OBPA3EIl
TEXHHYECKO IIPEJJIO’KEHHE

no obuiecmeena nopvruKa ¢ npeomem:

»/JJocmaexa na duaznocmuxymu u koncymamueu 3a CITHH, eupycru xenamumu BudC,
cuunuc u dpyzu cekcyanrno npedasanu uridexyuu no Hayuonanna npozpama 3a npeeeHyUn u
koumpon Ha XHB u cexcyanno npedasanu unexyuu ¢ Penybnuxa Bvazapun 2017-2020 2. 3a
Hyscoume Ha cmparnama npe3 2018 2.”, no obocobena/u no3uyun/u Ne 41 - Tecmose 3a
nomewvpoumenna ouaznocmuxa na XHB - Hmynobnom,

HacToAmoTo TEXHHYECKO MPEIOKEHHE € TOJaACHO OT:
EJITA 90M O0[]

/HAUMEHOBAMUE HA YNACTIHUKDY

H MOJITHUCAHO OT: Teonop VBanoB 3am¢pupos
/mpu umena/

B KQ4YE€CTBOTO My/ UM Ha. YI'IpaBI/ITe.II
/omencHocm/

Covovporcanue:

1. JIOKyMeHT 3a yIhJIHOMOLABaHe, KOTaTo JIMIETO, KOETO MofaBa odeprara, He € 3aKOHHUAT
IIPeICTABUTEN HAa YJaCTHHKA,
2. [IpeanoxeHue 3a H3MbIHEHHE HA IOPHUKATA B CHOTBETCTBHE C TEXHUYECKHUTE CIICIHHKAHK
Y M3UCKBAaHUATA Ha BB3JIOKHUTEIS,
3. Jlexknapanus 3a ChIIaCHE C KJIAy3HTe Ha MPHJIOXKEHUS IPOSKT Ha JOroBop;
4. Jlexnapanus 3a CpoKa Ha BIMAHOCT Ha odeprara;
5. OdunuanHA TOKYMEHTH, ONMCAHHA M/HIM OQUIHAIHY KaTalno3H Ha NIPOU3BOJMTEIIA/UTE Ha
H3JIENUATA.
6. Jlexapanus, ¢ IpHIoKeHO H3BJedeHue oT Crmchbka no wi.1, 1.1, Gyksa "6" ot Hapenbara 3a
pella 3a CHCTAaBSHE HA CIIMCHK Ha MEMMIMHCKHTE m3fenas no wi. 30 or 3MH u 3a
omnpe € Ha CTOMHOCTTA, 0 KOSATO TE CE 3alllallaTt, 0T KOETO HU3BJICUYCHHE € BHIHA MPOAaXKHATa
1end 1o cmuchiaa Ha § 1, T. 29a ot 3MU, BEB Bps3Ka ¢ § 1, T. 4 ot JIP Ha Hapenbara, 3a Beska
TIO3HIH, 32 KOATO € MoJajieHa opepTa;

7. 3aBepeHO Komme Ha ouIHalTeH JIOKyMEHT, m3ganeH or MAJIL, or koHTo € BHIHO, 4e 33
CHOTBETHOTO MEIMIMHCKO Hu3aende Hima peructpupand naniu B MAJT w/umm EUDAMED 3a
HHIMIEHTH/IOTEHIMATHE WHIMACHTH Ipe3 MOCIEAHHTE [BE TOJHHH, KaKTO M OJOKHpaHH HIH
M3TErNIeHH IAPTHIM OT CHIIOTO MEIUIMHCKO M3JeIHe IIpe3 MOCNeAHuTe 2 roauHu. lIpencrapeHus

- nokyment ot MAJI crnenpa na O6bJe M3JaneH NpeAd HE NMOBEYE OT €JMH MECEI OT NO/iaBaHe Ha
odepra OT y4acTHHKA.;

8. Jleknapanus, B KOSTO a ObJe IOCOYEHO MEAMULMHCKOTO H3JENME 33 KOETO €€ y4acTBa H
KOHKPETHHAT obmecTBeH (OH/ Ha ChOTBETHATA AbPXKaBa, [10 KOHTO Ce 3aIama,

9. Mocrpa 06o3HaueHa MO HAYHH, OT KOMTO Ja € BHIHO Ha KOE NPENIONKCHHE OTroBaps

(omnocumo 3a 060cobenu nosuyuu Ne Ne 2 u 29);
10. 3aBepeno xomue Ha Bamapen cepruukar BIAC EN ISO 13485:2012 / ISO 9001:2012 nm

I0-HOB HUJIH €KBHBAJICHTCH, C 00XBaT CBHIIIACHO npeaMeETa Ha 000coOeHaTa MO3UIKS 3a KOATO Ce

y4acTBa, H34aJIeH Ha HMETO Ha MPOM3BOAUTEIS.

11. 3aBepeHO KOMME Ha [EKJIApalUATa 3a CHOTBETCTBHE C JIHpeKTHBA 98/79/EC, uznaneHa ot
npon3soauTens u komue Ha EC cepTduKar 3a choTBeTCTBHE C JIMPEKTHBA 98/79/EC, u3maneH ot
HOTH(HIHpaH opraH no cMuchia Ha SMU (omnocumo 3a nosuyuu Nehe I, 2,345748 911 12
13,16, 17,18, 19, 20, 21, 38 u 41);

Z&}@W%i Expeicte;
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13. Jlexnapanus, 9e AMATHOCTHKyMUTe Iie Obaar B choTHomeHnue 30% ronemu keM 70%
MaJIKH OIIAKOBKH (OMHOCUMO 3G OuazHocmuxymume no obocobenu nosuyuu NeNe 1, 3, 7 u 15 3a
nepeuuna ouaznocmuxa va CIIHH, xenamum B, xenamum C u cugpunuc);

14. Jlexnapanus, 4e IMarHOCTHKYMHTE Ca OKOMIUIEKTOBAHH CbC ChOTBETHHs OpOM IUIaku
BPbXUETa M BCHUKH TECTOBE, 33 H3MBIHCHHETO HA KOMTO CE M3NCKBAT, ¢ OBAAT OKOMIIIEKTOBAHH
CBhC CHOTBETHHS Gpoil BpbX4YeTa, ChoOpa3HO Gpos Ha TECTOBETE (OMHOCUMO 3a OUAZHOCMUKYMUME NO
obocobena nosuyus Ne 14 3a TIIXA),

15. Jlexnapanus, B KOATO € HOCOYEHO, Y€ aKo 3a M3pabOTBaHe Ha HIKOM TECTOBE HAMA
HaJIM4HA afapaTypa, e Objie IpeIcTaBeHa Takapa H lie Obje moJabpxkaHa 3a BpEMETO, B KOCTO ce
13paboTBaT TECTOBETE (8 NPULOJICUMUME CILY4AU)

16. Jlexnapanus, B KOSTO € IOCOYEHO, 4€ I €€ MOAABPXKA 33 CMETKa Ha H3IIBIHHUTEIN
HAIMYHATA M3BHLHIAPAHIMOHHA anaparypa, Ha KOATO Ine ce H3pafoTBar TecToBeTe (HanmM4yHATa
amaparypa € ChIriacHoO npuioxenue Ne 2);

17. Jlexknapaius, B KOATO € IOCOYEHO, Y€ MPEAOCTABEHATa 3a CMETKAa HA M3IIBJIHUTENA
amaparypa, Ha KOSTo Ine ce paboTH C TECTOBETE L€ OB/IE C TEXHMIECKH MapaMeTPpH HE [JO-HHUCKH OT
TE3H Ha CHIIECTBYBAINATA (6 NPWIONCUMUME CLYHaU),

18. Jlexnapauus, B KOSTO € IIOCOYEHO, Y€ H3IBJIHHTEISL II€ MPEIoCT
aBroMaTHyHa excTpaknus Ha PHK, ako 3a TecToBeTe 3a BUPYCEH TOBap ce U3HMCKBa €
supycua PHK (8 npunoosicumume crnyvau);

19. Jleknapauus, B KOSATO € MOCOYEHO, Y€ M3MBIHUTENA LIE€ OCHIYPH NPOrpaMHPAHETO HA
HaJIM4HATA anapaTypa 3a u3paboTBaHETO H CHHXPOHH3UPAHETO Ha JIOCTABEHHTE TECTOBE;

20. Jlexnapanps, B KOSTO € II0COYEHO, Ye NHarHOCTHKYMHTE 1o 060cobeHa mosuiums Ne 7 3a
nepBUYHa auarHoctuka Ha xematur B /HBsAg / - EJIM3A u o6GocobGena mosuuus Ne 8 3a
HoTBBpANTENHA auarHocTdka Ha HBsAg me 6baar odepupaH¥ KOMIUICKCHO H INe €a OT €AHH
IPOM3BOAUTEN (8 NPUNONCUMUME CYHAU);

21. Jlexnapaius, B KOSTO € MOCOYEHO, Y€ TecToBeTe Mo obocobena nosumms Ne 41 ca ¢
YYBCTBHTEHOCT paBHA WIIHM NO-BHCOKa OT 99%, crnelmm@puYHOCT paBHa WM NO-BHCOKA OoT 96%.
TectoBeTe 3a MOTBBpOWTENHA AuarHoctuka Ha XMB1/2 uHdexuns me ce HM3MBIHABAT BBPXY
CTpHIOBe HaToBapeHH ¢ pexoMOuHaHTHH XMB-1/2 anturenu. PeareHrrTe B KMTa Ie ca rOTOBH 3a
ynotpeba 0e3 mpeaBapuTenHO paspexnaaHe. Ilponenaypara 3a H3NBJIHEHHE € aBTOMAaTH3MpaHa.
Pesynratute 10e ce OTYMTAT Ype3 CKAHHUPAHE M KOMIIOTHPHA IporpaMa M IIe ce JOKyMEHTHpaT Ha
XapTHEH HOCHTEN (8 NPUNOHCUMUME CAYyHau);

22. Jlekapaiius, B KOSTO € IIOCOYEHO, 4e 10 060cobeHa no3unus Ne 2 € 6bp3 Ka4eCTBEH TECT
3a OTKpUBAaHE Ha aHTHUTENA CPElly BHPyCa NPHYHHSABAIl HMYHEH AeQUUHT y 4OBeKa, THoBe 1 1 2.
YyBCTBUTENHOCT paBHA WM MO-BUCOKAa OT 99%. Cnenu¢uYHOCT paBHa MIM MO-BHCOKa OT 98%.
Bs3MoxHOCT Aa oTkpuBa cneunuunu atH-XVB anTtHTena B mpobu oT nepudepHa KphB.
IIpouenypara 3a U3MBIHEHHE a HE H3HCKBA CNENHAIHO 1abopaTopHO 00Opy/BaHe 3a U3NBIHEHHE
Ha TecTa (ABTOMAaTH4HH IKIETH, HHKY0aTOp, MIEHKBD U Ap.). TecToBeTe e 6bAaT KOMILIEKTYBAHH C
ABTOMATHYHH JIAHIIETH 3a B3€MaHe Ha IpoOH oT meprdepHa KpbB. BcHuky peakTHBH 3a H3paboTBaHe
Ha npoOH OT msia KpBB, IUIa3Ma H cepyM Ine ObJaT BKIIOYEHH B NHATHOCTHYHHA TECT-KHT.
[Iponenypata 3a U3ITbIHEHHE Ha TECTA He HAJBHINABA 5 MUHYTH. BpemeTo 3a oTUHTaHe Ha pe3yirara
He HamBumapa 20 MHHYTH OT NpPHUKIIOYBaHE Ha Ipoleaypara 1o Hu3paboTBaHe Ha TecTa (8
npunoXcuMume cryvau);

23. Jleknapalusi, B KOATO € MOCOYEHO, Y€ TECTOBETE 3a ONpee/iiHe Ha BUpYceH Toap Ha HIV
o o6ocobena mo3urus Ne 38 me ce U3MBIHABAT HAII'BIHO aBTOMATHYHO H IIE Ca ¢ J0JIHAa rpaHHIa

Ha AeTeKius 10 50 BUPYCHHU KOIUs Ha MHUIMIIHTHP.
24. Jlexnapauus, B KOATO € IOCOYEHO, Y€ TECTOBETE IO 06ocobena mo3umusa Ne 42 ca Ha

NpUHIMIIA HA KamWIApHA rel-eNeKTpoopesa CeKBEHMpaHe NP MHHHMAIHO €JHOBPEMEHHO

3apexiaHe oT 6 IPO6H 3a U3CIIEABAHE (8 NPUIONCUMUME CLYHAY); PY

25. Jlexnapatus, B KOATO € IIOCOYEHO, Y€ TECTOBETE 32 NUATHOCTHKA HA XEI2
Ha M3HCKBAHETO 3a JyBCTBHTENHOCT paBHa Ha uiH mox 0,130 IU/ml. noBspxHQ

XEMaTUT crenndUUHOCT He HO-Majika 0T 99 % (omHocumq 36 060cobeny no3uyys
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26. Jleknapanus, B KOATO € IIOCOYEHO, Y€ TECTOBETE 3a IbPBMYHA INAarHOCTHKA Ha CIIUH -
EJIU3A 1o 060cobena mo3umus Ne 1 ca THI aHTHIreH - aHTUTAIO. UYBCTBHTEIHOCTTA Ha TeCTa 3a
aptutenata € 100%, crenupuyHOCTTa HE € MO-HUCKa OT 99%. UyBCTBHTENHOCTTA 3a ACTEKIHSA Ha
XUB anturena e nox 2 [U/m.

Jlata
Hme u paMunus

IToamuc Ha TUIETO U MEYAT




OLBPA3EIL]
EJITA 90M OO/
(HaumeHoBaHUE HA YYIACMHUKQ)

HPEJJIOXKXEHHE 3A U3ITBJIHEHHUE HA IIOPBYKATA

Honynoanucanust/ara Teonop Usanos 3am¢pupon

(mpume umena)
B KayecTBOTO cH Ha Ympasuten B/Ha ,,EJITA 90M* OO, EMK (BYJICTAT) 130469816, cnc
cejanuine M aapec Ha ynpasnenue rp. Coopns, m.k. 1000, yn. ,Jdynas“ 19, Bx. A, er. 1, am. 2,
y4YacTHHK B 00IECTBEHA MOPHYKA C [IPEAMET:

»llocmaeka na ouaznocmuxymu u koncymamueu 3a CITHH, supycnu xenamumu B u C, cupunuc
u opyzu ceKkcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeeeHyus u KoHmpon
Ha XUB u cexcyanno npedasanu unpexyuu ¢ Penybnuka Bonzapua 2017-2020 2. 3a Hyscoume na
cmpanama npe3 2018 2.”, no obocobena/u nozuyusa/u Ne 41 - Tecmose 3a nomevpoumenna
duaznocmuka na XHUB - Hmynoénom,

YBAKAEMM JAMU U TOCIIOAA,

C HacTOAMOTO IMpEeACTaBAME HALIETO TEXHHYECKO NMPEAJIOKEHHE 3a H3ITbIHEHHE Ha 00eKTa Ha
obsBeHaTa oT Bac obmecTBeHa mopbuka.

NPEAJIOXXEHHUE HA
KoJinuecTBo VUACTHHKA
Ne | Haumenosanune no cnenaduxanns | Mspka 10: IMPOU3BOIUTEI,
’ MAPKA, MOAEJI
(KAT. Ne)

TecToBe 32 DOTBBLpANTEIHA
JnarfocTuka Ha XUB -
Hmynobor;

6poii 2100 Fujirebio Europe N.V.;
INNO-LIA HIV VI Score;
Kar. Ne 80540;

20 Tecta/onak.

TecTone 3a NOTBBPAUTCIIHA

4
! Juardoctuka Ha XHB - HmyHoGn0T

(Yuacmuuyume cneosa oa nonvauam zpagha ,, IIpeonosicenue Ha yuacmuuxa: npouzeooumen, mMapka, mMooen
(kam. N2) “ camo 3a obocobenume nozuyuu, 3a Koumo yuacmeam)

JexnapupaMe, ye BCHUKH MEAHIMHCKA W3/€NHsA, KOHTO HMaT CPOK Ha TFOJAHOCT, KbM JaTg
Ha JocraBka Hie OBAAT C OCTaTh4e€H CPOK Ha TOJHOCT He mo-ManbK or 75% or o6sgBeHus

IIPOU3BOAMTEIIA;
Jexnapupame, 4ye mpealaraHHTe H3JEIHS LI€ IMPUTEKABaT KbM MOMEHTa HA [JOCTAB3

cepTH(HUKAT 3a Ka4YECTBO OT IIPOU3BOAHTEIS, U3/IaJIeH 3a BCAKA OTIeNTHA TApTHA];
HexnapupaMe, ue 3a BCEKH IUArHOCTHKYM Ie MPeIOCTaBUM JOKYMEHT, B KOUTO ce 0OsBsBa
HPOU3BOACTBEHHS CPOK Ha F'OIHOCT.

oepupane; ;




JleknapupaMe, 4de Ie OCHTypuM oOydeHHe Ha NEpCOHaIa 3a paGota C JOrOBOPHpAHHTE
TECTOBE.

Hara 14/05/2018 1.
Hme u pamunusd Teonop 3amdpupoB /

Tloamuc HA THIETO M IMEYAT  ceeverrrmmmennanmnnnenneaeae J
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EATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +38117 2832 850
Fax: (+359 2) 9832211 Fax: + 4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

OBPA3EI]

JAEKJIAPALIUA

3a ChIVIaCHE C KJIQY3HTE Ha IIPHJIOXKEHUS ITPOCKT Ha JOTOBOP

Honynoanucanust: Teoxop iBanos 3aM@uUpoOB (mpume umena)
B KaY€CTBOTO CH Ha YIPaBUTEN
(OvorcHOCH)

Ha ,,EJITA 90M*“ OO[ -

(HauMeHOo8aHUe HA YHACMHUKA)
y4aCTHHK B MpoLeAypa 3a Bb3JaraHe Ha oOLIECTBEHA IOpBYKA C NpEeaMeT: ,/JJocmaska Ha
ouaznocmuxymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cudpunuc u opyzu
cexcyanno npeoasanu ungexyuu no Hayuonanna npozpama 3a npeéeHuUA U KOHMPO Ha
XHUB u cexcyanno npedasanu ungpexyuu 6 Penybnuxa bwvnzapua 2017-2020 2. 3a
HyycOume na cmpanama npe3 2018 2.”, eéxnrousawa 44 o6ocobenu nozuyuu 3a obocobena
nozuyua Ne dl,

JEKJIAPHUPAMYE:
3anmo3HaT CbM ChC CHABPKAHHETO HA [IPOEKTA Ha JOroBOpa M MpHEMaM yCJIOBHATA B
HETO0.
JATA: 14.05.2018 r. NOAINC n

[MEYAT:

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uauan "AxcaxoB"; VID No: BG 130 469 816



‘90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: + 381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +2381112832850
Fax: (+359 2) 9832211 Fax: + 4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076
OBPA3
JAEKJIAPAIIMSA

3a CpOKa Ha BATMJHOCT Ha odeprara

Honynoanucauust: Teonop ViBanos 3aMpUpoOB (mpume umena)
B KQYE€CTBOTO CH Ha YIIPaBUTEN
(OnvocHocm)

ua ,,EJITA 90M*“ OO]] -

(HaumeHo8aHue HA Y4ACMHUKA)

YYaCTHHK B MpOLEAypa 3a Bb3JaraHe Ha OOIUECTBEHA MOPBYKA C IPEAMET: wllocmaeka Ha
ouaznocmuxymu u koncymamusu 3a CIIHH, supycnu xenamumu B u C, cugpunuc u opyzu
cekcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeéeHyUA U KOHMPO Ha
XHB u cexcyanno npedaganu ungexyuu ¢ Penybnuxa Buvnzapua 2017-2020 2. 3a

Hyxcoume na cmpanama npes 2018 2.”, exniousawa 44 obocobenu nosuuuu 3a obocobena
nozuyua Ne 41,

JEKJIAPHUPAM,UE:

CpoxsT Ha BAIMIHOCT Ha Hacrosuiata odepra e 4 (UeTHPH) MecCela, CUMTAHO OT
Jararta, KOSTO € [OCOYeHa 3a JaTa Ha [oJy4aBaHe Ha odeprara M NpEACTaBlABa BPEMETO,
1Ipe3 KOETO cMe 0OBBP3aHH C YCIOBUATA HA IPEACTABEHOTO OT HAC MPEATOKCHHUE.

JIATA: 14.05.2018 . [MOJAIINC n
[NTEYAT:

[74
IBAN (6 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuan "Akcako8’;  ID No: BG 130 469 816



OIS Y TR E
5143 6ZC 610Y 20 4~ 62 C4 62T BIOY Ziw L
- MO Z508-8
AN $un3 oigeiing (R T e N E T PR YR e
n WALLH R ISATLLH Wl eusinne
m o aces u « -
2] 81035 |1 /1 ATLH wiVIT-ONNI

ot
B MeBLL Y e e S o Anle

“wopyed ewedodaly

4L _
“te {on) m AU RUSLMLHE BH IMNITKOUBLOL BE JOALQHANN HISHW]
—

94038 sIAAS . VIT-ONNI

HOOGE 1B ANy
B VIS

-
4

ELLLEELELEE

IRV
-ahdns +
3 inieuax W en e HosHmL
81008 AQH wastllzlabibid

IR R T L IR L

AN ¥ O BUAdI L-ALH “L-AIH
L HoeHM

LA

SHYAAS w, VIT-ONNI '23098 ADH wiVIT-ONNI '34098 11/ ATH wiVIT-ONNI

91098 w, VIT-ONNI

i ~




ineLuAzed B suneiadudainm B doALBOD HonMUEe -

#QOdU HOJg WUOL M HAYadD BE e1edrUB Wkhuuced Z Cadh
° e 1) -

ELEANTRN T

onednifo) ukdis
2 saouHd1LD -

WMHIL WHUOIHOY — HEMLIED MHBANTOX OHLaGH -
It

WEMLUBL WHRNLBLNKD M WHM@LOL
BH cadn des 1ou of 104 ExINy -

nanLiead E9adIouA B 1a0L0 ) ~

SOOI L,

©Q0L091 “ -
BANISPHM BH BUTELO BF HOUSLECEXOU © JLUTINEN K LALSTOpY -

AOH ¥ AIH €F UOR0100U 1yBILIMO 1 L1edy -

@340 BH 280UNL MHRALICEA EH BUTBUNHOGOMT W BWTIBLOY -
(ADH "AIH) BRITOBHONG2D BH BHINOLAIT RHHE -
WLLLLADO MHAUBTRILOM BH LHOTIODU AW ~

seseesiq

IOV 10} @SVHIT deALPOD
¥ GaHEXD XA20UL KHIBVELIOUCH
BUNELEAUSRLHA W QIRHNBY

e o

“Yeusolr _Heimgoga™

ATIRON MM TBLAOT HRAdRTHRLO" WAL
WERSLOUSH "RINGKLIA BH MWHBLIGK OU
TOUNOT BH SHERETTAD SRKLOBCOU QS YHIM

(H)O0OE to1goINY HUNriy g T-oInY
‘mWITINY 3 $1980UKdLD

sunesuienolae u dadicdon

“sHetwadeed wou
WIMadl MINeE189¢n ‘gedioUA B WHOLO) 89 R1BAID0AD K RIRIOIHOY

sk

1D QU R B weAL ¢
*1MQOUL OLHEH OHROL
18173dted 00 U BRguAL 4 MHRAUALHANHOY ©3 €19 NUOWLHON BLUHLIIRMMALO W DIMHUILWNGLOL}
1ejom0y  domiced mBsMWod]|  eoudu eE UeIMTadERy

“QHEUDEND SHUBGLH #2 BT B MHEAWIIOR OHLIEN BD SLMENLEDY

eyt LAGRAT HHSHITG X DHLIUTY »

‘99odu (rigZ  wNLIGXQOGH

83 MdATINOdU 91/OUEdY B OLENAT "e1egadu 20 iDL 1earovcn wdAYahodu JyBruBAQ

‘HuoNoiady
1oLLed MHEMLEH B3 OIS (K W YZ) ADH # (UOXALOdU UE) AJH B "9801964 WD BS eHNILEH @ eAATSTIOdY IYBILAO

s

suneiedudalin U edAehodu 801981

[y
o wtenrd thiedunes
L) eeels ik g

{ADH) wlxacbrm n (AIH)
WUOJLHON UUMKENE BH aHEandXO1 |
Z-AIH BH oHegetxd]810] )

e Hn
MHaMad W HUHAV eH BHEaNdALO

denol suyakdua
en eH dised

1081 JHnHMMdND 10 nieLuAesd
eH ed.
<= QY €H 0LaMB1IUIMAL BH aHeaetkdaaro])

BHIDIGPHW BK UMTBLD HaKed
™

<= by en ©F Luh; L)
1eivAcad
HEBMINERABH MUN HEBNLICSd
<=
eiEnIaPHN BH BUMN3LAY eHUBhEH
uen

sHvenody
wiaduns
BMe1d 04 nLAew OF

edAiedamos arein
£M RLLQO0U W eTIeg A

€108l BN UMNHUdY

BUBLNiIHE
BH anHadkdaaiog]

UHMLUBOUN NEOHMBLNKAH
BH 3HEBLIA |

{By + Qv WU qy) JHMHWARD

oHedL2aL BH Watudoiry




oIERwmd Y

dAS w,¥(3-ONNI 25075 ADH 4w, YI1T-ONNI 34038 11/ ATH wi¥1T-ONNI
ik ISUILSR SulPOYAUE JG LINRULIGLUOD oy} J0) GaxdsSy

9103S ,YIT1-ONNI

DIEBYUIMS .

o0y
e
62308

#7508
10y

0N IDUEY

NOILJI¥ISIT 1INT0Yg

wos ad
524162 6(0) €+ 3+ 62 £1 628 o) 2E+ 1
wimB)ag - 1090 1506-8

g yaedaiBoour o]

1ngoyy

NOHLLYWHOINI ONIYIQU0D

U JRULIBU0D \FLH Ui J0msur AB3]3 g

1I-ALLH PU I-A1LH 23 satpogsue jo

1p pue ayya0) aur|

34035 11/ | A1LH wi¥IT-ONNI

i JEUY 2UO UM BUO 3$B) AUG

wnpyed ewauods1y

) $3(pOGIIUE {0 UOIRILIYLOT I} 0} AESSEOUNLILE JUTY

34025 SINHAAS , VIT-ONNI

suaBipue 3y vUs pue 20D Huy
S300HAS ADH JURUILOPOUNRIGE JO BURIRACY RWINE(

‘S 3 SIEAaK 0} SIPOGAUT 10 UOIIEWIGO> 34) 0] AeSSEOUNMI 2UY]

33025 ADH w.VIT-ONNI

diils B0 U P31T2104 SUIRNS AfK Y

Z-AIH pue 0 dnosB T-AIH -AIM

o} saipogyiue o LOSIp pre oy 4o} 1 augy

29035 11 / 1 AlH w VIT-ONNI

onoguod pnpoud




B|qejeAe 2sem08 uonlRIaIdIBIVE -
ndySnong Y3y pue winpow (o}
SISAUISO g 11D 7 At F1iS50d BuISsad0Id GH11S u UoTRUOINY -

wonewoY «

Suipos dins 2aus posd yim cding paraquny
SAUI] GO - SJUSBERI PAfit- 10]0 )

STOA0) -

Sapndat MAYIUAS P SUIdIOIH JUELIGUOIaI YBN0IGY AYIGELIEA 10]-01-10] MOT -
S1usBeas a50-01-Apeay -

UOHESIPIRDURIG.

AINP2I0A0 AESSE |2ITURI PUR PITRLIONIY
SEPIS UOIIUL JO AMIENPUL 51 1Y Pd pueg
ATH PUE A[H 40} |0301010 14BI1UIA0 PUE LIOLS -
Mgy o

s a

J9 SaUAL IUA13Jp J0 UOLEIUILIAP PUE UOIBIAQ -
{AIH 'AIH} UO1SI3AU00135 Jo o Y3}ap 1a1)1e3
SINS3) ARUNUIAIAPUI {0 B1EI MO

faneng «

S1143N39 LINO0YY

awed

Vodes , Alewns, goug sy1 595R5K) SO 10} (, SVHIT Pu

500 uonepd [HIC00E jojgojtry 1o

oy
111 pUE Al 10 pOIRIIOIlY  w Y1101y Y11 BUIsS3v01d dins parewioiny

10 Voda1_prepuess, jng sy} Busn 10UUE s pagie]) €

sunias pazIOISn> $314PUD o SYHIT

seseany)
27 Snansage) i SVY

NOILVWOLAY ONY 3YVM1305

410415 HOUANIP BUIPN) X8 "a501 U1 APTRS BIT WILLRYNS pue BieNluv)

$jua8rai asn-o)-Apeuy o

“ajchues 2yl $€ AlLexa PAINTIR 90 0F 318 PUB PAEIIAILO) MOU 218 SJOIIUDY AANPEIL PUE DAISO
BRI aednfuoy uoIN{OS YseAy WY e g
SdR-XIW pIoRE o) Papo) 1010) ol sjusbesy

SMUIIEAD PUPO3-IBI0]) o

‘Papaau SUJA0Z S2AMPadAI OYS 3y} 304 AL:ys ‘2diuks Jo DT 22l s21nFR304d 1YBIUIARG
“21qe|1RAR 32¢ 51020303 140YS GS|E {YE PUE Y2} ADH PUE (10301020 YE AIH 103 <ALSSE e 10} Fyejieas ampade:d lyBusann
Aanpesnid Houg o

NOLLVLIMJYIALNI ONV 3HNGIO0Ud AVSSY

S
B

- 14 1 W ot 1wt .

s o S

L. e SynS Bl A 9is D)

F1dIINIYd 153§

{ADH} UOINAJUI N30 pue
(AIH) S2an00003 21jo Buu3ao)
Z-AlH J0 UoneulIyuo)

SUDIA parjosad B 1sed Buidlag

PLO] JRIIA UL SUDLIRNNY [RINEU Yiim Bulteag uonRULIYLOD APOqIIUY !

Aesse BuIUaIds Wol)
SINS3E IAILAI-DSTRY YLM Buljeaq
<= qy J0 3IudsaId JO UoHEWIYUO) R

Uuiagul ay) Ju aBers Apeg
<= By Jo »ussaid 10) uold#Ap (Alojeunyuo))

NS 2A1)2€21-UGL 10 3AIDERY
<= UOHBJUI JO BOIAIP JRNIUY .

350d¥Ng WHLINO OV DNILS3]

uojewLIyu0? Apoqijue jo anjeA ay)




‘SO0 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26 |
Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade, SERBI,
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 117 2832
Tel.: (+359 2) 9839649, 9832209 +4021 23226 95 Fax: +3811128328
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076
JNEKJIAPAIISA

JHonynoxnucanust Teonop Heanos 3amdpupos

(mpume umena)
B Ka4eCTBOTO CH Ha Ympasuten, Ha ,,EJITA 90M*“ OO/I, EUK (BYJICTAT) 130469816, cne
cepanmIne ¥ anpec Ha ynpasienue rp. Codus, mx. 1000, yi. ,Jlynas* 19, Bx. A, er.1, an.2,
yYacTHHK B OOIIECTBEHA TOPBUKA C TIPEAMET: ,,JJocmasKka Ha OuazHOCMUKyMU U
koncymamusu 3a CIIHH, supycnu xenamumu B u C, cugpunuc u opyzu cexcyanno
npedasaru unexyuu no Hayuonanna npozpama 3a npeéenyua u KOHmMpo.n Ha XUB u
cexcyanno npedasanu unpexyuu ¢ Penyonuxa bvazapus 2017-2020 2. 3a Hyxcoume Ha
cmpanama npes 2018 2.”,

JAEKTTAPHPAM, YE:

OdepupaHnTe MEIMIMHCKY H3I€IHs Ca BKIIOYEHH B COMCHKA 110 4. 1, T. 1, Oyksa "6" ot
Hapen6aTa 3a yc/OBUSATA U Pella 3a ChCTABAHE HA CMUCHK HA MCIMIMHCKUTE U3JETHS IO 1.
30a ot 3akoHa 3a MeauuuHCKUTe M3nenus /3MU/ u 3a onpenensHe Ha CTOMHOCTTA, 10 KOSTO
Te ce 3allamaT, ¥ npwuiaram u3BineveHue or Crucebka mo wi. 1, T. 1, Oyksa "0" ot Hapenbara
3a yCJIOBUSATA M Pe/ia 33 ChCTaBSHE Ha CIIUCHK HA MEAUIMHCKUTE U3JCTIHA 10 y1.30a ot 3MHU
¥ 32 onpejelsHe Ha CTOMHOCTTA, JO KOATO Te C€ 3alllaliaT, OT KOETO M3BJICYCHUE € BUIHA
npojiaXHaTa LieHa o cMHchia Ha §1, T. 29a or 3MU, BBB BpB3Ka C §1, 1.4 ot 1P Ha
Hapenoara.

Hara: 14.05.2018 r.
I'p. Codus

IBAN (6 1eBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuar "Akcaxo8'; ID/ 0: BG 130 469 816
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ENEKTPOHHA GA3A JAHHN HA MEQULMHCKMTE M3JENMS,
PENYB/INKA BBNTAPUA ATNALLAHM C OBLLECTBEHM CPEACTBA

W3nbnHuTENHa areHums no

nexapcreara _
€3 KoHTAKTH NPOOWN HASASBMTEN & v3xon () vkasanmAsapasora  mus AN
HAYANO MEAWLUMHCKI U3AEWMA LWABNOHU N AOKYMEHTU HOPMATWUBHA YPEZIBA HOBWUHI U CbOBLLEHWS
TbpceHe B canTa... .
Topcu B8 MEAULVHCKN U3JEMA Tvpcu B canta

nroOUN . Hawano / Meguumucku / Meguumnncko
7 Mpodun Ha 3aseuten MEAWLMHCKO N3ABNME
P MeauumHckm nsnenms DAHHW 3A 3ANUCA / INFORMATION FOR THE RECORD

> fannu 33 Mea. u3aenna

% Homep Ha meanumHcko uzaenve / Number of medical device fata Ha cv3nasaHe [ Creation date

by

3asBneHus 3a perucrpaums

38603 16/04/2015 16:43
3 TMpodunn
. [Jata Ha dopmynsp / Form date flata #a 3anuc Ha MW / Record date MD
B0
¥ Mipomsa Ha fiapona 16/04/2015 16:33 16/04/2015 16:43
OV LN R T T SR T T R
Homep Ha 3assuten / Requestor number Norpeburencko ume / Usemame
1387 user_XZP5QP

Homep Ha dopmynsip / Number

44849

OAHHU 3A N3AENUETO / INFORMATION FOR THE MEDICAL DEVICE

Tun ugenTudvkaTop / Identity type WaenTudmkarop / Identity

Koa Ha usgenue B cnuceia / Medical device code

06A2V3077989067

OAHHW 3A NPOU3BOAWUTENA / IDENTIFICATION OF THE MANUFACTURER

Wme Ha npouasoguTens, nenxo / Manufacturer name, fong

FUJIREBIO EUROPE N.V. / FUJIREBIO EUROPE N.V.

Wme Ha npoussoguTens, KpaTko / Name of the manufacturer, short

/

Bua koa / Code type Koan / Code
Apyro / Other BE 0427550660
Bna Ha aokymenT / Document type

VAT Homep / VAT NUMBER

Kog Ha crpaHata / Country code

N LN O AT e g

BE

I'paa / City MNolwericky koA / Postal code

Tent / GENT

ynuua, Homep / Street, number flowercka kyTtua / PO box

Jvue 33 koHTakT / Contact person TenedoH / Phone \
Jan Jirous / Jan Jirous 003292391609 \'
dakc / Fax E-mail / E-mail

Jan.Jirous. Ex@fujirebio-europe.com

[AHHW 3A IMUETO, KOETO NYCKA M3AENMETO HA NA3APA / IDENTIFICATION OF THE PERSON PLACING TH
PRODUCT ON THE MARKET

VIMe Ha NMUETO, KOBTO NYCKa U3AENMETC Ha nasapa / Name of the person placing the product on the market

https://meddev.bda.bg/bg/my md_details/38603
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ENTASOM OOL / ELTASOM Ltd,
Bua koa / Code type Koa / Code
EVK / EIK 130469816

Koa Ha cTpanata / Country code

BG

Koa Ha obnact / Region code ObuwmHa / Municipality

SOF /

pan / City MNowercku koa / Postal code
Codums / Sofia

Ynuua, Homep / Street, number Noutercka kyTus / PO box
Nuue 3a koHTakT / Contact person TenedoH / Phone

PasnoctuH Pages / Radostin Radev 02/983 9649

dakc / Fax E-mail / E-mail

office@eltad0.eu

OAHHU 3A THPIOBELIA HA EAPO / IDENTIFICATION OF THE WHOLESALER

Wme Ha Teproeeua / Wholesaler name

ESTTA90M QO[] / ELTA90M Ltd.

Bua koa / Code type Koa / Code
EWK / EIK 130469816

Kop Ha cTpaHaTa / Country code

BG
Koa Ha obnact / Region code Obuwwmra / Municipality
SCF /
rpan / City Nowerckun koA / Postal code
Codus [ Sofia
Ynuua, Homep / Street, number Mowsencka kyTus / PO box
Jue 3a koHTakT / Contact person TenedoH / Phone
PapocTuH Papes / Radostin Radev 02/983 9649
Qakc / Fax E-mail / E-mail
office@eltad0.eu
HoMep Ha pa3pelleHve 33 TeProBHS Ha AP0 C MEANLIMHCKM [aTa Ha paspeweHme 3a TbProBUS Ha AP0 C MEAMUMHCKN
vzgenns / Number of authorization/certificate for wholesale uagenms [ Date of authorization/certificate for wholesale trade
trade with medical devices with medical devices
v-P-T/MU 20/09/2007

OBLWY MEANUNHCKA JAHHWU 3A U3AEAUETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MeAULIMHCKOTO ugenuwe / Category of the medical device
06 - Vi1 BUTPO AMArHOCTAYRU U3aenms / In vitro diagnostic devices
Puck knacudmkatop / Risk clasification

PeaKTViBI ¥ NPOAYKTU OT PEKTUEM, BRIKOUATENHO COTBETHUTE KanBPATOPV 1 KOHTPOMNHWM MaTepuanu 3a GTKpUBaHe,
NOTBLDXA2BAHE U KOMUUECTBEHO OFPEAENAHE HA HOBELLKM NPoSy OT MApKepu Ha uHdexumn Ha HIV (HIV 1 v / Reagents and
reagent products, including related calibrators and control materials, for the detection, confirmation apd.quantificatiap.in. huran. . .

i o

specimens of markers of HIV infection (HIV 1 and 2), HTL
AHaTOMW4Ha rpyna / Anatomical group

Pasnu / Various

Tun kog / Code type CroitsocT Ha kog / Code value

GMDN 30779

FeHepusHa rpyna / Generic group Mogpen / Model

! /

¥Ime / Name AnTepHaTUBHO uMe / Alternative name ['_.’1_

Inno-LIA HIV /11 Score / Inno-LIA HIV /il Score

11.5.2018 r.

https://meddev.bda.bg/bg/my_md_details/38603
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OMUCAHWE HA MENLIMHCKOTO M3AENME / DESCRIPTION OF THE MEDICAL DEVICE

Cucras / Ingredient Bua Ha Matepuana / Material type
/
Bpoit uaaenus 8 eaHa onakoeka / Number in one package FonemuHa / Volume
/
Pasmep / Size Terno / Weight
/ /

Cneunduunn o3vadenms / Specific indications
/
Xapakrepuctuku / Characteristics
=% Crepunvocr / Sterility
o W3amepealy / Measuring
i NexapcreeHo sewlecTso / Drug substance
| MaTepuan OT XMBOTHHCKY Npouaxod / Material of animal origin
o JomawHo npeanucanne / Domestic prescription
17 BonHuaHo npeanucanue / Hospital prescription

NPEAHA3HAYEHO AENCTBUE, ONPEAESIEHO OT NPOU3BOAUTENA / INTENDED ACTION BY THE MANUFACTURER

fpeaHa3sHadenue / Purpose Yconosust Ha ChxpaHeHue / Storage conditions
/ /

Ynorpeba / Usage AOpyru / Others

EaHokpaTHa ynotpeba / Single use /

KaTtanoxen Homep / Number in catalog

NPUHALNEXHOCTH, KOHCYMATUBM / ACCESSORIES, CONSUMABLES

[ MpUHAANEXHOCTY, KOHCYMaTWew / Accessories, consumables

OBl THPTOBCKM IAHHW / GENERAL TRADE INFORMATION

Homep Ha perucTpaums B NAI unm yseaomneHue ao AN / [ata Ha pervcTpauus 8 MAS unu yeeaomnerne ac UAJT / BDA
BDA registration number registration date

[flaTa Ha nyckaHe Ha nasapa 8 Penybnunka Benrapus / Release  [laTa Ha NpEXP3TABAHE HA PA3PEIIEHUE/YAOCTOBEDEHVE 33
date for the market in Republic Bulgaria TbProews ¢ MeAUUMHCKK naaenns / Date of termination of the
permit / certificate of trade in medical devices

MpopaxHa weHa ¢ BAC (BGN) / Selling price with VAT (BGN) MpoaaxHa uerHa ¢ AAC (EUR) / Selling price with VAT (EUR)

5400.00 2800.00

Homep Ha CE ceprudukar / CE certificate number [ata Ha uatuuane Ha CE ceprudmkar / CE certificate

26231 rev.1 expiration date

25/02/2019

Bcuukm npasa 3anazequ © 2018 M3NBAHWUTENHA ATEHLIMA MO JIEKAPCTBATA

BGOS1PO001-6.2.14 "Ch3aaBane Ha ENEKTPOHHS 6333 AaHHW HA MEAVLIMHCKM U3AENMS, 3anNaianm ¢ obliecTsenm cpeacTsa”
MpoeKTBLT ce oCbWecTanBa ¢ hvHancoBaTa noakpena Ha Onepatuexa Mporpama "PassuTie Ha HoBelKu pecypcu”, ChuHanampana G;
Esponeiickur coumaner GoHA Ha EBponenckusa Curo3

EC®

EBPONEVCKK COUMAREH OOHA

https://meddev.bda.bg/bg/my_md_details/38603

11.5.2018r.




Page 4 ot 4

https://meddev.bda.bg/bg/my_md_details/38603 11.5.2018 r.



PENYBNNKA BBbNrAPUA
UsnbnnuTtenna areHums no nekapcreara
« REPUBLIC OF BULGARIA
Bulgarian Drug Agency
-4 %//0/ 23 - 208

J0
I-P TEOAOP 3AM®HPOB
YIIPABUTEJI

»EJITA 90M” 001

PAMIOH OBOPHIIE

VJI. ,,JYHAB” Ne 19, BX. A, ET.1, AIL2
1000 CODUS

Ha Bam Ne 43/13.04.2018 .

OTHOCHO: Hckane ¢ Bx. Ne IAL-15559/13.04.2018 3a npenocrassHe Ha HHYOPMaIHA 3a
PerHCTpYpany JaHHH B M3nbinuTenHaTa areHmms no nexapersa (MAJT) u EUDAMED 3a
MHIMACHTH/MOTEHUHATHY HHIMACHTH ¢ METHIIMHCKH H3/ENMs, KaKTo 4 3a 6710KMpaHy UIH
M3TETJICHH NapTHIH

YBAJKAEMMU JI-P 3AM®UPOB,

B orroBop Ha Baue nckane ¢ ropenocouenns Homep Bu yBEIOMSBaM CJIEAHOTO:

IIpn HampaBeHa cripaBka kbM mara 20.04.2018r. ce YCTaHOBH, Y€ IIpe3 MOCIEHHUTE
zse roqunn B MAJT v 8 EUDAMED HaMa perucTpupaHy JaHHH 3a WHUHAEHTH/TOTEHIIHAHU
MHUNICHTH, KaKTO H 3a OJIOKMDAHH WM H3TEITIeHH NapTHAM 32 H36pOeHHTe B TabNMIaTa 110-
ZOJy MENNLIHHCKH M3ETHs C IOCOUECHUTE KaTaOXKHH HOMepa:

Cnncbk Ha MEAHUMHCKHTE H3€IHA

Tovprosexko HanMeHOBaHHe Ha NPOAYKTa Kar. nomep IIponsBopuTten

INNO-LIA HCV Score 80538 Fujirebio Europe N.V .,
benarus

INNO-LIA HIV VI Score 80540 Fujirebio Europe N.V .,
benrus

ViroSeq HIV-1 Gentyping system v2.0 kit 4J94-93 Abbott Molecular Inc.,
CAllL

AmpliSens Chlamydia trachomatis-FRT PCR kit R-BI-F /RG, iQ/- | Federal Budget Institute

CE of Science “Central

Research Institute for
Epidemiology”; Pycus

AmpliSens Neisseria gonorrhoeae-screen-FRT PCR kit | R-B51-F /RG, Federal Budget Institute
iQ/-CE of Science “Central
Research Institute for
Epi i ”; Pycus

C yBaxeHmue,

AOL. ACEHA CTOMMEHOBA, I®
Hsnvnnumenen oupexmop




Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R L. ELTA 90 Medical Science DOO

Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +40271 232 26 94 Phone: +381 11 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +4027 232 26 95 Fax:  +381 11 2832 850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @efta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPALIMS

Honynoanucanust Teonop Usanos 3ambupos
(mpume umena)

B Ka4€CTBOTO CH Ha Ynpasurten, Ha , EJITA 90M* 00Jl, EUK (BYJICTAT) 130469816 , CBC
CEHAIHUILE U aJpec Ha yNpaBieHHe Tp. Codus, m.x. 1000, y. »JyHaB“ 19, Bx. A, er.1, am.2 ,
YJaCTHHK B OOLIECTBEHA NOpbuYka c npeaMer: ,JlocraBka ma AHATHOCTHKYMH H
KoHcymatuBu 3a CIIMH, BupychHu xematutn B n C, cudpnanc u apyrn CEeKCyaJIHo
npeaaBann unpexuum no Haumonanua Mporpama 3a npeBeHUMs U KOHTpos Ha XUB u
Cexcyanno npejasauu undexunu s Peny6anka Brarapus 2017-2020 r. 3a HYKIUTE HA
cTpaHarta npe3 2018 r.”,

AEK/IAPHPAM, YE:

O6mecrBen dons AbpxkaBa

H30K bwnrapus ]

Hata: 14.05.2018 r.
I'p. Codus

[74
IBAN (B reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuan "Akcaxo8"; 1D No: BG 130 469 816




"H-THHTYA" EOOJ E-LINGUA Ltd.

rp. Codus, 6yn. Saxo Caxnsos 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
test/daxc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12

e-mail: office@elingua.bg; www.elingua.bg  e-mail: office@elingua.bg; www.elingua bg

AreHHHA 33 OPEBOJH Traunslation Agency

CEPTUOHUKAT 3A PETUCTPALIUSA
No: 26234, pea. 1

Certification
vioionsne M
< ED

LNE ynocropepsiBa, ye ccTemMaTa 3a yIipaBJieHHe Ha Ka4ecTBOTO, pa3padoTeHa or

FUJIREBIO EUROPE N.V.

TexHoJIOTHYEH NApPK 6
9052 'EHT BEJITHA

3a deunocmume:

IIpoexTHpaHe, pa3paGoTKa, MPOH3BO/ICTBO, CEPBH3 H ANCTPHOYLIME HA MEOHIHHCKH H31e/IHs 32 Ul
BHTPO AnarHocTHka 3a kateropunte: INNO-LIA, INNO-LiPA, INNOTEST u cabp3auuTe ¢ TOBa
anapati 4 codTyep
UINBIHACAHU HA 0Dexma (obGexkmume):

FUJIREBIO EUROPE N.V.

Texunosoruden napk 6, 9052 I'ent Besrus

CbOTBCTCTBA HA M3UCKBAHUATA HA MEKAYHApPOJAHHTE CTaHAApPTH

ISO 13485 : 2003

Jlata Ha BnM3aHe B cyja Ha cepTHdUKaATa: 3 centemBpH 2016 1. (BKAIOYUTEIHO)
Jlata Ha U3THYaHE HA BAJIMAHOCTTA Ha cepTidHKaTa: 31 nexemBpy 2018 r. (BKIIOUHTEIHO)
Jara na n3nasaHe: 22 aBrycr 2016 .
cofrac /nodnuc ne ce veme, nexam/
Ot umero Ha 3aMecTHHK AMPEKTOpA
S ’ Cecut Bonenaj
o i ’ G-MED Mennjxtp otien ,,Ceprudnkauuun’
S CEEEAON . {
& paer . \
Oy LI Hp LNE Ne 26234-1
% N® 40038 LNE: IMpussnar perucrpatop Ha CMDCAS /To3n cepTuduKat € u3gaien B ChOTBETCTBHE C \
Portee disponitiv npasuiara 3a cepruduunpane sa G-MED u u3nckeannata va nporpama CMDCAS / SMDCAS SQ \

&0 waw_pofras.d
TToaunosseane na Ceprudukar 26234-0

Hauwonanua 1abopartopus 1o METPO:I0FHA ¥ H3nHTBae * [y6.uuia Thpropeko-unayctpuaina uneturyuns LNE/G-MED « Hotndmumpan oprau

Homep 0459
yu1."Tactou Beacue™ | + 75724 Mapiwox Ceneke 15 « 1en.: 0140 43 37 00 » Daxc: 01 40 43 37 37 - www.Ine.fr « www.gmed.fr

Moanucanara, KpucTuna BparoiiueBa, yHOCTOBEpsABaM BEPHOCTTAa HAa W3BBPIIEHHA OT MEH MPEBOA OT
AHTAHIACKY HA GBArAPCKM €3HK HA MPUIOKEHHS NOKYMEHT. [IpeBOABT ce CbCTOM OT | CTpaHHua.
IMpesopau: . o P i

Kpucruna Bpatoituesa iy A




CERTIFICAT

CERTIFICATE OF REGISTRATION
N° 26234 rev. 1

Le LNE certifie que le systéme de management de la qualité développé par
LNE certifies that the quality management system developed by

FUJIREBIO EUROPE N.V.
Technologiepark 6,

9052 GENT BELGIUM

pour les activités
for the activities

C 1ception, développement, fabrication, prestations associées et distribution pour les dispositifs
médicaux de diagnostic in vitro pour les catégories : INNO-LIA, INNO-LiPA, INNOTEST et les
instruments et logiciel associés.

The design, development, manufacture, service and distribution for in vitro diagnostic medical devices for
the categories : INNO-LIA, INNO-LIPA, INNOTEST & related instruments & software.

réalisées sur le(s) site(s) de
performed on the location(s) of

FUJIREBIO EUROPE N.V.
Technologiepark 6, 9052 GENT BEL

nplies with the requirements of the international standards Q,\Y\TE ny
ISO 13485 : 2003

Yébut de validité / Effective date September 3rd, 2016 (included)
falable jusqu'au / Expiry date :December 31st, 2018 (included)
‘tabli le //ssued on: August 22nd, 2016

afm =& On behalf of th@&Gertifk i i

st G-MED Certification Division Manager

RTFKATION LNE N° 262341
g&iﬁﬁ% LNE: CMDCAS recognized registrar / This certificate is issued according to the rules of G-MED certification and CMDCAS progr
?‘W“W@};‘@me o B »zr?ﬂ) wﬁm%’lt&inm@c&\%‘s&qﬁ E 3 ’wﬁ- R R DR e R R R R WL ¥ - NPT I Ly F R AW R R W PLIUAI\. C ACU O ISTI T MUAALIDLIETE T LA Ll;\ PRV {3}

NE/G-MED = Organisme notifié par 'autorité compétente francaise en matiére de dispositifs médicaux n° 0459
, rue Gaston Boissier - /75724 Paris Cedex 15 » Tél. : 01 40 43 37 00 » Fax: 01 40 43 37 37 = wwwine.fr - www.gmed.fr




"H-TAHTYA" EOOJ] E-LINGUA Ltd.

p. Codus, 6yn. Auxo Cakpios 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
Ten./dakc: (02) 846 84 12 . tel./fax: (+359 2) 846 84 12 “
e-mail: office@elingua.bg; www.elinguabg  e-mail: office@elingua.bg; www.elingua.bg \\
ATeHUHA 3a NpeBoan Translation Agency
IlpeBon ot anrnmiicky e3nk
¥ FunrRenin
Ne 80540, peB.2

EC JEKJIAPAIIMA 3A CBOTBETCTBHE

Ilevam ¢ mexcm:
LNE_MED (0459) yaocrosepssa, 4e EC Cepruguxarsr e BalMACH 32 H3GPOEHHUTE MEAULHHCKH H3aenHus.
4 nexemspu 2013 r.

Hue,

Fujirebio Europe N.V.
Texnonornyen napk 6
B-9052 I'ent, Bearus

ACKIapupaMe Ha CBOS OTTOBOPHOCT, 4ye IIPOAYKTBT:

INNO-LIA HIV Ul Score (pedh.Ne 80540)

CroTBercTBa Ha pasnopen6ute Ha Esponeticka HupextuBa 98/79/EC 3a MCIHUMHCKHTE U3ME/UA 33 HH BHTPO
JOHarHOCTHKA. .

CBOTBeTCTBHETO ¢ M3HCKBaHMATA Ha HupextuBata e oneneno ¢b00pa3Ho cnefHUTE TIpoLlexypH, OnMcaHy B
Axekc IV Ha [lupexTusara. :

Ceprigukat ¢ Homepa 26231 u 26227 €a U3faneHH oT:
LNE (NB No 0459)

1, Rue Gaston Boissier

75724 MNapux 15, Opanuus

IpunosxeHu ca choTBeTHHTE Pasneiu OT clieIHUTe XapMOHHU3HpaHH CTaHOapTH:

EN/ISO 18113-1:2011 - Memuuunckn manenus sa uy BHTPO IuarnocTuka - Mudopmanus, TIpeAoCTaBsIHa OT
TIpOH3BOAHTEIS (eTHKETHpPaHe) ~ Yacr 1: Tepmunn, onpenenenns u ocuosuu H3HCKBaHUA.

EN/ISO 18113-2:2011 - Memuuuncku usnenus sa un BHTPO anarnocTuka - Mudopmanus, NpeaocTaBAHa OT
TIPOH3BOZHTENS (eTHKeTHPaHe) — YacT 2: Pearenty 3a HH BUTPO HarHOCTHKA 3a POGECHOHATHO H3I0/13BaHe,

IOVarHOCTHKA.
EN/ISO 13485:2012 - Memmuncku n3nemus - CuCTeMH 3a ynpasnenne Ha Ka49eCTBOTO - H3nckBanug 3a
PeryJaTopHu Lesy.

EN/ISO 14971:2012 - Meauuunckn m3genns -
PHCKa KbM MEAHLMHCKUTE M3IETHS.

HpOH3BOlIPITeJBIT CbXpaHsABa UsjiaTa ChIIBTCTBALA AOKYMEHTAaLUA.

Ient, 7.11.2013 . Moanwuc, He ce yere/
Cucka Mopruep
Crapum ciyxuren »PerynaTopuu neinocru”

Fujirebio Europe’ﬁ V. Ten.: +32 (0)9 329 1329 = mfoigfujirebio-europe. com BTW BE 0427 5500 660
Texononornaen napk 6. B-9052  ake: 3200093291911 . ' www” wjirebio-curope.com KBC 440-0117601-12

Fewr, Besrus e X IBAN: BE19 44y?1 76 0\ k%
- : pal R\
C

HNoanucanara, Kpucruna Bparoituesa, )"'noéfg'qagphiaaia ?qu?itocrra Ha MpeBoAa, “Ha
C3MK Ha MPHIOXKEHHS JOKYMEHT, Hpeaozim.cé,.cscron/of 1'(exna) crpanuua.

Ipesonay: N A

Kpucruna Bparoiiuena T -
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g.?‘ FUJIRERBIO N° 80540 Rev. 2

EC Declaration of conformity

LNE/G-MED (0459 reconnai tifi

We, _ reconnait que son certificat
estvalide pour les dispositifs médicayx décrits E
Fuiirebio E NV, e TS
Tgf:lr:ﬁo:ggi:;g?: 6 LNE/G-MED (0459 ) recognizes that its EC certifieate
B-9052 Gent, Belgium Is valid for the medical devices listeg

declare under our sole responsibi lity that the product(s)

INNO-LIA HIV I/11 Score (Ref. 80540)

meet(s) the provisions of the European Directive 98/79/EC for in vitro Diagnostic Medical Devices.

The conformity with the requirements of the Directive has been assessed following procedure(s)
outlined in Annex IV of the Directive.

EC Certificate numbers N°26231 and N°26227 are issued by:

LNE (NB N° 0459)
1, Rue Gaston Boissier
75724 Paris Cedex 15, France

Relevant sections of the following (harmonized) standards apply:
- EN/ISO 18113-1:2011 - In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general requirements.
EN/ISO 18113-2:2011 - In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for professional use.
EN 980:2008 - Symbols for use in the labelling of medical devices.
EN 13612:2002 - Performance evaluation of in vitro diagnostic medical devices.
EN 13640:2002 - Stability testing of in vitro diagnostic reagents. 7\
EN 13641:2002 - Elimination or reduction of risk of infection related to in vitro diagnostic reagents,
EN/ISO 13485:2012 - Medical devices - Quality management systems - Requirements for regulato
purposes,
EN/ISO 14971:2012 - Medical devices - Application of risk management to me}i

The manufacturer retains all supporting documentation.

Gent, _ 0t} d043 8 LN ;
Siska Mortier
‘Senior Regulatory Affairs Officer °

+32(0)93291329 info@fujirebio-europe.com BTW BE 0427.550.660 - RPR Gent ; EaY -
F+32(0)93291911  www.lujirebio-europe.com KBC 440-0117601-12 - IBAN: BE19 4400 1176 0112 - BlCKREDHE

Fuijirebio Europe N.V
Technologiepark 6 - B-9052 Gent, Belgiu

bt s e
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"U-JHHI'YA" EOOJ E-LINGUA Ltd.

L ]
e lln : a rp. Codus, 6yn. Auko Cakb3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
’ - L L AL 6o LBLA Ten./dakc: (02) 846 84 12 . tel./fax: (+359 2) 846 84 12
e-mail: office@elingua.bg; www.elinguabg  e-mail: office@elingua.bg; www.elingua.bg
o : AreRuus 3a NpeBoax Translation Agency

IIpeBox OT aHrIMHCKY 1 DPEHCKH e3HK

2
;y, CEPTH®UKAT »e: 26231, Pen. 1
2" \:‘% ";‘- L N E M3nanen B Mapnx Ha 19 penpyapn 2014 r.

Le progres, une passion & partager

Certification
Médical-Santé

Hotudummpan oprau Ne 0459

EC CEPTU®HUKAT

32 H3IMHUTBAHE HA THNA (Ha NPOAYKTAa)
Anexc IV, pasnen 4 Ha lupextuna 98/79/EC 0THOCHO MeTHIMHCKHTE H3/leJiMsl 332 HH BUTPO AHATHOCTHKA

IIpounssopuren:

FUJIREBIO EUROPE N.V.

TexHoxoruuex napk 6,
9052 'EHT BEJITUA

Kareropus Ha usgenuero:

H3nenne 3a noTBbpANaBaHe Ha HIV
Ha GasaTa Ha MeToa Ha TecTBaHe LIA (1nHeen MMYHO2HAJIH3)

HaenTuduxanus Ha U3LETHETO:

INNO-LIA HIV VII Score - Pedepenten Homep 80540
(GMDN kon: 30779)

LNE/G-MED yznocrosepsBa, 4e Ha Gasata Ha pe3y/ITaTHTe, CBABPXKALIK Ce B pedepeHTeH aitn P122759, ~
NPOXYKTHT (NIPOXYKTUTE) CHOTBETCTBA (CHOTBETCTBAT) HAa M3UCKBAHHATA HA Hupextusa 98/79/EC, Anexc 1.

MlaTa Ha BAK3aHe B CHJIa Ha cepTudHKaTa: 26 ¢bespyapu 2014 r. (BKAIOYHUTEIHO)
/laTa Ha H3THYaHe Ha BAJHAHOCTTA HA cepTH(HKaTa: 25 q)enpyapn 2019 r. (BKJIIOYHTETHO)

PR R S
foe

LNE-26231, Pea. 1
IMonnosasane Ha Cepruduxar 26231-0

Ot umero na I'eHepaauus nnpemop‘:‘,w st e

Jlopanc JATAJIME TR 9\\
3aMecTHHK QUpeKTOp /;

/modnuc, ne ce yeme/

Haumonanna nabopatopus o MeTponorns u wamuteaue * [Ty6uuna TBProBCKO-HHIYCTpHANHa HHCTHTYNMA LNE/G-MED * Horudmumpan opr ;
ya."Tactou Boacue” | » 75724 Tapux Cenexc 15 + 1en.: 01 40 43 37 00 » Maxc: 01 40 43 37 37 « www.Ine.fr - www.gmed. fr

e

2 -
Honynoanucaunar, Tomwucias Koc/l'sif{,éss,‘jiynogi?ga:e ABaM BEPHOCTTA Ha M3BBPLIEHHA OT MEH IIPEBOA
aHINNICKH H QpeHCKH Ha Gmrap“g . e8MK Ha “TIPWIOXKEHHA JOKyMeHT. IlIpeBoAsT ce chetoM oT 1 (g
CTpaHHLA.  {eoo
Ipesogau: e :
SN

Tomucnas Kocranen " L4
~Loochs




B I E ATTESTATION/ CERTIFICATE N° 26231 rev. 1
Ry ‘ !

prit T Délivrée a Paris le 19 Février 2014

4 PIORTES, wiie pssins & forioger Issued in Paris on February 19th, 2014

Certification
viédical-Sansé

Notified Body N° 0459

ATTESTATION CE / EC CERTIFICATE

Examen CE de la Conception (du produit) / EC Design Examination (of the product)
ANNEXE IV point 4 Directive 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro
- ANNEX IV section 4 DIRECTIVE 98/79/EC conceming in vitro diagnostic medical devices

Fabricant /Manufacturer

FUJIREBIO EUROPE N.V.
Technologiepark 6,

9052 GENT BELGIUM

{

Catégorie du(des) dispositif(s) /Device(s) category

Dispositif de confirmation du VIH basé sur la méthode LIA (Line ImmunoAssay)

Device for HIV confirmation based on LIA (Line ImmunoAssay) test method

Identification du(des) dispositif(s) //dentification of device(s)

INNO-LIA HIV I/l Score - Réf. 80540
(Code GMDN : 30779)

INNO-LIA HIV I/l Score - Ref, 80540
(GMDN code : 30779)

Le LNE/G-MED atteste qu'a I'examen des résultats figurant dans le rapport référencé P1 22759, le(s) produit(s) énumér, (s)lcl-dessus
est (sont) conforme(s) aux exigences de I'annexe | de la directive 98/79/CE. h

LNE/G-MED certifies that, on the basis of the results contained in the file referenced P122759, the product(s) complis(s) with the requirement
of the directive 98/79/EC, annex 1. /

Début de validité / Effective date :February 26th, 2014 (included)
Valable jusqu'au / Expiry date : February 25th, 2019 (included)

For the

LNE - 26231 rev. 1 Laurence DAGALLIER
Renouvelle le certificat 26231-0 Deputy Director

Laboratoire national de métrologie et d’essais . Etablissement public & caractare industriel g
NE/G-MED = Organisme notifi€é n° 0459
I, rue Gaston Boissier - 75724 Paris Cedex 15 » Tél. : 01 40 43 37 00 « Fax : 01 40 43 37 37 « www.ine.fr



‘90 M

./
Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramifil Svetoq Klimenta 26
Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax:  +381112832 850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @eltag0ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JAEKJIAPAILIM ST

Honynonnucanusat Teoxop Usanos 3amdupos
(mpume umena)

B Ka4€CTBOTO CH Ha Ympasuren, Ha ,,EJITA 90M“ OOJ], EUK (BYJICTAT) 130469816 , cbe
Cepamuie ¥ anpec Ha ynpasinenue rp. Copus, m.x. 1000, yo. , JdyHas“ 19, Bx. A, et.1, an.2 ,
YYaCTHHK B OOILIECTBEHA IIOpbYKA C NpeaMeT: ,,/Jlocmaeka Ha OUaZHOCMUKYMU U
koncymamusu 3a CIIHH, eupycnu xenamumu B u C, cuunuc u opy2u cexcyaiano
npedasanu undexuyuu no Hayuonanna npozpama 3a npeeenyun u konmpon na XUB u
cexcyanHno npeoasanu ungpexyuu ¢ Penybnuxa Bvazapus 2017-2020 2. 3a HyMcOume Ha
cmpanama npes 2018 2.”,

AEK/TAPHPAM, YE:

aKo 3a I/I3pa60TBaHe Ha HAKOH TECTOBE HAMAa HaJlUYHA aniapartypa, Hu€ 1€ MpeaoCcTaBUM M e
noAabpXXaMe TakaBa 3a BPEMETO, B KOETO 1€ ce H3pa6OTBaT CaMO TOCTAaBCHHUTE OT Halla
CTpaHa TECTOBE.

Hara: 14.05.2018 r.
I'p. Codus

IBAN (8 rea): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, dusuan "AkcakoB": IL%O: BG 130 469 816



‘90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.1. ELTA 90 Medlical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26

Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax:  +381 112832 850
Fax: (+3592) 9832211 Fax: +40271 232 26 96 office @elta90ms.com

E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JNEKJIAPALIUA

Honynoxnucanust Teonop Uanos 3ampupos

(mpume umena)
B KaQ4€CTBOTO CH Ha Ynpasurei, Ha ,,EJITA 90M* OO0/[l, EHK (BYJICTAT) 130469816 , CBC
Celanuie 1 anpec Ha ynpasnenue rp. Codus, n.x. 1000, yi. ,,Jlynas“ 19, Bx. A, er.1, an.2 ,
Y4aCTHHK B OOIleCTBEHAa NOpBuUKa C mpeamer ,,/Jocmaska Ha OUAZHOCMUKYMU U
koncymamueu 3a CIIHH, supycnu xenamumu B u C, cugunuc u opyzu cexcyanno
npedasanu unghexyuu no Hayuonanna npozpama 3a npeeenyun u konmpon na XHB u

CeKCyanno npeoasanu unpexyuu ¢ Penybnuxa buazapua 2017-2020 2. 3a nyscoume na
cmpanama npes 2018 2.”,

HAEK/IAPHPAM, YE:

HIC MOAABpIKAME 3a Halla CMETKa HaIMYHaTa M3BBHI'apaHIHOHHA anaparypa Ha KOATO LIIe ce
H3pa6OTBaT JOCTaBSIHHUTE OT HAC TECTOBE,

Hara: 14.05.2018 r. JEKJIAPATOP
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, dusuas "AxcaxoB"; ID/No: BG 130 4ka 214



‘90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.1L. ELTA 90 Medical Science DOO

Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26

Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA

Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650

Tel.: (+3592) 9839649, 9832209 +4021 232 26 95 Fax:  +381 112832 850

Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com

E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076
HEKJIAPALIUA

Honynonnucannst Teonop Usanos 3ampupos
(mpume umena)

B Ka4€CTBOTO CH Ha YmnpaBurten, Ha ,,EJITA 90M* 001, EMK (BVJICTAT) 130469816 , CBC
CElaIIE U apec Ha yIpaBiICHUE Ip. Codus, n.k. 1000, yn. ,,Jlynas“ 19, Bx. A, er.l, am.2 ,
yHacTHHK B o0WIECTBEHA mMOphYKa C npenmet, /locmaeka na ouaznocmukymu u
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugunuc u opyau CeKCyanHo
npedasanu ungpexyuu no Hayuonanna npozpama 3a npegenyusa u konmpon na XHUB u
CEKCYANHO npedasanu ungekyuu ¢ Penybnuxa Bovnzapus 2017-2020 2. 3aq HyMcOume na
cmpanama npes 2018 2.”,

HAEK/IAPHPAM, YE:

HpeIoCTaBCHATa 3a Halla CMETKa arrapatypa, Ha KOSTO IIe ce paGOTI/I C JOCTaBEHHUTE OT HaC
TECTOBE, 1€ € C TCXHHYECKH IapaMETPH HE IO- HUCKH OT TE3H Ha CBIIECTBYBAIlATA.

Hara: 14.05.2018 r.
I'p. Codus

IBAN (6 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuan "AxcakoB"; IM&O.‘ BG 130 449 a14



ATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+ 359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26

Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 FaX +381 17 2832 850
Fax: (+359 2) 9832211 Fax: +4027 232 26 96 office @elta90ms. com

E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPALIAST \\

Honynomnucanusr Teonop HUanos 3am¢upos

(mpume umena)
B Ka4€CTBOTO CH Ha YmpaBuren, na »EJITA 90M* 00/1, EUK (BYJICTAT) 130469816 , CBbC
CCNAITNLIE U afipec Ha yIpaBieHue rp. Codus, m.x. 1000, ya. . Jdynap“ 19, Bx. A, eT.1, anm.2 ,
Y4aCTHHK B OOLIECTBEHAa mNOphuKa c npeamer ,,/locmasxka na Ouaznocmukymu u
koncymamueu 3a CITHH, éupychu xenamumu B u C, cugunuc u opyeu CeKCyanHo
npedasanu ungpexyuu no Hauuonanna npozpama 3a npesenyun u Konmpon na XHUB u

CeKCyanno npedasanu ungpexyuu ¢ Penybnuxa Bvnzapus 2017-2020 2. 34 Hy)cOume na
Cmpanama npes 2018 2.”,

AEK/IAPHPAM, YE:

€ ocHrypuM mporpamupaneto Ha Ha/lMuHaTa amapatypa 3a  m3paGoTBaHero gy
CHHXPOHH3HPAHETO Ha JIOCTABEHHUTE OT HAC TECTORE,

Hata: 14.05.2018 . JAEKJIAPATOP:
I'p. Codus /I1-p Teonop 3ampupby

/ o~
IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK. durias "Axravori.  do ar-



FATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medlical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26

Fax: (+ 359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 Fax: 4387112832 850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com

E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKIJIAPAITHS

Honynoanucanusar Teonop Usanos 3amdpupos
(mpume umena)

B Ka4eCTBOTO CH Ha YmpasuTten, Ha ,,EJITA 90M* OO, EVK (BYJICTAT) 130469816 , cue
celamuine ¥ anpec Ha ynpasnieHue rp. Codus, n.x. 1000, yu.,JQyxas“ 19, x. A, er.1, an.2 ,
YYaCTHHK B o0liecTBeHa IOpbuKa ¢ mpeaMer ,/Jocmaexa Ha ouazHocmukymu u
koncymamusu 3a CIIHH, supycnu xenamumu B u C, cugpunuc u opyzu Ccexcyaino
npeoasanu ungexyuu no Hayuonanna npozpama 3a npesenyua u Konmpon na XHB u
cexcyanno npedasanu ungexuuu ¢ Penyonuxa Bvazapua 2017-2020 2. 3a HyycOume Ha
cmpanama npe3 2018 2.”,

AEKIIAPHPAM, YE:

Tecrosete mo o6ocobena mosuuus Ne 41 ca ¢ UyBCTBHTENHOCT paBHa WJIM MO-BHCOKA OT
99%, cneuupHYHOCT paBHAa WM I0-BHCOKa oT 96%. TecToBere 3a IOTBBbPAMTENHA
murHoctika Ha XHWB 1/2 undexnus ce H3MbAHABAT BBPXY CTPHIIOBE HaTOBapeHU C
pexomOuHanTHH XVIB-1/2 anturenu. PeareHtuTe B KMTAa Ca TOTOBH 3a ynorpeba Ge3
penBapuTenHo paspexnane. IIpouenypara 3a u3nbiHEHHE € aBTOMaTH3MpaHa. Pesyirarute
IIe ce OTYUTAT YPe3 CKAHUPAHE M KOMITIOTBPHA IPOrpama M e e JOKYMEHTHPAT Ha XapTHeH
HOCHUTEIL.

Hara: 14.05.2018 r.
I'p. Copus

" " V
IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, dusuar "AkcakoB":” ID No: BG 130 449 814



ObPA3EI]
EJITA 90M OO/]

(HaumeHoB8aHUE HA YYACMHUKQA)

HEHOBO INPEJJVIO)KEHUE

Honynoanucanust/ara Teogop MBanos 3amdupos
(mpume umena)

B KauyecTBOTO CH Ha Ympasuren B/Ha ,.EJITA 90M*“ OO, EUK (BYJICTAT) 130469816, cnc
cejanuiie M aapec Ha ynpasieHue rp. Codus, mk. 1000, yn. ,JyHas“ 19, Bx. A, er. 1, am. 2,
YYacTHHK B OOILIECTBEHA NOPBYKA C NPEAMET: ,,/Jocmaska na OuazHoCMuUKyMu U KOHCymamueu 3a
CITHH, supycnu xenamumu B u C, cuunuc u opyzu cexcyanno npedasanu undexyuu no
Hauyuonanna npozpama 3a npeéenyus u konmpon na XHB u cexcyanno npedasanu ungpexyuu 6
Penyonura bvazapun 2017-2020 2. 3a nyscoume na cmpanama npes 2018 2.”, exnousawa 44
obocobenu nosuuuu 3a obocobena/u nosuyus/u Ne 41 - Tecmoee 3a nomewvpoumenna

ouaznocmuxa na XHB - Hmynobaom.

YBAXKAEMMU JAMH H T'OCIIOJA,

C nacrosmoTo Bu MpEACTaBAME HAICTO LICHOBO MPEJIOKCHHUC 3a YUaCTHC B o0sBeHaTa OT
Bac Ipoueaypa 3a Bb3JIaranc Ha oOmecTBeHaTa NNOopBUYKa KAaKTO CJIEABA:

Enunuuna uena no o6ocobena mo3uus 41 B pa3mep :
87,30 nB. (cioBOM OceM/eceT U celeM JB. U Tpujecer ct.) be3 JJJIC

u 104,76 nB. (C7I0BOM CTO U YETHPH JIB. U CEEMIECET H IIECT CT.) ¢ HauucneH JIJ[C.
3a komnnexcro od)epupauume noO3uUYUU, qu)opMauwlma 3a eOUHUYHaAma YeHa ce nosmapsa mojakoea Nvmu, KOaKomo ca

KOMAIEKCHO Ohepupanume no3uyuy.

O6ma KOMILIeKCHA OIl¢HKA HA ¢JHHHYIHHTE CTOHHOCTH nmpeacTraBjagaBama CGOP OT CbOTBECTHHTE
eAMHHYHH CTOHHOCTH HA OTAECJTHHUTE MO3HIXHH, KOHTO C€ JOCTABHAT KOMIVICKCHO:

......................... JB. (CTIOBOM....tuuvirnieneennneeaneennenanesaneanesness....JIB.) 0€3 JJJIC
Ionvasa ce npu komnaexcrHo oghepupare Ha ROFUYUL.

O61maTa 1eHa 3a H3M'BIHEHHE HAa BCHYKH JIEHHOCTH OT IIpeMeTa Ha 00ocobeHaTa Mo3Hius €:

183 330,00 1B. (C11OBOM CTO OCEMECET M TPH XMWY TpUCTa U Tpuaecer iB.) 6e3 JIJIC

Haunciaen JJC.




Taka [peUIOKEHHTE [EHH BKIIOYBAT BCHUYKH Pa3XOI| A0 KPaeH IOJydaTes: CTOMHOCTTa Ha
CTOKaTa, OMAaKOBKA, 3aCTPax0BKa W TPAHCMOPT 10 KPacH IoJy4Yaresl, PH CPOK HA TOAHOCT HE MMO-
Marbk oT 75 % (cemeMaeceT W meT Ha CTo) OT OOSABEHHS OT MPOM3BOAUTENS KbM JaTaTa Ha BCSKa
JOCTaBKa. B mpemoxeHara LeHa ca BKIIOYEHM MPOrpaMHPaHETO Ha HAIHYHATA anaparypa,
MOMAPHKKATA Ha HAJIWYHATA MW3BBHTapaHIlOHHA amaparypa, Ha KOATO W ce u3paboTBat
o(epHpaHHTE TECTOBE, KAKTO M 00yUeHHe Ha IEPCOHaa 3a paboTa ¢ TECTOBETE.

[TocoYcHHTE €IMHWYHM [ICHH He MOLJeKAT HAa NPOMSHA Tpe3 NENHs CPOK Ha JCHCTBHC Ha
JIOrOBODA 32 M3IBIHCHHE HA MOPHYKATA.

IIpennokeHATE LEHH Ca ONpENCNeHM MPH INBIHO CHOTBETCTBHE C YCIOBHATA OT
JOKyMEHTAIUATa 110 Mpolieiypara.

[Ipr HECHOTBETCTBHE MEXAY IPEMIOKECHUTE €IUHHYHA H o0ma IeHa, BauaHa Ine Obre
eAMHMYHATA IleHa Ha odeprara.

IIpy HechOTBETCTBHE MEXAY NPEIOKEHATa IeHa, H3MHKCaHa CIOBOM M LIEHATa, IOCOYeHa ¢
nudpH, BaUAHA e 6b/e LeHaTa, TOCOYCHa CIIOBOM.

3agbDKaBaMe ce, ako HamaTa odepra 6be NpHETa, 1A H3MBIHUM H NPEJAJEM JOTOBOPCHHUTE
KOJIHYECTBA ACHHOCTH, CHIJIACHO CPOKOBETE U YCIOBHATA, 3aJIETHAIH B IOrOBOPA.

Ilpu ycioBHe, de ObAeM U30paHH 3a H3IBIHATEN Ha OOLICCTBEHATa MOPHYKA, HAC CME
CBHIIIACHH [a TOAIHINEM H IPEIOCTABHM TapaHIMs 3a U3MbJHEHHE Ha 3aAb/DKCHHATA N0 J0roBOpa B
pasmep Ha 3 % oT cToifHOCTTa My, 6e3 JIJIC B enHa oT dopmuTte nocoyenu B wi. 111, an. 5 ot 3011

CMeTKara, 10 KOATO Ile OBAAT H3BBLPHIBAHH pa3lUiallaHHsATa MO AOroBopa, ako 0baeM

ONpE/IENiCHH 3a H3ITBIHUTEN Ha [IOPBYKATa:
Banka; YauKpemut Byn6anx“ AJl IBAN BG09 UNCR 9660 1037 9234 10 BIC UNCRBGSF
Turynap na cMerkara ,,EJITA 90M* OO0J

Jabenexia 1: 3a NO3UNMHTE, KOUTO ce Odephpar KOMIUIEKCHO €€ MPEACTaBs OO0 IIEHOBO
IpeVIOKEHHE H ce OTOE/A3BaT, KaKTO eIMHAIHUTE U oOlIMTE IICHH 3a BCSAKa OT/ENHA No3unus 6e3 u
¢ JJIC, Taka u o0Ima KOMILIEKCHA CTOHHOCT 6e3 u ¢ JJIC, npencraenssama cO0p OT CbOTBETHHTE
061 CTOMHOCTH HA OTAEIHHUTE MO3UIUH, KOMTO CE NOCTABAT KOMILIEKCHO.

3aGeneskka 2: OOmara neHa 3a M3NBIHCHHE Ha BCHUKH JECHHOCTH OT NpEAMETa Ha obocobeHara
TO3HIIAS Ce U3YMCIIABA KaTo NMPOM3BEICHHE HA €JMHHYHATA IIEHA H KOJIHYCCTBOTO.

3aGenexia 3: VYuacrnuuure, perucrpupann no JUJIC, orOens3BaT HAIMYMETO Ha TaKapa
perucTpanss.

Hata 14/ 05/ 2018

Wme u pamuns Teonop 3amdupon

IMoamuc Ha JIMIETO U neyat




