OBPA3EIl
TEXHHYECKO IIPEJJ/IO/KEHHE

no o6uiecmeena nopvUKa ¢ npeomem:

wJAdocmaeka na ouaznocmuxymu u koncymamueu 3a CIIHH, eupycnu xenamumu BucC,
cugunuc u Opyzu ceKCyanHo npedasany ungexyuu no Hayuonanna npozpama 3a npeéeHuun u
konmpon na XHB u cexcyanro npedasanu unpexyuu ¢ Penyonuxa Bvneapua 2017-2020 2. 3a
HyscOume Ha cmpanama npe3s 2018 2.”, no o6ocobena/u nosuyus/u Ne 4 - Tecmoese 3a
nomewvpoumenna ouaznocmuxa Hmynoonom,

HacTof1oTo TEXHHYECKO MPEIONKEHHE € OAAICHO OT:
EJITA 90M OO/]

/HauMeH06aHe HA yuaACmHUKY/

¥ TTO/MACAHO OT: Teomop VBanoB 3amdupos
/mpu umena/

B Ka4eCTBOTO My/MM Ha: Ynpasuren
/omencrocny/

Cvovporcanue:

1. JIOKyMEHT 3a yI'IHOMOINABAHe, KOraTo JHIIETO, KOETO NoAaBa odeprara, He € 3aKOHHMAT
NpeCTaBUTEll Ha yJaCTHHKa,

2. TIpeUioKeHHE 3a H3MbIHEHHE Ha IOPHUKATA B CHOTBETCTBHE C TEXHUYECKHTE CIIELH(PHKAIAH
Y M3MCKBAHUATA Ha BH3JI0XKHTENS,

3. Jlexnapaius 3a CbrilacHe ¢ KJay3uTe Ha IPUJIOXKCHUS IPOEKT Ha JOTOBOP;

4. Jlexnapauus 3a CpoKa Ha BallMAHOCT Ha odepTara;

5. OpunuaTHA TOKYMEHTH, ONHCAHKA H/WiM OQUIMATHA KaTalo3H Ha TPOH3BOAUTENS/UTE HA
U3JICTUATA.

6. Jlexnapalius, ¢ IpUIoxKeHo u3Baedenne oT Crmceka mo wi.1, 1.1, 6yksa "6" or Hapenbara 3a
YCJIOBHATAa M Pela 3a CbCTaBsHE HAa CHMCHK Ha MEIHIMHCKHTE H3MEUA MO 'Ll 30 or 3MH u 3a
OIpejic/isIHE Ha CTOMHOCTTA, 0 KOATO T€ CE 3alUlaliar, OT KOSTO M3BICUCHHE € BU/HA MPOJAXHATA
eHa 1o cMuchia Ha § 1, T. 29a ot 3MU, BoB BpB3Ka ¢ § 1, T. 4 or JIP Ha Hapen6ara, 3a Bcsixa
HO3HILIAS, 34 KOATO € IoajeHa opepra;

7. 3aBepeHo Komue Ha opuumaneH JOKyMeHT, m3janeH otr MAJL, or kolto € BuAHO, 4e 32
CHOTBETHOTO MEINHIMHCKO H3heiane HaMa peructpupanu faHed B MAJl w/mmm EUDAMED 3a
HHIMICHTH/IOTEHIHAIHE HHIOMACHTH IIpe3 IOCJIENHUTE JBe TONHMHH, KaKTO U OJOKHpaHH WIH
M3TErVICHH NApTHAM OT CHIOTO MEAMLMHCKO H3/IENHe Tpe3 nocieannte 2 rofuny. IIpencrapeHus
nokymenT oT MAJI cnensa na 6bjie M3laeH NMpEAH HE IOBEYE OT CAMH MECEN OT IOJaBaHE Ha
odepTa OT y4aCTHHKA.;

8. Jlexnapanus, B KOSTO Aa Obje NMOCOYEHO MEIMLMHCKOTO H3/IEIHE 3a KOETO CE y4acTa H
KOHKpPETHHAT ob1ecTBeH GOH Ha CHOTBETHATA bPXKaBa, 110 KOHTO Ce 3aliala;

9. Moctpa 0603HaYeHa [O HAYHH, OT KOHTO Aa € BHIHO Ha KOE NPEIIOKEHHE OTroBaps

(omnocumo 3a 060cobeny nosuyuu Ne Ne 2 u 29);
10. 3aBepeno komue Ha BamjeH ceprudukar BJIC EN ISO 13485:2012 / ISO 9001:2012 wnnu

I0-HOB MJIM €KBHBAJIEHTEH, ¢ 00XBaT CBIJIaCHO MpeaMeTa Ha obocobeHaTa MO3ULHS 33 KOSATO €€
y4acTBa, U3/1aJleH Ha HMETO Ha IPOM3BOJMTEIA.

11. 3aBepeHo KOMHE Ha IeKiIapaliliTa 3a ChOTBETCTBHE ¢ J[MpeKTHBa 98/79/EC, u3nanmeHa ot
npoussoautess U kornue Ha EC ceprudukar 3a CbOTBETCTBHE C Jupextua 98/79/EC, u3nangen ot
HOTHGHMIUpPAH OpraH [0 CMHCHJIA Ha 3MU (omnocumo 3a nosuyuu NeNe 1, 2, 3, 4,5, 7, 8, 9, 11, 12,
13,16, 17,18, 19, 20, 21, 38 u 41),

12. 3aBepeHO Komye Ha AEKIApalliaTa 3a CbOTBETCTBHE C JlHpeKTHBa 98/79/EC,

[IPOM3BOIUTEIS (OMHOCUMO 30 NO3UYUU NeNo]4, 15, 27, 34, 35, 36 u 37);
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13. Jlexnapanus, 4ye JHarHOCTHKYMHTE MI€ 6baar B chotHomeHue 30% ronemu kM 70%
MaIKH OTIAKOBKH (OMHOCUMO 34 OUGZHOCMUKymume no 000cobenu nosuyuu NeNe 1, 3, 7u 15 3a
nepeuuna ouaznocmuxa na CITHH, xenamum B, xenamum C u cugpunuc),

14. Jlexnapanus, 4¢ AAarHOCTHKYMHTE Ca OKOMIIIEKTOBAaHH CBC CHOTBETHHA Opoii 1U1aKH H
BpBXUETA M BCHYKH TECTOBE, 33 M3NBJIHCHHETO HAa KOUTO CC M3UCKBAT, I OBbAaT OKOMILJIEKTOBAHH
ChC CHOTBETHHA 6poil BppXUeTa, choOpasHo Opost Ha TECTOBETE (omHocumo 3a OuazHOCMuKymume no
o6ocobena nosuyus Ne 14 3a TIIXA),

15. Jexnapanus, B KOSTO € MOCOYEHO, Y€ aKo 32 n3paboTBaHE Ha HIKOM TECTOBE HAMA
Ha/MYHa anapaTypa, me ObJe NpeicTaBeHa Takasa | Iie ObJe Mo/IbpKaHa 32 BpEMETO, B KOETO €€
13paboTBAT TECTOBETE (8 HPUNONCUMUME CLYHAU)

16. Jlexiaapanus, B KOSTO € NOCOYEHO, Y€ IUE Ce MOIbPXKa 32 CMETKa Ha HM3IIBJIHATEIA
HaAM4HATa M3BBHrApaHI[MOHHA amaparypa, Ha KOATO i€ ce u3paboTBaT TECTOBETE (HAIMYHATA
anaparypa € ChIJIacHo npmuioxenue Ne 2);

17. Jlexnapanus, B KOATO € IOCOYEHO, Ye MpPEOCTABEHATA 33 CMETKAa Ha M3IBJIHHTEI
anapatypa, Ha KOSTO I ce pabOTH ¢ TECTOBETE e OB/¢ € TEXHHIECKH NapaMeTpH HE NO-HACKH OT
Te3W Ha CHIIECTBYBAIIATA (8 NPULONCUMUME CIYHAU);

18. Jlexymapanus, B KOATO € IIOCOYEHO, Y€ H3INBIHMTENS I MNPEJOCTaBH amapar 3a
apromatiuHa excrpaknus Ha PHK, ako 3a TecToBeTe 3a BHPYCEH TOBAap €€ M3MCKBA CKCTPAaKIHA Ha
supycaa PHK (¢ npurooicumume cryvau);

19. Jlexnapanus, B KOSTO € MOCOYEHO, Y€ W3MBIHHTENA IIE OCHTYPH NPOrpaMHPAHETO Ha
HAJIMYHATA allapaTypa 3a u3paboTBaHETO U CHHXPOHU3HPAHETO HA JIOCTABEHUTC TECTOBE;

20. Jlexnapauus, B KOSTO € IIOCO4EHO, 4¢ THATHOCTUKYMHTE 110 o6ocobena mo3urus Ne 7 3a
IbpBMYHA JuarHocTuka Ha xematut B /HBsAg / - EJIU3A u ob6ocoGena mo3unuss Ne 8 3a
MOTBBpAMTENHA auarHoctika Ha HBsAg me Gbaar oepupaHn KOMILUIEKCHO H IHE Ca OT €IHH
IIPOM3BOJIUTEI (8 NPULOJCUMUME CTLYHAU);

21. Jlexnapaius, B KOATO € MOCOYEHO, Y€ TECTOBECTE IO o6ocobena mosunmsa Ne 41 ca ¢
YYBCTBMTENHOCT PaBHA MM NO-BHCOKa OT 99%, crenuMYHOCT paBHA WM IO-BHCOKa oT 96%.
TecToBeTe 3a MOTBBPAMTENHA adarHoctuka Ha XHMB1/2 nHdeKnus Ime Ce HM3MBJIHABAT BBPXY
CTPHIIOBE HATOBAPEHH C PEKOMOWHAHTHH XUB-1/2 autnrend. PeareHTHTE B KHMTa 1€ Ca r4TOBH 32
ynotpe6a 6e3 mnpexsapuTenHo paspexiane. IIponenypara 3a HM3NBIHCHHE € aBTO HpaHa.
PesynTaTuTe 1€ Ce OTYMTAT Ype3 CKAHWpaHE W KOMIOTHPHA NporpaMa M e ¢e JOKYMEH
XapTHEH HOCHTE (8 NPUNONCUMUME CYHAY);

22. Jlexnapanys, B KOSTO € [IOCOYEHO, 4e 110 060co0eHa O3NS Ne 2 e 6bp3 Ka4eCTBEH TEC
3a OTKpUBaHE HA aHTHTENA CPElly BUpyca NPHYHHABAIN HMYHEH neduuuT y YoBeKa, THIOBE 1 U 2.
UYyBCTBHTENHOCT PaBHA WIH NO-BHCOKa OT 99%. CrienuM4HOCT paBHA WIH TO-BHCOKa oT 98%.
BB3MOXKHOCT 1a OTKpuBa crenubuunu aHTH-XVIB aHTHTEna B npobu oT nepudepHa KpbB.
[Iporenypara 3a H3MbIHEHUE Ja HE H3UCKBA CHNEIIHAITHO naGopaTopHo 000py/BaHE 3a H3IIBIHECHHE
Ha TecTa (aBTOMAaTHYHH MHIETH, MHKyOaTOp, MeHKbp U Ap.). TecToBeTe me OBIaT KOMIUICKTYBaHH C
ABTOMATHYHH JIAHIIETH 32 B3eMaHe Ha npobu ot neprdepHa KpbB. BCHUKH pEeakTHBH 32 n3paboTBaHe
Ha mpo6M OT Hsia KPbB, IUIA3Ma M CepyM Wie OBAAT BKIIOYCHH B AHArHOCTHYHHA TECT-KHT.
I[Ipouenypara 3a H3MBJIHEHAE HAa TECTa HE HA/(BUINIABA 5 MuHyTH. BpemeTo 3a OTYMTaHe Ha pe3y/irara
ge HagpumaBa 20 MHHYTH OT IPHKIIOYBaHE Ha IpolleJypara IO u3paboTBaHe Ha TecTa (8
npULOdCUMUME CAYHau);

23. Jlexapanus, B KOSTO € IIOCOYEHO, Y€ TECTOBETE 32 ONPEAEIIHE Ha BUPYCCH TOBAp Ha HIV
o 0Gocobena mo3umnus Ne 38 me ce M3MBJIHABAT HABIHO aBTOMAaTHYHO H IIE Ca ¢ N0JHA I'PaHHMIIa
Ha feTexus 10 50 BUpYCHH KONHS Ha MIJIWIHTBD.

24. Jleknapauus, B KOATO € MOCOYEHO, Y€ TECTOBETE 110 o0b6ocobena mosuimsa Ne 42 ca Ha
NpUHIMIA HAa KamWiApHa Trejl-eleKTpodopesa CEKBEHHpaHE IpH MUHAMATHO €JHOBPEMEHHO
3apexaHe oT 6 NpoOH 3a U3CTENBAHE (8 NpUNLOJNCUMUME cayyau); perTD

25. Jlexnapanus, B KOATO € IIOCOYEHO, Ye TECTOBETE 32 MArHOCTHKA Ha XCTid g
Ha M3MCKBAHETO 3a YYBCTBHTENHOCT paBHa Ha miM mox 0,130 IU/ml. moBbpXHOLTSH AHTHIE
xenaTut B 1 crienudu4HOCT He 10-Majka oT 99 % (omnocumo 3a 060c0o6enu no3UYUE, @_faﬂ }
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26. Jlexnapaliis, B KOSTO € IIOCOYCHO, Y€ TECTOBETE 3a IIbPBHIHA muarsoctrka Ha CITUH -
EJIN3A 10 o6ocobena nosunus Ne 1 ca THI aHTHreH - aHTHTIO. UyBCTBHTEHOCTTA Ha TECTa 33
apTatenara ¢ 100%, cneupuYHOCTTa HE € MO-HHUCKA OT 99%. UyBCTBHTENHOCTTA 3a JCTCKLHUA HA
XVB anturesa e mox 2 IU/m.

Jata 14/ 05/ 2018 r.
Hme u hamunug Teomop 3ampupos
[TOANMMC HA JIMLETO M MEUAT eeevvversecssnemnrnnsnensnesecpe il Foes oT i 4




OBPA3EIL]
EJITA 90M OO/ '
(HaumeHoB8aHUe HA Y4aCMHUKQ)

IMPEIJIOXEHME 3A U3ITBJIHEHUE HA ITIOPBYKATA

Tonynoanucanust/ara Teonop MBaHoB 3ambupos

(mpume umena)
B KauecTBOTO cd Ha Ymnpasurten B/Ha ,.EJITA 90M*“ OO, EUK (BYJICTAT) 130469816, cnc
ceflanuine u aapec Ha ympasneHue rp. Codpus, mx. 1000, yn. ,Jdymas“ 19, Bx. A, er. 1, an. 2,
Y4aCTHHK B OOIIECTBEHA NTOPBUKA C IIPEMET:

wlocmaexa na ouaznocmukymu u koncymamueu 3a CIIHH, eupycrnu xenamumu B u C, cugpunuc
u opyzu cexcyanno npeoaeanu ungexyuu no Hayuonanna npozpama 3a npesenyus u KOHmpon
Ha XUB u cexcyanno npeoasanu unexyuu ¢ Penybnuxa bvnazapus 2017-2020 2. 3a nHysncoume na
cmpanama npe3z 2018 2.”, no obocobena/u nosuyus/u Ne 4 - Tecmoee 3a nomewvpoumenna

ouaznocmuxka Hmynobnaom, %

YBAXKAEMH JAMHU U T'OCIIOJIA,

C HACTOAINOTO NPEACTaBIME HAIIETO TEXHHYECKO MPEIOKEHHE 32 H3TbIIHEHHE Ha 00EKTa Ha
obsBenata ot Bac obmecTBeHa noppyka.

NPEJJOXEHHUE HA
Koanuecrro CTH
Ne HaunMeHoBaHMe N0 cnienAGHKaANAS Mspka 10° MNPON3BOIUTEI,

’ MAPKA, MOJEJI
(KAT. No)

TecToBe 3a
HOTBBPIAUTEIHA
JHATHOCTHKA HA XeNATHT

TecroBe 3a NOTBBpAWTENIHA AHArHOCTHKA N C - ImyHoGn0T;
Opoit 72 N
HUmynobnor Fujirebio Europe N.V_;
INNO-LIA HCV Score;
Kar. Ne 80538;
20 Tecra/onak.

(Yuacmuuyume creosa 0a nonwvauam zpagha ,, IIpeonosicenue na ynacmuuka: npousooumen, Mapka, Mooen
(kam. No)“ camo 3a 060cobenume no3uyuu, 3a Koumo yvacmeam)

I[eKJIapnpaM€, 4¢ BCUYKH MCIHIHHCKH HU3ICIHA, KOUTO HMAT CPOK Ha rOAHOCT, KbM JaTrara
Ha J0CTaBKa I OBJaT ¢ OCTaTby4eH CpPOK Ha TOAHOCT HE IIO-MalIBK OT 75% ot obsBeHHS OT

IIPOM3BOINUTELS,
I[exnapnpame, 4ye mnpemiaraHuTe H34C/INA 1€ IIPUTEXKaBaT KbM MOMCHTa Ha JOCTaBKa

ceprudMKaT 3a Ka4eCTBO OT NPOM3BOJUTENA, H3AJEH 3a BCAKA OTAE/IHA [TapTHA,
JlexnapupaMe, Ye 3a BCeKH TUArHOCTUKYM IIe NMPEAOCTaBHM JOKYMEHT, B KOHTO ce 00sBsBa
[IPOM3BOJCTBEHHS CPOK Ha FOJHOCT.
Jlexnapupame, dYe OUArHOCTHKYMHTE Ca IOCJIEAHO MOKOJEHHE 10

odepupaHe; %
/




Jleknapupame, 4e 1€ OCHTypuM oOy4eHHE Ha NepcoHana 3a paboTa ¢ JDOrOBOPHPAHUTE
TECTOBE.

Jlata 14/05/ 2018 r.
Wme u pamuus Teonop 3amdupos

IMoamuc Ha THUETO M IMEYAT ceeevrvreennanrmesnraessinsiiaaeenes .
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OBPA3EL]

JEKJAPAIIUSA

3a ChIVIacHE ¢ KJIAY3UTE Ha MPHUIIOKCHHA IIPOEKT Ha OOTOBOD

Jonynoanucanust: Teonop VisaHos 3ampupoB (mpume umena)
B KQ4eCTBOTO CH Ha YIpPaBHTEN

(OnvorcHocm)

Ha ,,EJITA 90M“ O0[ -

(HaumeHnosanue Ha yHaCMHUKA)
YY4acTHHK B IpOIeypa 3a Bb3jaraHe Ha o6IIeCTBEHA TIOphUKa ¢ TpeaMer: ,/locmagka Ha
ouazrnocmukymu u koncymamueu 3a CIIHH, ¢upycru xenamumu B u C, cupunuc u opyzu
cexcyanno npedasanu unexyuu no Hayuonanna npozpama 3a npegeRyun u KOHMpOA Ha
XHUB u cekcyanno npedaganu ungexyuu 6 Penybnuxa Bunzapua 2017-2020 2. 3a
HyscOume Ha cmpanama npes 2018 2.7, sxuousama 44 060cobenu nozuyuu 3a 06ocobena
nosuyua Ne 4,

2 NJEKJAAPUPAMYE:

3ano3HaTr ¢CbM CHC CHABPKAHUETO Ha NPOEKTa Ha JOoroBopa U npueMaM yCJIOBHATA B
HETO.

JJATA: 14.05.2018 1. TMMOAINUC n
[NEUAT:

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, pusuan "AxcakoB";  ID No: BG 130 469 816
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OBPA3EI]

JEKJIAPAIIUA

3a CpOKa Ha BAIMJHOCT HaA oq)epTaTa

Honynoanucauust: Teonop ViBanoB 3amMbupoB (mpume umena)
B KA4E€CTBOTO CH Ha yIpPaBHTEI
(OnwvoicHocm)

ua ,,EJITA 90M*“ OO0 -

(HaumeHo8aHUe HA YHACMHUKA)

YYaCTHHK B IIPOLEAypa 3a Bb3jlaraHe Ha OOLIECTBEHA MOPBYKA C HpeaMer: ,/Jocmaska Ha
ouaznocmuxymu u koncymamueu 3a CIITHH, séupycnu xenamumu B u C, cugpunuc u opyzu
cexcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeéeHyua u KORmMpon Ha
XHB u cexcyanno npedasanu ungexyuu é Penybnruxa Bwvnzapua 2017-2020 2. 3a
Hyxcoume na cmpanama npe3 2018 2.”, exnousauia 44 060cobenu nosuyuu 3a 06ocobena
nozuyusn Ne 4,

; AEKJAPHUPAMYUYE:

CpoxbT Ha BaIMAHOCT Ha Hacrosmara odpepra € 4 (YeTUPH) Mecela, CYHTAHO OT
JaTara, KOsSTO € IOCcOYeHa 3a Jara Ha roiydyaBaHe Ha odeprara M IMpelCTaBisBa BpeMeETO,
TIpe3 KOeTo cMe OOBBP3aHH C YCIOBUATA HA IIPEACTABEHOTO OT HAC NNPEVIOKEHHE.

JIATA: 14.05.2018 r. [NOAINC n
IMEYAT:

IBAN (8 eBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VHUKPEAUT BYABAHK, ¢usuas "Axcaxo8”;  ID No: BG 130 469 816
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EATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str.
Tel.: (+359 2) 9839649, 9832209
Fax: (+ 359 2) 9832211

ELTA 90 Medical Research S.R.L.
Nr.22A, Nicolae G. Caramfil
Sector 1, Bucharest; ROMANIA

ELTA 90 Medical Science DOO
Svetog Klimenta 26
11050 Be/grade,' SERBIA

Tel: +4021 232 26 94 Phone: + 381 11 2832 650

+4021 232 26 95 Fax: +381 112832 850
Fax: +4021 232 26 96 office @eltad0ms.com
Mobile phone: +40 7313 16076

Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A
Tel.: (+359 2) 9839649, 9832209

Fax: (+359 2) 9832211

E-mail: office@ elta90.eu; www.elta90.com

JIEKJIAPATIUS

Honynonmucanust Teonop MiBanos 3am¢pupos

(mpume umena)
B Ka4eCTBOTO CcH Ha Ympasurtes, Ha ,,EJITA 90M*“ OO]], EUK (BYJICTAT) 130469816 , cbe
cemanuile ¥ anpec Ha ynpasienue rp. Codus, n.k. 1000, yn. ,,Jynas“ 19, Bx. A, et.1, an.2,
yYacTHUK B 00LIeCTBEHA NIOPBYKA C NpeAMET: ,,/Jocmagka Ha OUAZHOCMUKYMU U
Koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu cexcyanno
npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHyua u konmpon na XUB u
cekcyanno npeoasaru undexyuu ¢ Penybnuxa Bvnzapua 2017-2020 2. 3a nysxcoume na
cmpanama npe3 2018 2.”,

JIEK/TAPHPAM, YE:

OdepupanuTe METUIMHCKU U3JICTHS ca BKIIOYEHH B cruchbka o 4i. 1, T. 1, 6yksa "6" ot
Hapenbata 3a yc/ioBHATa H pejia 32 ChCTaBsiHE Ha CIIMCHK Ha MEAMLIMHCKUTE HU3AENMS 1O YII.
30a ot 3akoHa 3a MeauIHHCKHTE M3nenus /3MU/ u 3a onpenensiHe HA CTOWHOCTTA, IO KOATO
TE Ce 3amianiar, ¥ npuiaraM uspnedenue ot Crnucbka mo wi. 1, 1. 1, 6yksa "6" ot Hapenbara
3a YCJIOBUATA U pelia 3a ChCTaBsHE Ha CIIMCHK HA MEOMUMHCKUTE H3zenus no wi.30a or 3MU
U 3a OTpPEIENISTHE Ha CTOMHOCTTA, JO KOATO TE€ CE 3allalaTr, OT KOETO H3BJICYCHHE € BHHA
IpoJaKHaTa IleHa mo cMuchia Ha §l, T. 29a or 3MU, BbB Bpwe3ka ¢ §1, 1.4 or IP Ha
Hapenbara.

JEKJIAPATOP:.................. g
/I-p Teomop 3amdupos — Ynpasuren/

Jarta: 14.05.2018 1.
I'p. Codus

)

mt

i/

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duauan "AxcaxoB”;

1D No: BG 130 469 816



PENMYBJ/INKA BBJ/ITAPUA
U3MuNHUTENHA arerums no

nexapcreara

HAYANO MEAULMHCKU N30ENUA

neoonn

» Tpodun Ha 335BUTEN

B MennumHCKu napenus

D [lanHu 33 Med. nigenvs

» 3$ﬂanenmn 33 PErNCTPaumMs
> Mpodunu

¥ Mpomsxa Ha napona

https://meddev.bda.bg/bg/my_md_details/3 8621

ENEKTPOHHA BA3A AAHHW HA MEAMUHHCKATE U3[IENKA,
ATINALAHM C OBLUECTBEHA CPERCTBA

Page 1 of 4

£ KOHTAKTH NPOGWT HA 3ARBUTEN gk M3XOA @ VKAZAHWA 3A PABOTA Wl ¥

LLABJIOHM ¥ AOKYMEHTU

HOPMATWBHA YPELIBA HOBUHW 1 CbOBLLIEHNSA

ThpCEHE B CaUTA...

THbpch B MEAULMHCKIA U3AE NNA 1 B caiffa

Ha4ang / Mefnuuncki u3ienis / MeAUUNHCKO n3aenie

MEANUWHCKO W3AENUE

[IAHHM 3A 3AMUCA / INFORMATION FOR THE RECORD

Homep Ha MegMuMHCKO u3genne / Number of medical device [aTa Ha Cv3nasane / Creation date

38621
[ara Ha dopmynsap [ Form date

20/04/2015 10:33

Homep Ha 3aseuTen / Requestor number

1387
Homep Ha dopmynsp / Number

44871

20/04/2015 13:27

fata Ha 3anmc Ha MU / Record date MD
20/04/2015 13:27

Motpeburencko ume / Username

user_XZPSQP

[IAHHY 3A U3AEMETO / INFORMATION FOR THE MEDICAL DEVICE

Tun waertudukarop / Identity type

WaerTudvkatop / Identity

Koa Ha uanenve B cnuckka / Medical device code

06A2V3074679383

JIAHHM 3A NMPOU3BOAUTENS / IDENTIFICATION OF THE MANUFACTURER

Me Ha npoussoauTens, nenHo / Manufacturer name, long

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

ViMe Ha npousBoavTeNs, kpaTko / Name of the manufacturer, short

/

Bua kon / Code type

Apyro / Other

Bug Ha aokyMeHT / Document type
VAT Homep / VAT NUMBER

Kop Ha cTpawaTa / Country code
BE

pag / City

Fent / GENT

Ynuua, Homep / Street, number

Nuue 33 KoHTakT / Contact person
Jan Jirous / Jan Jirous

®akc / Fax

DAHHW 3A NWLETO, KOETO NYCKA W3[EMNETO HA TMA3APA / IDENTIFICATION OF THE PERSON PLA

PRODUCT ON THE MARKET

Kap, / Code

BE 04275506690

MowierHcku kod / Postal code

oz

3

q £

MouseHcka kytvs / PO box &, H

NN

% 1

TenegoH / Phone E
003292391609
E-mail / E-mail

Jan.Jirous. Ex@fujirebio-europe.com




E/TTA90M OOf / ELTAIOM Ltd.
Bua koa / Code type

EWK / EIK

Kon Ha cTpanata / Country code
BG

Kog Ha obnact / Region code
SOF

Tpap / Gty

Cogmst / Sofia

Ynuua, Homep / Street, number

Nvue 3a korTakT / Contact person
PagocTuH Paaes / Radostin Radev

Pakc / Fax

Page 2 of 4

Kaog / Code

130463816

OB6umHa / Municipality
/ -

Mowewckm koA / Postal code

MowleHexa kyTus / PO box

Tenedo / Phone
02/983 9649
E-mail / E-mail

office@elta90.eu

JAHHV 3A TbPFOBELA HA EAPO / IDENTIFICATION OF THE WHOLESALER

Vme Ha Teproseua / Wholesaler name
ESTTAS0M OO, / ELTASOM Ltd.

Bua xon / Code type

EVK / EIK

Kog Ha cTpauaTa / Country code

8G

Kog Ha obract / Region code

SOF

paa / City

Cotwmsn / Sofia

Ynuua, Homep / Street, number

JNvue 3a kowTaxT / Contact person
PapocTuH Pages / Radostin Radev

dakc / Fax

HoMep Ha pa3spelleHNE 33 ThProBUA Ha &AP0 € MEAVLIMHCKU
wanenwst / Number of authorization/certificate for wholesale
trade with medical devices

1V-P-T/MU

Kan / Code

130469816

OBuwmHa / Municipality
/

Mowercku kop / Postal code

MoweHcxa kytua / PO box

Tenedor / Phone
02/983 9649
E-mail / E-mail
office@eltad0.eu

[laTa Ha paspelUeHIe 33 ToProBus Ha eAPO ¢ MEAUUMHCKN
wagenus | Date of authorization/certificate for wholesale trade
with medical devices

20/09/2007

OBV MEAVMUMHCKN SAHHMW 3A U3AENMETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MEAMUMHCKOTO uaaenme / Category of the medical device

06 - VK BATDO AUBTHOCTHYHM M3aenus / In vitre diagnostic devices

Puck knacumkaTop / Risk clasification

PeaKTuBK ¥ NPORYKTU OT DEAKTUBY, BRAKOHYUTENHO CbOTBETHUTE Kanméparopm A KOHTPONHU MaTepuani 3a OTKpuBaHe,

NOTBBLPXAIBAHE W KONUHECTBEHO ONPEAENSHE Ha HOBELLKM npoBu OT MapKepK +a MHBEKLMA Ha HIV (HIV 1 v / Reagents and

reagent products, including related calibrators and contro!l materials, for the detection, confirmation and, quantifi

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

Pazmn / Various

Tun koa / Code type

GMDN

MenepuuHa rpyna / Generic group

/

Mme / Name

INNO-LIA HCV Score / INNO-LIA HCV Score

https://meddev.bda.bg/bg/my_md_details/ 38621

H

CromrocT Ha koa / Code value
30746

Mogen / Model

/

ASTTepHaTVBHO MMe [ Alternative name

/

11.5.2018 1
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ONVCAHWE HA MEAVMLIMHCKOTO W3AE/ME / DESCRIPTION OF THE MEDICAL DEVICE

Cueras / Ingredient Bua Ha MaTtepuana / Material type
/
Bpoi uanenvs 8 eaHa onakoexa / Number in one package FonemvHa / Volume
/
Paamep / Size Terno / Weight
/ /

CrieumduanHm o3Hadermns / Specific indications
/
XapaxTepuctuky / Characteristics

r

! CrepunHocT / Sterility
YAsmepsaly / Measuring

1.1 NexapcTeeHo sewwectso / Drug substance

" MaTepuan OT KUBOTUHCK NpOMaxoa / Material of animat origin
" lomawko npeanucanue / Domestic prescription

I/ BonHMuko npeamvicatue / Hospital prescription

NPEAHA3HAYEHO AEVCTBME, ONPEAENEHO OT NPOU3BOAUTENA / INTENDED ACTION BY THE MANUFACTURER

NpeaHasHavuerue / Purpose Ycnosus Ha chxpaHenue / Storage conditions
/ /

Yrorpeba / Usage DOpyrv / Others

EaroxpaTHa ynotpeba / Single use /

KaTanoxeH Homep / Number in catalog

MPUHALNDKHOCTH, KOHCYMATVBM / ACCESSORIES, CONSUMABLES

[ NPUHAANEXHOCTH, KOHCYMBTWBH | Accessories, consumables

OBV ThPTOBCKM AAHHW / GENERAL TRADE INFORMATION

Homep Ha perucTpauus B WA unu ysedoMreHne 4o WAn/ [ata wa perncrpaums B WAST unmn ysegomnenve Ao UAJ / BDA
BDA registration number registration date

[laTa Ha nyckaHe Ha nasapa B Penybnvka Bbarapus / Release  [laTa Ha NPeKpATABAHE HA pa3pewerne/yACTOBEpERIe 33
date for the market in Republic Bulgaria TLProBMS € MEAULIMHCKM Manenvs / Date of termination of the
permit / certificate of trade in medical devices

NpoaaxHa uera ¢ AAC (BGN) / Selling price with VAT (BGN) Npoaaxra uexa ¢ AAC (EUR) / Selling price with VAT (EURY

5400.00 2800.00 ]
Homep Ha CE cepTudmkar / CE certificate number [lata Ha uaThuare Ha CE ceptudnkar / CE certificate
26232 ver.3 expiration date

14/03/2019

PrEes e e e

g

Bcuuku npaea 3anazeqy © 2018 U3MBNHUTENHA ATEHLMA NO NEKAPCTBATA

BGO51P0001-6.2.14 "Chb3nasaHe Ha enexTpoHHa 6333 AaHHW Ha MEAULMHCKK U3AeNns, 3annauiany ¢ oBLIECTBEHN CPeacTBa”
MPOEKTLT €& OCHLWIECTBABA C PVHAHCOBATA MOAKPENa Ha OnepaTueHa Mporpama "Pa3BUTME HA HOBELWKM PeCYpPcm”, ChUHaHCMPaHa Ot e
EBponenckus counanet QOoHA Ha EBPONENCKUs (o3

EBPONEVCKH COUMANEH GOHA EBPONENCKYM CHIO3

https://meddev.bda.bg/bg/my_md_details/38621 1152018 T.
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% PENYBJ/INKA BbJ/ITAPUA
/’? N3nbNHUTENHa areHums nNo fieKkapcreara

$ REPUBLIC OF BULGARIA
o/ %//0/ 23 - 201

Bulgarian Drug Agency

J0

JI-P TEOJJOP 3AM®UPOB
YIPABUTE.I

~EJITA 90M” OO

PAIOH OBOPHIIIE

YI.,,JYHAB” Ne 19, BX. A, ET.1, AIL2
1000 CODHUA

Ha Bam Ne 43/13.04.2018 r.

OTHOCHO: Vckane ¢ Bx. Ne IAL-15559/13.04.2018 3a npenoctaBsHe Ha HHGOpMAaNHUs 3a
peructpupany faHHM B M3neiHuTenHata areHuusd no jexapctsa (MAJI) u EUDAMED 3a
VHIUIEHTH/NOTCHIAANHY UHIUIEHTH ¢ MEULIMHCKY U31eUs, KaKTO M 3a 6JIOKHpaHH HITH
U3TErJICHH NapTUIN

YBAKAEMMU J-P 3AM®HNPOB,

B otroBop Ha Baiue nckale ¢ ropenocodeHust Homep Bu yBetoMsBaM cieqHOTO:

ITpn nHanpaBeHna crpaBka kbM fAaTa 20.04.2018r. ce ycTaHOBH, 4Ye mpe3 MOCIEAHHTE
nse roguay B MAJT u B EUDAMED Hsima perucTpupady AaHHU 3a HHUHAECHTH/TOTEHIHATHH
HHITUIEHTH, KaKTO ¥ 3a GJOKHpaHH WJIH U3TETrNIeHH MapTHIH 3a u3bpoeHuTe B Tabnuiara mno-
JI0ITy METULIMHCKY U3/eNHs C TIOCOUYEHNUTE KaTaJloXXKHU HoMepa:

CnucbK Ha MeTHIHHCKATE H3/1eJIMH

TbproBcko HAHMEHOBaHHE HA NIPOAYKTA Kar. Homep IIpousBoauTen

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

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

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

AmpliSens Chlamydia trachomatis-FRT PCR kit R-B1-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
4% Research Institute for

C yBaxeHue,

JOIl. ACEHA CTOMMEHOBA, 1®
H3nvanumenen oupexmop

N\,
Codua 1303, yn. AamsH Fpyes N2 8, Ten.: (02) 8903 555, dakc: (02~‘89;

8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2
e-mail: bda@bda.bg

BAPHO © OPHIHHAJA




ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Be/grade; SERBIA
Phone: +381 11 2832 650

ELTA 90 Medical Research S.R.L.
Nr.22A, Nicolae G. Caramfil
Sector 1, Bucharest; ROMANIA
Tel: +4021 232 26 94

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str.
Tel.: (+359 2) 9839649, 9832209

Fax: (+359 2) 9832211

Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A

Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381112832850
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

JEKJIAPAIIMA

Tonynoanucanust Teogop MBanos 3amdupos
(mpume umena)

B KA4€CTBOTO CH Ha Ynpasuren, Ha ,,EJITA 90M* OO/l, EMK (BYJICTAT) 130469816 , cue
ceqlaNuIe U aapec Ha ynpasnenue rp. Codus, .. 1000, yum. ,Jynas“ 19, Bx. A, e1.1, an.2,
y4acTHHK B OOWIECTBEHa IOpPHYKA C MpPEAMET: ,J/locTaBKa HA [JHArHOCTHKYMH H
xoncymatusu 3a CIIUH, Bupycun xemarutu B n C, cubpuIHC U APYrH CEKCYalHo
npenasanu undexuun no Haunonanna nporpama 3a npeseHuMst 4 KOHTPOJI Ha XHUB u
ceKcyanHo npexasanu uHdexuun s Peny6anxa brarapus 2017-2020 r. 3a HyXkJHTE HA
crpanara npe3 2018 r.”,

JIEKTTAPHPAM, YE:

OOGmecTBeH POH AbpxaBa
H30K boarapus

Jlata: 14.05.2018 1. JEKJIAPATOP:.......ccceeveney ]
I'p. Codus /]I-p Teonop 3ambupos —

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruan "Axcaxo8’; 1D No: BG 130 469 816



"H-JUHITYA" EOOJ E-LINGUA Ltd.

rp. Cogus, 6yn. fuxo Caxnios 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
ten/daxe: (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
Arefili¥a 32 HPeBOIH Translation Agency

fIpeBoa OT aHTNNWACKK €3UK

N
,?{f" I

Py l N E CEPTU®UKAT 3A PETUCTPA

R Ne: 26234, pen. 1 ¢

Ln v e, b me e L ogr et : \

Certification G . : . ' \\’

Médical-Santé ,.,;);,ép

LNE YAOCTOBEPSABA, Ye CHCTEMATA 3a ynpaBJieHHe HA Ka4eCTBOTO, paapa(’)orena orT

FUJIREBIO EUROPE N.V.

Texuojord4es napk 6
9052 TEHT BEJTIHA

3a OeitHocmume.
IpoexTupane, pa3spaGoTKa, IPOH3BOACTBO, CEPBU3 H ANCTPHOYLHH HA MEIHIHHCKH H3AEIHS 32 HH
BHTPO AMAFHOCTHKA 32 Kateropunte: INNO-LIA, INNO-LiPA, INNOTEST u CBBLP3AHMTE ¢ TOBA
apapati H codTyep

UINBAHABAHU HA 0Dexma (0bexmume):

FUJIREBIO EUROPE N.V,
Texnoaoruuex napk 6, 9052 I'ent bearns

ChOTBETCTBA HA M3UCKBAHUATA Ha MEXAYHAPOAHNTE CTAHAAPTH

/ ISO 13485 : 2003

Jlata Ha Bnu3aHe B cunla Ha cepTH(HKaTa: 3 centemepn 2016 1. (BK/IIOUHTENHO)
JlaTa Ha M3THYAHE HA BATMAHOCTTA Ha cepTrdukara: 31 pekemBpu 2018 r. (BKAIOYHTEIHO)
Jlata na u3nasaHe: 22 aBrycr 2016 1.
cotrac Mmodnuc ne ce yeme, nevam/
Ot uMeTo Ha 3aMeCTHHK INPEeKTopa
P NS Cecun Bogenan
2E - G-MED Mennaxep otaen ,,Ceprudpnxanau
& vanvEs B .
%) 5 O PR LMY LLNE Ne 26234-1
% N® 40058 LNE: IMpu3nar peructparop ha CMDCAS /Tosu cepruduxar € u3zanes 8 ChbOTBEICTBHE ¢
::"-:::ﬁ:::‘: npasniara 3a cepruduumpane sa G-MED u maucksannsta na nporpama CMDCAS / SMDCAS $Q
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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 EUROFE N.V.
Technologiepark 6,

9052 GENT BELGIUM

pour les activités
for the activities

C aception, 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

¥

- est conforme aux exigences des normes internationales

complies with the requirements of the international standards

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

ofrac = On behalf of thedge

G-MED Certification Division Manager

RIOPAICR LNE N° 262341
i&;gfé% LNE: CMDCAS recognized registrar / This certificate is issued according to the rules of G-MED certification and CMDCAS program
waw.‘m% R R R rem uvre‘mp'}l’% l pMQF Y 03-\(1! w e b ERC A A e mr b B D we R ARABIONTIIATIL }JU‘JI!\. A AGIQULCI T MIMUDLIITI CL LA LTIV IGY

NE/G-MED - Organisme notifié par I'autorité compétente frangaise 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 « wghgér&gmed r



e-lingua

"H-THHI'YA" EOOJ

rp. Codus, 6yn. Auko Caks3os 10
ten./dakc: (02) 846 84 12

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

E-LINGUA Ltd.

Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
tel./fax: (+359 2) 846 84 12

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

AreHnHus 32 NpeBoaH Translation Agency

IIpeBoA OT aHTTIMICKY €3UK

Hll

! FUJIREBIO >

11"

Ne 50838, pes.2
EC AEKJIAPAIIUSA 3A CbOTBETCTBHE

ITevam ¢ mexcm:
LNE_MED (0459) yaoctosepasa, ye EC CepTHHUKATBT € BATHACH 33 H30pOCHHTE MEIMLIHHCKH H3EHS.

Hue,

Fujirebio Europe N.V.
TexoHoJOrH4eH napk 6
B-9052 I'enT, bearus

JexyiapipaMe Ha CBOSl OTTOBOPHOCT, 4€ IPOIYKTBT:
INNO-LIA HCV Score (peg.Ne 80538)

CroTBeTCTBA Ha pasnopenbute Ha EBporneticka llnpemm;a 98/79/EC 3a MEIHUMHCKATE H3JICIIHA 33 HH BHTPO
JIUATHOCTHKA.

CBOTBETCTBHETO ¢ H3HCKBAaHHATA Ha J{UpeKTHRaTa 32 OLIEHEHH ChOOPa3HO CIEAHUTE NPOLIEAYPH, OIUCAHH B
Anekc IV Ha [lupexTHBaTa.

Ceprudukar ¢ HoMepa 26232 u 26227 ca H3TadCHH OT:
LNE (NB No 0459)

1, Rue Gaston Boissier

5, Opannus

Hpuiokenn ca CHOTBETHHTE pa3fieNHl OT CIEHATE XaPMOHU3MPAHU CTAHIAPTH:

EN/ISO'18113-1:2011 - MeaAMIHHCKH M3[ENNA 38 UH BUTPO KUarHocTHKa — MHpopMalms, pefocTaBsHa OF
npousBoauTend (eTnkerupane) — Yact 1: Tepmuny, onpeneneHns U OCHOBHH M3MCKBAHUA.

EN/ISO 18113-2:2011 - MeaHIMHCKHA H3A€NHA 32 UH BUTPO AWarHocTHka — MHdopMmanys, npeaocrassHa o1
TNpoOM3BOAMTENA (eTHKeTHpaHe) — Yact 2: PeareHTH 3a HH BUTPO AMarHOCTHKA 33 IPOQECHOHAHO H3I0/I3BaHe.
EN 980:2008 - CHMBOJIH, H3MOJI3BaHH B €THKETHTE TIPH ETUKETHPaHE Ha MEAUUMHCKUTE H3AETIHA.

EN 13612:2002 - OueHsABaHe Ha XapaKTEPUCTUKHTE HA MEAMLIMHCKUTE H3JENUA 338 UH BUTPO AMAarHOCTHKA.

EN 13640:2002 - TecTBaHe Ha CTaDWITHOCTTAa HA PEarcHTHTE 33 HH BUTPO AMArHOCTHKA.

EN 13641:2002 - IpeMaxBaHe WiK HaMalsBaHe HA PUCKA OT MH(EKIMH, CBbP3aHH C PETEHTHUTE 3@ HH BHTPO
IMarHOCTHKA.

EN/ISO 13485:2012 — MenuuuHcku u3nenusd — CHCTeMH 3a yNpapJieHHe Ha KauyecTBoTO — M3ucksanmua 3
peryJIaTopHH LIETH. |
EN/ISO 14971:2012 — MemuuuHcKH u3ienns — MeauuuHcky u3nenus — [Ipuioxenne Ha yNpaBieHHETO Ha
PHCKa KbM MEAULIMHCKUTE H3MENHS.

HpOPl3BOI.IPXTCJ'I}IT ChXpaHsABa LisA/1aTa CbIIbTCTBALLA NOKYMEHTALNA.

‘,-,m,
i

Mloamic, He ce uete/
Cucka Moptuep
Crapud cyxuren ,,Perynatopuu aefnocta”

I'eur, 4.11.2013 1.
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{ - FUJIREBIO N° 80538 Rev. 2

EC Declaration of conformity

L NE/G-MED (0459 jreconnait que son certificat CE
e est valide pour les dispositifs médicaux décrits

o LNE/G-MED (0459 j recomzth
Fujirebio Europe N.V. o ') recognizes that its EC certificate
Technologiepark 6 is valid for the medical devices listed
B-9052 Gent, Belgium e ,
D D, gHE

declare under our sole responsibility that the product(s)

INNO-LIA HCV Score (Ref. 80538)

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°26232 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.
EN 13641:2002 - Etimination or reduction of risk of infection related to in vitro diagnostic reagents.
EN/ISO 13485:2012 - Medical devices - Quality management systems - Requirements for regulatory
purposes.
EN/ISO 14971:2012 - Medical devices - Application of risk management to medical devices.

The manufacturer retains all supporting documentation. R -
4 < H
< e i : !
Gent, _(¥ 1 4] dc (o %@’c_?\\‘ ey :
Siska Mortier o %
y Senior Regulatory Affairs Officer & . Hi s,
¢ A\
T RE=R}
Fuiliebio Bnrope NV T2 03701120 infu ujirchiecursp BT B 0327550 660 RFR Gent | - . 4 S i
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e - 11n u a rp. Codms, 6yn. Anko Cakb3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
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e-mail: office@elingua.bg; www.elinguabg  e-mail: office@elingua.bg; www.elingua.bg
Translation Agency

T AreHnus 32 NPeBoIH

IIpeBoa OT aHIIMHCKY €3UK

; CEPTU®UKAT Ne: 26232, Pex. 3
& L N E Uzpanen B [lapmx Ha 16 oxromepu 2014 .
Certification
Médical-Santé

Hotuduuupan opran Ne 0459

EC CEPTU®HUKAT

3a M3NHTBaHe Ha THNA
Amnexc IV, pasgen 4 na lupextnna 98/79/EC 0THOCHO METHUMHCKMTE M3/1€/IHA 32 HH BUTPO
AHATHOCTHKA

[IpounsBoauten:

FUJIREBIO EUROPE N.V.
TexHoJIOTHY€EH NapkK 6,
9052 TEHT BEJII'UA

Kareropus Ha u3zgenuero:

H3penue 3a noTBbpxkaeHune Ha HCV
Ha 6a3aTa Ha MeTo/l Ha TecTBaHe LIA (JinHeeH HMYHOaHAJIN3)

W nenTrduxanus Ha H3AeIHETO:

INNO-LIA HCYV Score - Pedepenren Homep 80538
(GMDN kona: 30746)

-

LNE/G-MED ynocToBepsBa, 4e Ha 6a3ara Ha pe3yNTaTiTe, ChAbpxKallll ce B peepentes ¢ain P127304,
npeJcTaBUTeNHaTa poba OT NPOAYKTa ChOTBETCTBA Ha U3NCKBaHHATa Ha Jlupexktusa 98/79/EC, Anekc 1.

JlaTa Ha BJIM3aHe B cCHJIa Ha cepTudukaTa: 16 oxromBpu 2014 r. (BK/IIOYHTEIHO)
JlaTa Ha M3THYAHE HA BaJHIHOCTTA HA cepTH(UKaATa: 14 Mapr 2019 r. (Blcmoqme.nno)

LNE-26232, Pen. 3
Ipomsua Ha cepTHdukar 26232-2

- e, 35 gy

OT1 nmeto Ha Fenepanuns mupexsop-.
Jlopanc JAT'AJIME
3aMecTHHK AHPEKTOP
/modnuc, He ce yeme/

Haunonansa na6opaTopis N0 METPONIOTHA M H3nuTBaHe * [Ty6uuna TEProscko-HHAYCTphansa uHeTnTyuus LNE/G-MED « Hotnduuupan: @
yn."Tacton Boacue” 1 « 75724 [apux Cenekc 15 » ten.: 01 40 43 37 00 « dakc: 01 40 43 37 37 « www.Ine.fr » www.gmed.

IHonnucanara, KpPICTI/IHa BpaTonqua y)IOCTOBepHBaM BEPHOCTTA Ha M3BBPLICHHA OT MCEH IIPEBOA OT
AHTJIMICKU Ha 6’bHI‘apCKI/I €3HK Ha l'IpPUIO)K@HHH HOKyMeHT HPEBOIIBT ce CbCTOM OT 1 (em{a) CTRAaHHUIIA.

[IpeBonay:
Kpucrnna bparoituesa - il T S
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L N E ATTESTATION/ CERTIFICATE N° 26232 rev. 3

e Délivrée a Paris le 16 Octobre 2014
. une ussien @ parteper issued in Paris on October 16th, 2014

e

erlification

Medical- Sanié

Notified Body N° 0459

GMED,_c4pe-V2-01-2013

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 meédicaux de diagnostic in vitro
ANNEX IV section 4 DIRECTIVE 98/79/EC concerning 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 VHC basé sur la méthode LIA (Line ImmunoAssay)

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

{
|
i

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

S —— s 3

INNO-LIA HCV Score - Réf. 80538
(Code GMDN : 30746)

INNO-LIA HCV Score - Ref. 80538
(GMDN code : 30746)

AT
Le LNE/G-MED atteste qu'a f'examen des résultats figurant dans le rapport référencé P127304, le(s) produit(s) énumers(§)ici-dessus

est (sont) conforme(s) aux exigences de l'annexe | de la directive 98/79/CE.

LNE/G-MED certifies that, on the basis of the results contained in the file referenced P127304, the producl(s) complie(s) with the requirements

of the directive 98/79/EC, annex 1.

Début de validité / Effective date :October 16th, 2014 (included)
Valable jusqu'au / Expiry date : March 14th, 2019 (included)

LNE - 26232 rev. 3 Laurence DP.«GALLIER
Modifie le certificat 26232-2 Deputy Director
Laberatoire national de meétrologie et d’essais - Etablissement public 3 caractére industriel et commercial

LNE/G-MED « Organisme notifié n° 0459

1, rue Gaston Boissier - 75724 Paris Cedex 15 » TéL . 0} 40 43 37 00 « Fax : 01 40 43 37 37 « www.ine.fr « www.gmed.fr
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e |
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 +4021 232 26 95 Fax: +381 112832850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
F-mail- office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

NEKJTAPALIUSA

Jonynoanucanust Teogop Visanos 3amdupos
(mpume umeHa)

B Ka4eCTBOTO cH Ha Ympasuren, Ha ,,EJITA 90M“ OO/, EUK (BYJICTAT) 130469816 , cpe
cexanuiie ¥ agpec Ha ynpasiesne rp. Copus, mk. 1000, yi. AyHas“ 19, Bx. A, er.1, an.2,
VY4aCTHHK B OOLIECTBEHA MOpBHYKA C TNpeaMeT: ,/locmaska Ha OUAZHOCMUKYMU U
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opy2u CeKcyanHo
npedasanu ungexyuu no Hayuonanna npozpama 3a npeeeHyuUn U KOHMpon na XUB u
cekcyanno npedasanu ungpexyuu ¢ Penybnuxa bvazapus 2017-2020 2. 3a Hyxncoume Ha
cmpanama npes 2018 2.”,

% JEKIIAPHPAM, YE:
s

-

axko 3a I/I3paﬁOTBaHe Ha HSKOU TECTOBE HIMA HAJIMYHA araparypa, Hue e npegocTaBuM M HIC
noaappXKaMe TakKaBa 3a BpEMETO, B KOETO I1IC CC I/13pa6OTBaT caMO JOCTaBECHHUTE OT Halla
CTpaHa TCCTOBC.

Jlara: 14.05.2018 r.
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duauas "Axcaxo8”;  ID No: BG 130 469 816
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. FLTA 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 112832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381 1712832850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JNEKJIAPALIUA

Jonynoanucanust Teonop Meanos 3ampupos
(mpume umena)

B KA4ECTBOTO CH Ha Ympasuten, Ha ,,EJITA 90M*“ OO/, EUK (BYJICTAT) 130469816 , cbe
cenanuiue u agpec Ha ynpasierue rp. Copus, n.x. 1000, yi. JyHaB“ 19, Bx. A, er.1, an.2 ,
yY4aCTHHK B OOLIECTBEHA IMOpBYKa C MpEAMeT wJJocmaska Ha OUAZHOCMUKYMU U
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cuunuc u Opyzu CexcyaiHo
npedasanu undexyuu no Hayuonanna npozpama 3a npeeeHuUA U KOHMPOL Ha XHUB u
cekcyanHo npedasanu ungpexyuu ¢ Penybnuxa bvazapua 2017-2020 2. 3a Hyxucoume Ha
cmpanama npes 2018 2.7,

JEKIIAPHPAM, YE:

e noaabpKaMe 3a Hamia CMETKa HaJIMYHaTa U3BBHIrapaHIMOHHA araparypa Ha KOsiTO oie ¢
I/I3p860TBaT IOCTaBAHHUTE OT HAC TCCTOBE.

&

Jarta: 14.05.2018 1. JEKJIAPATOP:
I'p. Codus /I-p Teonop 3amupos — Ynpasuten/

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duauas "Axcaxo8”;  ID No: BG 130 469 816



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 23226 94 Phone: + 381 11 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 Fa){.' +381 11 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

JEKJIAPALIUA

Honynoanucanust Teonop VisaHos 3amdupos

(mpume umena)
B Ka4ecTBOTO cH Ha Ympasuren, Ha ,,EJITA 90M* OO, EMK (BYJICTAT) 130469816 , cxe
ceayMIne M ampec Ha ynpasienue rp. Codus, k. 1000, yn. ,Jynas“ 19, Bx. A, er.1, an.2 ,
Yy4acTHHK B OOINECTBEHAa NOpBYKAa C TpeaMeT,,/Jocmaska HA OUAZHOCHUKYMU U
xoncymamueu 3a CITHH, eupycnu xenamumu B u C, cuguruc u opyzu cexcyanno
npedasanu unpexyuu no Hayuonanna npozpama 3a npeeenyus u konmpon na XUB u

cexcyanno npeoasanu ungpexyuu 6 Penybnuxa Bvnzapusa 2017-2020 2. 3a nysxcoume Ha
cmpanama npe3 2018 2.”,

HAEKIIAPHPAM, YE:

NpeaoCTaBCHATa 3a Halla CMETKa araparypa, Ha KOATO MC CC pa60m C JOCTAaBCHHUTEC OT HAC
TECTOBE, UI€ € C TCXHUYECKH NTapaMETPH HE I10- HUCKH OT T€3H Ha ChUICCTBYBallaTa.

</ .
Lf%

Jlara: 14.05.2018 1.
['p. Codua

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuas "Axcaxo8';  ID No: BG 130 469 816
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medlca/ 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 Fa)g: +381 112832 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

JEKJIAPALIVA

Honynoanucauust Teonop Mpanos 3ampupos
(mpume umena)

B Ka4ecTBOTO CH Ha Yrpasuren, Ha ,,EJITA 90M*“ OO/, EMK (BYJICTAT) 130469816 , cne
celaMIne U afpec Ha ynpapienue rp. Codus, m.k. 1000, yi. ,Jynas* 19, Bx. A, er.1, an.2,
yJacTHHK B OOLIECTBEHAa IIOpBYKA C TPEAMET ,/docmaeka HA OUAZHOCMUKYMU U
koncymamusu 3a CITHH, eupycnu xenamumu B u C, cuguauc u opyzu cexcyanrno
npedasanu unpexyuu no Hayuonanna npozpama 3a npeseHyus u KOHmMpon Ha XHUB u
cexcyanno npedasanu ungexuyuu ¢ Penyonuxa bvazapus 2017-2020 2. 3a nyscoume na
cmpanama npe3 2018 2.”,

HEKIIAPHPAM, YE:

e OCHIYpHM MpOrpaMMpaHeTo Ha HaiWdHAaTa amapaTypa 3a W3paboTBaHEeTO H
CHHXPOHH3HPAHETO Ha JOCTABEHHUTE OT HAC TECTOBE.

Jlara: 14.05.2018 r. JEKJIAPATOP: ............... -
I'p. Codus /I-p Teomop 3ampup EBuTeN/

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruas "Akcako8";  ID No: BG 130 469 816



OBPA3EIL]
EJITA 90M OO[
(HaumenoBanue Ha y4acmuuKka)

IIEHOBO INPEJVIOKEHUE

Jonynoanucanust/ara Teonop MBanos 3am¢pupos
(mpume umena)
B KayecTBOTO cH Ha Ympasuten B/Ha ,,EJITA 90M“ OOJ, EMK (BYJICTAT) 130469816, cnec

cefanmme u agpec Ha ynpasienue rp. Codust, mk. 1000, ym. ,Jynas“ 19, Bx. A, er. 1, am. 2,
YYacTHHK B OOILIECTBEHA MOPBYKA C IPEAMET: ,,/J0CMasKa Ha OUAZHOCMUKYMU U KOHCYMAmMUgu 3a
CITHH, eupycnu xenamumu B u C, cudunuc u opyzu cexcyanno npedasanu undexyuu no
Hayuonanna npozpama 3a npesenyua u konmpon Ha XHB u cexcyanto npedasanu ungexuuu 6
Peny6nuxa Bvazapua 2017-2020 2. 3a Hyscoume na cmpanama npes 2018 2.”, exmousamia 44
oGocobenu nosuuuu 3a obocobena/u nosuuyua/u Ne 4 - Tecmoge 3a nomevpoumenna
ouazrnocmuxa Umynobnom.

YBAXKAEMU JAMH U I'OCIIOJA,

C HacrosmoTo Bu TIpeACTaBsIME HAIIETO LIEHOBO NMPCIIOKCHUC 34 yJacTHC B oOsBeHaTa OT
Bac npoieaypa 3a Bb3JIaraHe Ha oOmecTBeHaTa NOopBb4YKa KAKTO CJICABA:

EnuandHa 1eHa 1o 060co0eHa o3unus 4 B pasMep :
73,10 siB. (C1TOBOM celeMIECET U TPH JB. U jeceT cT.) 6e3 JUIC
1 87,72 aB. (CIIOBOM OCEMJECET M CEJIEM JIB. H CEAEMIAECET U IBE ct.) ¢ Hauncned JJJIC.

3a KoMnAEKCHO Ohepupanume no3uyuY, UHGHOpMayuIMa 3a eOUHUNHAMA YeHAa Ce NOSMApA MOIKOBA NbMuU, KONKoOmo ca
KOMRAEKCHO Oghepupanume nOIUYUU.

O6ma KOMILIEKCHA OIeHKA HA eJHHHMYHHTE CTOHHOCTH NPE/ACTABAABAINA cOop OT CHLOTBETHHTE
¢AMHMYHH CTOIHOCTH HAa OTXeJIHHTE MO3HIMH, KOHTO c¢ JOCTABAT KOMILIEKCHO:

......................... JIB. (CITOBOM....vvnneeeeeeeerennneesseenineneneessnnnsnsnnJIB.) 6€3 JUIC
TTonvaea ce npu KOMRIEKCHO Oghepupane Ha NOUYUU.

O01ara 1eHa 3a U3NBITHCHHE HA BCHYKH JEHHOCTH OT npeaMeTa Ha 060cobeHaTa NO3ULIMA €:

5 263,20 JB. (CJIOBOM TET XMIAM ABECTA IIECTACSCET ¥ TPH JIB. U ABAJECET cr.) 6e3 JJC

nauumcien JIIC.




on

Taka npeaaoXeHUTE LIEHH BKJIIOYBAT BCHYKH Pa3Xolu 1O KPacH MOIydarel: CTOMHOCTTa Ha
CTOKaTa, OMIaKOBKA, 3aCTPaxOBKa M TPAHCIOPT IO KpacH IOJy4aTel, IPH CpOK Ha FOJAHOCT HE I0-
MaIbK OoT 75 % (CemeM/IeceT U IIeT Ha CT0) OT OOSBEHHS OT IMPOU3BOJMUTENA KbM JlaTaTa Ha BCAKA
JOCTaBKa. B mpeliokeHaTa IeHa ca BKIIOYEHH MPOrpaMHPAHETO Ha HAIMHATA araparypa,
NOAApHKKATA HAa HaIMYHATAa W3BBHTAPAHIMOHHA amapaTypa, Ha KoATO IIE Ce€ u3paboTsar
oeprpaHUTE TECTOBE, KAKTO H 00yYCHHE Ha IIEpCoHaa 32 paboTta ¢ TeCTOBETE.

[MocoueHHTEe eIMHAYHY [IEHH He MOMIEKAT HA NPOMSHA IIpe3 HeTHd CPOK Ha JEHCTBHE HA

JIOTOBOpA 34 M3NMBIHEHUE Ha MOPHYKATA.

TIpe/ioXKeHHTe LEHH ca ONpeleleHd MpH MBIHO CHOTBETCTBHE C yCIOBHATA OT
JOKYMEHTAIUATA IO TPOLIEAYpaTa.

[Ipn HECHOTBETCTBHE MEXAY MPEUIOKEHHTE €IUHUIHA H obma neHa, BaMOHA e Obae
eIMHUYHATA [IeHa Ha odepTara.

TIpH HECHOTBETCTBHE MEX/Y IpEIJoKeHaTa LEeHa, U3MHCaHa CIOBOM H LICHATa, IOCOHeHa ¢
uudpu, BaIKIHa 1 ObAe leHarTa, I0COYEHa CI0BOM.

3agsIKaBaMe ce, ako Hamara odepra 6bae IPHETa, 1a U3NBIHUM U IIPEafieM IOTOBOPEHUTE
KOJIMYECTBa JIEHHOCTH, CHIIIACHO CPOKOBETE M YCJIOBHSATA, 3aJICTHAIN B OTOBOPA.

IIpu ycnosue, ye GbaeM H30paHU 3a H3NBIHMTEN Ha obIecTBeHaTa NOpPHYKA, HHE CMeE
CBHIIACHY /1 MOAMNHMIIEM M MPEIOCTABHM TapaHIHs 3a U3IBIHCHAHE Ha 33/(bIDKEHHATA 110 I0T0BOpa B
pasmep Ha 3 % OT CTOMHOCTTa My, 6e3 JUIC B eana ot popmuTe nocodenu B 9L 111, am. 5 ot 30I1.

CMeTKaTa, Mo KOATO Ine OBbJaT H3BBPIIBAHH pasMalllaHHATa 1O J0roBOpa, ako OpaeM

OIpejieeHH 33 U3ITBIHHUTEN Ha OPbIKaTa:
Banka: YuuKpenur byn6anx* Al IBAN BG09 UNCR 9660 1037 9234 10 BIC UNCRBGSF

Tutynap Ha cmetkarta ,,EJITA 90M*“ OO

BaGesexka 1: 3a NO3UNMUTE, KOUTO ce OQepHUpaT KOMIUICKCHO C€ MpEICTaBA o010 IEHOBO
TIpEUIOXKEHHE U CE OTOENA3BAT, KaKTO SAMHUIHATE U OOLIKTE LIEHN 3a BCAKa OTAETHA MOo3HIus Oe3 U
¢ JJIC, Taka 1 0o0Lia KOMILIEKCHA CTOHHOCT 6e3 u ¢ JJIC, npencrasissaima cO0p OT CbOTBETHHTE
OB CTOMHOCTH HA OT/EJIHUTE ITO3HIIMH, KOUTO CE JOCTABAT KOMIUICKCHO.

JaGemexka 2: Obimara 1eHa 3a H3MbIHEHHE Ha BCHYKH NEHHOCTH OT NPEAMETa Ha obocobenara
IO3HMIMS ce M3YHCIIABA KaTo IPOU3BEICHHE Ha eIMHIYHATA lIEHa M KOTHIECTBOTO.

Jabenesxka 3: YuacTaumure, peructpupasd 1o JUJIC, orGend3BaT HalMuueTo Ha TaKasa

perucTpanms.

Tlata 14/ 05/ 2018

Hme n pamunns Teonop 3ambupos

Toamnuc Ha JIUIETO ¥ IeYaT




