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OLBPA3EILl
TEXHHYECKO IIPEJJ/IO’KEHHE

no o6uiecmeeHa nopv4Ka c npeomem:

»JJocmaexa na ouaznocmuxymu u koncymamueu 3a CITHH, supycnu xenamumu B
u C, cupunuc u opyzu cexcyanno npedasanu ungexuyuu no Hayuonanna npozpama 3a
npesenyua u kowmpon Ha XHB u cexcyanno npedasanu undexyuu ¢ Penybnuxa
Buazapua 2017-2020 2. 3a nyscdume na cmpanama npes 2018 z.”, no obocobena/u
nosuyua Ne 3 — Tecmose 3a nvpeuuna ouaznocmuxa na xenamum C - ELISA Am

HacTosmoTo TeXHHYeCKO IIPEVIOKCHHUE € ITOAAACHO OT.

¢upma ,,EJITA 90 M“ OO
/HauMeH08aNUe HA YHACTIHUKEY
H ITOIIHCAHO OT: a-p Teonop UBanoB 3amdupos
/mpu umena/
B KQYECTBOTO My/HM Ha: Ynpasurea
/omexcHocmy
Cvovporcanue:

1. JIoKyMeHT 3a yIbJIHOMOIIABAHe, KOraTo JHIETO, KOETO 10/aBa odeprarayge e
3aKOHHHMSAT IPEJICTaBUTE]l HAa YYaCTHHKA, *

2. Ilpemnoxenue 3a H3NBIHECHHE HA NOPHYKATA B CHOTBETCTBUE C TEXHUYCCKHTE
crennduKalFH ¥ H3UCKBAHUATA Ha BH3JIOKHUTENS; '

3. Jlexiapaums 3a ChbIJIacHe ¢ KJIay3UTe Ha MPHIOKEHHUS POESKT Ha JOTOBOD;

4. Jlexnapauus 3a CpoKa Ha BATHIHOCT Ha oeprara;

5. O¢unmamHa JOKYMEHTH, ONHCaHHA W/WIM OQHIMAIHA  KaTalo3d Ha
IIPON3BOTUTENS/ATE HA H3ACIHATA.

6. Jlexnmapanys, ¢ NpuaoxeHo mipaewenme or Cmuchka mo uil, T.1, Gyksa "6" or
Hapen6ara 3a ycloBusTa H pefia 3a ChCTaBAHE HAa CIUCHK HA MEAHLUHCKUTE H3JENHA 10 L.
30 or 3MU u 3a ompejensHe Ha CTOHHOCTTA, 10 KOATO T€ CE 3aIlIalliaT, OT KOETO H3BJICYCHHE
¢ BHJIHA IIPOJaKHaTa [eHa no cMHchia Ha § 1, T. 29a ot 3MHU, BEB BpB3Ka € §1,T.40t 1P
Ha Hapen6ara, 3a BcsKa O3MIHS, 32 KOATO € NoafAcHa odepTa; '

7. 3aBepeHO Konue Ha oduiHaIeH TOKyMeHT, u3naneH ot MAJL, ot xo#To e BUIHO, |e 32
CHOTBETHOTO MEMLHHCKO H3ciie Hama peructpupanu fAanuu B MAJI w/umn EUDAMED 3a
MHIHIECHTH/IOTEHIMATHN HHIMIEHTH [Ipe3 MOCIeAHUTE ABE TOIWHHU, KaKTO H OJIOKMPaHH WK
M3TerJICHH MAapTHA¥ OT CHIIOTO MEJUIMHCKO H3ZeNHe Ipe3 IOCIeAHUTe 2 TOJHHHU.
[pencraBenus noxyment oT MAJI ciensa na 6b/ie U3NaieH Ipead HE OBEYE OT EAUH MeCEll
OT MojIaBaHe Ha oepTa OT YYaCTHHKA.; '

8. Jlexiapanusi, B KOSTO Aa Gb/ie MOCOYEHO MEAXIHHCKOTO H3/IEIHE 32 KOCTO CE y4acTsa
M KOHKPETHHSAT obiecTBeH (OH Ha CHOTBETHATA IbPXKaBa, 110 KOHTO ce 3a1llala;

9. Moctpa 06o3HaueHa [0 HAaYMH, OT KOHTO a € BUAHO HA KOE IIPE/UI0KEHHE OTTOBaps

(omnocumo 3a o6ocobenu nosuyuu Ne Ne 2 u 29);

10. 3aBepeno xonue Ha BamuaeH cepruduxar BJIC EN ISO 13485:2012 / ISO 9001:2012

WK TIO-HOB MJIM €KBHBAJICHTEH, ¢ 00XBaT CHIJIACHO mpeaMeTa Ha 060coOcHaTa MO3MIHMA 32

KOSITO C€ yuYacTBa, H3JaJCH Ha HMETO Ha IIPOU3BOATCIIA.
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11. 3aBepeHo KomMe Ha JEKJIapauuira 3a CBOTBETCTBHE C JupextuBa 98/79/EC,
w3JajeHa oT mpousBouTeNs ¥ Komue Ha EC ceprudukaT 3a CHOTBETCTBHE C Jupextusa
98/79/EC, w3nafeH OT HOTHGHIMpaH opraH 1o cMuchia Ha 3MU (omnocumo 3a nosuyuu
MMl 23457889 11,12 13,16,17, 18, 19, 20, 21, 38 u4l);

12. 3aBepeHO KONME HA JEKIApalHATa 33 CHOTBETCTBHE C JMpeKTHBA 98/79/EC,

M37aJIeHa OT IIPOM3BOMTENS (omHocumo 3a nosuyuu NeNel4, 15, 27, 34, 35,36 u 37);

13. Jlexapanus, 4e AMArHOCTHKYMHTE 1€ OBAAT B CHOTHOIICHHE 30% roneMu KbpM
70% MaJIKH OTIAKOBKH (OMHOCUMO 3G OUAZHOCMUKyMUme no 06Qeobenu nosuyuu NeNe 1, 3, 7
u 15 3a nvpsuuna ouaenocmuxa na CIITHH, xenamum B, xenamigpX u cughunuc);

14. Jlexnapaius, 4e AMarHOCTHKYMUTE Ca OKOMIUIEKTOBRH{ CbC CBHOTBETHHA opoit
IUIAKA ¥ BpbXdeTa M BCHUKH TECTOBE, 33 M3MBJIHCHHETO Ha KOHLY) §¢ M3HCKBAT, 1€ Obaar
OKOMILIEKTOBAHH ChC CHOTBETHHS 6poii BppXyeTa, cho0pasHo Opdd Aa xgcToBeTe (OmHOCUMO
3a duaznocmuxymume no obocobena nosuyus Ne 14 3a TIIXA);

15. lexnapanus, B KOSATO € IIOCOYEHO, Y€ aKo 3a u3paboTBaHe Ha HAKYH TECTOBE HAMA
HaIMYHA anaparypa, e ObAe MpeACTaBeHa Takapa M e Objc MOANBPIKAHA 32 BPEMETO, B
KOETO ce H3paboTBAT TECTOBETE (8 NPUROICUMUME CLYYAL)

16. Jlexnapanus, B KOSTO € IOCOUEHO, Y€ 1Ie Ce MOUIbPKa 32 CMETKA Ha M3MBJIHUTCILA
HaNMYHATA M3BBHTAPAHIMOHHA anaparypa, Ha KOATO INe Ce H3paboTBaT TECTOBETE
(HaIMYHATA anaparypa e ChriacHo npuioxenue Ne 2);

17. Jlexnapanus, B KOSTO € IIOCOUEHO, Y€ NIPEAOCTaBeHAaTa 3a CMETKA Ha H3II'BJIHUTEILA
amapaTypa, Ha KOSITO e ce pabOTH C TECTOBeTe Lie OBbJe ¢ TCXHUYECKH NapaMeTpH He No-
HHCKHM OT Te3H Ha CHIIECTBYBAINATA (8 NpUIOdCUMUmMe CLy4au),

18. Jlexapamus, B KOATO € IOCOYEHO, Y€ M3IBJIHUTENA IIE MPENOCTaBy amapar 3a
aproMarndHa excTpakuus Ha PHK, ako 3a TecToBeTe 3a BHPYCEH TOBap C€ H3HCKBA
excrpakus Ha BupycHa PHK (¢ npunoscumume cyuau);

19. Jlexnapanus, B KOSTO € IIOCOYEHO, Y€ H3NBIHUTENS 1€ OCHTYPH NPOrPaMHpPaHETo
Ha HAIMYHATA anaparypa 3a u3paboTBaHETO H CHHXPOHH3HPAHETO Ha JIOCTABEHHTE TECTOBE;

20. Jlexnapanus, B KOATO € IOCOYEHO, Ye NUATHOCTHKYMHTE 110 o0ocobeHa MO3ULIUA
Ne 7 3a mppBHUHA AMArHOCTHKA Ha Xenatut B /HBsAg / - EJIU3A u o6ocobera mosuius Ne 8
3a MOTBBPJNTENHA aquarHoctuka Ha HBsAg me Obaar opeprpaHi KOMILIEKCHO H IIE Ca OT
eJIMH TIPOM3BOJIUTEN (8 NPWIONCUMUME CAYHAU); :

21. Jlexnapanus, B KOATO € MOCOYEHO, Y€ TECTOBETE 110 o06oco6eHa mosuumd Ne 41 ca c
YYBCTBUTENHOCT PaBHA WM INO-BHCOKA OT 99%, cneuu¢UYHOCT paBHA WM MO-BUCOKA OT
96%. TecToBeTe 3a MOTBBPAMTENHA AuarHocThka Ha XMB1/2 uadexuus e ce H3IbIHABAT
BBpXY CTPHUIIOBE HATOBapeHH ¢ pekoMOHHaHTHH XVIB-1/2 aHTHreHH. Pearentute B KUTa 1IE
ca rOTOBH 3a ymotpebGa 6e3 mpeaBapuTenHo paspexiae. IIpouexypaTa 3a H3IBIHEHHC €
aBTOMAaTH3HpaHa. Pe3yinTaTHTe Hie Ce OTYMTAT Ype3 CKaHHpaHe H KOMINOThpHA pOrpaMa
Ime ce JOKYMEHTHPAT Ha XapTHEH HOCHTEI (8 MPUiodCcumume Cay4au);

22. Jlexnapanus, B KOATO € IOCOYECHO, Y€ IO obocobena mosuius Ne 2 e Obp3
Ka4yecTBEH TeCT 3a OTKPHBAHE HAa aHTHTENA CPElly BHpPYCa NPHYHHABAIN HMYHCH JehUIUT Y
yopexa, THnose 1 1 2. UyBCTBHTEIHOCT paBHA M ITO-BHCOKa 0T 99%. Crenu¢uuHOCT paBHa
HUTH [I0-BHCOKaA OT 98%. Bu3MOKHOCT Aa oTkpuBa crieuuduyny anti-XHMB anTuTena B mpobu
ot nepudepna kpbB. [Iponemypara 3a U3IBIHEHHE J1a HE H3HCKBA CICIHATHO naGopaTopHO
o6opy/iBaHe 3a U3MbIHEHHE HAa TeCTa (aBTOMATHYHH INHIECTH, HHKyOarop, mwelKsp U Ap.).
TecroBere mie O6BAAT KOMIUIEKTYBaHH C AaBTOMATH4YHM JIAHLETH 32 B3€MaHC Ha npobu oT
nepudepHa KpsB. BCHUKy peakTHBH 32 M3paboTBaHE Ha npobu OT 1A pr%mﬁ'f\,
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MHHYTH OT OPUMKIIOYBaHE Ha Npouenypara Io u3paboTBaHe Ha TECTa (8 MPUNOdNCUMUME
cnydau);

23. Jlexnaparnus, B KOATO € IIOCOYEHO, Y€ TECTOBETE 32 ONPEEIIIHE HAa BUPYCEH TOBAP
Ha HIV mo ofocobena mo3uims Ne 38 1ie ce M3MBIHABAT HAN'bJIHO aBTOMAaTHYHO # IIE €a ©
JI0JIHA FpaHuLla Ha AeTeKIMs 10 S0 BUPYCHH KONHs HA MATHIUTBD.

24. Jlexiapanus, B KOSTO € IIOCOYEHO, Y€ TECTOBETE 10 o06ocobena nozunus Ne 42 ca
Ha TNpPUHNMIA HA KaNWipHa reji-eleKtpodopesa CEKBEHMpaHC NPH  MHHUMATHO
e/IHOBPEMEHHO 3apeX/aHe oT 6 IPoOH 3a H3CIE/BAHE (8 NPULOdCUMUME cayyau);

25. Jlexnapanps, B KOATO € NOCOYEHO, Ye TECTOBETE 33 JHArHOCTHKA HAa XENAaTHT B
OTrOBapAT Ha HM3UCKBAHETO 3a YYBCTBHTCIHOCT paBHA Ha WM TNOJI 0,130 IU/ml.
TMOBBPXHOCTEH aHTUIEH Ha XeNaTHT B u crenuduyHOCT He no-Maika OT 99 % (omnocumo 3a
060cobenu nosuyuu NeNe 7 u 8);

26. Jleknapanusi, B KOATO € IIOCOYEHO, Y€ TECTOBETE 3a I'bPBHYHA JMArHOCTHKA Ha
ClIUH - EJIU3A mo o6ocobera npo3umus Ne 1 ca THUIO aHTHICH - QHTHTAIO.
UyBCTBHTETHOCTTA Ha TecTa 3a aHTHTeNaTa € 100%, crienuHIHOCTTa HE € N0-HACKA OT 99%.
YyBCTBUTEIHOCTTA 3a ACTCKIUSA Ha XWB anTurena e nox 2 IU/m.

Hara 14/05/2018
Wme u damuus J-p Teonop 3ambupos

[TOAMKUC HA JIMLETO M IIEUAT cecvrerernveereinnneeesnessssnsessensessensnnesssnness




' ) OBPA3EI]
®UPMA ,,EJITA 90 M“ 00
(HaumeHosaHue Ha ydacmuuka)

IIPEJJIOXKEHHUE 3A M3ITBJIHEHUE HA HNOPBYKATA

Honynoanucanustiaza a-p Teonop UBanos 3amduposn
(mpume umena)
B KaueCTBOTO CM Ha Ympasurea v/Ha ¢upma ,,EJITA 90 M“ OOJl, EMK (BYJICTAT)

130469816, cvc cemamume ¥ anpec Ha ynpasienue rpag Codns, yanna ,,JIynas,, Nel9,
Bx.A, er.l, am.2, yyacTHHK B OOLIECTBEHA NOpPBYKA C INpeIMeT: ,JJocmaska Ha
ouaznocmuxymu u koucymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
CEKCYanHo npedasanu ungexyuu no Hayuonarna npozpama 3a npesenyusa u KOHmpoa Ha
XHB u cexcyanno npedasanu undgexyuu ¢ Penybnuxa Bvnzapua 2017-2020 2. 3a
HyscOume na cmpanama npes 2018 2.”, exnwueama 44 o06ocobenu nozuyuu 3a
obocobena/u— nozuyua/u- Ne 3 — Tecmose 3a nvpeuuna ouaznocmuxa Ha xenamum C -
ELISA Am.

YBAXKAEMH JAMH U TOCTIOJA,

C HacTOSIOTO NPEACTaBIME HALIETO TEXHMYECKO INPEUIOKEHHE 3a M3DNBIHEHHE Ha
o0ekTa Ha ob6saBeHaTa OT Bac o6iecTBeHa mopbuka.

TIPEVIOKEHNE HA
YYACTHUKA
: MMPOU3BOJIUTE,
ao: MAPKA, MOJIEJI
(KAT. Ne)

Koan4yecrBo
Ne HanmenoBanne no cnenudpukauus Mspxa

TecToBe 32 IO’bPBHYHA H NOTBBPAHTE/IHA
AHATHOCTHKA HA xenaTnt C

ELISA HCV Ab,

TecToBe 3a MbpBHYHA AUATHOCTHKA -
EJIM3A Ar

Opoii

28 000

IMpoussoauren: Dia.Pro
Diagnostic Bioprobes srl
(DiaPro) — Uranns
®opmar 96 sMk# / KTU H
¢dopmar 192 amku / kuT
C katr.Ne
CVAB.CE.96
CVAB.CE

(Yuacmnuyume cnedsa da nonvanam zpagha ,, Ilpednodicenue Ha yHacmHuKa: npou3soOuUmen, Mapxa,
mooen (kam. Ne)“ camo 3a o60cobenume nozuyuu, 3a KOUmo yyacmeam)

JlaTaTa Ha JIOCTaBKa mie OBJaT ¢ ocTaThyeH CpPOK Ha TOOHOCT HE O-Malb

"

00sIBEHHS OT IIPOU3BOONTEIA,




FATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+3592) 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: +387112832850
Fax: (+ 359 2) 9832211 Fax: +4021232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

OBPA3EL]

JEKJIAPAILINA

3a ChIjIacue C KIay3uTe Ha NPHUJIOKCHHUSA IIPOCKT HA JOTOBOP

Honynoanucanusar: Teonop UBanoB 3amMpupoB (mpume umena)
B Ka4€CTBOTO CH Ha yIpaBHUTEN
(Onrvoichocm)

Ha ,,EJITA 90M*“ O0[ -

(HQuMeHOBaHUE HA YUACMHUKA)
YYaCTHHK B MpOLEAypa 3a Bb3JaraHe Ha oOlecTBeHa MOpbUKa C IpPeaMeT: ,/Jocmagka Ha
ouaznocmuxymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
CeKcyanno npedasanu utgpekyuu no Hayuonanna npozpama 3a npeeenyuna u KOKmpo.a Ha
XHUB u cexcyanrno npeoasanu ungpexyuu 6 Penybnuxa bwvazapua 2017-2020 2. 3a
Hyxcoume na cmparnama npe3 2018 2.”, exnioueawa 44 o6ocobenu nosuyuu 3a obocobena
no3uyua Ne 3,

JEKJIAPHPAMYE:
3ano3HaT ChbM CHC ChIBbPXKAHUETO Ha MPOEKTa Ha JOroBOpa U NpHEMaM YCIIOBHITA B
HEro.
JIATA: 14.05.2018 r. ITOAITNC u

[TEYAT:

O

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK. duruan "AkcakoB": 1D No: BG 130 469 /16



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: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +3871112832 850
Fax: (+3592) 9832211 Fax: +4021 23226 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

OBPA3EI]

JEKJIAPAHUS

3a CpOKa Ha BAJIMOAHOCT Ha O(I)EPTaTa

Honynonnucanust: Teomnop Banos 3amMmpupoB (mpume umena)
B Ka4Y€CTBOTO CH Ha yINpaBHTEl
(OnvoicHocmy)

Ha ,,EJITA 90M*“ OO0/ -

(HaumeHoBaHUE HA YYACMHUKA)

YYaCTHHK B IpOlie/lypa 3a Bb3jlaraHe Ha oOllecTBeHa NOpbhYKa C MpeaMerT: ,,/locmaéka Ha
ouaznocmukymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
cekcyanno npedaganu undexyuu no Hayuonanna npozpama 3a npeeeHyua u KOHmMpoJ Ha
XHB u cekcyanno npedasanu un@exyuu ¢ Penybnuxa bwazapua 2017-2020 . 3a
HyscOume na cmpanama npes 2018 2.”, exniousauia 44 o6ocobenu nozuyuu 3a obocobena
nosuyua Ne 3,

AEKJAPUPAMMYE:

CpokbT Ha BaJHIHOCT Ha Hacrosmara odepra € 4 (4eTupH) Mecela, CYMTaHO OT
JaraTa, KOATO € [OCOYeHa 3a JlaTa Ha IojyyaBaHe Ha odepraTa M IpEICTaBiIsgBa BPEMETO,
pe3 KOETO CMe 0OBBP3aHH C YCIOBHUATA Ha IPEACTABEHOTO OT HAC NPEMJIOKEHHE.

JHATA: 14.05.2018 1. [HOAIINC u
ITEYAT:

7 ~

IBAN (B +c82): BC 019 IINCR 9660 1037 9234 10« RIC: [INCRRGSF VHUKPFAUT RVARAHK. tiianias "AxcaxoR" IND Nn: RCC 130 469 R14A




1. Codust, ﬁyn. Ay
tesi/daxe: (02) 845 §4

e-mail ufnw@/umcm bg; www.eiingua.bg

ATCHIUHS 32 NPEBONN Translation Agency
[peBoa OT aHLIUICKN €3UK
Dia.Pro
Ay
izzgnostic ,

Bioﬁmbes

TEKJAPAIST

Ja nocnyxu npy Heob6XoJUMOCT

Hue, Dia.Pro Diagnostic Bioprobes S.r.l., csc cegamume Ha aapec: yn. “I' Kapayun” 27, Cecro Can
Hxosanu 20099, Iposunums Muna-o, Hranus,

C HACTOALIOTO JeKiapupaMe, de XapaKTepHCTHKHTE Ha e(peKTHBHOCTTA, OMNpEeNENIeHd B CHOTBETCTBHE C
u3McKkBaHHATa Ha O6mara TexHuyecka crnenuduxanus U Jlupextusa 98/79/CE 3a mpomykrta HCV Ab
(Pe.Ne: CVAB.CE - CVAB.CE.96 - CVAB.CE.480 - CVAB.CE.960), ca omucaH# B HpUIOXKEHHA

TEXHHYCCKH I/IH(I)OpMaI.IHOHCH JIACT.

OTroBopeH CIy>KUTelI:

/noonuc, ne ce yeme/

J-p JluBus I1patn

OtroBopHUK ,,OcUrypsBaHe Ha Ka4eCTBOTO”

Hara: 19 denpyapn 2013 r.

INevar na Dia.Pro Diagnostic Bioprobes S.r.1

Anpec no peructpanus 1 na6opa‘mpwl yn. T Kapxyan” 27 — 20099 Cecto Can [hxosaun ~ [IpoBHHIMSA Munaﬂg&#ﬁhlﬁ ¥ \
Ten. +39 02 27007161/6450 » daxc +39 02 26007726 o hitp://www.diapro.it ¢ e-mail: info@di
Verasen karmrar: 50.000,00 espo — JausueH nomep: 1 1924660159 — dbupmen perucTpaLHotes Homep: 15365

E3400.8 -



Texnuuecku ungiopmagupren rucm
HanmenoBauue Ha npoaykra | HCV Ab \\
Kox CVAB.CE - CVAB.CE.96 - CVAB.CE 480 - CVAB.CE.960 \
IIpennasHayenue YereopTa Bepcust eHsuMeH uMyHoaHanu3 (ELISA) 3a oTkpuBaHe Ha aNTHTena

cpemy Bupyca Ha Xenatut C B yoBeruka rasma u cepyM. Habopbt Moxd gia ce
H3II0/I3Ba 32 CKPUHUHFI Ha KPBBHH €AMHHMUM M IpociiefiBaHe Ha MALUEHTH C
HCV uudexums.

Popmar (6poit TecToBe)

96/192/480/960

CepTiduxanun

CE — Ciucek A, Anekc 11

MeTox Ha aHanu3

OBYCTBIIKOB CAHIBUY MECTO/]

Komnonentu

pexombuHaHTeH NS3 U core/NS4/NS5 nentuau

O6em Ha mpobata

10 ul

HHkybanun

45 muH. + 37°C /// 45 mun. + 37°C /// 15 mun. TMB/H202 B p.B.

Iponenypa Ha aHanu3a

MiukposmxuTe ca nokput ¢ HCV cnequduydy aHTHIeHH, U3BJIEYEHH OT “‘core”
“ns” o6nacTu, KOAUPAHH 332 KOHCEPBATHBHM U MIMYHONOMUHAHTHH aHTHICHHU
JeTepMHHaHTH (core NeNnTua, pekoMbuHanTH NS3, NS4 u NS5 nentuau).

Teepaara ¢a3a mppBoHAYaIHO € TPeTHpaHa ¢ paspesieHaTa npoda u HCV Ab ca
YJIOBEHH, aKo Ca HAIMYHM, YPe3 aHTUTCHHTE.
Cien OTMHBaHETO Ha BCHYKH JAPYTHM KOMIIOHEHTM OT mpofara, mpH BTOpata

uHKy6auus cesp3anute HCV anturena, a ceio IgG u IgM, ce otkpusar ypes
nobaBgHe Ha MONUKJIOHATHY cneiuduyny anth hlgG&M aHTUTE 8, MapKHpaHH

¢ nepokcuzasa (HRP).
EH3umure, ynoBeHH B TBepHaTa (¢asa, [JelicTBamM BLpXy CMecTa
CcyOCTpaT/XpOMOTeH, [E€HepHpaT ONTHYEH CHIHaJ1, [OpOTOpPIHOHANEH Ha

konmudectBoro HCV anTHTeNna, HamwgsM B mpobara. ['paHHuHata cTOHHOCT
HO3BOJIABA ONTHYHATA IUTBTHOCT Aa OBJie MHTEpIpeTHpaHa B MOJIOXKUTENSH H
oTpHIlaTeNeH pe3yiTar 3a Hatnure Ha HCV anTuTtena.

Cpox Ha rogHoCT

15 Mecela oT gaTaTa Ha MPOU3BOJCTBO IIPH ChbXpaHeHHe Ha +2-8°C

Crneuuduunoct >99.5%

YyBCcTBUTEIHOCT AHaIKWTHYHA YyBCTBUTENHOCT: HE € HAJIMUEH CTaHAapT, onpeaened ot EC
Junarsoctu4ana gyscTBuTeNHOCT: 100 %

IMpemmsnocT CVs Bapupauia oT 5 o 10 %, B 3aBucumoct ot OD croiiHocTHTE

Orpannyenns Hsma

Penma?m Ha NpoJyKTa ®eBpyapu 2004

/;_é?/%

N

Toxnucanara, Jlecucnasa I'pbHuapoBa, yAOCTOBEpIBAM BEPHOCTTA Ha MPEBOJA OT
TIPHJIOXKEHN JOKYMEHT. IIpeBobT Ce ChCTOM OT 2 (,uBe) c‘i}g)&k}mﬂq\

[MpeBopnavy: \
Mecucnasa I'ppHuapoBa \‘;‘5“ \
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DECLARATION

To whom it may concern

WE, Dia.Pro Diagnostic Bioprobes S.r.l. located in Via G. Carducci 27, 20099 Sesto

San Giovanni (Milan), Italy
Hereby declare that the performance characteristics, determined in

accordance to what requested in the Common Techrical Specification and in the
directive 98/79/CE, for the product HCV Ab (Ref. CVAB.CE — CVAB.CE.96 —
CVAB.CE.480 — CVAB.CE.960) are reported in the hereby attached Technical Data

Sheet.

Responsible person:

(£ W &J?mo)&\

Dr. ssa Livia Prati
Quality Assurance Responsible

Date: February 19", 2013

DIA. PRO.

agnostic Bloprobes scl
Dlag% €, Caiduoe, 27
20030 SESTO 5. GJOVANNI (Mgs
Tsl. 02 27007161 - Fax 02 260017
Parlita VA 11924660159 i ’
www.dlapio.it - e-mait: info@diagro.it
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Sede legale e laboratori: Via G. Carducci, 27 — 20099 Sesto S.Giovanni (M}) - ltatia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 » http:www.digpro.it + E-mail: info@diap
Capitale socigle € 50:000,00 1.V.~ P.IVA: {T11924660159 - Reg. Imp. 15365599/1996 -- REA 1505959 "™




Technical Datag Sheet

Name of Product |HCV Ab
Code CVAB.CE — CVAB.CE.96 ~ CVAB.CE.480 — CVAB.CE.960
Intended Use Version  Fourth  Enzyme ImmunoAssay  (ELISA)  for the

determination of antibodies to Hepatitis C Virus in human plasma
and sera. The kit may be used for the screening of blood units and
the follow-up of HCV-infected patients.

N° of tests 96/192/480/960
Certifications CE - List A annex 1|

Method of Analysis Twao steps sandwich method

Components Recombinant NS3 and core/NS4/NS5 peptides

Sample volume 10 ul

Incubations 45 min +37°C /// 45 min +37°C /// 15 min TMB/H202 atrt.

Assay Procedure

Microplates are coated with HCV-specific antigens derived from
“core” and “ns” regions encoding for conservative and
immunodeminant  antigenic  determinants (Core  peptide,
recombinant NS3, NS4 and NS5 peptides).

The solid phase is first treated with the diluted sample and HCV Ab
are captured, if present, by the antigens.

After washing out all the other components of the sample, in the
2nd incubation bound HCV antibodies, IgG and IgM as well, are
detected by the addition of polyclonal specific anti higG&M
antibodies, labelled with peroxidase (HRP).

The enzyme captured on the solid phase, acting on the
substrate/chromogen mixture, generates an optical signal that is

proportional to the amount of anti HCV antibodies present in the

sample. A cut-off value let optical densities be interpreted into HCV
antibody negative and positive results. :

Expiration time

15 months at +2..8°C from date of manufacturing

Specificity > 99.5%

Sensitivity | Analytical Sensitivity: no standard defined by EC
Diagnostic:Sensitivity : 100 %

Precision CVs ranging 5-10 % depending on OD values (

Limitations None B (‘\\7\_{

Product released on

February 2004

ER——
3

Sede lagale e labpratori: Via G. Carducci, 27 ~ 20099 Sesto S.Giovanni (M1) — Kalia |
Tel. +39 02 27007161/6450 + Fax +39 02 26007726 + hitp:/fwww.diapro.it « E-mail: info@cdigp;
Capitale sociale € 60.000,00 1.V.— P.IVA: IT11924660159 ~ Reg. Imp. 15365599/1996 — REA 150995!}.




FEATA 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: +381112832 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

JEKJIAPALIMAA

Honynoanucanusar Teonop MBanos 3amdpupos

(mpume umena)
B KaYE€CTBOTO CH Ha Ynpasuredn, Ha ,,EJITA 90M*“ OOZ1, EMK (BYJICTAT) 130469816 , cbe
cefanMuie M aapec Ha ynpasiuesue rp. Codust, m.x. 1000, yiu. . Jdynas“ 19, Bx. A, er.1, an.2 ,
YYaCTHHK B OOILECTBEHA MOPBUKA C IPEMET: ,,/JOCMasKa Ha OUAZHOCMUKYMU U
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu cexcyanno
npedasaru ungexyuu no Hayuonanuna npozpama 3a npesenuus u koumpona na XUB u
cekcyanno npeoaeéaru unpexyuu ¢ Penybauxa bovnzapun 2017-2020 2. 3a nyyxcoume na
cmpanama npes 2018 2.”,

AEK/IIAPHPAM, YE:

OdepupannTe MEIUIMHCKH H3JENHs Ca BKIIOUEHH B CITHCHKA Mo wi. 1, 1. 1, 6yksa "6" ot
Hapen6ata 3a ycnoBusita u pena 3a ChCTaBsHE HA COMCHK HA MEIMIHMHCKUTE H3AEIUA 110 W
30a ot 3akoHa 3a MequIMHCKUTE u3aenaus /3MI/ u 3a onpenesnsHe Ha CTOMHOCTTA, A0 KOSTO
TE C€ 3aIUlalllaT, ¥ npunaraM u3piedenue ot Crucrka mo wi. 1, 1. 1, 6ykea "6" ot Hapenbara
3a YCIIOBMATA U Pe/la 32 ChCTaBsSHE Ha CIIUCHK HA METULMHCKHTE M3aenus no wi.30a or 3MU
Y 3a ONpeleNsiHE Ha CTOMHOCTTA, JO KOSATO Te Ce 3aIulauiar, OT KOeTO M3BICYEHHE € BHAHA
IpoJaXkHaTa lieHa nmo cMuchia Ha §l, 1. 29a ot 3MU, BBB Bpb3ka ¢ §1, T.4 or JIP Ha
Hapenb6ara.

Jlata: 14.05.2018 r.
I'p. Codus

(%7

IBAN (B reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uauan "Akcako8”; 1D No: BG 130 469 816
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EAEKTPORHA BA3A JAHHW HA MEAULIMHCKUTE U3AENHUA,
3ANNAWAHK COBLIECTBEHW CPEACTBA

e 3K

HOBWHW Y CbOBLLEHNA

7 YKA3AHMS 3A PABOTA

HOPMATUBHA YPE[BA

THPCH B MEAULMHCKN 3AE NS

Tepcw B caita

PENYB/INKA SBNIrAPUSA
U3mbnHuTenHa areHums no
nexapcreara
Q KOHTAKTU MPO®WUN HA 3AABUTEN a n3xoa
HAYANO MEAWUWHCKN U3AENUSA WABAOHN U JOKYMEHTH
TePCEHE B CAWTA. ..
nrPooUn Havano / Meguumnkckn nagenvs / MeAnUMHCKO nigenve

Dia.Pro Diagnostic BioProbes Sl
¥ Npocun Ha 3aseuTen

D MeauumMHCKM 3nenus

¥ [Jawusu 33 Me;q. maAer;lm

P 3asBneHus 3a peructpauns

» Npopum

MEAWLIMHCKO U3 BRENVE

DAHHM 3A 3ANWUCA / INFORMATION FOR THE RECORD

HoMep Ha MeanurHeko uzaenve / Number of medical device
38768

[Aata Ha dopmynsp / Form date

29/04/2015 1708

Homep Ha 3assuTen / Requestor number

1266

Homep Ha dpopmynsap / Number

45053

fata Ha cvapgasane / Creation date
30/04/2015 10:01

fara Ha 3anuc Ha MW / Record date MD
30/04/2015 10:01

MNoTpeburencko ume / Username

user_A8MCB9

[OAHHWU 3A U3AENWETO / INFORMATION FOR THE MEDICAL DEVICE

Tun uaeHtudmkatop / Identity type

Kog Ha napenue B cinceka / Medicat device code

06A2V3074357165

WaertudmkaTop / Identity

DAHHM 3A NPOU3BOANTENA / IDENTIFICATION OF THE MANUFACTURER

ViMe Ha NpOM3BOAUTENS, MbNHO / Manufacturer name, long
Dia.Pro Diagnostic BioProbes Sri / Dia.Pro Diagnostic BioProbes Srl

Wme Ha npoussoauTens, kpatko / Name of the manufacturer, short

/

Bug koa / Code type

Opyro / Other

Bua Ha aokyMenT / Document type
Tax number / tax number

Koa Ha cTpaHata / Country code
T

paa / City

Munaro / Milan

Ynuua, Homep / Street, number

Nuue 3a koHTakT / Contact person
Livia Prati / Livia Prati

axc [ Fax

pepe e

I3
¥

OAHHU 3A MUETO, KOETO NYCKA Vl3£1EﬂVIE§'O HA NA,

PRODUCT ON THE MARKET § A

LI

E PO
VIME Ha IMUETO, KOETO NYCKa M3AeMeTo Ha nasapa / Name of the
B

ern v e e L s

https://meddev.bda.bg/bg/my_md_details/38

Kog / Code

1711924660159

Mowencku koa / Postal code

MNouseHcka kyTus / PO box

TenecdoH / Phone
+390227007161-6450
E-mail / E-mail

livia. prati@diapro.it

peryan

v



https://meddev.bda.bg/bg/my_md_details/38768

ENTAS0 M QO / ELTASOM Ltd.
Bua xaa / Code type

EWK / EIK

Koa Ha cTpanata / Country code
BG

Kaa Ha obnact / Region code
SOF

'paa / City

Codus / Sofia

Ynuua, Homep / Street, number

Jivue 32 koHTakT / Contact person
PagocTuH Papes / Radostin Radev

dakc / Fax

Page 2 of 4

Koa / Code

130469816

ObwwuHa / Municipality
/

MNowerckm kog / Postal code

Fowencka kytus / PO box

Tenedon / Phone
02/9839649
E-mail / E-mail

office@eltad0.eu

OAHHU 3A THPTOBELA HA EAPO / IDENTIFICATION OF THE WHOLESALER

WMe Ha Teproseua / Wholesaler name
EAITAS0 M 004 / ELTASOM Ltd.

Bua koa / Code type

FUK / ETK

Koa Ha cTpaHaTa / Country code

BG

Kopa Ha obnact / Region code

SOF

paa / City

Codwms [ Sofia

Ynuua, Homep / Street, number

Nnue 3a koHTakT / Contact person
PagocTun Papes / Radostin Radev

dakc [ Fax

Homep Ha paspelleHne 3a ThProBus Ha eApO0 C MEAKLIMHCKK
vagenms / Number of authorization/certificate for wholesale
trade with medical devices

Iv-P-T/MU/050

ObuwmHa / Municipality
/

MowieHcku koa / Pestal code

Mouwencka kytvs | PO box

Tenedon / Phone
02/9839649
E-mail / E-mail
office@elta®0.eu

[laTa Ha paspelueHmne 3a ThProBUR Ha eapo ¢ MEAULIKHCKI
napenns / Date of authorization/certificate for wholesale trade
with medical devices

20/09/2007

OBWM MEAULIMHCKM JAHKMN 3A M3AENUETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MEAWMUMHCKOTO uagenue [ Category of the medical device

06 - M BATPO AMErHoCTYRI 3aenva / In vitro diagnostic devices

Puck knacudmkatop / Risk clasification

PeakTuBit U NPOAYKTH OT DESKTUBK, BKIKOHUTENHO CbOTBETHUTE Kanw6paropw W KOHTPOAHY MATEPUANA 3@ OTKPUBAHE,

NOTBBPXAIBAHE M KONUHECTBEHO ONPEAGNSTHE H3 HOBEKN NPOBK OF MapKepu Ha nHpeKkumy Ha HIV (HIV 1 1 / Reagents and

reagent products, including related calibrators and control materials, for the detection, confirmation and quary

specimens of markers of HIV infection (HIV 1 and 2), HTL
AHaToMuusa rpyna / Anatomical group
Pa3nu / Various

Tun koa / Code type

GMDN

[eHepuyHa rpyna / Generic group

/

Ume [ Name

[T,

HCV Ab CVAB.CE / HCV Ab CVAB.CE

ation in human

CroiHocT Ha kog / Code value
30742

Mopen / Model




Page 3 of 4

OMUCAHUE HA MEAWUNHCKOTO U3AENKE / DESCRIPTION OF THE MEDICAL DEVICE

Cweras / Ingredient Buta Ha maTepviana / Material type
/
Bpoih n3nenus B enHa onakoska / Number in one package Tonemuna / Volume
/
Paamep / Size Terno / Weight
/ /

Crieuudununm o3Hauenms / Specific indications

<

/
Xapaxkrepuctiky [ Characteristics

[ CrepunHocT / Sterility

' Viamepsaw / Measuring

[ nexapcreero sewectso / Drug substance

[ Marepvan ot xusoTuHCKu nponaxoa / Material of animal origin
I JAomawHo npeanucanme / Domestic prescription

' BonHuuro npeanucanne / Hospital prescription

NPEAHA3SHAYEHO JENCTBME, ONPEAENEHO OT NPOU3BOAWUTESS / INTENDED ACTION BY THE MANUFACTURER

MNpeanasHadenve / Purpose Ycnosus Ha CbxpaHeHue / Storage conditions

ELISA kuT 32 AeTekums Ha HCV aHTutena / ELISA kit for 2-8 rpapyca / 2-8 degrees
detection of HCV antibodies

Ynotpe6a / Usage Bpyru / Others
EnrokpatHa ynotpeba / Single use /

KatanoweH Homep / Number in catalog

NPUHALNEXHOCTU, KOHCYMATUBK / ACCESSORIES, CONSUMABLES

i NPUHBANEXHOCTY, KOHCYMaTUBH / Accessories, consumables

OB TbPIOBCKM SAHHW / GENERAL TRADE INFORMATION

Homep Ha peructpaums B MAST unu yseaomnerne 1o WA/ [fata Ha perucTpaums 8 VAT unu yseaomnenne po WA / BDA
BDA registration number registration date

[ata Ha nyckaMe Ha nasapa B Penybrinka Burrapusi [ Release  [lata Ha npekpaTaBaHe Ha paspelueHue/yaoCcTOBEpeHe 33
date for the market in Republic Bulgaria THProBUs ¢ MEAULIMHCKY n3aenns / Date of termination of the
permit / certificate of trade in medical devices

MNpopaxHa ueHa ¢ AAC (BGN) / Selling price with VAT (BGN) MNpoaaxHa uena ¢ BAC (EUR) / Selling price with VAT (EUR)
300.00 150.00

Homep Ha CE ceptudmkar / CE certificate number DaTa Ha uaTuuaHe Ha CE ceptudmkaT / CE certificate

2003 12 0388 CT expiration date

26/11/2018

Bcuuxku npaea 3anasedn © 2018 N3MbIHUTENHA ATERLINA NO JIEKAPCTBATA

BGO51PO001-6.2 14 "Cb3/3BaHE H3 ENEKTPOHHE 6333 A3HHK HE MEANLMHCKM M30EMUs, 3anAalLaH C OBLIEeCTBEHM cpe,qcrsa"//
MpoeKTST Ce OCLLLECTBABE C HUHIHCOBATa NOAKpena Ha OnepaTueHa Hporpamag’rpazsw‘vﬁ; & UoBeRIRY pacYpen; Codunan
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EBPOMENCKM COLUMANEH QOHA

https://meddev.bda.bg/bg/my md details/38768 11.5.2018r.
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REPUBLIC OF BULGARIA
Bulgarian Drug Agency

! % PENYBNUKA BBbNTAPUA
% N3nbannTenHa areHums no nekapcrsara

MAN - 18042 J 2.0 ¢ &
a0

J-P TEOJAOP 3AM®UPOB
YIIPABUTEJ

»EJTA 90M” O0]
PAIOH OBOPHIIE

VI ,AYHAB” Ne 19, BX. A, ET.1, AIL2

1000 COPUA

Ha pam Ne 50/25.04.2018 r.

OTHOCHO: Hckasne ¢ Bx. Ne IAL-17505/25.04.2018 3a npefocTaBsse Ha HEpOpMaLHs 32
PETHCTPHpaHH JaHHy B V3nenHuTeNHAaTa areHuus 1o jexapetsa (MAJI) 1 EUDAMED 3a
MHUHICHTH/IOTEHUMAIIHA HHIMAEHTH C MEXMIMHCKY H3/€NHAs, KaKTO M 32 GJOKHPaHH HIIH

M3TEIJICHN NTapTHIH

YBAXAEMMU [1-P 3AM®UPOB,

B otrosop Ha Barie nckane ¢ ropenocouenns Homep Bu yBeoMsBaM CiI€JHOTO:

IIpu HampaBena cmpaBka kbM maTa 26.04.2018r. ce ycTaHOBH, Ye Ipe3 MOCIETHHTE
ase ropuHu B MAJI 1 B EUDAMED HsiMa perucTpupaly JaHHY 33 HHIMAEHTH/OTEHIHATHN
MHIUAEHTH, KaKTo ¥ 3a OJOKMpaHH WM H3TErNICHH HMapTHaH 3a u30poeHuTe B Tabauuara mo-
ROJy MEUIHMHCKH U3JEIHS C TIOCOYECHHUTE KaTAJIOXKHH HOMepa:

Cnuchbk Ha MEIHIINHCKHUTE H3XEJIUNA

Tobproscko HanmMenoBanue Ha Kart. Homep IIponsBoauTen

NpoayKTA

ELISA HIV 1&2 Ag&Ab IVCOMB.CE.%6 Dia.Pro Diagnostic Bioprobes
IVCOMB.CE srl, Utanus

ELISA HCV Ab CVAB.CE.96 Dia.Pro Diagnostic Bioprobes
CVAB.CE srl, Uranus

ELISA HBsAg SAGIULTRA.CE.96 | Dia.Pro Diagnostic Bioprobes
SAGIULTRA.CE srl, Utanusa

HBsAg confirm SCONF.CE, Dia.Pro Diagnostic Bioprobes
SCONF.CE.40 srl, Utanus

ELISA Chlamydia trachomatis IgG

E12191-9601 G

Euroimmun, 'epmanus

ELISA Chlamydia trachomatis IgM

EI12191-9601 M

Euroimmun, I"epManus

ELISA Chlamydia trachomatis IgA

EI2191-9601 A

Euroimmun, I'epmanus

ELISA Toxoplasma gondii IgG

EI2410-9601 G

Euroimmun, ["epManns

ELISA Toxoplasma gondii IgM

El 2410-9601 M

Euroimmun, lepumefiign ;S

ELISA Toxoplasma gondii IgA

EI 2410-9601 A

Thayer-Martin Agar

Euroimmun, Fefig¥ae “\f/),\\’\

11044\
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Chocolate Agar 10023 Liofilchem, Utanug —I
" MIC Test Strip Cefixime 92060 Liofilchem, Uramus

MIC Test Strip Ceftriaxone 92043 ’ Liofilchem, Uramus

MIC Test Strip Azithromycin 92030 [ Liofilchem, Uranus ]

C yBaxenwue,

OL. ACEHA CTOUMEHOBA, 1d

Hsnvanumenen Oupexmop

Codusa 1303, yn. lamsau I pyeB Ne
8, Damyan Gruev Str., 1303, Sofia, Bul

8, exn.: (02) 8903 555, daxc: (02) 8903434
garia, tel: + 359 2 8903555, fax: + 359 2 8903434,

e-mail: bda@bda.b

(%&

4
gj BAPHO T SPurm

T o T R vt



Main office: 1309 Sofia, Bulgaria, 82 Vrania Str.
Tel.: (+3592) 9839649, 9832209

Fax: (+3592) 9832211

Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A
Tel.: (+3592) 9839649, 9832209

Fax: (+ 359 2) 9832211

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

ATA 90 M

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

+4027 232 26 95
Fax: +4021 232 26 96
Mobile phone: +40 7313 16076

JIEKJIAPAIIUS

Jonynonmucanust Teonop Usanos 3ampupos
(mpume umena)

B Ka4€CTBOTO CH Ha YnpaButen, Ha ,,EJITA 90M* OO/l, EUK (BYJICTAT) 130469816 , CBbC

cehamuie 1 anpec Ha ynpasienue rp. Codus, n.k. 1000, yn. ,.Jlynas“ 19, Bx. A, er.1, an.2 ,

Y4aCTHUK B OGII.[CCTBCHa IIOpBYKa C [IpeaMeET:

ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Belgrade; SERBIA
Phone: +381 11 2832 650
Fax:  +3871 112832850
office @elta90ms.com

»llocTaBka Ha amarHocTHkymMH wu

Koncymarusu 3a CIIUH, supycnu xematntn B u C, CHORINC M APYIH CeKCyasHo
npeaaBanu uHpexnun no Hanmwonanna nporpama 3a npeBeHnus H KOHTPo. na XUB u

cexcyanHo npepasann uH$pexunu B Peny6uuka Buarapus 2017

cTpaHara npes 2018 r.”,

AEKTTAPHPAM, YE:

-2020 r. 32 Hy;xauTe Ha

O6mecrBen ¢ona

Abpxana

H30K

bearapus

HMata: 14.05.2018 r.
I'p. Codus

W,

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VYHUKPEANT BYABAHK. duauar "AxcaknB"™  IN Na- RCC 120 44a 21«



. "H-TAHIYA" EOO] E-LINGUA L¢d.
e_ ln 1) a rp. Copus, 6yn. ko Caxnaos 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
T AARKL G W Ten./daxc: (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
- Arenuus 3a npesogu Translation Agency

IlpeBoa o1 aHrAmiicky ezux

CEPTUOUKAT

Ne: 50 100 5931/B - Pen.06
C HacToRWOTO yaocToBepABaMe, e

CUCTEMATA 3A KAYECTBO HA

DIA.PRO DIAGNOSTICS BIOPROBES S.r.1.
piarens | DIA.

soprs st | PRO Cepanuwe n agpec Ha ynpasneHue:

yn. ,.Qx.Kapgyun” 27
120099 Cecto CaH [IxoBaHu
" (MposuHLMa Munano)
OTIOBAPS HA U3NCKBAHUATA HA
UNI CEI EN ISO 13485: 2012

Cucremy 3a kavecteo — MeanumHcku usgenus

Tosu cepTudbukar e panugen 3a CneaHun oGxeaT Ha NPOAYKTU UnK ycnyru

NMpoexmuparne u paspabomia, npouseodcmeo u Gucmpubyyusn Ha peakmueu U UMYHOBHIUMHU
U RealTime-PCR xumoge 3a un eumpo duazHocmuxa e o6nacmma Ha uHgexyuosnume u
asmoumyrnu 3abonseanus u 2acmpoenmeponozusama. Tbpaoeus, ynpaeneHue Ha
npouzeodecmeomo U mexHuYecKo Cepeu3Ho obcnyxXeaHe Ha aémoMamuyIHy u
nonyaemomamuviu anapamu 3a UH eumpo duazHOCMUKa.

Cepruchnrkaumsta e B cuoreeTcTeMe ¢ TexHuueckute pernamenty Ha SINCERT RT-20.
OCTY U aKTyanHa WHChOPMALMA OTHOCHO @BEHTYASIHN NPOMEHM B HacToAWMNA CepTUDUKAT, MOXETe 42
no3sBLHUTE Ha Ten. 02 241301 unu Aa nuweTte Ha e-mail: tuv.ms@tuv.it

3a noapo6H

ACC R E D , A :\ 3a cep‘mdmuupau.mﬂ opraH Banuaxocrt:

VENTE TALIANG D1 ACCREDITAMENTO ~ TUV ltalia S.r.l. o1 18.05.2015r.
SGQN'049A  §SIN‘00SG  PRDN: 0818 /nodnuc, He ce veme/ Ao 17.05.2018 r.
N o~ o e

Memino dogli Accordi ¢f Mutuo Riconoscinento
EA IAF s LAC

Sgrwtory of EA, IAF and LAC Mutual Recognition
Agreements

Mupsonayanna ceptudnkaums: 02.03.2004 r.

BanugHocTTa Ha Toam cepTuchukaT e 068bPIaHa C rOANWHO OUEHABAHE Ha BCeky 12 meceya
U NbREeH OAWT Ha CHCTeMaTa 33 YNpasneHne Ha KOMNaHUsTa cnea TPW FOAUHMK

TOV Htalia S.r.1.

- Gruppo TOV SUD - yn. ,Kapayuu® 125, Pal.23 - 20098 Cecro Can [xosann (Munano) - Utanus - www.tuv.it

CTpaHuua. ,
Ipesonau: Kpuctuna Bparoituesa
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ZERTIFIKAT ¢ CERTIFICATE &

italia
Nr 50 100 5931/B Rev. 06
Si attesta che / This is to certify that
IL SISTEMA QUALITA DI
THE QUALITY SYSTEM OF
DIA.PRO DIAGNOSTIC BIOPROBES S.r.l.

Dl A SEDE LEGALE E OPERATIVA:
PR o' REGISTERED OFFICE AND OPERATIONAL SITE:

VIA G. CARDUCCI 27
II 1-20099 SESTO SAN GIOVANNI (Mi)

£ CONFORME Al REQUISIT! DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI CEI EN 1SO 13485:2012

SISTEMI QUALITA — DiSPOSITIVI MEDICAL!
QUALITY SYSTEMS — MEDICAL DEVICES

QUESTO CERTIFICATO £ VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE

Progettazione e sviluppo, fabbricazione e commercializzazione di reagenti e kit per
uso diagnostico in vitro in immuno-enzimatica e Real Time-PCR in ambito
infettivologia, auto-immunita e gastroenterologia. Commercializzazione, gestione di
Produzione e assistenza tecnica Strumentazioni automatiche o semiautomatiche per
diagnostica in vitro

Design and development, manufacturing and distribution of reagents and immune-
enzymatic and Real Time-PCR kits for In-vitro diagnostics in the field of infectious
diseases, autoimmunity and gastroenterology. Trade, management of production

and technical servicing of automati,c and semi-automatic equipment for in-vitro
diagnostics

CERTIFICAZIONE RILASCIATA IN CONFORMITA AL REGOLAMENTO TECNICO SINCERT RT-20
CERTIFICATION ISSUED IN ACCORDANCE TO SINCERT TECHNICAL REGULATION RT-20

PER INFORMAZIONI PUNTUALI E AGGIORNATE CIRCA EVENTUALI VARIAZION! INTERVENUTE NELLO STATO DELLA
CERTIFICAZIONE DI CUI AL PRESENTE CERTIFICATO, S! PREGA DI CONTATTARE 1L
N°® TELEFONICO 02 241301 O INDIRIZZO E-MAIL TUV.MS@TUV.IT

Per I'Organismo di Certificazione Validita / Validity
ACC R E D | A \ For the Certification Body T e s
i e U TUV Kalia S.r.l. Dal / From: 2015-05-18

5GON'048A SSIN'O05G  FRDN' 0818 Al/ To: 2018-05-

BGAN'D180 ITXN'001L ISP N* O57E
L é)ﬁ S... Data emissione / Printin

BCRN'O00F  PRENO7IC  LABN' 0076

Mambre deghi Accord i Muto Rconcaciments
EA IAF » ILAC

Bigretoty of EA IAF and JLAC Mutus! Recogniion
Agraemants

4/

o Amdrea Conci
i fn ik o'sca Sorvice 2015-05-

PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 2004-03-02

LA VALIDITA DEL PRESENTE CERTIFICATO £ SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MES! € AL RIE i MR PMA D
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE"

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTS TR
OF COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS” iy{

o)z
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. E-LINGUA Ltd.
. e_l ln ? u a p. Codus, 6yn. Auxo Caxn3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
A oy & Ten./dakc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12
- e-mail: office@elingua.bg; www.elingua.bg

AreHuHs 3a pesoan

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

Wranusa

CEPTUOUKAT

Ne: 50 100 5931/B ~ Pen.06
C HactoswoTo yaocTosepasame, ye

CUCTEMATA 3A KAYECTBO HA

DIA.PRO DIAGNOSTICS BIOPROBES S.r.l.

Dia.Pro §

Diagnostic PR @ Cenanuwe v agpec Ha ynpasnenue:

yn. .Ox.Kapayun” 27
1-20099 CecTo Can xoBaHu
{Nposuruuns Munaso)

OTrOBAPA HA N3UCKBAHUATA HA

UNI EN ISO 9001:2008

Toau cepTucbukaT e BanuaeH 3a criefHns obXBaT Ha NPOAYKTYH UAK ycnyrm

lNpoexmuparie u paspabomxa, npouzeodcmeo u ducmpubyyus Ha peaKmueu u UMyHOEH3UMHU
u RealTime-PCR xumoaee 3a un eumpo OuazHocmuxa e obnacmma Ha UHgbexyuozHume u
aemoumyHHuU 3a6onseanus u 2zacmpoermeponozusma. Thpzoeus, ynpaenerue Ha
npou3eodcmeomo u mexHUYeCKO Cepeu3Ho 06Cry)aaHe Ha aemomMamuyHy u
nonyasmomamuyHu anapamu 3a ux eumpo duazHocmuxa. (IAF 12,19)

ACC R E D l A \ 3a cepTudmumpalma opras BanugHocr:

" - ] i
LTNTE (TALANOG D1 ACCREDITAMENTO ~ Tuv Italia S.r.1. o7 18.05.2015 .
SGQN'040A  SSIN*005G  PRD N* 0818 /noénuc, He ce yeme/ Ao 17.05.2018 r.
SGAN* 018D TTXNO01L ISP N* 057E
SCRN'009F  PRSN'O77C  LABN° 0076 Anppea Kocuus i Aata Ha npunTy

Avpexrop ,Ceptucbmumpatre 13.05.2015r.

Membro degli Accordi ¢i Mutuo Riconoscimento

EA, IAF o LAC

Signatory of EA, IAF and ILAC Mutual Recognition
Agreements

MupBoxavanHa cepTudmkaums: 02.03.2004 r.

BanugHocTTa Ha Toan cepTudnkar e 068LP3aHa C rOAUWHO OLEHABAHE Ha BCEKN 12 Meceua
¥ MBbNEH OAUT Ha cUCTeMaTa 3a yrpasneHne Ha KOMNaHNATA CNEA TPU FoOANHN

TOV ltalia S.r.1. - Gruppo TUV SUD - yn. ,Kapayuw® 125, Pal.23 — 20099 Cecrto Can MoxoBann (Munamo) — Uranus — www.tuv.it

Hopnncanara, Kpuctuwa Bpatoituesa, ymocToBepsBam BEPHOCTTA Ha U3BBPIUEHHS OT
MTAIMAHCKH Ha GBIrapcku e3snk Ha NpHIOKEeHHS uoxymeurregp:mxpuxar; TIpeBoaET Cg C

CTpaHuLa.
Ilpeomau: Kpucruna Bpartoityesa
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CERTIFICA

Nr 50 100 5931/A - Rev. 06

Si allesta che / This is to centify that

IL SISTEMA QUALITA DI
THE QUALITY SYSTEM OF

DIA.PRO DIAGNOSTIC BIOPROBES S.r.l.

VIA G. CARDUCCI 27

£ CONFORME A REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI EN 1SO 9001:2008

THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE

1-20099 SESTO SAN GIOVANNI (M)

QUESTO CERTIFICATO & VALIDO PER IL SEGUENTE CAMPO Di APPLICAZIONE

Progettazione e sviluppo, fabbricazione e commercializzazione di reagenti e
kit per uso diagnostico in vitro in immuno-enzimatica e Real Time-PCR in
ambito infettivologia, auto-immunita e gastroenterologia.
Commercializzazione, gestione di Produzione e assistenza tecnica
Strumentazioni automatiche e semiautomatiche per diagnostica in vitro

(IAF 12, 19)

Design and development, manufacturing and distribution of reagents and
immune-enzymatic and Real Time-PCR kits for In-vitro diagnostics in the
field of infectious diseases, autoimmunity and gastroenterology. Trade,
management of production and technical servicing of automatic and semi-
automatic equipment for in-vitro diagnostics (IAF 12, 19)

Per rOrganismo di Certificazione
For the Certification Body : g
TUV ftalla S.r.i. Dal / From:

ACCREDIA

:

SGON D4A  SEIN 006G PRD N 08B Al/ To:

SGAN'DIBD  AXN 00IL  I6P N O57E :

SCRA D0F  PRENGITC  LABN: 0076

Mambrc degh Acoord d Mutse Riconoscientn
EA IAF o ILAC

Signatory of EA AF and LAC Mutsal Racogrition
Agresenerty

4
Andrea Coscia
Diretiore Divisione Menagement Senvice

PRIMA CERTIFICAZIONE | FIRST CERTIFICATION: 2004-03-02

“LA vALIDITA DEL PRESENTE CERTIFICATG € SUBORDINATA A SORVEGLANZA PERIODICA A 12 MES! E AL RIESAME COMMETS DEL SISTEMA DI

GESTIONE AZIENDALE CON PERIODIC!TA TRIENNALE'

“THE vALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND 0% THE CQ&P/‘M’L&‘A\

OF COMPANY'S IANAGEMENT SYSTEWS AFTER THREE-YEARS

Data emissione / Printing D7

Validita /Validity
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. "H-THHYT'YA" E0O] E-LINGUA Ltd.
e_ lln a 1p. Codus, Gyn. Anuxo Cakn3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
Ten./daxc: (02) 846 84 12 tel/fax: (+359 2) 846 84 12
e-mail: office@elingua.bg; www.elinguabg  e-mail: office@elingua.bg; www.clingua.bg
AreHims 33 npepoau Translation Agency

IIpeBox ot aHrnmiicky e3uk

- MINSTERIO L
DE SANIDAD) SERVICIOS SOCIALES
EIGUALDAD LR Ucnancka arenuus no nexapcerpara

H MEAHLMHCKHTE H3E IS

EC CEPTU®HKAT
3A CUCTEMA 3A TbJIHO OCUT'YPSIBAHE HA KAYECTBOTO

B ChOTBeTCTBHE ¢ AReKe IV (¢ H3KII09eHHe Ha Paspen 4) Ha {upexrusa 98/79/EC

IMPOABJIKABAHE JAata na nbpeonayanHo n3gapane: 11.12.2003 r.
Jata na nbpBo npogbakaBane: 04.12.2008 .
Ceprudpuxar Ne: Ilepunon Ha BaxnaHoCT: Hotnpuuupan opran Ne:
2003120388 CT 0T 27.11.2013 r. 50 26.11.2018 r. 0318

B noasa na:

IlpoussoauTen:

Hanmenosanne: Dia.Pro Diagnostic Bioprobes, S.r.1,
Anpec: ya.” k. Kapayun” 27; 20099 Cecto Can MxoBann — Munano, UTAJTUSA

Yubanomomen npeacrasures Ha EC: chwusr

Hme:

Anpec: — 7 N\ _-~

3a mpoaykrure:

Kareropus: Meanunscekn u3genus 3a ny BHTPO JMarHoCcTHKA
T'enepnuna rpyna: Hudexnnosua umyHogorus
Tun: YTouneH B NpniIokeHUATA Ha To3H cepruduxar.

B npoussoacreennte uentpose:

Dia.Pro Diagnostic Bioprobes, S.r.1.
ya.” Bk, Kapayun” 27; 20099 Cecro Can HxoBann — Munano, UTAJTHS

To3u cepruduxar Tpa6ea aa 611e chIBLTCTBAN oT EC Cepruduxar 3a usnutsane na tuna: JA

Hacrosmmsar ceprudukar e usganen CNIEX OIMT Ha CHCTEMATa 32 IBIHO OCHIypABAaHE HA KAYECTBOTO M
TpOBepKa Ha TEXHH4YECKaTa AOKYMEHTAIIHS, CbAbpxalla ce B pocue Ne: 2003 05 0240, u rapantupa, ue
OMUCAHNTE NPOAYKTH OTTOBAPAT Ha M3UCKBAHMATA Ha JupexTuBara.

Maapun, 27 Hoemepn 2013 r.,

/noonuc ue ce yeme/
AUPEKTOP

Benen Kpecno Canyec - E3napuara }
Ilevar na Mcnarnckara arenums no JICKapCTBaTa H MEAUUMHCKHTE H3aeus
Hotuduunpan opran Ne: 0318
gl

P Mo
/@

Enexrponna noma: on03 1 8@acmpses ~




MINISTERIO
E SANIDAD, SERVICIOS SOCIALES
lGUAlDAD : HenaHcka areHiys 1no JeKapcTraara
H MCANIHHCKHATE H3eaUnA

NNPUJIOXEHME 1

EC CEPTU®UKAT
3A CHCTEMA 3A ITBJIHO OCUI'YPSIBAHE HA KAYECTBOTO

B CLOTBETCTBHE ¢ AHeKc IV (¢ m3kmoyenne na Pasgen 4) ua Aupekrnna 98/79/EC

HNPOABJDKABAHE JaTa Ha TbPBOHAYA/IHO H3JABAHE: 11.12.2003 r.
JlaTa Ha IEPBO NpPOALIKABAHE: 04.12.2008 r.
Cepruduxar Ne: Ilepnon Ha BaaMaHOCT: Hotunduunpas opran Ne:
2003120388 CT 0T 27.11.2013 r. 10 26.11.2018 1. 0318
IIpoaykTh:
Mennnuncks M3feIns 32 HH BHTPO JHArHOCTHKA 0T CnHcbK ,,A” Ha Anexc II,
JAupexrtusa 98/79/EC

Bpofli npoayxrn: 18  Bpoii Bepenu: 46

1. PeakTHBM M peaKTHBHM NPOIYKTH 3a JETEKUMS, OTBbPKACHHE HIH KOJNMYECTBEHO ONPEXE/IAHE Ha
mapkepH Ha HH(ek1ua ¢ XenaTut B B 4oBeILKY MpoGH:

1.1. HBs Ag one / ELISA kauecteH Tect (OnucaH 8B CepTdukar 3a u3nursane Ha THna Ne: 2003 12
0389 ED)

SAGI1.CE (192 Tecra)
SAGI1.CE.96 (96 Tecra)
SAGI1.CE.480 (480 Tecta)
SAGI1.CE.960 (960 TecTa)

1.2. HBs Ab ELISA konuuectBeHo-kadecTBeH TecT (Onucan B CepTHdMKAT 3a M3NKUTBAHE HA THIA
Ne: 2003 12 0390 ED)

SAB.CE (96 TecTa)

1.3. HBc Ab ELISA kauectBeH Tect (OnucadH B CepTudMKaT 3a U3nuTBaHe Ha tna Ne: 2003 12
0391 ED)

BCAB.CE (96 Tecra)

1.4. HBc IgM ELISA xonuuectBeHo-kauecTBeH TecT (OnucaH B CepTHdUKAT 32 HINUTBAHE HA THNA
Ne: 2004 03 0424 ED) 1

BCM.CE (96 recta)
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*  MINISTERIO
1=y | DESANIDAD, SEAVICIOS SOCIALES

“; Se DAD HMcnancka areHuns no jiekapcraara
- = ' H MCAHIHHCKHTE H3ACeJIHA
IMPHUJIOXEHHME 1
EC CEPTHOUKAT

3A CHCTEMA 3A ITBJHO OCUTI'YPABAHE HA KAYECTBOTO

B cboTBeTCTBHE ¢ AHeKe IV (¢ n3krovenne na Pasnen 4) na {upexrusa 98/79/EC

NNPOABIKABAHE JlaTa Ha NLPBOHAYAIHO H31aBaHeE: 11.12.2003 r.
JlaTa na mLpBO NpoabKkaBade: 04.12.2008 r.
Ceprudukar Ne: Ilepuoa Ha BaANAHOCT: Horuduumpan opras Ne:
2003 12 0388 CT 0727.11.2013 r. 20 26.11.2018 1. 0318

1.5. HBe Ag & Ab ELISA xauectBen TecT (Onucan B CepTadukar 3a u3nursaHe Ha Tna Ne: 2004
03 0425 ED)

HBE.CE (96 Tecta)

1.6. HBs Ag Confirmation ELISA Ttect 3a notsbpxaasane (Onucad B Ceprudukar 3a H3nuTBaHe Ha
Tuna Ne;: 2006 11 0511 ED)

SCONF.CE (20 recra)
SCONF.CE.40 (40 Tecta)

1.7. HBs Ag one Version ULTRA ELISA kauectseH tecT (Onncan B CepTuduKaT 3a H3NUTBaHE Ha
THna Ne: 2008 12 0588 ED)

SAGIULTRA.CE (192 TecTa)

SAGIULTRA.CE.96 (96 TecTa)

SAGIULTRA.CE.480 (480 Tecrta)

SAG1ULTRA.CE.960 (960 TecTa)

SAG1ULTRA.CE.DB (192 Tecra 3a Dia.Blood npunoxenue)

1.8. HBY DNA Quantitation (QT) Real Time PCR kauectsen tect (Onucan B Ceprudukar 3a
u3nutBane Ha Tina Ne; 2012 09 0790 ED)

HBVDNAQT.CE (50 Tecra)
HBVDNAQT.CE.25 (25 TecTa)
HBVDNAQT.CE.100 (100 Tecra)
HBVDNAQT.CE.150 (150 TecTa)




(% MINISTERIO
Ky DESANIDAD, SERVICIOS SOCIALES
5 EIGUALDAD HAcnancka arcHUHA 1o JieKkapcTsaTta

L - v H MEAHUHHCKHTE H3aeausa

NNPUJIOKEHME I

EC CEPTHOHKAT
3A CHCTEMA 3A ITBJIHO OCUT'YPAABAHE HA KAYECTBOTO

B CbOTBETCTBHE ¢ AHeKe IV (¢ m3kmouenne na Pasnen 4) na qupexrusa 98/79/EC

ITPOABJIXKABAHE JaTa Ha NbPBOHAYAJIHO H3JaBaHe: 11.12.2003 r.
JlaTa Ha MLPBO NPOAL/IKABAHE! 04.12.2008 r.
Cepruduxar Ne: Ilepnoa Ha BanngHOCT: Horuduunpan opran Ne:
2003120388 CT or 27.11.2013 r. 50 26.11.2018 1. 0318

2. PeakTuBH ¥ peakTHBHH MpPOIYKTH 3a JETEKLMd, TOTBbPXKIABAHE MK KOJMUYECTBEHO ONPEACIsHE Ha
MapkepH Ha HH(ekuma ¢ XemaTut C B YOBEIIKH POGH:

2.1. HCV Ab ELISA xayecten Tect (Onucan B CepTudukar 3a H3IuTBaHe Ha THna Ne: 2003 12
0392 ED)

CVAB.CE (192 Tecta)

CVAB.CE.96 (96 Tecta)

CVAB.CE.480 (480 Tecra)

CVAB.CE.960 (960 Tecta)

CVAB.CE.DB (192 tecra 3a Dia.Blood npunoxenue)

2.2. HCV Ab Confirmation ELISA rect 3a notsbpxzasane (Onucan B CeprnHKaT 3a H3nUTBaHe
Ha Tuna Ne: 2005 09 0485 ED)

CCONF.CE (12 TecTa)

2.3. HCV IgM ELISA xonuiectBeHo-KavecTBeH TecT (Onucan B CepTudHkar 3a M3NUTBaHe Ha TMNA
Ne: 2007 09 0532 ED)

CVM.CE (96 TecTa)

3. PeakTuBH M peakTHBHHM MPOAYKTH 3a JETEKIWA, NOTBBXKAABAHE HIHM KONHUECTBEHO ONMpefesHe Ha
Mapkepy Ha uHbeknusa ¢ XemaTuT D B woBetiku npobu:

3.1. HDV Ab ELISA xauecten TecT (Onucan B Ceprudmxar 3a usnuTane Ha Thna Ne: 2003 12
0393 ED)




e ®  MINSTERIO
4wy DE SANIDAD, SERVICIOS SOCIALES
N EIGUALDAD m Hcnancka aresumns no JIEKapCcTBaTa
- ' H MEAHIHHCKHTE H3eIHA

ITPUJIOKEHHE I

EC CEPTU®HKAT
3A CHCTEMA 3A IThJIHO OCHUI YPSIBAHE HA KAYECTBOTO

B ChoTBeTCTBUE € AHeKc IV (¢ H3kao4yenne na Pasgen 4) na JInpextusa 98/79/EC

INPOABIXABAHE /laTa Ha NEpBoHAaYaIHO 3NABaHE: 11.12.2003 r.
Mata Ha nLpeo NpoabKaBaHe: 04.12.2008 r.
Cepraguxar Ne; Ilepuon Ha BaanaHOCT: Horapuunpan opran Ne;
2003 12 0388 CT 07 27.11.2013 1. 50 26.11.2018 - 0318
DAB.CE (96 Tecra)

3.2. HDV Ag ELISA kauectsen Tect (Onucan B Ceprudmxar 3a usnuteane na tuma Ne: 2003 12 0394
ED)

DAG.CE (96 Tecra)

3.3. HDV IgM ELISA kadectBen Tect (Onncan B Cepruduxar 3a usnuTeane Ha tHna Ne: 2003 12
0395 ED)

DIM.CE (96 Tecra)

3.4. HDV RNA Quantitation (QT) PCR xauectrer TecT B peanto speme (Onucan B Ceprudukar 3a
H3nuTBaHe Ha Tuna Ne: 2009 11 0660 ED)

DRNA.CE (50 Tecra)
DRNA.CE.25 (25 tecra)
DRNA.CE.100 (100 Tecta)
DRNA.CE.150 (150 Tecta)

4. PeakTBH W peakTHBHM NPONYKTH 32 NETEKUHA WIH NOTBBPKAABAHE H KOJIHUECTBEHO OlpesensHe Ha
MapkepH Ha nH$iexuns ¢ HTLV I u 11 B yoBewky npobu:

4.1. HTLV I u II Ab ELISA kavectsen Tect (Onucan B Ceprnduxar 3a nsnursane va tuna Ne: 2005 12
0493 ED)

HTLVAB.CE (192 Tecra)
HTLVAB.CE.96 (96 Tecta)
HTLVAB.CE.480 (480 TecTa)
HTLVAB.CE.960 (960 Tecta)

N,

T
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W . MINISTERIO
OE SANIDAD, SERVICIOS SOCIALES
b Y  EIGUALDAD

Hcnancka ArcHLIMA 110 JIEKApCTBATA
- e GUND e

H MEARLHHCKHTE H3QE/IHRA

HNPAJIOXKEHHME I

EC CEPTU®HUKAT
3A CHCTEMA 3A TBJIHO OCUT'YPSIBAHE HA KAYECTBOTO

B choTBeTCTBHE ¢ AHeKe IV (¢ n3xiovense Ha Pasnea 4) na {upextuna 98/79/EC

MIPOABJIXKABAHE Jata Ha N'LPBOHAYAJIHO H3JaBaHe: 11.12.2003 r.
Jlata Ha NLPBO NPOABLIKABAHE: 04.12.2008 r.
CepTuguiar Ne: Ilepion Ha BaJIHAHOCT: Hotuduunpan opran Ne:
2003 12 0388 CT 0127.11.2013 1. 10 26.11.2018 1., 0318

4.2. HTLV I n IT Ab Version ULTRA ELISA xauectsen Tect (Omucan B Ceprudukar 3a
H3nMTBaHe Ha tTuna Ne: 2011 11 0775 ED)

HTLVABULTRA.CE (192 Tecra)

HTLVABULTRA.CE.96 (96 Tecta)

HTLVABULTRA.CE.480 (480 Tecra)
HTLVABULTRA.CE.960 (960 Tecta)

HTLVABULTRA.CE.DB (192 tecra 3a Dia.Blood npunoxcnne)

5. PeakTuBHM ¥ peakTHBHHM NPOAYKTH 38 JCTCKIHA HIH [OTBbPXKAABAHE H KONHYECTBCHO ONpEIeNsiHe Ha
Mapkepy Ha uuexuus ¢ HIV 1 1 2 B yoBewky npobu:

5.1. HIV Ab & Ag ELISA xauectseH tect (Onucan 8 CepTnoukar 3a usnnuteaxe Ha Tuna Ne: 2008
02 0539 ED)

IVCOMB.CE (192 Tecra)

IVCOMB.CE.96 (96 TecTa)

IVCOMB.CE.480 (480 Tecra)

IVCOMB.CE.960 (960 Tecta)

IVCOMB.CE.DB (192 Tecra 3a Dia.Blood npuioxenue)

Tosu cepmquaT o0xBaia BCHYKH TbPTrOBCKH MapKH Ha NPOAYKTUTE, BKIIOYEHH OT NMPOH3BOIAHTENA B
HeroeaTa Ac¢Kjapauus 3a CbOTBETCTBHE.

Mapgpus, 27 HoemBpu 2013 1.

/moonuc He ce yeme/

JAUPEKTOP
BeJsen Kpecno Canuec - Eznapnara
[Tewar Ha McnaHckaTa areHIus No JIEKApcTBAaTa M MEAHLIMHCKATE Haienus
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%;;’! MINISTERIO
¥y  DE SANIDAD, SERVICIOS SOCIALES

S E IGUALDAD HcnaHcka areHLMs Mo JeKapcTBaTa
& . H MeUIIHHCKHTE U3AeNHs
ITvpBn O
JlonsnruTteneH 3]
HNPUJIOXKEHHE 11
EC CEPTU®HKAT

3A CHCTEMA 3A ITBJIHO OCUI'YPSIBAHE HA KAYECTBOTO

B cpoTBeTCTBHE ¢ AHeKe IV (¢ m3kmodenne Ha Pasnen 4) na Jupexrusa 98/79/EC

Ceprudnxar Ne: Ilepnoa na BaangHoCT: Horu¢dunupan opran Ne:

2003 12 0388 CT oT 28.01.2015 r. 10 26.11.2018 r. 0318

B noasa na:

Hpouzpoaures:
HanmeHoBaHHe: Dia.Pro Diagnostic Bioprobes, S.r.1.

Auapec: ya.” k. Kapayun” 27; 20099 Cecro Can xoBann — Muinano, UTAJINA
Yupanomomen npeacraputes Ha EC: cummsar

Hwme: cpioTo

Anpec: CbLIMAT

Bpoii npoaykrh: 1 Bpoii Bepenn: 1
Mpoayxu: MeauuMucky H3ae/IANA 32 MH BHTPO AHATHOCTHKA

Knracupuunpane: Cnucnbk ,,A” na Anekc IT

2. PeaKkTvBH M peaKkTHBHH NMPORYKTH 3a AETEKLHA, MOTBbPKACHHE WM KONMYECTBEHO ONpenessHe Ha
MmapkepH Ha HHbekuns ¢ Xenatur C B 4oBeLIKH npobu:

24. DIA.CHEMILUX HCV Ab (CLIA) /xonuuecTBeH XEMHTyMMHHMCLUEHTEH HMYHOaHaH3/
Onucan B CepTudukar 3a usnursade Ha tuna Ne: 2015 01 0834 ED)

24.a. RACVAB.CE (100 recra)

Tosu ceprudukar o6xBama BCHYKH THProBCKHM MapKH Ha NPOJAYKTHTE, BKJIKOUYEHH OT MPOM3BOXMUTENS B
HEroBara AckJiapaliis 3a CbOTBETCTBHC.

Mapnpnga, 28 snyapu 2015 r.

/noonuc xe ce yeme/

JAAPEKTOP
Benen Kpecrio Canuec - Esnapuara
ITewar Ha McnaHckaTa areHLUMs O NIeKapcTBaTa U MEAULMHCKUTE N3HENHs

Hotudnuupan opran Ne: 0

yn."Kamneuo” 1, oduc 8.
Mauapnn 28022

Enextponna noua: on03 18@aemps.es




Tonmycanara, Kpuctuna Bpartojiuesa, ynoctoBepssaM BepHOCTTA Ha NIPeBOAA OT aHIIHHCKHU Ha 6Barapcku
€3UK Ha TIPHNIOXKEHHA IOKyMeHT. [IpeBoanT ce cheToM oT 8 (0ceM) cTpaHHLy.

I1peBonau:

Kpuctuna Bparoiiuesa
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CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/EC

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/7%/EC

PRORROGA/EXTENSION Fecha inicial/Inicial date: 11/12/2003
Fecha primeraprérrogul First extensién date: 04//12/2008

Certificado N%/Certificate N° Fecha de validez/Date of validity ON N°/ NB N°

2003 12 0388 CT  Desde/From: 27/11/2013  Hasta/To 26/11/2018 0318
A favor de /In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.L,

Direccién/4ddress: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/duthorized EU representative: Idem
Nombre/Name:

Direccién/Address:

Para los productos/For the products:

Categoria/Category: Productos Sanitarios para Diagndstico in Vitro/ In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Inmunologia infecciosa / Infectious immunology
Tipo/Type: Especificados en Anexos de este Certiﬁcadolb))eqﬁed in Annexes to this Certificate.

Elaborado en/In the f acilities:
Dia. Pro Diagnostic Bioprobes S.r.L
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompaiiado por certificados de examen de disefio: SI

This certificate must be accompanied by design examination certificate: YES

Este certificado es cotisecuencia de Ja auditoria del Sistema Completo de¢ Garantfa de Calidad y del examen
de la documentacién técnica contenida en el expediente N° 2003 05 0240, y garantiza que los productos
descritos cumplen los requisitos de la Directiva.

This certificate is issued on the full quality assurance system audit, and the examination of the technical
documentation contained in dossier N° 2003 05 0240, and guarantees that the described products fulfils the
requirements of the Directive.

Madrid, 27 de noviembre de 2013

YHLE
ORGANISMO N
0318 LA DIRECI‘ORA,

Belén Sanchez Crespo-Eznmrjaga -

[ CORREQELECTRONICO ]

0n0318@aemps.es

ORGANISMO NOTIFICADO 0318
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ANEXO N°/ANNEX N° |

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de Ia Directiva 98/79/EC

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex 1V (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION Fecha iniciallnicigl date: 11/12/2003
Fecha primera prénﬁa/ First extension date: 04/1 2/2008

Certificado N°/Certificate N° Fecha de validez/Date of validity ON N%NB N°

2003120388 CT Desde/From: 27/11/2013  Hastar7o 26/11/2018 0318

Productos/Products:
Productos Sanitarios de Diagnéstico in Vitro, lista A, Anexo IL. Directiva 98/79/EC
N° Productos / N° Products: 18. N° variantes/ N° Variants; 46

1. Reactivos y productos reactivos para la deteccién 6 confirmacién cuantificacién de marcadores
de infeccion por hepatitis B en nwestras humanas / Reagents and reagent products Jor detection or
confimation or quantification, in human specimens, of markers of hepatitis B infection:

L.1. HBs Ag one. ELISA cualitativo/qualitative, (Descrito en el certificado de disefio N° /Described
in design certificate N° 2003 12 (389 ED).

SAGL1.CE (192 tests)
SAG1.CE.96 (96 tests)
SAG1,CE.480 (480 tests)
SAGI.CE.960 (960 tests)

1.2. HBs Ab. ELISA cualitativo-cuantitativo/ qualitative-quantitative, (Descrito en el certificado de
disefio N/Described in design certificate N° 2003 12 0390 ED).

SAB.CE. (96 tests) Q)

L

1.3. HBc Ab. ELISA cualitativo/gualitative. (Descrito en ¢l certificado de disefio N°Described)
design certificate N°2003 12 039] ED) .

7 BCAB.CE (96 tests)
1.4. HBe IgM. ELISA cualitati_vo-cuantitativo/qzmIitaﬁve-quamitaﬁve. (Descrito en el certificado de

disefio N*/Described in design certificate N°2004 03 0424 ED)

BCM.CE (96 tests)

[(CORREG ELECTRONICE ] 4

on0318@aemps.es

ORGANISMO NOTIFICADD 0318.
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ANEXO N°ANNEX N° |

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/EC

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/7%/EC
PRORROGA/EXTENSION Fecha inicial/Inicial date: 11/12/2003
Fecha primera prérroga/ First extension date: 04/12/2008

Certifieado N°/Certificate N° Fecha de validez/Dare of validity ON N°/NB N°

200312 0388 CT  Desde/From: 27/11/2013  Hasta/To 26/11/2018 0318

L5. HBe Ag & Ab, ELISA cualitativo/qualitative, (Descrito en el certificado de disefio N°
[Described in design certificate N° 2004 03 0425 ED)

HBE.CE (96 tests)

1.6. HBs Ag Confirmation. ELISA para Confirmation /ELISA for confirmation. (Descrito en el
certificado de disefio N° /Described iri design certificate N° 2006 11 0511 ED)

SCONF.CE (20 tests)
SCONF.CE .40 (40 tests)

L7. HBs Ag one Version ULTRA. ELISA cualitativo/qualitative. (Descrito en el certificado de
disefio N*/Described in certificate disefio N° 2008 12 0588 ED)

SAGIULTRA.CE (192 tests)

SAGIULTRA.CE96 (96 tests)

SAGIULTRA.CE.480 (480 tests)

SAG1ULTRA.CE.960 (960 tests)

SAGIULTRA.CE.DB (192 test - for Dia.Blood application)

1.8. HBV DNA Quantitation (QT). Real-Time PCR quantitativo/quantitative. (Descrito en el
certificado de disefio N® /Pescribed in design certificate N°2012 09 0790 ED) -

HBVDNAQT.CE (50 tests)
HBVDNAQT.CE.25 (25 tests)
HBVDNAQT.CE.100 (100 tests)
HBVDNAQT.CE.150 (150 tests)

ORGANISMO NOTIFICADG 0318 == - . :
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ANEXO NY/ANNEX N°: |

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/EC

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex 1V (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION Fecha inicial/Inicial date: 11/12/2003
Fecha primera prérrggg/ First extensién date: 0411212008
Certificado N°/Certificate N° Fecha de validez/Date of validity ON N°NB N°
2003 12 0388 CT  DesdetFrom: 27/11/2013  Hasta/To 26/11/2018 0318

2. Reactivos y productos reactivos para la deteccién 6 confirmacién 6 cuantificacion, de marcadores
de infeccidn por hepatitis C, en muestras humanas/ Reagents and reagent products for detection or
confirmation or quantification, in human specimens, of markers of hepatitis C infection.

2.1. HCV Ab, ELISA cualitativo/qualitative. (Descrito en el certificado de disefio N Described in
design certificate N° 2003 12 0392 ED)

CVYAB.CE (192 tests)

CVAB,CE.96 (96 tests)

CVAB.CE.480 (480 tests)

CVAB.CE.960 (960 tests)

CVAB.CE.DB (192 tests - For Dia.Blood application)

2.2. HCV Ab Confirmation. ELISA de confirmacién/ ELISA Jor confirmation. (Descrito en el
certificado de disefio N*/Described in design certificate N° 2005 09 0485 ED)

(]% CCONF.CE (12 tests)

2.3. HCV IgM. ELISA cualitativo-cuantitativo/ qualitative-quantitative, (Descrito en el certificado
de disefio N*/Described in design certificate N° 2007 09 0532 ED)

CVM.CE (96 tests)

3. Reactivos y productos reactivos para la deteccién 6 confirmacion 6 cuantificacién de marcad
de infeccion por hepatitis D en muestras humanas / Reagent and reagent producis for detecti
confirmation or quantification, in human specimens, of markers of hepatitis D infection

3.1. HDV Ab. ELISA cualitativo/qualitative. (Descrito en el certificado de disefio N*/Described in
design certificate N° 2003 12 0393 ED)

NS
DAB.CE (96 tests) ///@” e,

o A
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ANEXO N°IANNEX: N
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/EC

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/ 7%EC
PRORROGA/EXTENSION Fecha inicialllnicia] date: 11/12/2003
Fecha primera prérroga/ First extension date: 04/12/2008

Certificado N°/Certificate N° Fecha de validez/Date of validity ON N%NB N°

2003 12 0388 CT Desde/From: 27/11/2013  HastarTo 26/11/2018 0318

3.2 HDV Ag. ELISA cualitativo/gualitative. (Desctito en e certificado de disefio
N/Described in design certificate N° 2003 12 0394 ED)

DAG.CE (96 tests)

33 HDV IgM. ELISA cualitativo/qualita(ive;_ (Descrito en el certificado de disefio
N*Described in design certificate N° 2003 12 0395 ED)

DIM.CE (96 tests)

3.4 HDV RNA Quantitation (QT). Real-Time PCR cuantitativo/quantitative. (Descrito en
el certificado de disefio N%Described in design certificate N°2009 11 0660 ED)

‘ DRNA.CE (50 tests)
DRNA.CE.25 (25 tests)
DRNA.CE.100 (100 tests)
S DRNA.CE.150 (150 tests)

4 Reactivos y productos reactivos para la deteccién de marcadores de infeccisn por HTLV Iy I, en
muestras humanas/ Reagents and reagent products for the detection or confirmation and
quantification in human specimens of markers of HTLV I and II infection

4.1 HTLV 1 & 11 Ab. ELISA cualitativo/qualitative. (Descrito en el cettificado de dise;
N¥/Described in design certificate N°2005 12 0493 ED)

HTLVAB.CE (192 tests)

HTLVAB.CE.96 (96 tests)

HTLVAB.CE.480 (480 tests) o L
HTLVAB.CE.960 (960 tests) R

§ oo
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ANEXO N*/ANNEX N°: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/LC

EC FULL QUALITY ASSURANCE SYSTEM CER TIFICATE
in accordance with Annex IV (except Section 4) of Directive98/7YEC
PRORROGA/EXTENSION Fecha inicialilnicial date: 11/12/2003
Fecha primera prérro‘g_g/ First extension date: 04//12/2008
Certificado N°/Certificate N° Fecha de validez/Date of validity ON N°/NB N°
2003 12 0388 CT Desde/From: 27/11/2013  Hasta/To 26/11/2018 0318

42 HTLV I & 1 Ab Version ULTRA. ELISA cualitativo/gualitative. (Descrito en el
certificado de disefio N%Described in design certificate N° 2011 11 0775 ED)

HTLVABULTRA.CE (192 tests)

HTLVABULTRA.CE.96 (90 tests)

HTLVABULTRA.CE.480 (480 tests)

HTLVABULTRA.CE. 960 (960 tests)

HTLVABULTRA,.CE. DB (192 tests-For Dia, Blood application)

S Reactivos y productos reactivos para la deteceién de marcadores de infeccién por HIV 1 y2,en
muestras humanas / Reagents and teagent products for the detection or confirmation or
quantification, in human specimens, of markers of HIV 1 and 2 infection.

5.1 HIV Ab & Ag ELISA cualitativo/gualitative, (Descrito en el certificado de disefio N*/
Described in certificate de disefio N°2008 02 0539 ED)

IVCOMB.CE (192 tests)
IVCOMB.CE.96 (96 tests)
) IVCOMB.CE. 480 (480 tests)
V IVCOMB.CE. 960 (960 tests)
/ IVCOMB.CE.DB (192 tests -For Dia, Blood application)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracién de conformidad.

This certificate covers all trademarks of these products included by the manufacturer in hig_\"
declaration of conformity, )

——

Madrid, 27 de noviembre de 2013

@ i : prodg
ORGANISMO N
0318

H’i‘ﬁoRA,

Belén Crespo Sanchez-Eznarriaga

ORGANISMO NOTIFICADO 0318
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"H-IHHI'YA" EOOJ E-LINGUA Ltd.

rp. Codus, 6yn. fuxo Caxs3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
Ten./axc: (02) 944 70 11 tel./fax: (+359 2) 944 70 1]

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

AreRuns 3a npeBoau Translation Agency

\

H])C’GO() OM UMAIUaHCKy u QHCTUTICKU e3UK

MHHUCTEPCTBO HA TPYJIA, 3IPABEOITA3ZBAHETO U COLIMAJIHATA

[TOJINTUKA

OTAEJI MSHOBALIMH

I'JIABHA IMPEKLIUA DAPMAKOJIOTUS U JIEKAPCTBEHU CPEJZICTBA

DGFDM.IV/1.5.e.2/37/P

IV KAHTOPA

Hmaiiku npeasun aupektua 98/79/CE cabp3ana ¢ MCAHKO-THAarHOCTHYHY CpeAcTBa HWHBUTDO;

Hmaiikn npensun 3aKOHOJ,

98/79/CE

aTeJHO nocraHoBnenune 332/2000, koeto e g CLOTBETCTBHE C AMpEKTHBA

Mmaiikn npeasun 3asenenmnero ot 14/01/2009 npeacraseno or dupma Dia. Pro Diagnostic BioProbes
Sr.l, cbe cenannue na yn. Konymena 31, Munano Uranus 20128 nanvuen koa m naprupa JJIC

1192660159;

Wwmalikn npensua, ue ¢upmara monuten e s3annatmna HCKahkTe BHOCKM nO Munucrepcko
nocTtaHoBneHue ot 24 Maii 2004;
Mmaiikn npeasun cnyxebHure akTose;

YAOCTOBEPSIBA

nostic BioProbes S.r.1., cue Ceaannue Ha yn. Konymena 31, Munano Hranus

q
20128 nanbuen kox n naptuaa JJIC 1192660159, Npounssexna u mapkupa ¢ CE mapka kato un BUTPO
AMATHOCTUYHU MEAMUMHCKM HM3Liesius, CHOPEA W3MCKBAaHWATa Ha AMpeKTHBA 98/79/CE, caeanmre

NpOAYKTH:

JIunus xenatur

Kon
SAGI1.CE*

SAGIULTRA.CE*

Hpoayxr
HBs Ag one
HBs Ag one sepcus ynTpa

SCONF.CE* HBs Ag notsbpxaenne
SAB.CE* HBs Ab

BCAB.CE* HBc Ab

BCM.CE* HBc IgM

HBE.CE* HBe Ag/Ab

AVAB.CE HAV Ab

AVM.CE HAV IgM

CVAB.CE* HCV Ab

CCONF.CE HCV Ab norsnpxaenne
CVM.CE HCV IgM

EVAB .CE HEV Ab

EVG.CE HEV IgG

EVM.CE HEV 1gM

DAG.CE* HDV Ag

DAB.CE* HDV Ab

DIM.CE* HDV igM

- ol

: .
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Jlnuuus torch

Kon
HSVG.CE
HSVM.CE
HSVI1G.CE
HSVIM.CE
HSV2G.CE
HSV2M.CE
RUBG.CE
RUBM.CE
TOXOG.CE
TOXOM.CE
CMVG.CE
CMVM.CE
TORCHM.CE

Jlvnusg CEPOJIOTHYHH

Kon
EBNG.CE
VCAG.CE
VCAM.CE
VCAA.CE
HPG.CE
HPA.CE
HPM.CE
HPAG.CE
CRYAG.CE
ENTAG.CE
GIAG.CE
CAGA CE
CAGG.CE
COXBM.CE™ __~
MEAG.CE /
MEAM.CE _—>
VZVG.CE
VZVM.CE
MUMG.CE
MUMM.CE
BORG.CE
BORM.CE
BRUG.CE
BRUM.CE
CORG.CE
TETG.CE
HPVG.CE
MENG.CE
MYPA.CE
MYPG.CE
MYPM.CE
DENG.CE
DENM.CE
SIAB.CE

Hpoaykr
HSV1&2 IgG
HSV1&2 1gM
HSV 11gG
HSV 1 IgM
HSV2 IgG
HSV2 IgM
RUB IgG
RUB IgM
TOXO IgG
TOXO igMm
CMV IgG
CMV IgM
TORCH IgM

Hpoayxr

EBV EBNA 1gG
EBV VCA 1gG

EBV VCA IgM

EBV VCA IgA
H.Pylori IgG
H.Pylori IgA
H.Pylori IgM

HP Ag
Cryptosporidium Ag
Entamoeba Ag
Giardia Ag

HP CagA IgA

HP CagA IgG
Coxakie B Virus IgM
Mop6unu Bupyc 1gG
Mop6unu supyc IgM
Bapuuena 3octeplgG
Bapuuena 3octeplgM
Iaporur supyc IgG
Mapotur Bupyc IgM
Bordetella pertussis IgG
Bordetella pertussis IgM
Brucella abortus IgG
Brucella abortus IgM
C.diphtheriae toxin IgG
Tetanus toxin IgG
[Tanunoma supyc IgG
Mennnrur IgG
M.pneumoniae IgA

M .pneumoniae 1gG
M.pneumoniae IgM
Dengue Virus 1gG
Dengue Virus IgM

Cudunuc Ab e,




SIM Cuunuc IgM

Tcab.ce T.Cruzi Ab

MALAB.CE Manapusa Ab

MTBG.CE M Tuberculosis 1gG .

IVAB.CE* HIV Ab 5
IVCOMB.CE HIV Ab&Ag

HTLVAB.CE HTLV 1&I1 Ab

Ynomenarute no-rope NPOAYKTH, CbraacHo un. 4 ot Esponeiickata HAunpexrusa 98/79, morar na
6baar ceoGoano Tbpryeauu B Utanus u uenus Esponeiicku cbio3,

Tosn ceprudukar e usnanen na 6asa na MOJ10a OT 3anHTepecoBaHaTa KOMnaHu4, cbobpazHo 3akoHa u
Ce OTHacs 3a u3HoC.

Hupexrop:

H-p bxosana Hucruko
/Alodnuc ne ce yeme/

Honynoonucanusm Inusn Cmotines [Hunos yOocmoesepssam eepnocmma na uBbPWIEHUSL Om Mmen
npesod om umanuancku u  anenuiicky Ha bbrzapcku ezux wa NPUROXCeHU  OOKyMenm —
Yoocmosepenue. ITpecoovm ce cecmou om mpu cmparnuyu.

lIpesooau: onusu Cmoimeg Hunos ETH 5307286427
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DIPARTIMENTO DELL’INNOVAZIONE
DIREZIONE GENERALE Dg] FARMACI E DISPOSITIVI MEDICI

UFFICIO tv
DELL’EX MINISTERO DELL A SALUIE

DGFDM.IV/LS ).e.2/37/P

VISTA la direttiva 98/79/CE relativa ai dispositivi medico-diagnostici in vitro;

VISTO il D.lgs. n.332/2000 tecante attuazione della direttiva 98/79/CE;

VISTA I'istanza del 14/01/2009 presentata dalla diita Dia.Pro Diagnostic BioProbes S r.1.
con sede in vig Columella, 31 - 20128 Milano lalia CF. e P.IVA 11924661159;
CONSIDERATO che la ditta istante ha effettuato i versamenti richiesti dal 1D.M. 24 Maggio
2004;

VISTI gli atti dufficio;

HAVING REGARD 10 98/79/EC directive concerning the in vitro diagnostic medical

devices,

HAVING REGARD 10 legislative Decree (D.lgs.)n. 332/2000 reporting the accomplishment

of 98/79/EC Directive, »
HAVING REGARD 1o the request dated 14/01/2009 submitted by the coniprny Dig, Pro

Diagnostic BioProbes §.1.] located in via Columella, 31 - 20128 Milano Italy C.F and

P.IVA 11924660159 - '

WHEREAS this company paid the fees required by Ministerial Decree (D.AL) May 24, 2004;

HAVING BEGARD 15 the official deeds;

: SI ATTESTA
ITIS ATTESTED

Cle la difta Dia. Pro Diagnostic BioProbes Sr ] con sede in via Columella, 31 - 20128

Milano Ttalia C.F. ¢ PIVA 11924660159 ¢ i fabbricante ¢ ha marcato CE, come

dispositivi medicj diagnostici in vitro, secondo le procedure previste dalla direttiva

98/79/CE, i predotti:

That the Company Dia. Pro Diagnostic BioProbes S.r.] located in via Columella, 31 -

20128 Milano ltaly C.F gnd } VA 11924660159 manufactured and affixed CE marking
as in vitro diagnostic medical devices, according to the Directive 98/79/EC. the following
products:

LINEA EPATITE
CODICE PRODOTTO R




- SAG1CE*
SAG1ULTRA CE*

SCONF .CE*
SAB.CE*
BCAB.CE*
BCM.CE*
HBE.CJz*
AVAB.CE
AVM.CE
CVAB.CE*
CCONF .CE*
CVM.CE *
EVAB.CE
EVG.CEz
EVM.C=
DAG.Cz*
DAB.CE*
DIM.CE*

HBsAg One
HBsAg One Version ULTRA
HBsAg Confirmation
HBsAb

HBc Ab

HBc IgM

HBe Ag/Ab

HAV Ab

HAV igM

HCV Ab

HCV Ab Confirmation
HCV 1gM

HEV Ab

HEV IgG

HEV IgM

HDV Ag

HDV Ab

HDV igM

LINEA TORCH

CODICE PRODOTTO
HSVG.CE HSV182 IgG
HSVM.CE HSV1&2 igm
HSV1G.CE HSV 119G
HSV1M.CE HSV 1 g
HSV2G.CE HSV2 IgG
HSV2M.CE HSV2 IgM
RUBG.CE RUB IgG
RUBM.CE RUB Igm
TOXOG.CE TOXO IgG
TOXOM.CE TOXO IgMm
CMVG.CE CMV IgG
CMVM CE CMV IgM
TORCHM.CE TORCH Igm
% LINEA SEROLOGIA
CODICE PRODOTTO
EBNG.CE EBV EBNA igG
VCAG.CE EBV VCA IgG
VCAM.CE EBV VCA Igm
VCAA.CE EBV VCA IgA
HPG.C= H.Pylori IgG
HPA.CI: H.Pylori IgA
HPM.CE H.Pylori Igi
HPAG.CE HP Ag
CRYAG.CE Cryptosporidium Ag




ENTAG.CE Entamoeba Ag

GIAG.CE Giardia Ag
CAGA CE HP CagA IgA X
CAGG.CE HP Cagh IgG )
COXBM.CE Coxakie B Virus 1gi

MEAG.CE Measles Virus lgG

MEAM.CE Measles Virus IgM

VZVG.CE Varicella Zoster Virys IgG

VZVM.CE Varicella Zoster Virus lgM

MUMG CE Mumps Virus 1gG

MUMM.CE Mumps Virus IgM

BORG.CE Bordetella pertussis lgG

BORM.CE Bordetella pertussis igM

BRUG.CE Brucella abortus lgG

BRUM.CE Brucella abortus IgM

CORG.CE C.diphtheriae toxin IgG

TETG.CE Tetanus toxin IgG

HPVG.CE Papilloma Virus lgG

MENG.CE Meningitis IgG

MYPA.CE M.pneumoniae IgA

MYPG.CE M.pneumoniae lgG

MYPM.CE M.pneumoniae igM

DENG.CE Dengue Virus lgG

DENM.CE Dengue Virus IgM

SIAB.CE Syphilis Ab

SIM.CE, Syphilis igM

TCAB.CE T.Cruzi Ab

MALAR.CE Malaria Ab

MTBG.CE M.Tuberculosis lgG

IVAB.CE* HIV Ab

IVCOMB.CE* HIV Ab&Ag

HTLVAB.CE* HTLV 1&11 Ab

I suddetti  prodotti, in base all’ait. 4 della direttiva 98/79/CE, sono di libera circolazione ¢
Possono essere messi in commercio in lalia e in tutto il territorio dell’Unione Europea.

S rilascia il presente attestato Su richiesta dell’interessato per gli usi consentiti dalla legge e per
esportazione. '

The above mentioned products, according (o the art. 4 of 98/79EC directive, can freely cireulate
and can be commercialized iy Ttaly and in the \hole of the Enropean Union,

This certificate is issued on the interested company’s request according 10 the law and Jor
exXporting.

IL DIRETTORE DELL’UFFICIO IV
{(Potl.ssa Giovanna Nistico?
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FATA 90 M

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

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

Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA

Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4027 232 26 94

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

fax: (+359 2) 9832211 Fax: +4021 232 26 96

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

Honynonnucanust Teonop YsaHos 3ampupos
(mpume umena)

ELTA 90 Medical Science DOO
Svetoq Klimenta 26

11050 Belgrade; SERBIA
Phone: +381 11 2832 650
Fax: +381 1712832 850
office @elta90ms.com

B Ka4eCTBOTO CH Ha Ynpasutel, Ha ,,EJITA 90M*“ OOJ], EUK (BYJICTAT) 130469816 , cbe
cefamaine u aapec Ha ynpasienue rp. Codus, n.x. 1000, yn. ,Jynas“ 19, Bx. A, er.1, an.2 ,

Y4YaCTHHK B obiecTBeHa IIOpBYKa C MTOpeaMeT ,,ﬂocmaeka Ha Ouaznocmukymu u

Koncymamusu 3a CIIMH, eupychu xenamumu B u C, cuguauc u opyzu cexcyanno
npedasanu unexyuu no Hayuonanna npozpama 3a npesenyus u koumpon na XHUB u
ceKcyanno npedasanu ungpexyuu 6 Penyonuxa bvnzapua 2017-2020 2. 3a nyscoume na

cmpanama npes 2018 2.”

AEKJTIAPHPAM, YE:

JuarnocTukymMuTe No 06ocobena nosuus Ne 3 me 6B1aT B cboTHOIIEHHE 30% ToleMu KbM

70% MaJIKy OTIaKOBKH.

Hara: 14.05.2018 r.
I'p. Codus

.
H

bt

)

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



FATA 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: +381 1712832850
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

HNEKJIAPALIA

Honynonnucanust Teonop MBanoB 3ambupos

(mpume umena)
B Ka4eCcTBOTO cH Ha YmpasuTten, Ha ,,EJITA 90M* OOJl, EMK (BYJICTAT) 130469816 , cbe
cefanue u agpec Ha ynpasienue rp. Codus, mx. 1000, yn. ,Jdymas“ 19, Bx. A, er.1, an.2,
yY4acTHHK B OOINECTBEHA INOpBYKa C mpeaMmer: ,/locmaska Ha OuazHOCmMUuKymu U
xoncymamueu 3a CIIHH, supychu xenamumu B u C, cugunuc u Opyzu cekcyanno
npedasanu ungpexuuu no Hayuonanna npozpama 3a npeeenyusa u xonmpon na XHB u

cexcyanno npeoasanu ungexyuu é Penybnuka Bvazapua 2017-2020 2. 3a Hysxcoume Ha
cmpanama npe3 2018 2.”,

(}g HAEKIIAPHPAM, YE:

aKo 3a H3pa6OTBaHe Ha HAKOU TECTOBE HAMA HAJIMYHA arlaparypa, HHC e NPpEeaOoCTaBUM H IIC

MoJAObpXaMe TakKaBa 3a BPEMETO, B KOETO LIC CC H3pa6OTBaT caMO JJOCTAaBCHHTE OT Halla
CTpaHa TECTOBE.

Jata: 14.05.2018 r.
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, dusuas 'Akcako8”; 1D No: BG 130 469 816



FEATA 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, 9632209 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: +3871 112832850
Fax: (+ 359 2) 9832211 Fax: +4021 232 26 96 office @eltad0ms.com

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

\

TIEKJIAPATIUSA

Honynoanucanusar Teonop UBanos 3ambupon
(mpume umena)

B KauecTBOTO cH Ha Ympasurtein, Ha ,,EJITA 90M*“ OO/, EMK (BYJICTAT) 130469816 , cbe
cefaiMile u aapec Ha ynpasieHue rp. Codusd, n.k. 1000, yn. ., JlyHas* 19, Bx. A, er.1, an.2 ,
YYaCTHHK B OOIecCTBeHa MOpbYKa C IpeaMmeT ,/Jocmaséxka Ha OuazHOCMuKymu u
koncymamueu 3a CITHH, eupycru xenamumu B u C, cugunuc u opyzu cexcyanno
npeoaganu ungpexyuu no Hayuonanna npozpama 3a npesenyuna u xonmpon Ha XUB u
cekcyanno npeoasanu ungpexyuu 6 Penybnuxa Bvazapusa 2017-2020 2. 3a Hyscoume Ha
cmpanama npe3 2018 2.”,

AEK/IAPHPAM, YE:

e noaabppXKaMe 3a Halla CMETKA HaJIM4YHaTa W3BbHIapaHIIHOHHA ariaparypa Ha KOsiTO i€ €S
I/I3pa60TBaT JOCTaBAHUTE OT HAC TCCTOBE.

Hara: 14.05.2018 r. JEKJIAPATOP:................ (V... |
I'p. Codus /I-p Teonop 3ampupos —

IBAN (8 rcBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT bYABAHK, ¢uavan "AkcakoB”; ID No: BG 130 469 816



FEATA S0 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 112832 650

Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381112832 850

Fax: (+ 359 2) 9832211 Fax: +4021232 26 96 office @elta90ms.com ;

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

Honynoanucanust Teonop MBanos 3ampupos
(mpume umeHa)

B KA4eCTBOTO CH Ha Ynpasutel, Ha ,,EJITA 90M*“ OOJI, EMK (BYJICTAT) 130469816 , cbc
cejlanIie ¥ afpec Ha ynpasienue rp. Codus, mx. 1000, ym. ,Jynas“ 19, Bx. A, er.1, an.2 ,
Y4aCTHHK B oOIIeCTBeHa NOpbYka C TnpeaMmeT,/Jocmaska Ha OUAZHOCMUKYMU U
xoncymamueu 3a CIIMH, eupycnu xenamumu B u C, cupunruc u opyzu cexkcyaiuno
npedasanu ungexyuu no Hauuonanna npozpama 3a npeeenuus u konmpon na XHUB u
cexcyanno npedasanu ungexyuu ¢ Penyonuxa Bvneapua 2017-2020 2. 3a Hyxucoume Ha
cmpanama npe3 2018 2.”,

JAEKJTAPUPAM, YE:

peJocTaBeHara 3a Hallla CMETKa arnaparypa, Ha KOATO HIC CC pa6om C JOCTaBEHHUTEC OT HacC
TECTOBE, HIE € C TEXHUYECKH IMapaMeTpPH HE [10- HUCKH OT TE3H Ha ChlUICCTBYBAIlATaA.

Jara: 14.05.2018 1.
I'p. Codus

IBAN (6 7e8a): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VYHUKPEAUT BYABAHK, duauas "Akcako8’; 1D No: BG 130 469 816



FATA 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 Kfimenta 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 112832 650
Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 Fa){: +381 112832 850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @eltagOms.com

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

HEKJIAPALIAA

Honynonnucanust Teogop Meanos 3ambupos
(mpume umena)

B KaYeCTBOTO CU Ha YmpaBurtel, Ha ,,EJITA 90M*“ OO, EUK (BYJICTAT) 130469816 , cxe
cefanuuie U agpec Ha ynpasieHue rp. Codus, n.x. 1000, yu. ,.JAynas“ 19, Bx. A, er.1, an.2 ,
y4aCTHHK B oOHiecTBEHa IOphYKA ¢ TpeaMeT ,/Jocmaeka Ha OuazHOCMUKymMu u
koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cuguauc u Opyzu cexcyanno
npeoasanu ungexyuu no Hayuonanna npozpama 3a npeeenyus u konmpon Ha XHUB u
cexcyanno npeoasanu unexyuu é Penybnuxa bvazapus 2017-2020 2. 3a Hyxucoume Ha
cmpanama npes 2018 2.”,

HAEKIIAPHPAM, YE:

IIE OCHTYpPHM IIpOTpaMUpPaHETO Ha HajMyHaTa anaparypa 3a M3pabOTBaHETO H
CHHXPOHU3HPAHETO Ha JOCTABEHUTE OT HAC TECTOBE.

Hara: 14.05.2018 r. HEKJIAPATOP: ............... JY !
I'p. Codus /I1-p Teomop 3amdupos —

IBAN (8 rcBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAWUT BYABAHK, ¢uauas "AkcakoB”; ID No: BG 130 469 816
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OBPA3EILl
®UPMA ,,EJITA 90 M“ 00
(HaumeHo8aHUe HA Y4ACMHUKQ)

IHEHOBO NPEVIO’KEHHUE

JlonynoanucaHusT/aza a-p Teoxop Banos 3ambupos
(mpume umena)
B KauecTBOTO cH Ha Ympaputea 8/Ha ¢upma ,EJITA 90 M“ OO[, EUK (BYJICTAT)

130469816, cbc cefaNHIne M aJpec Ha YNpPaBICHHE rpan Codus, ynuna ,Jynas, Nel9,
Bx.A, er.l, am.2, yJacTHHK B OOIIECTBEHa MOpBIKa C IPEIMET: wlocmaeka Ha
ouazHocmuxymu u Koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cugpunuc u opyzu
cexcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeeeHyuAn i KOKmMpon na
XHB u cexcyaino npeoasanu UHQexyuu 6 Penybnuxa Buwncapus 2017-2020 2. 3a
Hyscoume Ha cmpanama npes 2018 2", exnousawia 44 obocobenu nosuyuu 3a
obocobena/s— nosuyun/u— Ne 3 — Tecmoee 3a nvpeudHa OUAZHOCMUKA HA Xenamum C -
ELISA Am.

YBAKAEMH JAMH U I'OCIIOJA,

C nacrosinoro Bu pexCcTaBIME HAIIETO HEHOBO npedIoKEHUE 3a YYaCTHC B
ob6sBeHara ot Bac npoueaypa 3a Bp3/1araie Ha oO1ecTBeHaTa HOpHIKa KaKTO Clie/iBa.

EnpauuHa ueHa mo obocoGeHa nosumus N 3 — Tecmoee 3a nvpeuina ouazHocmuxa Ha
xenamum C - ELISA Am B pa3Mep :

1,15 aB. (¢;10BOM eHH Ji€B H METHAAECET crotunxn) 6e3 JJIC
1,38 aB. (C;10BOM €{HH JIeB H TPHIECET H OCeM croruakn) ¢ Haunciaen AJIC.

3a KoMPNEKCHO O epuUpaHume No3UYUY, UNGOPMAYUAMA 3a eOUHUUHAMA YeHa Ce NOSTAPR MONKO8A KoM,
KONKOMO CA KOMIAEKCHO Oghepupanume ROURUU.

O0ma KOMILIEKCHA OLICHKAa HA C¢IHHAYHHTE CTOHHOCTH NpPeACTABJIABAIIA 060[) oT
CHOTBEeTHHTE €¢IHHHYIHH cTOMHOCTH HA OTACJAHHTE IO3HIOHH, KOHTO C€ JO0CTABAT
KOMILTIEKCHO:

......................... 1B. (CIIOBOM................................................J'IB.) 6e3 1IC
Ionwasa ce npu KOMINEKCHO Oghepupane Ha ROUYUY.

O6mara 1ieHa 3a U3IbJIHEHHE Ha BCHUKA JAICHHOCTH OT IIpeIMeTa Ha obocobeHaTa MO3UIMS €:
32 200.00 J1B (CTOBOM TPHAECET H ABE XHJISIH H IBECTA JieBa H Hy.J1a crorunkn) 6e3 JIC

HyJIa CTOTHHKH) C HA4HCIICH JAC.

L



Taka mnpeanokeHWUTe ILE€HH BKIIOYBAT BCHYKH pa3XoAu JO KpaeH NOJy4are:
CTOMHOCTTA Ha CTOKAaTa, ONAKOBKA, 3aCTpaxoBKa M TPAHCNOPT A0 KpaeH Iojlyyatel, IpH
CPOK Ha TOAHOCT HE MO-MaibK OT 75 % (cememzeceT H HET Ha CTO) OT OOABEHHS OT
NPOM3BOAMTENA KbM JaTaTa Ha BCSKa AOCTaBKa. B mpeluiokeHaTa LieHa ca BKIIIOYEHM
IporpaMHUpaHET0 Ha  HalMYHATa  anaparypa, HOAAPBXKKaTa Ha  HaldyHara
H3BBHrapaHIMOHHA anapaTypa, Ha KOSTo Ie ce u3paboTBar odepupaHHTE TECTOBE, KAKTO U
o0yueHHe Ha epcoHasa 3a paboTa ¢ TECTOBETE.

[ocoueHHTe €IHHHUYHH IIEHH He NOJIEKAT HA NMPOMSHA TIpe3 IeIHI CPOK Ha JeHCTBHE
Ha JIOroBOpa 3a H3NbJIHEHHE HA MMOPHYKATA.

IIpenmoxxeHnTe IEHH ca OMIpENENCHH IPH IBIHO CHOTBETCTBHE C YCIOBHSATa OT
JIOKYMEHTAIHATA O NpoLeAypara.

[Ipu HechOTBETCTBHE MEXKAY NPEAJIOKECHHTE €AMHMYHA H o0Mmia LEHA, BAMOHA LIE
OBJ€e eAMHUYHATA [IeHa Ha odepTara.

Ilpy HeCHOTBETCTBHE MEXIy NpEIOAKECHaTa IeHA, HM3MHCAaHa CIOBOM M IICHATA,
nocoyeHa ¢ 1u¢pH, BaTHIHA e Ob¢C LICHaTa, IOCOYEHA CJIOBOM.

3anpkaBaMe ce, ako Hamata odepra ObAe mpHeTa, Ja H3NBJIHUM H HpeaageM
JIOTOBOPEHHTE KOJHYECTBA JACHHOCTH, CBITACHO CPOKOBETE M YCIOBMATA, 3aIETHAIM B
JIOrOBOpa.

Ipu ycnosue, ye 6baeM H30paHH 3a H3ITBIHATET HAa OOUIECTBEHATA IIOPBYUKA, HHE CMe
CHIVIACHH J1a MOMIMIIEM H TMPEIOCTABHM TrapaHIUsA 3a M3NBIHCHHE HA 3aJb/DKCHHSATA IT0
Jorosopa B pasmep Ha 3 % oT croifHocTTa My, 6e3 JIJIC B enHa oT GopMHUTE TOCOYEHH B WII.
111, an. 5 ot 30I1.

CMerTKara, 10 KOATO Iie ObAaT U3BBPIIBAHH pa3IlialaHusATa II0 JOTOBOPa, ako OblieM
OIpeAeIeHH 3a U3IbIHATEN Ha MOPBhYKaTa:
banka: ,, YauKpeaut Bya6ank® AJl,
IBAN BG 09 UNCR 9660 1037 9234 10, BIC UNCRBGSF.
Turynsp Ha cMmetkara: ,EJITA 90 M“ O0/1

Babeaexxa 1: 3a mo3ULMUTE, KOUTO ce odepHpaT KOMIUIEKCHO c€ MPEACTaBA 00O LEHOBO
NpeAJOKEHHE M ce OTOeI3BaT, KaKTO €IMHHYHMTE M oOliMTe LEHM 3a BCAKA OTHEIHA
nozuums 6e3 u ¢ JIJIC, taka 1 o6ma xomiuiekcHa croitroct 6e3 u ¢ JJIC, npeacrasnsaBama
c6op OT CBHOTBETHHTE OOImM CTOMHOCTH Ha OTAEJHWTE MO3HULUMHK, KOHTO Ce NOCTaBAT
KOMILIEKCHO.

3afeaexka 2: OOmara IleHa 3a HM3NBIHEHHE Ha BCHYKHM JEHHOCTH OT MpeAMETa Ha
o6ocobeHaTa IMO3MIUS C€ M3UMCIABA KaTo IIPOM3BEACHHME HAa €IUHHYHATa IeHa |
KOJMYECTBOTO.

3abenesxka 3: Vuactaunure, peructpupann no JJJIC, orbensssBar HaIMYHETO Ha TaKaBa

perucTpanus.

Jara ' 14/05/2018
Nme n pamuius J-p Teonop 3amdmupos

TTOOMNC HA JIMLETO M TIEUAT eevveererereeernreneerneesnenanesssssesesssnssssssnansenss




