeHa no3unus Ne 2, He ca MPUIIOKEHH MOCOUYEHHTE, KATO HErOBO ChAbPXKAHHE JOKYMEHTH, C
orfell, Ha KoeTo odepTaTa Ha yyacTHHKa He ChOTBETCTBA Ha MMIIEPATHBHOTO YCJIOBME Ha W57,
an.2, BbB Bpb3ka ¢ an. 3 or 30Il mo obocobeHa nosuums Ne 2 W KOMHCHATA Mpejiara Ha
BB3JIOWUTENS, CHIIUS Aa ObJe OTCTpaHeH OT MMOHATATBUIHO YYacTHE B MpOoLEeAypaTa Ha OCHOBAaHHE
ui. 69,an.1, 1. 4 o1 3011, 3a obocobeHaTa No3HLIHA.

. C JOUBJIHHTENHO MPEACTABEHHTE IOKYMEHTH 3a 00ocobeHa mo3uuus Ne 3, y4aCTHHKBT €
MpeAcTaBuil caMlocrosneneH [k No 1%JIokymenTH 3a moadop* 3a obocobena mosuuus Ne 3, B
KOITO ce chabpsia H3Bieyenue oT Crinebka o 4. 1, 1. 1, 6yksa ,,6% ot Hapenbara 3a ycnopusita u
pena 3a ChCTaBsHE HA CIMCHK Ha MEAMLMHCKHMTE M3/IeNus 1o wi. 30a ot 3MH u 3a onpejensHe Ha
CTOMHOCTTA, 10 KOSTO Te ce 3ammamar /Hapen6ara/ 3a ciensoro meauuuucko usaenue: HCV 4.0
Antibody Enzygnost — RGT, onakoska ot 960 6p. ¢ katanosxkeH Ne 10469515/0OPIHO7. Ot odepraTa
Ha y4aCTHHKA € BUAHO, 4e TOH odepupa, Apyro MEAUIIHHCKO U3NENHNE, 8 UMEHHO: HCV 4.0 Antibody
Enzygnost — RGT, onakoska ot 192 6p. ¢ xartanoxen Ne 10469515/OPIHO03. C ornex, Ha KOETO
[peNCTaBeHUs OT yYacTHHKA JAOKYMEHT HE OTTOBaps Ha MOCTaBEHHTE OT BB3JOKHUTEN yCIOBUA u
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KOMHCHATA TIpeljiara Ha BB3JIOXKHTENS, ChlMsA 1a Objie OTCTpaHEH OT IIOHATATBIIHO Y4acTHE B
npolueaypara Ha ocHoBaHue wi. 69.ai.1, 1. 3 o1 3011, 3a Tazu obocobena no3uuus.

. C [OMBIHUTENHO IPEICTABEHUTE JOKYMEHTH 32 060c06eHH Mo3uiuu Ne 7 u 8, yUaCTHUKBT €
npexncrasui camocTosTesneH [Tk Ne 1¥]/loxymenTH 3a noadop™ 3a KOMIUIEKCHUTE MO3ULIHH, B KOHTO
ce chABpXka u3BaedeHre oT Cnuckka no 4. 1, 1. 1, 6ykBa ,,6° ot Hapenbara 3a ycioBusTa ¥ pena 3a
ChbCTaBsiHE Ha CHPICLK Ha MeOuIUHCKUTe H3genus no wi. 30a or 3MU u 3a onpenensHe Ha
cToifHOCTTa, 0 KOSTO Te ce samnamar /Hapenbata/ 3a cnennoTo MeauuuHcko usgenue: HBS
Antibody 6.0 Enzygnost — RGT, omakoBka ot 960 6p. ¢ karanoxen Ne 10446017/OPFMO05. Ot
odeprara Ha yyacTHHKA € BHIHO, ue ToH odepHpa, APYro MeAHLUMHCKO U3lenue, a uMeHHO: HBS
Antibody 6.0 Enzygnost — RGT, onakoBka ot 192 6p. ¢ karanoxen Ne 10446017/OPIHO3. C ornen,
Ha KOeTo npeHCTajseHHﬂ OT y4aCTHMKa NOKYMEHT HE OTroBaps Ha MOCTaBEHUTE OT BB3IOXKHTENA
YCJIOBHS ¥ KOMHCHsTa Tpejjiara Ha BB3NOKMTENs, ChLUHA 1a Obje OTCTpaHEH OT MOHATATBHIUHO
yuacTHe B [polieypara Ha ocHoBaHue 4iI. 69.an.1, T. 3 ot 3011, 3a Tazu 0b6ocobeHa nosuIms.

o C IOUBJIHATENHO IPEICTABEHHTE TOKYMEHTH 3a 060cobenH nosuuuu Ne 9 u 10, y9aCTHHKBT
e npeacTapui camoctostene [k Ne 1“IJokyMeHTH 3a nondop™ 3a o6ocobenu mosuuuu Ne 9 u 10,
B KOHTO ce chabpka CIHCHK Ha JOKYMEHTHTe, npuioxeHH B Ilmuk 1¥/lokyMenTH 3a noabop™ 3a
o0bocobeHHu no3nuﬁn No 9 u 10. Komucusra xonctarupa, 4e B [Tnnk Ne 1%/JokymMeHTH 3a nonbop* 3a
o6ocobenn mosuumu Ne 9 u 10, He e mpuyioxkeHa CE-nexnapauus 3a CbOTBETCTBHE H3J@JACHa OT
NMPOM3BOAMTENS, KOSTO € MOCOYEHa, Kato HEroBO ChIbpKaHHME, C OrJiel, Ha KOeTo odeprara Ha
YYacTHMKA HE ChOTBETCTBA HA MMIIEPATHBHOTO YCIOBHE Ha 4i1.57, an.2, BbB Bpb3Ka ¢ ail. 3 ot 3011
no obocobena moszuums Ne 9 u 10 U KOMHCHATA Npeasiara Ha Bb3JIOXKHTENS, ChLIMS a Obae
OTCTpaHEH OT IOHATATBIIHO y4acTHe B Mpoieaypara Ha ocHoBaHMe ui. 69.an.l, T. 4 ot 30Il, 3a
obocobeHaTa No3uLIUs.

. C JIOUBJIHATENHO TpENCTaBeHHTE NOKYMEHTH 3a 00ocobeHu nosuuuu Ne 34, 35 u 36,
YYaCTHHKBT € mOpenctaBun camocrtostener [lnuk Ne 1°/JoxymenTd 3a nombop” 3a obocoberu
nosuuun Ne 34, 35 u 36, B Koiito ce chabpka CIHCBK HA AOKYMEHTHTE, MpUiIOKeHH B Ilnnk
1“JlokyMeHTH 3a moabop™ 3a o6ocobenun nozunmmu Ne 34, 35 u 36. Komucusita KOHCTaTHpa, 4e B
Tlnuk Ne 1%[JokymenTH 3a noadop™ 3a o6ocobenn mosuunn Ne 34, 35 u 36, ne ¢ npunoxeHa CE-
JeKnapalys 3a ChOTBETCTBHE H3/afeHa OT NPOM3BOAMTEINS, KOSATO € IOCOYEHA, KaTo HEroBO
ChOBPKAHHE, C OITe, Ha KOeTo oQeprata Ha Y4YaCTHHKAa HE CHOTBETCTBA HA MMIEPATHBHOTO
YCJIOBHE Ha qn.SZ, an.2, BeB Bph3ka ¢ ai. 3 ot 30I1 no obocobena mosumust Ne 34, 35 u 36 u
KOMHCHSTA MNpelara Ha BB3JIOXKHTENs, CbLIMs Aa ObJe OTCTPAaHEH OT MOHATaTBhIIHO y4aCTHE B
npoleaypara Ha ocHoanue ui. 69,a1.1, T. 4 o1 30I1, 3a o6ocobeHaTa MO3ULHSL.

I11. Pazriexnane Ha TexHnuecKHTe NpPeLI0KeHHs HA 3AKPHTH 3aceaanus ot 19.07.2015
r. 10 21.07.2015 r.

Cilel W3BbpIIBAHE HA TOpHHMTE JEHCTBHS, KOMHCHSTA NPOXBIKM CBOATA pabora ¢
" pasriiexaaHe Ha TeXHUYECKHTE MPEUIOKEHHE 110 000COOEHH MTO3UIIUH, TIPEACTABEHHU B ILTHK Ne 2.

1. Pa3r.ne9w]aﬂe HA TeXHHYeCKHTe MpeNaoKeHus Mo obocobenn mosuumu NeNe 2, 3, 11, 12,
13, 14,15,17,18 u 19 or ,JAHC ®APMA* EOOI[

KomucusiTa KOHCTATHPA CJIe1HOTO:

[lpescTaBeHHTE OT YYAaCTHHKA TEXHUYECKH NpeiokeHHs 1o obocobenu mosuuuu NeNe 2, 3,
11,12, 13, 14, 15; 17, 18 1 19 oTroBapsaT Ha IIOCTaBEHHTE OT BB310XKUTEIIs H3HCKBAHHUS. B xozxa nHa
H3BbpIEHaTa OT KOMHCHATa TIpoBepKa He OsXa YCTAHOBEHH JIMIICBAllM JOKYMEHTH HIIH
HECHOTBETCTBHS C MOCTABEHUTE OT BB3I0XHTEN H3HCKBAHUS 3a U3ITBJIHEHHE Ha MOpPBYKATa, ¢ Orjiel
Ha KOETO yqaCTHI/iKLT ce JIOMycKa 0 OTBapsHE Ha LIEHOBUTE MPEATOXKEHUs 10 000COOCHH MO3ULKHU
NeNe 2,3,11,12,13,14,15,17,18 u 19.

2. PasriexxaiaHe Ha TEXHHYECKOTO npezmomemle no o6ocodena nozuuus Ne 15 or ,,APKO
KOMITIAHU* EOOJ{




KoMHCHSITA KOHCTaTHPA CJIEAHOTO:

HpCIICTaBeHOTO OT y4YacTHHKA TEXHHUYECKO MpeJIOKEHHE OTroBaps Ha NOCTaBeHHTE OT
Bu3noxurens I/IBHCKBaHHﬂ B xona Ha u3BBbplICHATa OT KOMHCHATA NPOBEpKa He 0siXxa yCTAaHOBEHH
JIATICBAIH JOKYMEHTH HJIH HECBOTBETCTBHS C IOCTABEHHMTE OT BB3N0XHUTens H3MCKBaHHA 3a
H3MIbJIHEHHE Ha MOpBhUKaTa, C OTJie[ Ha KOETO YYacTHHUKBT C€ JIOMYCKa J0 OTBApsHE Ha LIEHOBOTO
npeiokeHue no obocodena nozuuus Ne 15

3. PasrnesknaHe Ha TeXHUYeCKHTe TMNpeNIoKeHHA N0 000co0eHH mno3HUHH 000C00€eHH
nosuuuu NeNe 1, 3,5, 6,7,8,9, 10, 17, 18, 19, 37, 38, 39, 42, 43, 44, 45, 46, 47 n 48 ot EJITA
90M 00

KoMHCHSITA KOHCTATHPA CJIEIHOTO:

IpencTaBenuTe OT yYaCTHHKA TEXHHYECKH IPEUIONKEHHs 10 06ocobenn nosuuuu NeNe 1, 3,
56,7,8,9, 10, 17, 18, 19, 37, 38, 39, 42, 43, 44, 45, 46, 47 n 48 0TroBapsAT Ha [OCTABEHHTE OT
Bo3noxutens u3uckBaHus. B xoxa Ha M3BbplieHaTa OT KOMHCHATA [IPOBEPKaA HE OdXa YCTAHOBEHH
JIMIICBALIM JOKYMEHTH WM HEChOTBETCTBHS C IIOCTABEHUTE OT BB3JIOKHMTENS H3HUCKBAHUA 3a
U3MBIHEHUE HA TMOPBYKATA, C OMJIE] Ha KOETO YYaCTHHKBT Ce JOMyCKa IO OTBApAHE Ha LEHOBUTE
OpEe/UIOKEHHS 0 06OC06€HH nosunnu NeNe 1, 3, 5,6, 7,8, 9, 10, 17, 18, 19, 37, 38, 39, 42, 43, 44,
45, 46, 47 u 48.

4. Pa3sriexnaHe Ha TeXHHYECKOTO npemiokeHHe mo obocodena nosuuua Ne 14 or JIAb
JUATHOCTHUKA OO/,

KoMHCHATA KOHCTATHPA CJIEAHOTO:
[IpencTaBEeHOTO OT y4YaCTHMKA TEXHAYECKO IPEANOXEHHe OTroBaps Ha MOCTABEHHTE OT
Bb3noxuTens u3MCKBaHus. B Xoaa Ha W3BBpLIEHATa OT KOMHCHSTA ITPOBEPKA He OsXa YCTAHOBEHH
JIMTCBAIY JOKYMEHTH WM HECHOTBETCTBHS C IIOCTABEHHTE OT Bb3jioxuTesns HM3UCKBaHUA 3a
M3Mb/IHEHHE HA MOPBYKATa, C OIJie]l Ha KOETO Y4aCTHHKBT Ce JONYyCKa [0 OTBapsHe Ha LIEHOBOTO
MpEAIOKEHHE 110 o6ocobena nozuuus Ne 14

5. PairjexaaHe Ha TeXHHYECKHTE NPeI0/KeHHS 10 060cobenu mozuuny ot 20 no 31
or ,JUAME]Jl“ OO

KoMHcHATA KOHCTATHPA CJIAEAHOTO:

[IpeAcTaBéHUTE OT YYaCTHHKA TEXHHUECKH MPEUIOKEHHS 10 060codenu nosuuuy ot 20 1o
31 OTroBapaT Ha NOCTABEHUTE OT BB3N0XKHUTENs U3UCKBAaHUA. B XoNa Ha u3BbplUeHaTa OT KOMHCHATA
npoBepKa He 0sixa YCTaHOBEHH JMIICBALIM NOKYMEHTH MW HECHOTBETCTBHS C MNOCTABEHHTE OT
Bb310KHTENS H3UCKBAHKS 33 M3ITbJIHEHHE HA MOPbhYKATa, C OrJled Ha KOETO YYaCTHUKBT Ce AOMyCKa
JIO OTBapsiHE HA LLlEHOBHTE MpEANOXKeHUs 1o 06ocobenu no3uuuu ot 20 no 31.

6. Pasriesxiane Ha TeXHHYECKHTe MpeIo/KeHHs! 110 obocobenn mozuuuu NeNe 34, 35 u 36
o1 ,AHTHUCEJ BbJITCAPUSI“ OO/,

KomMucHATA KOHCTATHPA CJIEAHOTO:

IpencTaBeHHTE OT y4acTHHKA TEXHHUYECKH MpeanokeHus mo obocobenn nosuimun NeNe 34,
35 u 36 oTroBapaT Ha MOCTaBEHHTE OT BB3nmoxuTens M3HCKBaHWA. B Xolda Ha M3BbpilleHaTa OT
KOMHCHSATA IpOBEpKAa He OfXa yCTAHOBEHW JIHIICBAIIM JOKYMEHTH MM HECHOTBETCTBHA C
NOCTAaBEHUTE OT BB3JI0XKHTENS H3WCKBAHHS 3a W3MBJHEHHE Ha NOpbYKaTa, C OFJIEA Ha KOETO
YYaCTHHUKBT CE JOTYCKa 0 OTBAapsHE Ha LICHOBUTE TPEUIOKEHHS [0 000COOCHH MO3HLIHMU NoeNe 34,

35 u 36.

7. Pasriexaane Ha TeXHHYECKHTE MPEAIOKECHHS 1O 060cobenu noszumuu Nel; NeNeS u 6;
Nel5; NeNel7,18 u 19 o1 ,,MAPBEHA* OO/,




KoMHCHSITA KOHCTATHPA CJIEHOTO:

Hpencraseyime OT YYaCTHHKA TEXHHYECKH IpejiIoKeHus o o6ocobenn no3uuuu Nel; NeNe5
U 6; Nel5; NoNel7,18 u 19, oTroBapsaT Ha mocTaBeHHTe OT Bb3noxwurens u3MckBaHusi. B xona Ha
U3BbpIICHATA OT . KOMHCHSITA NpOBepka He OsXa YCTAHOBEHHM JIMIICBAUIM JOKYMEHTH HIIH
HECBOTBETCTBHS € MOCTABEHUTE OT BB310KUTENS H3UCKBAHHKS 32 H3ITbJIHEHHE Ha IMOPBYKATA, C OrJIe]

Ha KOETO YYAaCTHHKBT C€ JIOMycka JI0 OTBapsHE HA [EHOBHTE MpPEeI0XKEeHHS 0 000COOEHU MO3ULIMH
Nol; NeNe5 u 6; Nol5; NeNel7,18 u 19.

IV. Ily6auuHo 3aceqaHue 3a OTBapsiHe HA LIEHOBH MPeNI0KeHH A

Ha 29.07.2015 . ot 11:00 yaca ce npoBejie OTKPHTO 3aceflaHne Ha KOMHCHS, Che 3amoBes Ne
P/1-11-233/13.05.2015 r. ( u3m. cbc 3amoen Ne PJI-11-286/25.06.2015 r.) Ha MHMHHCTBpPa Ha
3[paBeoIIa3BaHETO, 1a MpoBele OOLECTBeHa NMOPBbUYKa ¢ NpeaMET: ,,JIocTaBKa Ha IMAarHOCTHKYMH H
xoHcymatuBu 3a CIIMH, supycnu xenatutd B u C, cubunuc ¥ Apyrn cekCyajHO IpeaBaHK
UHQEKUHH 110 HaImOHanHaTa mporpamMa 3a NnpeBeHIuss U KOHTposa Ha XVIB u ceKcyanHo npe/laBaHy
HHQEKLHH B Peny6nm<a Boirapus 2008-2015 r. 3a Hy)IHTe Ha CTpaHaTa Npe3 2015 r.”, BkirOYBaLla
48 camoctosaTenHo obocobenn nosuuuH. OblLiecTBeHaTa MopbiKa € OTKPHTA ¢ PemeHne Ne PJI-11-
178/27.03.2015 r. Ha MUHHCTBHpPA Ha 3PABEONA3BAHETO.

I. CueTaB Ha KoMHCHATA:

IIpencenaren:

AnTtoH [NocrionuHoB, HavanHuk otnen ,,OIT, ,[IHpeI\L[I/ISI ,HPOII3;

UneHoBe:

1. Bans MuTkoBa, riaseH ekcrepT B otaen ,,OI1%, nupexmus ,,HPOII3™;

2. UBo Snues, rnased ekcrept B otaen ,,OI1%, aupexkuns ,,HPOIT3”;

3. m-p Mapus 3amdupoBa, abpxaBeH ekcrmept B aupexkuus ,,MJIIIY, excnept ¢

npogecHoHaTHa KOMIIETEHTHOCT;
4. n-p Mapus Tiopekunesa, rmaBeH excrnept B aupexuus MY, excmepr ¢
NMpoeCUOHATHA KOMIETEHTHOCT, pe3epBeH WIEH Ha KOMHCHATA Ha MACTOTO Ha PENOBHHUA
yjeH Ha KoMucusta Bepa ['eoprueBa, KOsTO € B NPOABIDKABalll OTIYCK 32 BpeMEHHa
HETPYIOCTIOCOBHOCT.
llopanu mon3BaHe Ha IUIATCH TONMILIEH OTNYCK, PEAOBHMS “IEH Ha KOMHMCHSATA PymsHa
CraBpesa, ny6an0To oTBapsHe Ha oepTHTe NPUCHCTBA pe3epBHHUS uneH Bang Mutkosa. Ilpenn
3anoysaHe Ha pafoTarta B npoueaypara Bans MuTKOBa MOANHKca AeKiapauus no 4i. 35, ail. 3 oT
3011 '
Ha ny6nuunarta 4acT Ha 3ace[laHHeTO Ha KOMHCHsTA, Ha OCHOBaHHE 4il. 69a, ai. 3 ot 30I1,
NpUCHCTBAXA:
JInna llspbanosa- praBI/ITeJI na MAPBEHA OO/J;
Unusin ApHaV,HOB — ynpasuten Ha APKO KOMITAHU EOOJ;
XpucTo XpHCTOB - yI'BIHOMOLLEH NPEJICTABATEN Ha EJITA 90M EOOJ]
EnucaBera LIy6pHeBa Bupaanosa- ynbiaHomotieH npeacrasuten Ha JAHC ®APMA EOO/;
[ongue Mmamosa- ynsaroMoileH npeactasurten Ha JUAME] OO/
[Tetko Kpbetes — ['amunop bwenrapus OO/]
Teopru Mapuuos - ynbaHomomen npencrasuten Ha AHTUCEJI BBJITAPUA OO

CHI/ICBKLT Ha NPUCHCTBALINTE € HepaszieliHa 4acT oT HacTosmus [Ipotokor.

Cnen nermnMaum Ha MIPUCHCTBALIMTE KOMHCHSITa MPOABIIKH CBOATA paboTa ¢ OTBapsiHe Ha
1ieHoBMTE Od)epTH HA YYaCTHHULHUTE, YHHTO OQEPTH OTroBapsT Ha M3HCKBAHMATA HA BB3JOKUTEIS U
OMOBECTSBAHE HA MpeNaraHuTe LEHH Ce U3BBPLIM ChOOPA3HO pena Ha MOCThNBAHE Ha OdepTHTE 3a
yUacTHeE: '
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16., 6e3 exn. JJAC pes exa. JAC

3 |P ég e




2 (TecToBe 3a excripecHa aMarHocTuka Ha HIV -I/HIV-2 AT 2,1606 129 636,00
3 (TecToBe 3a mbpBHYHA AHarHoctuka - EJIM3A At 1,4092 39 457,60
11 Tokconnasmosa IgM 3,8886 1119,92
12 Toxconazmo3sa 1gG 3,1935 919,73
13 Toxconnézmoza IgA 3,3239 957,28
14 TecToBe 3a nnarHoctuxa Ha Cudunuc / TIIXA / 0,4919 15 740,80
15 TecToBe 3a nnarHoctuka Ha Cudunuc EJIM3A 1gM / 1gG 0,7309 21 927,00
17 [Xnamuaus Tpaxomatnc IgM 961 2,5001 6 000,24
18 Xnamuaus tpaxomatuc IgA 96T 2,5299 3 157,32
19  [Xnamunus tpaxomatuc [gG 96t 2,1048 5051,52
O6u1a KOMIUIeKCHa LeHa 3a nosvuud Ne 17, 18 u 19 14209,08
MNPEIJIATAHA HEﬁA OT ®UPMA ,,APKO KOMITIAHH” EOO/JL
[[Tozunusn Hau.zneH‘oeaHue HAa no3uyuama \Eounuuna yena e |Oowa yena 6 6.
6., oe3 exa. JIJIC \oes3 exa. IJC
15 TeCTose‘3a auarHoctuka Ha Cudunuc EJIU3A 1gM / 1gG 0,5890 17 670,00
MPEJJIATAHA IIEHA OT ®UPMA ,,EJITA 90 M” OO
Hozuuun Haumenosanue na no3uquama \Eounuuna yena 6 Qbuqa yena 6 1e.
16., 6e3 exa. JJAC ve3 exa. JJC

| E?i/T_OlBi ﬁlzlli;z)e-nzﬁAnTnamocmxa Ha CITMH EJIU3A / ' 0,7985 55 895,00
3 ‘TecToBe 3a MbpBUYHA NUarHocTHka - EJIM3A AT 0,7850 21 980,00,
5 ;Fae:gli/é 32 KOJIMUECTBEHO ONpelleNisHe Ha BUPYCEH TOBAp, 125,0000 18 000,00
6 IKoHcymaTHBM 3a paboTa 1o no3uums 5 18,0000 2 592,00
O6111a KOMIJIEKCHA LeHa 3a no3uuuu Ne S u 6 20 592,00

7 Tglc;;ifg /32_1 E;ﬁ;,:m JMarHoCTHKa Ha xenatut B 0,7295 25 532,50
8 Tectose 3a NOTBbLPAMTENHA AMarHocTuka Ha HBsAg 4,2500 637,50
O611a KOMIUIEKCHA LieHa 3a No3HuMu Ne 7 1 8 26 170,00

9 ;Faecgglif 33 KOJIMUECTBEHO OMpejieNisHe Ha BUPYCEH TOBap 220,0000 31 680,00
10 KoncyMaTan 3a paboTa no no3uuus 9 27,0000 3 888,00
O6u1a KOMIJIEKCHA LieHa 3a no3uunu Ne 9 u 10 35 568,00

17  [Xnamuaus Tpaxomaruc IgM 96T 1,8000 4320,00
18 [Xnamuausa Tpaxomatuc IgA 96T 1,9000: 2371,20
19  [Xnamuaus tpaxomaruc. 1gG 96T 1,8000 4320,00




O611a koMnieKcHa LieHa 3a no3uuuu Ne 17, 18 u 19 11011,20
37 LeCTOBf 3a NOTBbPAHTENHA AMarHocTuka Ha XMB - $5.0000 187000,00
MyHOOIOT
38  [TectoBe 3a onpeaensHe Ha p-24 antureH - EJIM3A 8,6000 3302,40
39 Habop 3a‘l'lOTB'bp)K,[16HHe Ha MOJIOKUTENHH 3a pP-24 Ar 17,5000 1750,00
OOL1ia KoMnieKkcHa LeHa 3a nosvuuu Ne 38 u 39 5 052,40
1 Tectose 3a HIV reHoTunupane 3a onpenensHe Ha 690,0000 198720,00
[PE3UCTEHTOCT KbM aHTUPETPYBHPYCHH Mpenapartu ‘
43 Z(;Hcymawsn U NOMBbJIHUTENHH PEaKTUBU MO NO3ULHUS 535.,0000 154080,00
44 EﬂpyBeTlfM 3a 3aMpassBaHe ¢ BUHT -2 ml 3a paboTa no 10,5000 500,00
no3uuus ‘42
O611a KOMIUIEKCHA LieHa 3a Mo3HUHH Ne 42, 43 1 44 353 300,00
45 TecToBe 3a TPONMM3BM UYpe3 reHOTUNHPaHE (NpH Tepanus 690,0000 33120,00
c_MapaBunpok)
46 i(soncymamsn Y JIOMbJAHUTENIHH PEAKTHBH MO NO3HLMA 535.0000 25680,00
O6wa KoMIuleKcHa LieHa 3a rnosvuuu Ne 45 1 46 58 800,00
TecToBe 3a reHoTHNKpaHe (YCTaHOBABaHE Ha
47  |pe3UCTEHTHOCT KbM MHTErpa3HU aHTHPETPOBHPYCHH 690,0000 33120,00
npenapaT)
48 }f;)l—lcymameu W JIOMBJAHUTENHHA PEAKTHBH MO NO3KHLMA 535,0000 25680,00
O6La KoMIlekcHa ueHa 3a riozuunu Ne 47 u 48 58 800,00
IMPEAJIATAHA IIEHA OT ®UPMA JIAB JUATHOCTHKA OO/
To3unyua Haumehosanue na nozuyuama Fournuuna uena e |Odwa yena g ae.
ne., 6e3 exa. JJAC \pe3 exa. JAC
14 [Tectose 3a auarnoctrka Ha Cudunuc / TIIXA / 0,3150 10080,00
MPEJJIATAHA HHEHA OT ®HUPMA ,, JUAMEJ” OO/]
HHozuyun |Haumenoearnue na nozuyuama \Eounuuna yerna 6 \Odwa yena 6 1e.
8., oe3 exa. JJJC oe3 exn. JC
TecT 3a aBTOMaTHYHO (JIOYLUMTOMETPHYHO ONpEAeaaHe
20 Ha a6c9momu;1 6poit Ha CD4+CD3+ u CD8 +CD3+ 27.8956 78107.68
NMMGOLMTH B €1Ha eNnpyBETKa C Lsijla KPbB 10
kombHHauusaTa ot Mapkepure CD4/CD8/CD3/CD45
TecT 3a aBTOMaTHUHO (PIOYLIHTOMETPHYHO OMpeiesHe
21 Ha abcontotHust 6poit Ha CD4+CD3+ numdounTr B 19,0540 10479,70
ellHa enpyBeTKa C Lsjia KpbB N0 KOMOUHALMATA OT
mapkepute CD4/CD3/CDA45
TecT 3a aBTOMAaTHUHO(IIOYLUMTOMETPHUIHO ONpeaensiHe
5y [Ha abcontotHus 6poit Ha CD8 +CD3+ numbpounTn B 19,0540 10479,70
€/lHa enpyBeTKa C Lsla KpbB N0 KOMOHWHALMATA OT
mapkepute CD8/CD3/CD45
23 Jlnsupatil 1 uUKCHpaLl pasTBop 3a npobu oT LAna KpbB 3.9753 3975.30
0e3 NpoMHBaHe B MJI
24 Enpyserku 3a pnoyuuromeTsp 12 X 75 mm 0,1967 1770,30




25 PaboTeH pa3TBop 3a GAOYLHUTOMETPH B 3,5125 1967.00
26 lMoumncTaaLy paf’;TBOp 3a QAOYUHTOMETDP, ChAbpIKaLLl 14,0500 702,50
HAaTPHEB XHITOXJIOPHT W HATPHEBA OCHOBA B JI
IMouncTBaLl pa3TBOp 32 (HNOYLUTOMETBP, ChAbPIKALL
27 KanueB Xiopui, 1MbazuueH Kanues ¢ocar U HaTpueB 14,0500 140,50
@31 B 1
28 Pa3TBOp 3a cniMpaxe Ha GIIOYLUMTOMETBP B J1 14,0500 1264,50
29 CTaHaapT 3a KaUeCTBEH KOHTPOJ Ha H3MEPBAHETO Ha 13.2510 397,53
HMCbK, CpeleH 1 BUCOK abcomtoTeH Opoi kneTku
30 Kanu6pajop 3a aBTOMaTH4YHO KanubpupaHe Ha 31,9500] - 559125
daoyuuTomeTbp - 7 duiyopecueHLKH
3] Kanubparop 3a aBchmaTuqu kanubpupaHe Ha 15,5584 2333.76
droyuuTomMeTbp - 3 GulyopecLeHLIHH
O611a KoMNJIeKcHa LieHa 3a no3uuru oT Ne 20 mo Ne 31 117 209,72
IIPEJJIATAHA IEHA OT ®UPMA ,,AHTUCEJI BBJIT'APUA“ OO/
Hozuyun Hauvernosanue na nozuyuama Eounuuna yena ¢ Qowa yena 8 1e.
n8., 6ez exa. JJJC bes3 sxn. J[C
34  [TectoBe 3a onpenensive Ha BUpyceH ToBap Ha HIV * 49,9000 . 13 8921,60
35 KoncymaTueu 3a pabora no no3uuus 34. 9.0200 25 111,68
36 EnpyseTku 3a 3aMpassBaHe ¢ BUHT -2 ml 3a pabora no 0,5980 3 588,00
nosuuus 34
O6Lwa KoMIulekcHa LieHa 3a rno3vuuy oT Ne 34, 35 1 36 167 621,28
MPEJJIAT AHA IIEHA OT ®UPMA ,,MAPBEHA“ O0O]
ITozunun Haumenosanue na nozuyuama \Founuuna yena 6 \0duia yena 6 18.
‘ 8., oez exa. JJAC ive3 exa. JC
Tectose 3a nbpuuHa auartocTuka Ha CITHMH EJIM3A /
1 HIV-1 & HIV-2 ~AF/AT 2,1286 14 9002,00;
s TectoBe 3a KOJIMYECTBEHO ONpEENAHE HA BUPYCEH TOBap 150,0000) 21 600,00
za HCV
6 IKoHcymaTHBH 3a paboTa no no3uums 5 38,0000 5472,00
O6u1a KOMIUIEKCHA LieHa 3a MO3HLMH OT Ne 5 U 6 27 072,00
15 TecTose 3a auarHoctka Ha Cudunuc EJIM3A 1gM / 1gG - 2,8330 84 990,00
17 X namuaus Tpaxomatuc lgM 96T 3,9725 9 534,00,
18  [Xnamuaus Tpaxomatuc IgA 96T 4.4428 5 544,61
19  [Xnamuaus tpaxomatuc 1gG 96T 3,9725 9 534,00
O6u1a KOMIUIEKCHA LieHa 3a no3duun Ne 17, 18 1 19 24 612,61

lenoBHTE MpeiokeHUs OgXa MOJANHUCAHH OT M0 €MH NMPEACTABUTE]T Ha IPHCHCTBALIMTE YUACTHHLIH.
Cren MU3BBPLIBAHE HA TOPHHUTE JEHCTBHS NMpeaceaaTeNsT Ha KOMHUCHATA 3aKpH MyOiiM4HaTa 4acT Ha
3aceaHHeTO ¥ KOMHCHATA MPOABIIKH CBOATa paboTa MpH 3aKPUTH BPaTH.

VI. IlpoBepka Ha CHLOTBETCTBHETO HA LEHOBHTE MNpEIOKEHHUS ¢ H3HCKBAHHATA HA
Bb3/10KHTes1 OT 3aKPHTH 3acelaHus nposenedn Ha 30.07. m 31.07.2015 r., 3akpurure
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3acellaHHsl ce NPOBeN0Xa OT KOMHCHATA B ChCTaBa Y4acTBAJ Ha NyGJMYHOTO 3acelaHMe Ha
oTBapsiHe Ha LEHOBHTE IPeNI0KEHHU .

Cnen u3BBpUIBAHE HA FOPHUTE ACHCTBUS, KOMHCHATA 3aKpd MyONMYHATA 4yacT OT 3aCENAHHUETO U
MPUCTBIH KbM OLIEHKAa Ha LEHOBHTE MNPEANOXEHHS, KaTo H3BBPIIM NpPOBEpPKAa Ha MPEMJIOKEHHTE
LIEHH, ChOOpa3HO TMPOrHo3HUs (PUHAHCOB pecypc OOSBEH OT BB3JOXKHTENS 3a Bcika 000coOeHa
NO3MLHUSA, Bb3 OCHOBA, HA KOETO Oelile KOHCTATHPAHO, Ye MOCOUEHUTE B TabnuLaTa no-10iy opepTH,
Ha/IBHIlIaBaT NPOrHO3HHKS (HHAHCOB pECypc MO MO3HLUMHUTE, KAKTO CJIEABA:

MNPOTHO3HA | OPEPHUPA | CYMA, C

CTOUHOCT |HA 3 KOATO
BE3 JUIC CTOMHO |HAJABUIIIABA
CT IMPOrHO3HUSA

BE3 JJAC |[PECYPC.
Qoocobena nozuyus Ne 1 - Tecmose 3a nvpguuna duaznocmura na CITHH EJTH3A / HIV-1 + HIV-2 - Ao/Am

Odepra Nel5 ot pupma ,, MAPBEHA* OO]] [ 58 800,00| 149 002,00 | 90 202,00
Qbocobena nozuyus Ne 2 - Tecmose 3a excnpecna Ouaznocmura va HIV -1/HIV-2 Am

Odepra Ne 1 ot dpupma ,JJAHC ®APMA ,EOO | 87 000,00 129 636,00 42 636,00
QObocobena nozuyus Ne 3 - Tecnose 3a nvpeuuna ouaznocmura na xenamum C - EJTH34 Am

Odepra Ne 1 ot dupma ,,JJAHC ®APMA® EOOJ] [ 22400,00] 3945760 ] 17 057,60

Obocobena nozuyus Ne 5 — Tecmoge 3a konudecmeeno onpedensne Ha eupycer mosap 3a HCV;
Obocobena nosuyus N 6 — Koncymamueu 3a paboma no nosuyus 3,

Odepra Nel5 ot dupma ,MAPBEHA® OO/] [ 22896,00] 27072,00] 4176,00
Obocobena nozuyus Ne 7 - Tecmoge 3a nopsuuna duaznocmura na xenamum B /HBsAg /- EJIM3A
Obocobena nozuyua No 8 - Tecmose 3a nomgvpoumenna ouaznocmura Ha HBsAg

Odepra Ne 4 ot pupma . EJITA 90M*“ OO/1 l 17 818,75 | 26 170,00 | 8 351,25
Obocodena nosuyusa Nell - Toxconaazmoza IghM

Odepra Ne 1 ot dupma ,,JJAHC DAPMA“ EOO/I } 525,60]  1119,92] 594,32
Obocodena nosuyua Ne 12 - Toxconaazmosa IgG

Odepra Ne | ot pupma ,,JJIAHC DAPMA™ EOOJ] | 525,601 919,73 394,13
Ooocodena nosuyus Ne 13 - Toxconnaszmosa 1gA

Odepra Ne | ot pupma ,,;JAHC DAPMA“ EOO/] | 525,60 957,28 431,68
Obocoodena nosuyua Ne 14 - Tecmose 3a ouaznocmuxa na Cugpuauc / TILXA /

Odepra Ne 1 ot upma ,,JJAHC ®APMA* EOO/] | 10560,00] 15740.80] 5 180,80
Qbocodena nozuyua Ne 15 - Tecmose 3a ouaznocmura na Cupuauc EJTH34 IgM /I1gG

Odepra Ne | or (bana JAHC ©DAPMA® EOO/| 18 900,00 21 927,00 3027,00
Odepra Nel5 ot pupma ,MAPBEHA* OOJI 18 900,00 84 990,00 66 090,00

Ob6ocobena nosuyua Ne 17 - Xnamuous mpaxomamuc IgM no 96m;
Q6ocobena nosuyus Ne 18 - Xnamuous mpaxomamuc 1g4 no 96m;
Qbocobena nosuyus Ne 19 - Xnamuous mpaxomamuc 1gG no 96m;,

Odepra Ne 1 ot pupma ,;JAHC ®APMA“ EOOJ1 9253,44 14 209,08 4 955,64
Odepra Ne 4 ot dupma ,,EJITA 90M* OO 9253,44 11011,2 1757,76
Odepra Nel5 OT;(bupma -MAPBEHA" OO/ 9253,44 24 612,61 15 359,17

OT HampaBeHaTa MPOBEPKa € BHUIHO, Y€ TOPENOCOYEHHUTE MPEUIOKEHHUS HE OTroBapAT Ha
MpeaBapUTEIHO OOSBEHHTE OT BB3JIOKMTENS YCIOBHA, MOpaIM KOETO KOMHCHATA Ipejlara Ha
BB3IOKHATENS OQEPTUTE HAa yYaCTHMUMTE HAJBHIIABALIM [POTHO3HMS (UHAHCOB pecypc jaa Obaat
OTCTpaHeHH OT ydyacTue Ha ocHoBaHHe wi. 69, an.1, 1.3 ot 3011

Cilel] M3BBPIIBAHETO HA FOPHHUTE AEHCTBHS, KOMHCHSTA H3BBPLIH NPOBEPKa, Chr1acHo ui. 70,
an.1 ot 30IT 3a nannuueto Ha 20 % 1o 61ArONPUATHO MPEATOKEHHE U Oelie KOHCTATHPAHO, HE HE
ce YCTaHOBSBA TaKOBA MeXy o()epTUTe AOMYCHATH /IO OLEHKa, NOJaAeHH 110 OTAENHUTE 000COOEHH
MO3HULIUH.

VII. KnacupaHe Ha y4acTHHUMTE OT 3aKPHTH 3aceJanust nposedenu Ha 03.08. u 04.08.2015 r.
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[Ipenn na M3BBLPIUM KIACHPAHETO HA YYACTHHUIHWTE KOMHCHSTA, W3BBPLIM MPOBEPKA 3a
HAJTHYMETO Ha 060COOEHH MO3MUMH, KOMTO Clle[Ba Ad NMPeIoKHU 3a NPeKpaTsABaHe Ha Bb3loxuTes
1 KOHCTaTHpa, Ye:

Ilo o0ocobenu moznumun Ne 4, Ne 16, NeNe 32 u 33 He ca mocThbNHAH 0QepPTH H ChIIHTE
cjiefBa 1a 0bAAT NpeKpaTeHH Ha ocHoBaHue 4139, an.l, 1.1 o1 301I;

ITo o0ocobenn mosunmuu NeNe 40 u 41, HAMa Y4YaCTHHIHM, KOUTO Ja OTroBapfiT Ha
npeABapHTeJIHO 00siBeHHTe YcjoBUA OT Bb3jokuTe s H chimaTa TpadBa 1a Obe NpeKpaTeHa
Ha ocHoBaHMe 4. 39, ai.1, 1.2 o1 3OII.

ITo o60cobenn mo3umuu Ne 2; NeNe 7 u 8;Ne 115 Ne 12; Nel3; NeNe 17,18 u 19, BcHukH
nojaajaeHu odepTH, KOUTO OTrOBAPSAT HA NMpeABAPHTE/IHO 00SIBEHHUTE OT Bb3JI0KUTEISA YCJI0BHUA,
HAABHIIABAT (HHAHCOBHUSI pecype, KOWTO Toil Moke 1aa ocurypu H cjaeaBa aa Obaar
npeKpaTeHH Ha ocHoBaHHe 4. 39, aa. 1, 1. 3 oT 3OIL
Crnen u3BBpILIBaHE HA BCUUKHU FOPEMOCOYEHH ACHCTBUS, KOMUCHUSITA MPHUCTHIIM KbM KJIaCHPAHETO Ha
YYaCTHHUILIMTE, KOMTO OTIOBapAT Ha NMPEABAPUTENHO OOSIBEHUTE OT BB3JIOKUTENS YCIOBHS.

KnacnpaHeTo € KakKTo CJjicaBa

Obocodena Yuacmnuxk Eounuuna yena | Obwa yena ¢ | Knacupan
nozuyus Ne 8 16., 0e3 GKIL. 18, 0e3 6Kl e
24C LAC
Obocobena nozuyus Ne 1 - Tecmose 3a nvpeuuna duazriocmura na CITHH EJIH3A / HIV-1 +~ HIV-2 -
Ae/Am;
1 Ogepra Ne 4 ot q())g);lla »EJITA 90M 0,7985 18.  |55895,00 as. | Iwmsicro
Qbocobena nozuyua Ne 3 - Tecmoge 3a nvpguuna ouazrnocmura wa xenamum C - EJIH3A4 Am;

3 Ogepra Ne 4 ot (glg);[la »EJITA 90M 0,76 aB. 19 000,00 aB. | I mMscTo
Obocobena nozuyus Ne 5 — Tecmoge 3a konuuecmeeno onpedeasne Ha upycen mosap 3a HCV:
Obocobena nosuyus Ne 6 — Koncymamusu 3a paboma no no3uyus J;

KoMniiekcHu ' Oo61a
no3uuuu Ne S Ogepra Ne 4 or gpupma ,EJITA 50 M kommiexkcHa |20 592,00 as. | I mscro
00]
o6 neHa
Qbocobena nozuyusa Ne 9 - Tecmoge 3a koauvecmeeno onpedeisue na gupycen mosap 3a HBV
Qbocobena nozuyusa No 10 - Koncymamusu 3a paboma no nozuyus 9;
KomnnekcHH : v Oo6ma
noszuiuu Ne 9 Ogepra Ne 4 o1 pupma ,EJITA 90 M koMILiekcHa |35 568,00 as. | I mscTo
001
u 10 HeHa
Qbocobena nozuyus Ne 14 - Tecmose 3a ouaenocmura na Cugpuauc / TIHXA /;
Odepra Ne 5 ot pupma ,,JIAb
14 JTHATHOCTHKA OO 0,315 a.. 10 080,00 aB. | I mMacTo
Obocodena nozuyus Ne 15 - Tecmose 3a duacnocmuxa na Cugpuauc EJTH3A4 IgM / 1gG;
Odepra Ne 3 ot pupma ,,APKO
. s .| I
15 KOMITAHH” EOOJI 0,589 a8 17 670,00 aB MSICTO

Qbocobena nozuyus Ne 20

abconomnus  bpot
rkombunayusma om maprepume CD4/CD3/CD45,
Obocobena nozuyus Ne 22 - Tecm 3a agmomMamudHo GLOyYUmMoMempuyHo onpeoensiHe

na CD4+CD3+

aumpoyumu

abcomomuus Opoi
rombunayusma om maprepume CDS/CD3/CD45;
Qbocobena_nosuyus Ne 23

CD8 +CD3+ aumgpoyumu

Hd

npoMuUedHe 6 MUAUIUmMpuU,

8 eO0Ha enpyeemra C yYaid Kpbe

Tecm 3a asmomamuyHo GroyyumomempudHo onpeoensHe Ha
abcomomnus 6poti na CD4+CD3+ u CD8 +CD3+ aumepoyumu 6 eOna enpysemra ¢ yana Kpve
no komounayusma om maprepume CD4/CDSE/CD3/CD45;
Qbocodena nozuyua Ne 21 - Tecm 3a aémomamuyHo dmoyuumowemputmo onpeoensne
6 eOHa enpyeemrd C UYa1d Kpbe

HA
no

HAa
no

- Jluzupawy u uxcupawy pazmeop 3a npodu om yara Kpwve bes
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Obocobena nozuius Ne 24 - Enpyeemxu 3a gpnoyyumomemuvp 12 x 735 6 munumempa;

Qbocodena nosuyus Ne 25 - Pabomen pasmeop 3a (])Jzoyz/unw.n«tempu 8 AUmpu;

Obocobdena nozuyua Ne 26 - Iouucmeawy pazmeop 3a  (paoyyumomemvp, CoObpICAUf HAMPUES
| xunoxaopum u nampuega ocHoga 6 1UMpu;

Qbocobena nosuyua Ne 27 - [lowucmeawy pasmeop 3a groyyumomemvp, coOvposcay Kaiues
X10puo0, oubazuden kanueg pocgham u Hampueg aud @ 1Umpu;

Obocobena nosuyua Ne 28 - Pazmeop 3a cnupare na ghroyyumoxemvp 6 numpu,

Qbocodena nosuyus Ne 29 - Cmanoapm 3a Kavecmeen KOHMPON HA USMEPEAHEMO HA HUCHK,
cpeden u 6UCOK abcoiomeH Opoll Kiemxu,

Qbocobena nosuyus Ne 30 - Kanubpamop 3a agmomamuyno kanubpupane Ha Garoyyumomemuvp -
7 ¢hnyopecyenyuu,

Obocobdena nosuyusa Ne 31 - Karubpamop 3a asmomamuyno karuopupane Ha @Groyyumomemvp -
3 payopecyenyuu;

KomnnexkcHu Oo6ma
Odepra Ne 12 ot pupma ,, JUAME JI*
MO3HUHH OT (bep Oq;)lll)l »lL A rKommiekcua |117 209,72 ns.| 1 msacrto
Ne20 po Ne31 HeHa
Obocobena nozuyus Ne 34 - Tecmoege 3a onpedensne na supveen moeap va HIV:
Obocoderna nozuyus Ne 35- Koucymamueu 3a padboma no nozuyus 34
Obocobena nozuyus Ne 36 — Enpveemxu 3a 3avpazasane ¢ sunm- 2 ma 3a paboma no nosuyus 34
KomniekcHn | O61ma
Odepra Ne 13 ot pupma AnTHCEN "
no3HUHH Ne Buarapus OO kommjekcHa (167 621,28 nB.] I msucro
34,35 1 36 p ena
Obocobena nozuyus Ne 37 - Tecmoge 3a nomevpoumenna ouaznocmuxa wa XHB - Haynobrom
37 Odepra Ne 4 ot dupma ,,EJITA 90 M” -
(ep bupma 85,00 1. 187 000,00 15.| T mscTo
00/
Qoocodena nozuyua Ne 38 - Tecmoge 3a onpeoeisne na p-24 anmueen — EJIM3A;
Obocodena nozuyusa Ne 39 — Habop 3a nomevpacoenue nHa noaodcumentu 3a p-24 Ae;
Komnaekcun Oo6ma
‘ Odepra Ne 4 o1 pupma ,EJITA 90 M” e
no3uuHu Ne : KOMILJIEKCHA 5052,40 aB. | Imacro
00/
38 39 neHa

Obocobena nosiyus Ne 42 - Tecmose 3a HIV 2enomunupare 3a onpedeisine Ha pe3ucmeHmocn KoM
AHMUPempysuUpyCHU npenapanu

Obocobdena nozuyua No 43 - Koncymamusu u OOnvbiHumen Huy peaxmugu no nouyus 42

Qbocobena nosuyusa No 44 - Enpysemru 3a 3ampaszssare ¢ sunm -2 mil 3a paboma no nozuyus 42;

KomnsaekcHu ” Obma .
o3HIHH Ne Odepra Ne 4 ot d())l*l([));lla »EJTA 90 M KommiaexkcHa |353 300,00 as.| I msacro
42,43 u 44 uena

~ ~ | 3
Obocobena nostiyus No 45 - Tecmoge 3a mponuzvas ype3 2enomunupane npu mepanus ¢ Mapasupox;
Obocobena nozuyus No 46 - Koncymamugu u QonvaHumeny peaxmueu no nozuyus 4J.

KommiekcHu - O6wa
‘ Odepra Ne 4 ot pupma ,,EJITA 90 M”
MO3HIHH Ne kommiaexkcua | 58 800,00 ae. | I msuacto
- 00/]
45 u 46 1eHa
Obocobena nosuyua No 47 - Tecmose 3a ceHomunupane (YCMAHOBABAHE HA PEIUCINEHNMHOCH] KbM
UHME2PAZHY GHINUPEMPOSUPYCHU RPENApamu)
Qbocobena no3uyua Ne 48 - Koncymamueu u donvanumeanu peaxmueu no nosuyus 47;
KommnJlekcHH | O6ma
| Odepra Ne 4 or pupma ,,EJITA 90 M”
no3uuHH Ne 00/ kommiekcHa | 58 800,00 as. | I mscro
47 1 48 1eHa

B pe3ynTat oT W3BBPUICHOTO KiacHPaHe, KOMUCHSTA Mpejiara Ha BL3JIOXHTENS, 32 U3MBIHATEN Ha
oflIecTBeHaTa MopbhUKa M0 ChOTBETHHTE 000COOEHH MO3HLKMHU Aa ObJaT M30paHU KaCMpaHHTE Ha
OBPBO MSACTO YYACTHHULIH.




Chbc cbcTaBsiHe M moanHcBaHeTo Ha Hacrosmus IlpoTokoa, paﬁoTaTa Ha KOMHCHSATA
npuk/o4y Ha 04.08.2015 r.

Hepasneana yact Ha Hacrosius [portokos e [Iporokoa Ne 1 ot 02.07.2015 r. B €1HO ¢ BCHYKH
NPUJIOKEHHSI KbM HEro H BCHYKH ce Mpeaaaoxa Ha Bb3jokurens B eJHO ¢ LsjiaTa
JAOKYMEHTALHA 32 B3eMaHe Ha peleHHe.

CbeTaB HAa KOMUCHATA:
Ilpencenaren:

AHTOH [ 0CcIIOMHOB, r1aBeH IOpUCKOHCYT B otaen ,,OIT*, aupekuns ,,HPOIT3”  3amueno na ocn. ua2 or
3310,
YienoBe:

1. Pymsna CtaBpeBa, riaBeH opuckoHcyaT B otaen ,,OI1%, aupekuuns ,,HPOII3” 3ammueno na ocu. ua.2 or

33J11L;

2. UBo SIHueB, rnasen excnept B otaen ,,OIT", nupekuus ,,HPOII3” 3aauueHo Ha ocH. wn.2 ot 33711}

3. n-p Mapus 3amobupoBa, abpkaBeH exkcrept B aupexuus ,,MJIIIII, ekcnepr ¢ npodecuonanna
KOMIICTCHTHOCT 3annyeHo Ha ock. un.2 ot 33J1]1;

4. n-p Mapus Trodekuuesa, rinasen excrnept B aupexuus ,,MJIIIT", ekcnept ¢ npodecHoHanHa
KOMIICTCHTHOCT . 3annueHo Ha ocH. ua.2 ot 33J1/1;

5. Bans MutkoBa, rnaBeH ekcneptT B otaen ,,OIT%, nupexkuus ,,HPOII3”, yuactBana Ha nyOauyHOTO
3acenaHue Ha 29.07.2015 r. u 3akputH 3aceHust Ha 30.07 u 31.07.2015 1. 3ammueno na ock. un.2 ot 33114;
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