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, ek PB A fzw/m.oy--w
OBPA3EI]
TEXHHYECKO IIPEJ/TIO’KEHHE

no obuiecmeena nopvYKa ¢ npeoMent:

wJdocmaeka Ha OuazHOCMUKYMU U KOHCYMAMUsu 3a CITHH, supycru xenamumu B
u C, cugpunuc u Opyzu Cexcyaino npedasanu uHgexyuu no Hayuonanna npozpama 3a
npeseHyuA u KOHMPON Ha XHB u cexcyaino npedasanu ungexyuu 6 Penybnuxa
Buncapun 2017-2020 2. 3a Hyxcoume Ha CMpanama npes 2018 2.”, no obocobena/u
nosuyuu

Ne 7 — Tecmoée 3a Rbp8UYHA OUAZHOCMUKA HA Xenamum B ELISA

HacTod1moTo TeEXHHYECKO MPE/UI0KCHUC € IoJaaCcHO OT:

¢upma ,,EJITA 90 M“ OO
/HAUMEHOBANYE HA YHACTHUKD/
H MTOIIIACAHO OT: a-p Teonop MBanos 3ampupos
/rr;pu umena/
B KaueCTBOTO My/3M Ha: YupasHrea
fomecriocny/
Cvovpotcanue:

1. JIoKyMeHT 3a yIrbIHOMOIIaBaHe, KOTaTo JIMIETO, KOeTO Mo/1asa o(eprara, HE €

3aKOHHUAT NPCACTABUTCII HA y4acTHHKa,
2. I'Ipezmoxcenne 3a W3NBJIHCHUE HA MMOpBhYKaTa B CHOTBETCTBHE C TEXHHYCCKHTE

crenudHKaIMA B H3UCKBAHHUATA HA BB3JIOKUTEILS;
3. Jlexnapaius 3a ChIJIACHE C KJIay3HTe Ha IPHJIONEHUS IPOCKT Ha JOTOBOP;
4. Jlexnaparms 3a Cpoka Ha BATMAHOCT Ha odeprara;

5. OdunuanHu JOKYMEHTH, OIHMCaHHA w/mm  opUIMATHH  Karajo3d Ha
NPOU3BOJUTENA/UTE HA U3JCTHATA.

6. Jlexmapauus, C NPHIOXKEHO H3BJIEYEHHE OT Cmucbka no w1, 1.1, 6ykBa "6" ot
Hapen6ara 3a yCIOBHATa M Pea 33 ChCTaBAHE HA CIMCBK Ha MEIULIMHCKATE U3IEIHS MO Ll.
30 o1 3MU 1 3a onpee/IAHe HA CTOMHOCTTa, O KOATO T€ CE 3alUIaaT, OT KOeTo H3BJICYCHUE
¢ BHJHA MPOJAXHATA IICHA N0 CMHCHIa Ha § 1, 1. 29a ot 3MU, BEB BpB3Ka C § 1, 1. 4 ot [IP
na Hapen6ara, 3a BCiKa MO3MIIHAS, 32 KOATO € NO/a/IcHa odepra;

7. 3aBepeHo KONUe HA OPHIMATICH JOKYMEHT, H3LaacH OT HAJL, ot KOiTO € BUAHO, Y€ 32
CHOTBETHOTO MEAMIMHCKO H3CHE HAMAa PETUCTPUPAHH AaHHH B UAJ wwmm EUDAMED 3a
MHIMICHTH/OTCHIHATHH HHIMACHTH [pe3 HOCHEIHUTE [BE TOXHHH, KAKTO 1 OJIOKHpaHK HITH
H3TErJIEHM MApTHAM OT CHIIOTO METHIMHCKO H3JACIUE TIPe3 AOCJICAHATE 2 TOIMHH.
Ipencrasenus gokyment ot MAJI ciensa na 6bae U3aafcH Mpeau He NoBede OT CMH Mecel]
0T ToaBaHe Ha odepTa OT yYaCTHHKA.;

8. Jlexnapanus, B KoATO fa 6B I0COYEHO MEHIMHCKOTO H3/ICTHE 32 KOETO Ce ydacTBa
¥ KOHKPETHHAT 00LIECTBEH GOH/I Ha CHOTBETHATA ABPXKABA, 10 KOMTO ce 3arulalla,

9. Moctpa 0603HaYeHa 1O HAYUH, OT KOHTO Ja € BHIHO Ha KOC IIPEUIONEHHE OTTOBAPS

(omnocumo 3a 0b6ocobenu no3uyuu M Ne2u29);
10. 3aBepeHO KONHE HA BAJTMICH cepruduxar BJIC EN ISO 13485:2012 / ISO 9001:2012

I TIO-HOB WIHM €KBHBAJICHTEH, C 00XBaT ChIVIACHO IpeAMETa HA o6ocoOeHaTa MO3UIMA 32

KOSTO c€ y4acTBa, H3JaJCH Ha UMETO HA IIPOU3BOAHUTEIS.

(reclord fowbots
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11. 3aBepeHo KomHe Ha JeKjiapalsTa 3a CHOTBETCTBHE C Jupextusa 98/79/EC,
w3najeHa oT mpomsBoauTens u Komne Ha EC cepTH@uKaT 32 CBOTBETCTBHE C JlupekTuBa
98/79/EC, w3manes OT HOTH(UIMpaH opraH mo cMuchia Ha 3MU (omnocumo 3a nosuyuu
NeNe ] 2 3, 4,57 8 9 11,12, 13,16, 17,18, 19, 20,21, 38u 41);

12. 3aBepeHo KOmME Ha JEKIapaluiTa 3a CHOTBETCTBHE C HupextuBa 98/79/EC,
U3[a[ICHa OT IIPOU3BOAUTEI (OMHOCUMO 30 ROZUYUU NeNeld, 15, 27, 34, 35, 36 u 37);

13. Jlexnapanus, 9¢ JUarHOCTHKyMHTE IIe 6paaT B choTHOMEHHE 30% roneMH KbM
70% MAaJIK{ OTIAKOBKH (OMHOCUMO 3a OUAZHOCMUKyMUme no 060cobenu nosuyuu NeNe 1, 3, 7
u 15 3a nvpeuuna ouaznocmuxa na CIIHH, xenamum B, xenampm C u cugpunuc),

14. Jlexnapamnus, 4e JHarHOCTHKYMHTE Ca OKOMIUIC TOBAHH CBC CHOTBETHHS Opoi
IJTaKH M BPbXYeTa W BCHUYKH TECTOBE, 33 M3NBIHCHUETO HA ce M3HCKBaT, e 6paar
OKOMILJIEKTOBAHH ChC CHOTBETHHS Gpoit BpHXUETa, CHOOP s Na TECTOBETE (OMHOCUMO
3a ouazHocmuxymume no obocobena nosuyus Ne 14 3a TIIXA), :

15. Jlexnapalms, B KOSTO € OCOYEHO, Y€ aKo 3a n3paboTBaHE HA HAKOH TECTOBE HAMA
HaJMYHA anapatypa, e Obe MpeJCcTaBeHa Takasa W e ObAe MOANbpkaHa 33 BPEMETO, B
KOETO c€ H3pabOoTBaT TECTOBETE (8 NPUTOHCUMUME cayvau)

16. Jlexnapanus, B KOSTO € IOCOUEHO, Y€ IIE Ce NOMIBPKA 32 CMETKA HA M3IBIHATCIIA
HaJIMYHATA HW3BHHrapaHIMOHHA amapaTypa, Ha KOATO INe ¢e u3paboTBaT TECTOBETE
(sanu4YHATA anaparypa € ChIJIaCHO MPHJIOKEHHE Ne 2);

17. Jleknapanssi, B KOSTO € IIOCOYEHO, Y€ MPEAOCTABEHATA 38 CMETKA Ha M3NBIHUTCIA
amaparypa, Ha KOATO IIe ce pabOTH C TECTOBETE Lie Oble ¢ TEXHHYECKH NapaMeTpH He IOo-
HUCKY OT T€3H Ha CHILIECTBYBAIIATA (6 NPUIONCUMUME CIYHaU);

18. Jlexnapamus, B KOATO € IIOCOYEHO, Y€ M3NBIHHTENA IMIE NPSJOCTaBH amapar 3a
aproMaTHyHa excrpakuus Ha PHK, ako 3a TecroBeTe 3a BHUDYCEH TOBAap CC H3HMCKBA
excrpakuus Ha supycHa PHK (e npunooicumume cayyau);

19. Jlekiapamus, B KOSITO € IOCOYEHO, Y€ M3NBIHUTEIA [e OCHIyPH IPOrpaMHpateTo
Ha HAIMYHATA aNapaTypa 3a U3paGoTBAHETO ¥ CHHXPOHH3UPAHETO Ha JIOCTABCHHTE TECTOBC,

20. Jlexnapanus, B KOSTO € MOCOYEHO, Y€ NHArHOCTUKYMHTE II0 o6ocobeHa mo3unus
Ne 7 3a rbpBHYHA MMarHoCTHKa Ha Xematut B /HBsAg / - EJIN3A u o6ocobGena mo3nuus Ne 8
3a DOTBBpIMTENHA ArarHocTHka Ha HBsAg me 6BaaT odepupaHN KOMIUIEKCHO H INE C€a OT
€ZIMH [IPOM3BOIHUTE (8 NPULONCUMUME cayuau);

21. Jlexnaparys, B KOSTO € IOCOYCHO, I€ TECTOBETE I1O o6ocobena nosumua Ne 41 cac
YyBCTBUTEIHOCT PaBHA WIM II0-BHCOKa OT 99%, crnenupUIHOCT paBHA WIM HO-BHCOKA OT
96%. TecToBeTE 3a MOTBHPAUTENHA JUArHOCTHKA Ha XVB1/2 undexuus me ce H3MbIHABAT
BBPXY CTPHIIOBE HATOBapeHH C pexombunanTHH XVIB-1/2 aHTUreHH. PeareHTHTE B KHTa I1IC
ca roToBH 3a ymoTpeGa 6e3 IpeIBapHTENHO PaspekAaHe. [Tpouexypara 3a M3NBIHCHHE €
aBTOMaTH3HpaHa. Pe3ynTaTuTe INe Ce OTYATAT Ype3 CKaHUpaHE M KOMITIOThpHA mporpamMa H
1Ile ce ZOKYMEHTHPAT Ha XapTHEH HOCUTEI! (8 Npunodcumume cryuau);

22. Jlexnapaius, B KOATO € INOCOYEHO, Y€ IO o06ocobena mo3umus Ne 2 e O6®p3
KauecTBEH TECT 3a OTKpHMBAHE Ha aHTHTElAa Cpellly BUpyca NpUYHHABAIL MMyHCH nedunut y
goBeka, THIoBe 1 u 2. UyBCTBHTENHOCT paBHA H/IM TIO-BHCOKA OT 99%. CrnenuuyHOCT paBHa
WIM TI0-BHCOKA OT 98%. BB3MOXKHOCT /1a OTKpHBA CIIEHHUpUIHY anTH-XVIB anTHTeNa B MpoOH
ot nepudepra kpeB. [Iponeaypara 3a H3NbIHCHHE [ HE H3UCKBA CIICLHATHO nabopaTopHO
oGopyIBaHe 3a M3IBJIHCHHE HAa TECTa (aBTOMATHYHY THUIETH, UHKY0arop, WEHKBP U Ip.).
TecToBeTe e 6BIAT KOMIUIEKTYBAaHM C aBTOMATHYHH JIAHLCTH 32 B3CMAHC Ha npobu ot
nepudepHa KpbB. Beuuky peakTuBH 32 u3paboTBaHe Ha NMpoGHM OT ILUIa KPBB, IUIa3Ma H
sepy, e ObIaT BKIIOYEHH B AMarHOCTUYHHS TECT-KHT. I[Ipouenypara 3a H3IBJIHECHHE HA
Jo, HABHUIIaBa 5 MEHYTH. Bpemero 3a OTYMTaHe Ha pe3ylTara HE Haapumasa 20




MHHYTH OT IpPHKTIOYBaHe Ha NpOLEAypaTa Io u3paboTBaHe Ha TeCTa (8 MpUlOdNCUMUME
cayyau);

23. Jlexnapaius, B KOSTO € TIOCOYEHO, Y€ TECTOBETE 3a ONpe/e/isiHe Ha BUPYCEH TOBAp
ga HIV no o6oco6ena no3uuus Ne 38 1me ce M3mbIHABAT Hal'bIHO aBTOMATHYHO U IIE Ca C
JI0JTHA IPaHMI(a Ha JeTeKIus 10 50 BUPYCHH KONHS Ha MAJTHIIUTBP.

24. Jlexnapanus, B KOATO € IIOCOYEHO, Y€ TECTOBETE 110 o6ocobena no3umus Ne 42 ca
Ha TpUHIHMIA Ha KamuidpHa rej-eJeKTpodopesa CEKBeHHpaHe IIPH MHHMMAJIHO
¢IHOBPEMEHHO 3apeXIaHe OT 6 IPoGH 3a H3CICABAHE (8 NPULOHCUMUME CILYHAU);

25. Jlexnapanms, B KOATO € IOCOYEHO, Y€ TECTOBETE 3a JHATHOCTHKA Ha Xemarut B
OTroBapsT Ha M3HCKBAHETO 3a 4YyBCTBHTENIHOCT paBHa Ha uium mox 0,130 1U/ml.
TIOBBPXHOCTEH aHTUT'CH Ha XeNaTuT B u cnenmbanOCT He 1o-Mayka ot 99 % (omuocumo 3a
obocobenu nozuyuu NeNe 7 u 8);

26. Jlexnapanus, B KOATO € IIOCOYEHO, Y€ TECTOBETE 3a IIbPBMYHA AHArHOCTHKA Ha
CI[IUH - EJM3A 1o ob6ocobena mno3mmus Ne 1 ca THOD QHTUIEH - AHTUTIO.
UyBCTBHTENHOCTTA Ha TECTa 3a aHTHTeNara € 100%, crnenuduyHOCTTa He € Ho-HuCKa OT 99%.
YyBCTBUTENHOCTTA 3a AeTekus Ha XVIB anturena e nox 2 IU/m.

Hata 14/05/2018
Hme u pamunus J-p Teonop 3amdnpos

[Toamuc Ha MHUIETO ¥ MEYAT eeeeereeeesreeeeraeeeannaesansesessresessrressnrsige




' ‘ OBPA3EI]
®HUPMA ,,EJITA 90 M“ 003 '
(HaumeHo6aHUe HA YYACMHUKQ)

MPEJJIOKEHUE 3A M3NTBJIHEHUE HA TIOPBYKATA

JonynoanucanusT/aze n-p Teopop Banos 3ampupos
(mpume umena)

B KauecTBOTO CH Ha YmpaBuTea B/Ha -¢pupma -, ,EJITA 90 M“ OOJl, EMK (BYJICTAT)
130469816, che cenamine ¥ agpec Ha ymnpapienue rpax Codmus, yauna ,/JAynas, Nel9,
Bx.A, er.l, am2, ydyacTHMK B oOllecTBeHa IOpBUKa C IpeaAMeT: ,/Jocmaséka Ha
ouaznocmuxymu u koncymamueu 3a CITHH, supycrnu xenamumu B u C, cugpunuc u opyzu
cexcyanno npedasanu ungpexyuu no Hayuonanna npozpama 3a npeéeHyuUA U KOKMpo.a Ha
XHB u cexcyanno npedasanu undpexyuu ¢ Penybnuxa buvnzapus 2017-2020 2. 3a
Hyscoume Ha cmpanama npes 2018 2.”, exnousawia 44 ob6ocobenu nozuyuu 3a obocobena
nosuyua Ne 7 — Tecmoee 3a nvpeuyna ouazHocmuxa Ha xenamum B ELISA

YBAXKAEMU JAMH U TOCIIOJA,

C HacTOAINOTO IpPEeNCTaBAME HAILIETO TEXHHYECKO MPEIUIONKE
obekTa Ha obsiBeHara oT Bac o6mecTBeHa nopsyKa.

3a U3IBJIHCHHUC Ha

l TMPEJJIOXKEHAE HA
KoanuecrBo CTH
Ne HanmenoBanue no cnennguxanus Mspxka | MPOA3BOIUTEJL,
ao: MAPKA, MOJIEJI

" (KAT. Ne)

TecToBe 32 IbPBHYHA H NOTBLPAKTEIHA
JAAATHOCTHKA HA XenaTuT B

N - ELISA HBsAg,

" Ilpoussoamresn: Dia.Pro
Diagnostic Bioprobes srl

TecToBe 3a MbPBHYHA JMArHOCTHKA Ha ’ (DiaPro) — Hranusa

7 xenatur B /HBsAg / - EJIM3A 6poii 28 000 dopmart 96 SMKH / KTH H
‘ ¢opmar 192 MK / KHT

QV C xar.Ne
\ SAGIULTRA.CE.96

7 SAGIULTRA.CE

(Vuacmuuyume cnedsa 0a nonvinam zpaga ,, IIpednodicenue Ha y4acmuuka: npoussooumern, Mapxa,
Moden (kam. Ne)“ camo 3a 06ocoberume no3uyuy, 3a KOUMo y4acmeant)

I[emapnpme ye BCHYKH MEAHUIHMHCKH HU3JEJIMd, KOUTO HMAaT CPOK Ha TOJHOCT, KbM
Jarata Ha JoCTaBKa IIIC 6’I>I[aT C OCTaTh4€H CpPOK Ha IOAHOCT HE INO-MAIbK OT 75% or
0o0siBeHus OT IIPOU3BOAMTEISA, :

IICKJIapI/IpaMC 4ye MpeAjlaranuTe U34S/ IE NpUTCXKaBaT KBbM MOMEHTa Ha JOCTaBKa

CCpTI/I(i)I/IKaT 3a KaueCTBO OT NPOM3BOAUTEILA, H31alCH 3a BCAKA OTIEC/IHaA NapTHaa,
J.'Iemapnparue 4ye¢ 3a BCEKM OHUArHOCTHKYM HIC IPEAOCTaBUM IIOI(YMCHT
00sBsABa IIPOHM3BOJACTBCHMA CPOK HA T'OJHOCT.
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OBPA3EI]

JEKJITAPAIINA

3a ChriacHue ¢ Knay3nuTe Ha NPpUIOKEHHA NIPOCKT Ha JOTOBOP

Honynoanucanusat: Teonop VIBanoB 3amMupoOB (mpume umena)
B Ka4€CTBOTO CH Ha YIIpaBUTE
(OnvoicHoCcm)

Ha ,,EJITA 90M*“ OO/ -

(HaumenoBanue Ha YHACMHUKA)
YYacTHMK B IIpolleJlypa 3a Bb3JIaraHe Ha OOIIECTBEHA MOpbUKa C NPEAMET: ,,/Jocmaska Ha
ouaznocmuxkymu u koncymamueu 3a CITHH, supycnu xenamumu B u C, cugpunuc u opyzu
ceKcyanno npeoasanu ungpekuuu no Hayuonanna npozpama 3a npeeHyun u KOHMpo. Ha
XHB u cexcyarno npedasanu undexyuu e Penyonuka Bwvnzapua 2017-2020 2. 3a
Hyxcoume na cmpanama npes 2018 2.”, exnousawja 44 o6ocobenu nosuyuu 3a 06ocobena
nosuyus Ne 7,

AEKJTAPUPAMYE:
3amo3HaT CbM ChC CHABPKAHUETO HA IIPOCKTa Ha JAOroBOpa U NpUEMAM yCIJOBHATA B
HEro.
JATA: 14.05.2018 r. MoAIMC n
[TEYAT:

IRAN (R aofRa)- BC: NQ 1INCR QKAN 1027 Q224 10+ RIC. IINCRROCE VHIMKPFAUT EVARAHYK hiianias "AvrovnRl IN Ain. R/ 120 A£0 214
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OBPA3EILl

JEKJIAPALIMA

3a cpoKa Ha BAJIMAHOCT Ha odeprara

Honynoanucauust: Teonop MBanos 3aMbupoB (mpume umena)
B Ka4e€CTBOTO CH Ha YIPaBUTEI
(Onvorcuocm)

ma ,,EJITA 90M“ 00]] -

(HQuMeHOBAHUE HA YHACTIHUKA)

YYaCTHHK B IIPOLEAypa 3a Bb3jiarane Ha oOIIECTBEHA NOpBUKa C NPENMET: ,,/Jocmaska Ha
ouaznocmuxymu u koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cugpunuc u opyzu
ceKkcyanno npeoasanu unexyuu no Hayuonanna npozpama 3a npeéeHyua u KOHMpoJ Ha
XHUB u cexcyanno npedasanu unexyuu 6 Penybnuxa bvneapua 2017-2020 2. 3a

HyscOume nHa cmpanama npes 2018 2.”, sxuousawia 44 o6ocobenu nosuyuu 3a obocobena
no3uuua Ne 7,

JEKJAPHUPAMYE:

CpokbT Ha BAIMOHOCT Ha Hacrosmara odepra e 4 (Y4eTHpH) Meceua, CYHTAHO OT
JaTaTa, KOSTO € MOocoYeHa 3a Jara Ha mojydaBaHe Ha odeprara M NpeJCTaBisBa BpPEMETO,
IIpe3 KOETO cMe 0OBBP3aHH C YCIOBHATA HAa NIPEICTABEHOTO OT HAC MPEUIOKEHME.

JATA: 14.05.2018 r. [NOAIINC n
ITEYAT:

IBAN (6 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, usuan "Axcaxo8’; 1D No: BG 130 469 816
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JFATA 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:  +38111 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

Honynoamnucauust Teomop MBanos 3aMbupos

(mpume umena)
B Ka4eCTBOTO cH Ha Ynpasurtel, Ha ,,EJITA 90M*“ OO]I, EHK (BYJICTAT) 130469816 , cbc
ceanuIle ¥ aapec Ha ynpasienue rp. Codus, m.x. 1000, yi. , Jdynas“ 19, Bx. A, er.1, an.2,
y4aCTHHK B OOIIIECTBEHA MIOPBUKaA C IPEAMET: ,,/Jocmaska Ha OUGZHOCMUKYMU U
xoncymamusu 3a CITHH, eupycnu xenamumu B u C, cupunuc u opyzu cekcyaino
npedasanu unexyuu no Hayuonanna npozpama 3a npegenyua u konmpoi na XUB u

cexcyaino npedasanu ungpexyuu é Penyonuxa bvazapus 2017-2020 2. 3a nyscQymie Ha
cmpanama npe3 2018 2.”,

JAEKITAPHPAM, YE:

OdepupannTe MEAULIMHCKM U3IEIMs Ca BKIIOYEHH B CIMCHKa 1o Wi 1, T. 1, 6yksa "0" ot
Hapenbara 3a ycioBusaTa U pelia 3a CbCTaBSHE HA CIMCBK HA MEIULMHCKHUTE M3JENHS 0 4L
30a or 3akona 3a Meaunuuckute u3neaus /3MU/ u 3a onpenensHe Ha CTORHOCTTA, 10 KOATO
Te ce 3amamar, ¥ npunaram u3sieyenue ot Crnucbka no 4. 1, 1. 1, 6yksa "6" ot Hapenbara
3a yCIOBHATA M PEfia 33 ChCTABAHE HA CIUCHK Ha MEOUIIMHCKHTE M3jenus no 4i.30a or SMU
U 3a ONpeJensHe Ha CTOMHOCTTA, JO KOATO Te CE 3aljaliaTr, OT KOETO M3BJICYCHUE € BHAHA
IpojaXHaTa IleHa no cMuchia Ha §1, 1. 29a or 3MU, BwB Bpb3ka ¢ §1, 1.4 or [P Ha

Hapenbara.
JlaTa: 14.05.2018 r. JEKJIAPATOP:.
I'p. Codus /O-p Teono

%( \

IBAN (B reBa)- BG 019 LINCR 9660 1027 9224 10: RIC: 1INCRRGSF VHUKPFAUT EVARAHK. chinnaa "AxcaxoB" ID No: BC; 130 469 A14
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ENEKTPOHHA BA3A JAHHM HA MEAVLIMHCKATE H3EAMSA,
PENYB/INICA BB/ITAPHA AMTALLIAHH C OBUIECTBEHK CPE/ICTBA

WU3mbsHuTENHA areHums no

NEXapCTBaTa .
L3 KoHTAKTH NPOOWT HA SASBUTEN g w3xon () vka3AHMA3APAEOTA  Wué 3K
HAYANO MEAMUWHCKW M3AENUA LWABNOHN W AOKYMEHTHN HOPMATVBHA YPELBA HOBUH N CbOBLLEHAA
ThpCEHe B CaifTa...
TBpcH B MEANLMHCKN M348 MR Topck B canta
NPOGUN Hauano / Meanuuxckn nagenvs / MeaAuLIMHCKO usaenue
Dia.Pro Diagnostic BioProbes Srl
MEAULUWHCKO U3AENUE
¥ Mpodun Ha 3aseuTen
* MequLHo waenn [AHHW 3A 3ANUCA / INFORMATION FOR THE RECORD \

» [Oaunnu 33 Med. nagenus . | .
. Homep Ha MeanuvHCKo uagenve / Number of medicat device [ara Ha cv3gasaHe / Creation date

5 3asBNEHWs 33 PETNCTPaLIA 38765 30/04/2015 09:59
7 Npodwm Dava Ha dopmynsp / Form date [ata Ha 3anuc Ha MU / Record date MD
5 Mpomswa Ha na@a 29/04/2015 16:49 30/04/2015 09:59
L BT A T SR T e Homep Ha 3assuTen / Requestor number Notpeburencko ume / Username
1266 user_A8MCB9

Homep Ha dopmynsap / Number

45050

AAHHW 3A U3LENUMETO / INFORMATION FOR THE MEDICAL DEVICE

Twn naeHTudukaTop / Identity type WaeHTudukaTop / Identity

Koa Ha waaenue B cnuceka / Medical device code

06A2V3072306925

OAHHW 3A NPOU3BOAMTENS / IDENTIFICATION OF THE MANUFACTURER

MMe Ha npovssoauTens, muHo / Manufacturer name, long
Dia.Pro Diagnostic BioProbes Srl / Dia.Pro Diagnostic BioProbes Sri

ViMe Ha npou3soauTens, kpatko / Name of the manufacturer, short

/
Bua koa / Code type Kaa / Code
Apyro / Other 1711924660159

Bua Ha AokyMeHT / Document type
Tax number / tax number
Koa Ha cTpanata / Country code

1T

rpaa / City MoweHexy koga / Postal code

Munauo / Mitan

Ynuua, HoMep [ Street, number MNowericka KyTus / PO box
Jvue 3a koHTakT / Contact person TenegoH / Phone

Livia Prati / Livia Prati +390227007161-6450
dakc / Fax E-mail / E-meil

livia.prati@diapro.it

PRODUCT ON THE MARKET

AMe Ha JMLETO, KOETO MycKa uanemero Ha nasapa / Name of the person placing the product on the market

https://meddev.bda.bg/bg/my_md_details/38765 11.5.2018r.



E/TTASO M 004 / ELTASOM Ltd.
Bwa koa / Code type

EWK / EIK

Kog Ha cTpaHaTa / Country code
BG

Koa Ha obnacT / Region code
SOF

Tpag / City

Cogust / Sofia

Ynnua, Homep [ Street, number

finue 3a koHTakT / Contact person
PanocTur Panes / Radostin Radev

dakc / Fax

Page 2 of 4

Kaoa / Code

130469816

ObuwwmHa / Municipality
/

MoweHcky koa / Postal code

MoweHcka kytus / PO box

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

office@elta®0.eu

JAHHU 3A THPFOBELA HA EAPO / IDENTIFICATION OF THE WHOLESALER

Vime Ha TeproeeLa / Wholesaler name
ENTAS0 M OO0/ / ELTASOM Ltd.

Bua kog / Code type

EVK / EIK

Koa wa ctpaHata / Country code

BG

Koa Ha obnacT / Region code

SOF

paa / City

Cobus / Sofia

Ynuua, Homep / Street, number

Nuue 33 koHTakT / Contact person
PapocTun Papes / Radostin Radev

akc / Fax

HoMep Ha pazpelleHue 33 TbPrOBUA Ha AP0 C MEAWLIMHCKU
vagenus / Number of authorization/certificate for wholesale
trade with medical devices

IV-P-T/MU/O50

Kon / Code

130469816

ObwwHa / Municipality
/

MoweHcku kog / Postal code

lMowercka kytua / PO box

Tenedon / Phone
02/9839649
E-mail / E-mait
office@eltad0.eu

[laTa Ha paspelIeHne 33 ThProBusa Ha eApo C MEANLIMHCKA
napenus [ Date of authorization/certificate for wholesale trade
with medica! devices

20/09/2007

OBLLIM MEAVUMHCKU SAHHW 3A U3AEAWETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MERVMLMHCKOTO uapenve / Category of the medical device

06 - VM BUTPO AMarHoCTusH uanenus / In vitro diagnostic devices

Puck knacugukaTop / Risk clasification

PeaKTUBM W NPORYKTM OT PE3KTVBY, BKIHOUUTENHO CHOTBETHATE KaNMGpaTopn 1 KOHTPONHN MATER 1
NOTBLPXAABEHE 1 KOMMHECTBEHO ONPEASNSHE HA HOBELIKK NPOBY OT Mapkepy Ha WHdexL
reagent products, including related calibrators and controt materials, for the detection, confiry

specmens of markers of HIV infection (HIV 1 and 2), HTL
AHaToMuuna rpyna / Anatomical group

Paznu / Various

Tun koa / Code type

GMDN

lenepuyHa rpyna / Generic group

/

Vime / Name

https://meddev.bda.bg/bg/my md details/38765

X

V (HIV 1 v / RAagents and

a?%nd guantificatiy
X
"%

‘{59

in human

CroHocT Ha kor / Code value
30723

Moaen / Model

Iternative name
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HBsAg one version ULTRA SAGLULTRA.CE / HBsAg one version
ULTRA SAGIULTRA.CE

OMUCAHUE HA MEAVUMHCKOTO U3AENUE / DESCRIPTION OF THE MEDICAL DEVICE

CwcTaB / Ingredient Bua Ha MaTepwana / Material type
/
Bpoit u3genua B eaHa onakoeka / Number in one package Tonemuna / Volume
/
Pasmep / Size Terno / Weight
/ /

CneundudHy o3HadeHus / Specific indications
/
XapakrepucTukm / Characteristics

i Crepumocr / Sterility

{ Mamepsaw / Measuring

{7 Nexapcreero sewectso / Drug substance

[ Matepuan oT )UBOTWHCKK Npousxog / Material of animal origin \

r AomatiHo npeanucarue / Domestic prescription

{ . BonHnuHo npeanucanve / Hospital prescription

MPEAHA3HAYEHO AEACTBUE, ONPEAENEHO OT NPOU3BOAWUTENS / INTENDED ACTION BY THE MANUFACTURER

NpeaHazHadeHue [ Purpose Ycnosus Ha cbxpaHerue / Storage conditions

ELISA k1T 33 AeTekums 33 Ha HBSAg OT cepyM / ELISA kit for 2-8 rpaayca / 2-8 degrees
detection of HBsAg in serum

Ynortpeba / Usage fpyrn / Others
EanokpaTHa ynotpeba / Single use /

KaTanoxer HoMep / Number in catalog

NPUHAANEXHOCTU, KOHCYMATUBK / ACCESSORIES, CONSUMABLES

I MpUHAANEXKHOCTH, KOHCYMaTHEM [ Accessories, consumables

OBLUM THPIOBCKU JAHHY / GENERAL TRADE INFORMATION

Homep Ha perucTpaumns B MAJST unv yeeaomnenne ao MAN/ Hata Ha perucTpauust B MAST unu yeeaomnenue ao WA / BDA
BDA registration number registration date

[ava Ha nyckaHe Ha na3apa e Penybnuka Bunrapus / Release  [laTa Ha NpeKpaTABaHE Ha pa3peLueHne/yaoCTOBEpEHHE 33
date for the market in Republic Bulgaria TLProBus € MeAWUMHCKM Magenws / Date of termination of the
/ permit / certificate of trade in medical devices

NpoaaxHa uera ¢ AAC (BGN) / Selling price with VAT (BGN) NpogaxHa uenHa ¢ AAC (EUR) / Selling price with VAT (EUR)
200.00 100.00

Homep Ha CE cepridumkar / CE certificate number Rara Ha uatuuane Ha CE cepTudy ot

2008 12 0588 ED expiration date

26/11/2018

Bewuku npasa 3anasenun © 2018 M3NBAMUTENHA AFEHLIS NO NEKAPCTBATA

BGO51P0O001-6.2.14 "Ch3nasaHe Ha enekTpoHHa 6333 A3HHW Ha MEANLIMHCKM W3AENNS, 3aNNawann ¢ obuiecTsenn cpeacrsa”

NpOeKTLT Ce OCHLLIECTBRBA ¢ HUHAHCOBATE NOAKPENna Ha OnepaTvusHa Mporpama "PasBuTHe Ha HOBEWKM PECYPCn”, ChuHaHCHpana oT

™

EBPONECKUA Counanen GOHA Ha EBPONEItCKUN Cbio3
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EBPONENCKI COUMANEH DOHA EBPONEACKY CBIO3

https://meddev.bda.bg/bg/my md_details/38765 11.5.2018 r.



Bulgarian Drug Agency

S PENYBNUKA BBNTAPUA
2 M3nbAHNTENHA areHuns No fiekapcreara
REPUBLIC OF BULGARIA

MABN - 1804 [t ¥. 07 1 81
A0

JI-P TEOJIOP 3AM®UPOB
YIIPABHUTEJI

LEJTA 90M” OOJ]

PAVIOH OBOPUIIE

VI , JJYHAB” Ne 19, BX. A, ET.1, AIL.2
1000 CODUS

J
Ha sam Ne 50/25.04.2018 r. %

OTHOCHO: Vickase ¢ Bx. Ne IAL-17505/25.04.2018 3a npenocTapsse Ha MHGOPMALHA 32
perMCTpYpaHy NaHHH B M3bHATENHATA areHLKA 110 JIEKAapCTBa (UAJT) n EUDAMED 3a
MHIACHTH/NOTeHIMATHA HHIMISHTH ¢ MEIMLHCKH H3]1€NHs, KAKTO H 33 OJIOKMpaHH RIIH
M3TETJICHH NapTHIH

YBAXKAEMMH J-P 3AM®HPOB,

B otroeop Ha Bame nckase ¢ ropenocouenns Homep Bu yBenomsaBaM CIICHOTO:

Tpu HampaBeHa clpaBKa KbM JlaTa 26.04.2018r. ce ycTaHOBH, Y€ Npe3 NOCIECTHHUTE
nee roguad B UAJT 1 8 EUDAMED HsaMa perucTpHpaHy 1aHHH 3a HHIUACHTH/IOTEHLIMATHH
VHIMIEHTH, KAKTO U 33 GIOKHpPAHM WM W3TErNIEHH NapTHM 38 H3OPOCHUTE B tabnauuara 1o-
JI0Jy MEIMUHHCKY H3/IENMS C IIOCOYCHHUTE KaTaloKHA HOMEpa:

Crnucnpk Ha MeAUIMHCKHITE H3/1€/1Hs

TrHproscko HaHMEHOBAHME HA Kart. HoMep IIponsBoauTe

MPORYKTa

ELISA HIV 1&2 Ag&Ab IVCOMB.CE.96 Dia.Pro Diagnostic Bioprobes
IVCOMB.CE srl, Utanus

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

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

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

ELISA Chlamydia trachomatis IgG E12191-9601 G Euroimmun, I'epmManus

ELISA Chlamydia trachomatis IgM EI12191-9601 M Euroimmun, 'epmanns

ELISA Chlamydia trachomatis IgA E12191-9601 A Euroimmun, I'epManns

ELISA Toxoplasma gondii 1gG El12410-9601 G Euroimmun, I'epmManns

ELISA Toxoplasma gondii 1gM E12410-9601 M Euroimmun, ['epMaHus

ELISA Toxoplasma gondii IgA EI12410-9601 A Euroimmun, I'epManus

Thayer-Martin Agar Liofilchem, Utamus

]
!
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Chocolate Agar 10023 Liofilchem, Utanug

"I MIC Test Strip Cefixime 92060 Liofilchem, Utanus
MIC Test Strip Ceftriaxone 92043 Liofilchem, Wtanus
MIC Test Strip Azithromycin 92030 Liofilchem, Yranus
C yBaxenue,

Codus 1303, yn. Jlamsn I'pyes Ne 8, temr.: (02) 8903 555, dakc: (02) 8903434
- 8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg




FEATA 90 M

ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Belgrade; 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

TIEKJIAPALIUS

Honynoanucanust Teogop Visanos 3amdupon
(mpume umena)

B Ka4eCTBOTO cH Ha Ynpasutei, Ha ,,EJITA 90M“ OO, EUK (BYJICTAT) 130469816 , cvc
cefanuuie ¥ aapec Ha ynpasienue rp. Codus, n.k. 1000, yn. ,Jysas“ 19, Bx. A, er.1, am.2 ,
YyYacTHHK B OOIIECTBEHa IIOpBhYKAa C IpeaMer: ,JlocTaBka Ha JHATHOCTHKYMH H
xoHcymaTtuBu 3a CIIMH, BupycHn xenatutu B nm C, cuduanc n apyru cekcyasiaHo
npeaaBann nHQexuun no Haunonaana nporpama 3a npeBeHuMs U KOHTpoJa Ha XUB u
CeKCyaHo npeaasaHu uHpexunu B Penybauka boarapus 2017-2020 r. 3a Hyxaure Ha
crpanara npe3 2018 r.”,

AEKIIAPHPAM, YE:

O6mecTBeH doHg AbpxaBa
H30K bpirapus

Hara: 14.05.2018 r. JEKJIAPATOP:....\.
I'p. Codus /1-p Teonop Qagsp

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10: BIC: UNCRBGSF VHUKPFAUT FYARAHK. ditatiar "Axcakoft IND Nn: RG 130 469 8164



. "H-JIJHHI'YA" EOOJ
e_lln Y a rp. Codns, 6yn. Snxo Caxnaos 10
©ALRA S WAL ten./paxc: (02) 84684 12

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

E-LINGUA Ltd.

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

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

AreHnHs 3a NPEBORU

IIpeBon OT AHITIMACKH €3HK

Translation Agency

Tosn cepruchukaT e BanuaeH 3a cneanun obxsat Ha

CEPTUOUKAT

CEPTUOUKAT

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

CUCTEMATA 3A KAMECTBO HA

yn. .fx.Kapgyun” 27
1-20099 Cecto Cau [hkoBann
" {NposuHuna Munawo)
OTrOBAPA HA U3NCKBAHUATA HA
UNI CEIl EN ISO 13485: 2012

Cucremu 3a kavecTso — MeanLMHCKK usaenus

Npoexmupane u paspabomua, npouzeodcmeo u Jucmpubyuun Ha peaxmueu U UMyHOBH3UMHU
u RealTime-PCR xumoee 3a uH eumpo duaeHocmuka e ob6nacmma Ha uHgexuuosHume u
aemoumyHHu 3abonneanun u 2acmpoermeponosusma. Tbp2oeusn, ynpaeneHue Ha
npou3eodcmeomo U mexHuecKo cepeu3Ho o6CyKaaHe Ha aemomMamuyitu u
nosyaemomMamuvysu anapamu 3a uH eumpo duazHocmuka.

CepTidmkauMsTa e B choTseTcTaMe ¢ TexHuueckuTe pernamenty wa SINCERT RT-20.
38 NOAPOGHOCTH M AKTYANHR WHIOPMALIMA OTHOCHO @BEHTYANHM NPOMERY B HACTOALUMA CEPTNCMKAT, MoXeTe A3
no3sLHUTE Ha Ten. 02 241301 unu 4a nuweTe Ha e-mail: tuv.ms@tuv.it

ACC R E D ‘ A :\ 3a cepTMhUUMpaLUMA OpraH BanuaHocT:

A O TUV ltalia S.r.l. ot 18.05.2015r.

BGQN'049A  GBIN'00SG PRDN' 0818 /nodnuc, He ce yeme/ Ao 17.05.2018 1.

SGAN 018D  ITXN-0DIL ISP N' 0576 .

SCRN'O0OF  PRBNTOTIC  LABN- D076 Anapea Kocuus ] Data Ha npuHTUpaHe:
DupexkTop ,CepTuduumpane 13.05.2015r.

Membro dagli Accordi i Mutuo Riconcscimento

EA_IAF s ILAC

Signmtory of EA, AF and ILAC Mutust Recogoition

Agseements

MupBonayanHa ceptndmkaumnn: 02.03.2004 .

BanuanocTTa Ha ToM cepTuchnkar e 068bpaaHa C FrOAMLUHO OLeHABAH® Ha BCekN 12 meceua
" oNeH DAUT Ha CHCTeMaTa 3a yNpaeneHne Ha KOMNaHWATa Cnej TP roANHR

TOV italia S.r.]. - Gruppo TOV SUD - yn. ,Kapayuw® 125, Pal.23 - 20099 Cecto Can AxoBann (Munano) - Uranun - www.tuv.it

ye

DIA.PRO DIAGNOSTICS BIOPROBES S.r.l. \
%:%T"}' g'I!Ad Cepanuie v agpec Ha ynpaeneHue:

NPOAYKTV MAK yCnyrn

Moanucanara, KpuctnHa Bparoiiyesa, yZocToBepABaM BEpHOCTTA HA K3BBPUICHMA OT MEH NpEBOL OT
MTATHAHCKK Ha GBArapcKy e3Wk Ha NpHIOKEeHHa noxkymeHt — Cep e ;

CTpaHHLA. . ’ /S
INpesonay: KpucTrna Bpatoiiuesa , :
| . ES

(5T CE CHCTOM OT | (eAHa)

.-
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ZERTIFIKAT @ CERTIFICATE &

CERTIFICATO

Nr 50 100 5931/B Rev. 06
Si attesta che / This is to cerlify that

IL SISTEMA QUALITA D}
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
|| 1-20099 SESTO SAN GIOVANNI (MI)

E CONFORME Al REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI CEI EN 1SO 13485:2012

SisTEM QUALITA — D1SPOSITIVI MEDICALI

- 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 e 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 automact’i’c and semi-automatic equipment for in-vitro
lagnostics

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 IL
N* TELEFONICO 02 241301 O INDIRIZZO E-MAIL TUV.MS@TUV.IT

Per 'Organismo di Centificazione Validita /Validity
ACC R E D | A x For the Certification Body ST e e e e e
e TOV ttalia S.r.l. Dal / From: 2015-05-18

BGON OI3A  SSIN 005G  PRD N 081 At/ To: 2018-05-17
BGANDIBD  TXN'001L ISP N° OSTE

SCRNOMF  PRENOTIC  LABN' 0076 : é
or e Gk fumnoscment y > Q... Data emissione / Printing Date

Bigrmtory of EA IAF and ILAC Mukuel Recognition 7 " i e e e e

Agrsements A_\ndrea“(.‘.o?cia Sarvice 2015-05-13

PRIMA CERTIFICAZIONE / FIRST CERTIFICATIQN: 2004-03-02

“LA VALIDITA DEL PRESENTE CERTIFICATO £ SUSOH A SORYEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DY
CQYy PERIODICITA TRIENNALE"

R, . - K
W, SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW

RFSYSTEM AFTER THREE-YEARS” .

I B
4

-C\Zg‘(i\arduccf‘ 2by




. ] "H-JIHHT VA" E0OO] E-LINGUA Ltd.
emlln Yy u a p. Cogus, 6yn. Auko Caxnsos 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
b KRN, oy, B G ten./axc: (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

T R T S D

ATreHIHS 32 NPEBOIH Translation Agency

[IpeBoa OT AHIIIMICKHU €3UK

CEPTUDPUKAT

Ne: 50 100 5931/B — Pen.06
C HacToswWwoTo yaocToBepsBame, Ye

CUCTEMATA 3A KAYHECTBO HA

DIA.PRO DIAGNOSTICS BIOPROBES S.r.l. \

Dia.Pro
o gmsﬂ: g'led Cepnanuiue v aapec Ha ynpaBneHue:
jo. 8|
yn. ,.[x.Kapayun” 27

1-20099 Cecto CaH [hxoBann
{(Nposunuus Munano)

OTrOBAPS HA N3NCKBAHWATA HA
UNI EN 1SO 9001:2008

Toau ceptudmxaT e BanuaeH 3a cnefHus obxeaT Ha NPOAYKTM Unn yCnyrn

Mpoexmupane u paspabomka, npouzsodcmeo u Gucmpubyyus Ha PeaKmueu U UMyHOCH3UMHU
u RealTime-PCR kumoee 3a un eumpo duazHocmuka e o6nacmma Ha uHpexyuosHume u
asmoumyHHu 3a6onseéaHus u zacmpoenmeposiozuama. Tkpaoeus, ynpaeseHue Ha
npou3eodcmeomo U MexXHUYeCKO cepau3Ho obcnyxeaHe Ha aemoMamuyHu u
noslyasmoMamusHu anapamu 3a uH eumpo duazHocmuka. (IAF 12,19)

ACC R E D l A \ 3a cepTndmnumpalma opraH BanuaHocT:
: ] i
L'ENTE STALLANO DI ACCREDITAMINTG ~ TUV italia S.r.l. o7 18.05.2015r.
SGON 0494  SSIN°005G PRD N’ 0818 /noénuc, He ce yeme/ A0 17.05.2018 r.
SGAN* 018D ITAN"001L ISP N* O57E .
SORN'00SE  PRSNOTIC  LABN- 0076 Axgpea Kocuus . [ata Ha npuHTUpaHe:
Avpekrop ,CepTucbumpate 13.05.2015 r.
bro degli Accordi di Mituo Ric
EA, IAF o ILAC
Signatory of EA, IAF and ILAC Mutual Recognition
Agreements

MupeBoxauanHa cepTudmkaumn: 02.03.2004 T.

BanuaHocTTa Ha To31 cepTugmkar e o6Bbp3aHa C roANLIHO OLeHABaHE Ha BCEKN 12 meceuya
N NbNEH OAUT HA CUCTEMATA 32 YNpaBNeHne Ha KOMNaHWATa cnea Tpu roanHu ,]

TOV Htalia S.r.1. - Gruppo TOV SUD - yn. ,Kapayuw' 125, Pal.23 — 20099 Cecvo Can ixosany (Munano) - Utanus — www.tuv.it |

e

\

QT MEH MNpEBOA OT -

TMoxgnucanata, KpuctuHa bparoiiuesa, yAocTOBepsBaM BEPHOCTTA Ha
VTTHAHCKA Ha GBIrapcky e3uk Ha MPWIOKEeHHs A0KyMeHT —~ CepTHduk; %
CTpaHMua. /40 S
Ipesopayu: Kpuctuna bparofivesa é{ Sy

L




Toanucanara, Kpuctina BpaToituesa, yAOCTOBEpABaM BEPHOCTT Ha NIPEBOJA OT aHIIMHACKK Ha Gbrapcku
e3MK Ha NIPHIOXKERHs AOKyMeHT. [1peBOILT ce CbCTON OT 8 (0ceM) CTPaHHLIM.

[Tpesoaau:

Kpuctuna bpatoiiuesa




: agondcia cipatoh de
medicaienios ¥
@ peoductos sanilasios

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de 1a Directiva 98/79/EC

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex 1V (except Section 4) of Directive 98/79EC

PRORROGA/EXTENSION Fecha inicialllnicial date: 11/12/2003
Fecha primeraprérroga/ First extension date: 04//1212008

Certificado N°/Certificate N° Fecha de validez/Date of validity ON N°/ NBN°®

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

. furer:

Nombre/Ngme: Dia. Pro Diagnostic Bioprobes S.r.l.
Direccién/Address: Via G. Carditeci, 27 -20099- Sesto
Representante autorizado ante 1a UE/Authorized EU
Nombre/Name:

Diveceibnidddress:

Para los produictos/For the products:

San Giovanni — Milano (Italy).

Categoria/Catégory: Productos Saniturios pard Diagndstico in Vitro/ In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Inmunologin infecciosa / Infectious immunology

| Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.
Elaborado en/In the fucilities lities:

Dia, Pro Diagnostic Bioprobes S.r.L

Via G. Carducgl, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debs ir acompafiado por certificados de examen de disebo: SI

This certificate must be nccompanied by design examination certificate: YES

Bste certificado s cotisecyencia de Ja auditofia del Sistema Completo d¢ Gardntfa de Calidad y del examen
de la documentacién técaica contenida en €l expediente N° 2003 05 0240, y garantiza gue los productos
déscritos 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 Julfils the
requirements of the Directive.

Madﬁd, 27 de noviembre 692013 e

p Guy 40N espRf gle do I - N
ORGANISMO NOTH deapo— 1 ¢ - ‘s\

0318 LA DIRECTORA, .
Belén Sanchez Crespo-Eznarriaga

{CORREOELECTRONICO ]
onf318@aemps.es

ORGANISMO NOTIFICADO 0318

Pigina 1 de 1 TEL: 902101322
FAX: ) 8225289
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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 iniciallluicial date: 11/12/2003
Fecha primera prérroga/ Firsi extension date: 04/12/2008

Certificado N°lCev~tfji¢ate N° Fecha de validez/Date of validity ON N°/NB N°

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

Productos/Products: =
Productos Sanitarios de Diagnéstico in Vitro. lista A, Anexo I1. Directiva 98/79/EC
N° Productos / N° Products: 18. N° variantes/ N° Variants; 46

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

1.1. HBs Ag one. ELISA cualitativo/gualitative. (Descrito en el certificado de disefio N° {Described
in design certificate N° 2003 12 0389 ED).
SAG1.CE (192 tests)
SAG1.CE.96 (96 tests)
SAG1,CE.480 (480 tests)
SAG1.CE.960 (960 tests)

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

SAB.CE (96 tests)

1.3. HBc Ab. ELISA cuslitativo/qualitative. (Descrito en el certificado de disefio N%/Descritied in
design certificate N°2003 12 0391 ED) R TSI U

BCAB.CE (96 tests)

1.4. HBe IgM. ELISA cualitativo-cuantitativo/gyof §
disefio N%/Described in design certificate N

QK% BCM.CE (96 tests)

[ CORREGELECTRONEG )
on0318@aemps.es

Wf

TEL; 902101322
FAX: 918226289

NP | C/CAMPEZO, 1~ EDIFICIO 8
ORGANISMO NOTIFICADO 031511 G churean.
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ANEXO NYANNEX N° |

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

EC FULL QUALITY ASS URANCE SYSTEM CERTIFICATE
in accordance with Annex 1V (except Section 4) of Directive 98/7%EC
PRORROGA/EXTENSION Fecha inicial/inicig] date: 11/12/2003
Fecha primera prﬂrﬂ)ga_jl First extensién date: 04/12/2008

Certificado N“/Cem‘_jz‘ééte, Ne Fecha de validez/Dare of validity ON N%NB N°

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

L.5. HBe Ag & Ab, ELISA cuslitativo/qualitative, (Descrito en el certificado de diseiio N°
Described in design certificate N°2004 03 0425 ED)

HBE.CE (96 tests)

1.6. HBs Ag Confirmation, ELISA para Confirmation /ELISA Jor confirmation, (Descrito en el
cettificade de disefio N° 1Described in design certificate N° 2006 11 0511 ED)

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

L.7. HBs Ag one Version ULTRA, ELISA cualitativo/giiglitative. (Descrito en el centificado de
disefio N/Described in certificate disefio N°2008 12 0588 ED)

SAGIULTRACE(I 92 tests)

SAGIULTRA.CE®6 (96 tests)

SAGlULTRA.CEASO (480 tests)

SAG1 ULTRA.CE 960 (960 tests)

SAGIULTRA.CEDB (192 test - for Dia.Blood application)

1.8. HBY DNA Quantitation (QT). Real-Time PCR quantitativolguantiative. (Descrito en el
certificado de disefio N° /Described 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)

e o ia e ;»émswsmo&wmo..
S 10 NOTIFIEADO. ERVICIDS SOCIALES
- ORANISHO NOTIFICADO 0318 SO
TS S A gencia Espafiols de
Pagina 2de 5 :’Mmy
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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 inicialllnicial date: 1 1/12/2003
. Fecha primera prérrogs/ First extensién date: 0411212008
Certificado N*/Certificate N° Fecha de validez/Date of validity ON N°/NB N*
2003 12 0388 CT  Desde/From: 271172013 HastwTo 26/11/2018 0318

2. Reactivos y productos reactivos para la deteccion 6 confirmacién 6 cuantificacién, de marcadores
de infeccién por hepatitis C, en muestras humanas/ Reagerits and reagent products for detection or
coifirmation or quantification, in human specimens, of markers of hepatitis Ciinfection.

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

CVAB.CE (192 tests)
CVAB,CE.96 (96 tests)

CVAB.CEABD (480 tests)

CVAB.CE.960 (960 tests)

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

22. HCV Ab Confirmation. ELISA de confirmacién/ ELISA Jfor confirmation. (Descrito en el

certificado de disafio N*/Described in design certificate N° 2005 09 0485 ED) ,
CCONY.CE (12 tests)

23. HCV IgM. ELISA cuslitativo-cuantitativo/ gualitative-quantitative, (Descrito en el cestificado

de disefio N°/Described in design certificate N° 2007 09 0532 ED)
CVM.CE (96 tests)
3. Reactivos y productos reactivos para la deteccién & confirmacitn & cuantificacién de marcadores
de infeccion por hepatitis D en mylesttas humanas / Reagent and reagent products for detection or
confirmation or quantification, in human specimens, of markers of hepatitis D infection

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

DAB.CE (96 tests)

o mm&s{amm, 7\‘ "
- ORGANISHO NOTIFICADO 0318 _gmfmm

L Pagmedses Hallcamriosy




ANEXO N°IAMVEX: N |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOT
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/EC

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICAT. E
in accordance with Annex 1V (except Section 4) of Directive 98/7%EC
PRORROGA/EXTENSION Fecha inicialilnicial date: 11/12/2003
Fecha primera prérxoggﬁ'ifst extension date: 04/12/2008
Certificado N°/Certificate N° Fecha de validez/Date of validity ONN°/NB N° \

2003 12 0388 CT  Desde/From: 2.7/’11/,2013 Hasta/To 26/11/2018 0318

3.2 HDV Ag. ELISA cualit’ativo/qwlalitqiive. (Descrito en el certificado de disefio
N/Described in design certificate N° 2003 12 0394 ED)

DAG.CE (95 tests)

33 HDV IgM. ELISA cualitativo/gualitative. (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)
DRNA.CE.150 (150 tests)

4 Reactivos y productos reactivos para la deteccion de marcadores de infeccién por HTLY Ty I, en
muestias humanay/ Reagents and reagent products for the detecfion or confirmation and
quantification in human specimens of markers of HTLV I gnd IT infection

4.1 HTLV I & O Ab. ELISA cualitativo/qualitative. (Deserito en el certificado de disefio

N*/Described in design certificate N°2005 12 0493 ED)
C)% HTLVAB.CE (192 tests)

HTLVAB.CE.96 (96 tests)
HTLVAB.CE.480 (480 tests)
HTLVAB.CE.960 (960 tests)

MINISTERIO DE SANIDAD,

NI SERVICIOS SOCIALES
:ORGANISMO NOTIFICADO 0318 E [GUALDAD
- Piginaddes ml:bnbsy “




ANEXO N"-/AMVEA: Ne: |
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 CERTIFICA TE
in accordance with Annex 1V (except Section 4) of Directive98/7%EC
PRORROGA/EXTENSION Fecha inicialifnicial date: 11/12/2003

Fecha primera prdrrogg/ First extension date: 041/12/2008.

[ Certificado N*/Certificate N° Fecha de validez/Date of validity ON N°/NB N*
2003 12 0388 CT  DesdeiFrom: 27/ 11/2013  Hasta/7o 26/11/2018 0318

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

HTLVABULTRA.CE (192 tests)

HTLVABULTRA.CE.96 (96 tests)

HTLYABULTRA.CE.480 (480 fests)

HTLVABULTRA.CE. 960 (960 tests)

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

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

5.1 HIV Ab & Ag ELISA cualitativolgualitative. (Descrito en e certificado de disefio N%
Described in certificate de disefio N°2008 02 0539 ED)

IVCOMB.CE (192 tests)

IVCOMB.CE.96 (956 tests)

IVCOMB.CE. 480 (480 tests)

IVCOMB.CE, 960 (960 tests)

IVCOMB.CE.PB (192 tests -For Dia. Blood application)

Este certificado ampara toilas 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 his
declaration of conformity.

Madrid, 27 de noviembre de 2013
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"H-JIMHI'YA" EOOJ E-LINGUA Ltd.
rp. Cogus, Gyn. Sluko Caxnsos 10 Bulgaria, Sofia, 10 Yanko Sakazov Bivd.
Ten./axc: (02) 944 70 11 tel./fax: (+359 2) 944 70 11

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

AreHuns 3a upeBoau Translation Agency

1Ipe6ood om umazuarncky u AHEUTICK Y e3UK

MHMHHCTEPCTBO HA TPYJIA, 3IPABEOIIA3BAHETO U COLIMAJIHATA

[TOJIMTUKA

OTJZIEJl UHOBALIMU

TTABHA IMPEKLIUA DAPMAKOJIOTUSA U JIEKAPCTBEHH CPEZICTBA

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

IV KAHTOPA

Hmaiikn npensun Aupektusa 98/79/CE cebpiana ¢ MEJHKO-AMarHOCTHYHHM CpeacTBa MHBHTPO;

Hmatikn npensua saxono

98/79/CE

[JaTeJIHO NMOCTAHOBNEHWe 332/2000, koero e B CLOTBETCTBHE C AMpEKTHBA

Hmaiiku npeasun sassnennero oT 14/01/2009 npeacraseno or dupma Dia. Pro Diagnostic BioProbes

Sr.l, cve cepanmue na
1192660159;
Hmaiikn npeasup,

yn. Konymena 31, Munano Wranus 20128 nanbuen kon u naprupa JI1C

e cbnpmaTa MOMUTEN € 3annatuna HCKaHUTE BHOCKMU no MHHHCTCpCKO

fllocTanosieHue or 24 Maij 2004;
Wmaiikn npeasun ciryxebHUTE akTOBE;

YIIOCTOBEPSBA

ue dupma Dig Pro Diagnostic BioProbes S.r.l, cve cepanmine Ha yn. Konymena 31, Munano HUranng

20128 nanwyen kop u napruaa

NPORYKTH:

JInuus xemarur

Koga
SAGI.CE*

SAGIULTRA.CE*

SCONF.CE*
SAB.CE*
BCAB.CE*
BCM.CE*
HBE.CE*
AVAB.CE
AVM.CE
CVAB.CE*
CCONF.CE
CVM.CE
EVAB .CE
EVG.CE
EVM.CE
DAG.CE*
DAB.CE*
DIM.CE*

rd

Hpoaykr

HBs Ag one

HBs Ag one Bepcus ynatpa
HBs Ag notebpxaenne
HBs Ab

HBc Ab

HBc IgM

HBe Ag/Ab

HAV Ab

HAV IgMm

HCV Ab

HCV Ab noreupxaenne
HCV IgM

HEV Ab

HEV IgG

HEV IgM

HDV Ag

HDV Ab

HDV IgMm




F

JuHus torch

Koa
HSVG.CE
HSVM.CE
HSVIG.CE
HSVIM.CE
HSV2G.CE
HSV2M.CE
RUBG.CE
RUBM.CE
TOXOG.CE
TOXOM.CE
CMVG.CE
CMVM.CE
TORCHM.CE

JInuus ceponoruuny

Koa
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

Hpoayxr
HSV1&2 I1gG
HSV1&2 igm
HSV 11gG
HSV 1 IgM
HSV2 IgG
HSV2 igMm
RUB IgG
RUB IgM
TOXO IgG
TOXO 1gMm
CMV IgG
CMV IgM
TORCH igM

IIpoaykr

EBV EBNA IgG

EBV VCA IgG

EBV VCA igM

EBV VCA IgA

H.Pylori I1gG

H.Pylori IgA

H.Pylori IgM

HP Ag

Cryptosporidium Ag
Entamoeba Ag

Giardia Ag

HP CagA 1gA

HP CagA 1gG

Coxakie B Virus IgM
Mop6unu supyc IeG
Mopbunu supyc IgM
Bapuuena 3ocreplgG
Bapuuena 3ocrepigM
Iapotur supyc | gG
Mapotur supyc IgM
Bordetella pertussis IgG
Bordetella pertussis IgM
Brucella abortus IeG
Brucella abortus IgM s “
C.diphtheriae toxin IgG Lo T L e
Tetanus toxin IgG T e o
Manunoma supyc IgG e
Menunrur IgG
M.pneumoniae IgA
M .pneumoniae IgG
M.pneumoniae IgM
Dengue Virus IgG
Dengue Virus IgMm
Cudunuc Ab




SIM Cudnnuc igM

Teab.ce T.Cruzi Ab
MALAB.CE Manapus Ab
MTBG.CE M.Tuberculosis IgG
IVAB.CE* HIV Ab
IVCOMB.CE HIV Ab&Ag
HTLVAB.CE HTLV I&1l Ab

Ynomenature f0-rOpe NpoAyKTH, ChriacHo ui. 4 ot Esponeiickara HupexTusa 98/79, morar na
6baar ceo6oaHo TbpryBanu B Utanus u uenns Esponeiicky cbios.

Tosu ceprucpuxar e usnanen na 6aza na Moniba oT 3auHTepecoBanata kommnaHms, CbOOpa3HO 3akoHa U
Ce OTHacs 3a M3HOC.

HupekTop:

H-p bxoBana Hucruko
/Hloonuc ne ce veme/

Honynodnucanusm FOnusn Cmounes unos yoocmosepsigam seprnocmma na UBbpuUIeHUL om men

nPe6oo om umanuancku u  awsayiicxu Ha Obreapcku esux Ha NPUNOJCEHU  OOKymenm -
Yoocmosepenue. Ilpesoovm ce cocmou om mpu cmpanuyu.
lpesooay: IOnusn Cmoimes Hunos ET'H 5307286427




Ministere delfa Salute HARCA 1 80itp
1 v L
i

0004288-P-05,/02/ 2065 Y i eai
UUFO” Lo t: e COF Hinags

L

30473400 i.‘ ToENTIFICATIVO ;g H0ES4375574

C ANATF2IE e et CUAALCE o gty /7

CALOUECS7 e -

DIPARTIMENTO DELL’INNOVAZIONE
DIREZIONE GENERALE DEJ FARMACI E DISPOSITIV] MEDICI
UFFICIO 1y
DELL’EX MINISTERO DELLA SALUE

DGFDMJV/I..‘S.l.c.2/37/P

VISTA la direttiva 98/79/CE relativy aj dispositivi medico-diagnostici in vitro;

VISTO il D.Igs. n 3322000 tecante attuazione delfa direttiva 98/79/CE;

VISTA I'istanza de 14/01/2009 presentata dalla ditta Dig. Py Diagnostic BioProbes 8 ./
con sede in vip Columella, 31 - 20128 Milano Italia CF. e P.IVA 1192466')159;

CONSIDERATO che la ditta istane ha effettuato versamenti richiesti da| DM. 24 Maggio
2004;

VISTI gli atti d’ufficio;

HAVING REGARD 1, 98/79%EC directive concerning the in vitro diagnostic medica)
devices;

HAVING REGARD 10 legislative Decree (D.lgs.)n 332/2000 reporting the accomplishment
of 98/79/EC Directive,

HAVING REGARD 10 the request duted 14/01/2009 Submitted by the conipany Dig Pro
Diagnostic BioProbes § 1.1 located in vig Columella, 31 - 20128 Milano Ita’ Yy CF and
PIVA 11924660159 N ‘

WHEREAS 15 company paid the fees required by Ministerial Decree (D 41 May 24, 2004-
HAVING REGARD 1o the official deeds;

SIATTESTA
ITIS ATTESTED

Cle la ditta Dig, Pro Diagnostic BioProbes Sy | con sede in vig Columella, 31 - 20128
Milano Italia C.F. ¢ PIVA 11924660159 ¢ il fabbricante e Mmarcato CE, come

dispositivi medic; diagnostici in vitro, secondo le procedure previste da)la Cirettiva

98/79/CLE, i predotti:

That the Company Dia, Pro Diagnostic BioProbes 8.r.] focated in via Col tmella, 37 -

20128 Milano Maly C.F and py VA 11924660159 manufactired and affived CE marking

as in vitro diagnostic medical devices, aceording 1o the Di;'e/c‘i FEREC, the following
prodicts: y X g '

LINEA EPATITE
CODICE PRODOTTO Loy




SAG1.CE* HBsAg One
SAG1ULTRA.CE* HBsAg One Version ULTRA

SCONF.CE* HBsAg Confirmation
SAB.CE=* HBsAb
BCAB.CE* HBc Ab
BCM.CE* HBc Igv
HBE.Ciz* HBe Ag/Ap
AVAB.CE HAV Ab
AvM.ce HAV IgMm
CVAB.CE* HCV Ab
CCONF.CE* HCV Ab Confirmation
CVM.CE = HCV IgM
EVAB.CE HEV Ab
EVG.cz HEV IgG
EVM.C= HEV IgM
DAG.Cz* HDV Ag
DAB.CI=* HDV Ab
DIM.CE~ HDV ig
LINEA TORCH

CODICE PRODOTTO
HSVG.CE HSV1&2 lgG
HSVM.CE HSV1&2 IgM
HSV1G.CE HSV 11gG
HSV1NM.CE HSV 1 IgM
HSV2G.CE HSV2 IgG
HSV2m.cE HSV2 IgMm
RUBG.CE RUB IgG
RUBM.CE RUB IgMm
TOXOG.CE TOXQO IgG
TOXOM.cE TOXO Igv
CMVG.CE CMV IgG
CMVM .CE CMV igMm

TORCHM.CE TORCH Igm

% LINEA SEROLOGIA

CODICE PRODOTTO
EBNG.CE EBV EBNA IgG
VCAG.CE EBV VCA IgG e e e
VCAM.CE EBV VCA Igm L M
VCAA.CE EBV VCA igA
HPG.c= H.Pylori IgG

HPA.CE: H.Pylori IgA

HPM.CE H.Pylori Igi

HPAG.CE HP Ag

CRYAG.CE Cryptosporidium Ag




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
SIM.CE
TCAB.CE
MALAB.CE
MTBG.CE
IVAB.CE*
VCOMB.CE*
HTLVAB.CE*

I suddesti prodotti, in base all’art. 4 della direttiva 98/79/CE,
Halia e in tutto {] tetritorio del]
attestato su richiesta dell’interessato per gli u

POSSONo essere messs
St rilascia i presente

IPesportazione.

The aboye ment
and can be comuiere
This certificure

exporting.

.

m conmmercio in

foned products, according to the
ialized in Ttaly and iy, the
Is issued on the interested

Entamoeba Ag

Giardia Ag

HP CagA IgA

HP CagA lgG

Coxakie B Virusg IgM
Measles Virus IgG
Measles Viryg lgM
Varicella Zoster Virus IgG
Varicella Zoster Virus Igh
Mumps Virys lgG
Mumps Virys IigM
Bordetella pertyssis lgG
Bordetella pertussis ig
Brucella abortys lgG
Brucella abortys IgM
C.diphtheriae toxin IgG
Tetanus toxin IgG
Papilloma Virys lgG
Meningitis IgG
M.pneumoniae IgA
M.pneumoniae lgG
M.pneumoniae IgM
Dengue Virys lgG
Dengue Virys IgM
Syphilis Ab

Syphilis IgM

T.Cruzi Ab

Malaria Ap
M.Tuberculosis lgG

HIV Ab

HIV Ab&Ag

HTLV 1&11 Ab

arl. 4 of 98/79/EC
Ewropean Union,
WS request according to the iy and for

whole of the
compay

sono di libera circolazione ¢
"Unione Europea.

si consentiti dalla legge e per

directive, can freely circulare

II. DIRETTORE DELLUFFICIO 1V
Giovanna Nisticd!
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‘90 M

FATA

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: + 381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax:  +381 112832 850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPALIMS

Honynoanucanusat Teoxop Usanos 3ambpupos
(mpume umena)

B Ka4€CTBOTO CH Ha Ynpasureln, Ha ,,EJITA 90M*“ OOJl, EMK (BYJICTAT) 130469816 , cie
cefamMuie M aapec Ha ynpasienue rp. Codus, n.x. 1000, yu. ,Jlynas“ 19, Bx. A, e1.1, an.2 ,
YYaCTHHK B oOWiecTBeHa Mophuka C npeamer ,/locmaska Ha OuazHocmukymu u
koncymamusu 3a CIIHH, eupychu xenamumu B u C, cuuauc u opyzu cexcyaino
npedasanu ungpexyuu no Hayuonanna npozpama 3a npesenyun u konmpon na XHB u
cexcyanno npeoasanu unexyuu ¢ Penybnuxa Bvneapus 2017-2020 2. 3a nyscoume na
cmpanama npes 2018 2.”

JEKTTAPHPAM, YE:

Huarsoctukymute o o6ocobena nmozunus Ne 7 me 6baT B choTHOLIEHUE 30% ToJieME KBM
70% MaJIK1 OMaKOBKH.

Hara: 14.05.2018 r.
I'p. Codus

()

IBAN (6 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruas "AkcakoB"; ID No: BG 130 469 816



FATA 90 M

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

Fax: (+3592) 9832211

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

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

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

HNEKJIAPATLIMA

Honynoxnucanusr Teonop Usanos 3amdupos
(mpume umenaq)
B Ka4€CTBOTO CH Ha YmpasuTen, Ha ,,EJITA 90M* OOJI, EMK (BYJICTAT) 130469816 , cbe
cenamie u anpec Ha ynpasnexue rp. Codus, n.x. 1000, yi. ,Jlynas“ 19, Bx. A, er.1, an.2 s
YYaCTHHK B OOIIECTBEHa MOpBYKA C HOpeaAMeT: ,/Jocmaexa Ha OUAZHOCMUKYMU U
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cudunuc u opyzu CeKCyanHo
npedasanu unexyuu no Hayuonanna npozpama 3a npeeenyun u konmpoa Ha XHB u
ceKcyanno npedasanu ungpexyuu ¢ Penyonuxa Bvazapua 2017-2020 2. 3a HyJ)cOoume Ha

cmpanama npes 2018 2.”,

HAEKJIAPHPAM, YE:

ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Be/grade,' SERBIA
Phone: +381 11 2832 650
Fax: 43811712832 850
office @ elta90ms.com

aKo 3a I/I3pa6OTBaHC Ha HAKOM TCCTOBEC HAMA HaJIMUHa anaparypa, HU€ 1€ IPpeAOCTaBuM H IIE
noAObpXaME TakaBa 3a BpPEMETO, B KOCTO WLIE C€ I/I3pa6OTBaT caMO ITOCTaAaBCHUTE OT Halla

CTpaHa TECTOBE.

MHara: 14.05.2018 r.
I'p. Codus

7

qfﬂ ENy,
X )
CHERT %
2N @Q)

NG -
TIEKJIAPATOP: ........ Xﬁg A

/0-p Teonop 3ambupo

Rt

Y ipaButen/

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, dusuar "Akcaxo8";

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: +3871 1712832 850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JNEKJITAPALIMS

Honynonnucanust Teonop Usanos 3amdupos
(mpume umena)

B Ka4eCTBOTO CH Ha Ynpasuren, Ha ,,EJITA 90M*“ OOJI, EUK (BYJICTAT) 130469816 , cue
cepamue u anpec Ha ynpasienue rp. Codus, mk. 1000, yi. , JlyHas“ 19, Bx. A, er.1, an.2 ,
Y4aCTHHK B oOlecTBEHa NOphYKa ¢ mnpeaMmer ,/Jocmasxka na OuazHocmukymu u
Koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cupuauc u opyzu cexcyanno
npedasanu unexyuu no Hayuonanna npozpama 3a npesenuus u konmpon na XUB u
cexcyanno npedasanu ungpexuyuu 6 Penyonuxa Bvnzapus 2017-2020 2. 3a nyscoume na
cmpanama npes 2018 2.”, i

AEKTTAPHPAM, YE:

¢ moaabpKaMe 3a Halla CMETKa HaJlMyHaTa H3BBHIapaHlIMOHHA anaparypa Ha KOJTO IIe Ce
H3p360TBaT AOCTaBAHHUTE OT HAC TECTOBE.

Hara: 14.05.2018 r. HEKJIAPATOP:
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruar "AxcakoB8";  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: (+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: 4381112832850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

NEKJIAPALIAS

Honynonmucanusit Teogop MBasos 3am¢upos
(mpume umena)

B Ka4eCTBOTO CH Ha YmpasuTtel, Ha ,,EJITA 90M* O0JI, EUK (BYJICTAT) 130469816 , cue
Cenanie 1 anpec Ha ynpasneHue rp. Codus, n.k. 1000, yiu. , Jlynas* 19, Bx. A, er.l,an.2 ,
y4acTHHK B o0OLiecTBeHa mOpBYKAa C npeaMert,,/Jocmaska Ha OUAZHOCMUKYMU U
koncymamusu 3a CIIHH, eupycnu xenamumu B u C, cugunuc u opy2u CeKCyaaHo
npedasanu unghexyuu no Hayuonaana npozpama 3a npesenyua u koumpon na XUB u
ceKcyanno npeoasanu ungpexyuu ¢ Penyonuxa Bvazapua 2017-2020 2. 3a HyJ)cOume Ha
cmpanama npes 2018 2.”,

AEKIIAPHPAM, YE:

\‘\‘
NIpEXOCTABCHATA 3a Hallla CMeTKa arnapartypa, Ha KOsATO 1IE ce pa6om C JOCTaBCHHUTE OT Hac
TECTOBE, IIC € C TEXHHYECKH napaMETpH HE I10- HUCKU OT TE3H HA ChIISCTBYBALIATA.

Hata: 14.05.2018 r.
I'p. Codus

IBAN (8 seBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuar "AkcaxoB"; 1D No: BG 130 469 816



‘90 M

FATA

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medlical 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: +381 112832850
Fax: (+359 2) 9832211 Fax: +40271 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPAILIMSI

Honynoanucanusr Teonop Vsanos 3amdupos
(mpume umena)

B Ka4€CTBOTO cH Ha Ynpasures, Ha ,,EJITA 90M*“ OOJl, EUK (BYJICTAT) 130469816 , che
cepamiiie u anapec Ha ynpasierue rp. Copnd, n.x. 1000, yn. ,dyuas“ 19, Bx. A, er.1, an.2 ,
Y4aCTHHK B oOlueCTBeHa mnopbuka ¢ mpeamer ,/Jocmaeka Ha OuazHocmuxymu u
koncymamusu 3a CIIHH, eupycnu xenamumu B u C, cudunruc u Opyzu cexcyanno
npedasanu undpexyuu no Hayuonanna npozpama 3a npesenyus u konmpon na XUB u
CeKcyanno npedasanu ungexyuu 6 Penybnuxa Bvazapua 2017-2020 2. 3a Hyscoume na
cmpanama npes 2018 2.”,

AEK/TAPUPAM, YE:

e OCHTypHMM [pOrpaMHpaHeT0 Ha HajudHara arnapatypa 3a H3pa6OTBaHeTO H
CHHXPOHHM3UPAHETO HA JOCTABEHUTE OT HAC TECTOBE.

Hara: 14.05.2018 r. HEKJIAPATOP: .................... 4
I'p. Codust /-p Teonop 3amdupos

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruar "Axkcako8";  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: (+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: +387 1172832850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPAITNS

Honynoanucanust Teoxop Usanos 3amdupon
(mpume umena)

B Ka4yeCTBOTO cH Ha Ympasures, Ha ,,EJITA 90M*“ OOJl, EMK (BYJICTAT) 130469816 , cbe
Celanuue U agpec Ha ynpasienue rp. Codus, n.k. 1000, yn. ,Jlynas“ 19, Bx. A, e1.1, an.2 ,
Y4aCTHHK B OOIUCCTBEHA MOpBYKA C TIpenMet: ,/Jocmaska Ha OuazHocmukymu u
Koncymamueu 3a CITHH, eupycnu xenamumu B u C, cuunuc u Opyzu cexcyaamo
npedasanu ungpexyuu no Hauuonanna npozpama 3a npesenuua u koumpon na XHUB u
CeKcyanHo npedasanu unexyuu 6 Penyonuxa Buvnzapus 2017-2020 2. 3a uyscoume na
cmpanama npes 2018 2.”,

AEKIIAPUHPAM, YE: \&‘ ST
=

HAnarHoctuxymute no o6ocobenn nosuumu Ne 7 u Ne 8 ce odepupaT KOMIUIEKCHO H ca OT
€IUH IIPOU3BOAUTEN.

Hara: 14.05.2018 r.
I'p. Codus

&

IBAN (B reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuan "Akcako8";  ID 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, 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 17 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 Fax: +3871 1712832 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

JAEKJIAPALIMSA

Honynoanucanusar Teonop WUearnos 3amdpupos
(mpume umena)

B Ka4eCTBOTO CH Ha Ympaesuredn, Ha ,,EJITA 90M“ OO]], EMK (BYJICTAT) 130469816 , cne
cenanuile ¥ aapec Ha ynpasneHue rp. Codus, n.x. 1000, yn. ,Jdysas“ 19, Bx. A, er.1, an.2 ,
YyYaCTHUK B OOLIECTBEHa HOpBYKA C MpeaMeT ,/Jocmaexka Ha OUAZHOCMUKYMU U
koncymamueu 3a CIIHH, seupycnu xenamumu B u C, cugpunuc u opyzu cexcyanno
npedasanu ungpexyuu no Hayuonanna npozpama 3a npeeenyus u koumpon na XHB u
cekcyanno npedasanu urdpexyuu ¢ Penyonuxa boazapua 2017-2020 2. 3a nHyxcoume na
cmpanama npe3 2018 2.”

AEKIIAPHPAM, YE:

3

TecroBere mo o6ocobenu no3uuuu Ne 7 u Ne 8 3a guarHocTMka Ha XenmatuT B ife ca ¢
YyBCTBHUTEIHOCT paBHa Ha wiu noa 0,130 IU/ml mnoBbpXHOCTEH aHTUIreH Ha XemaTtuT B u
crienupUYHOCT He mo-Manka ot 99%

Hara: 14.05.2018 r.
I'p. Codus

»

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuas "AkcakoB8”;  ID No: BG 130 469 816



"H-JIMHI'YA" EOOJ E-LINGUA Ltd.

rp. Cous, Gyn. SIuxo Caxwsos 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd,
Ten./dpaxc: (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
AreHnus 3a zpesonu Translation Agency
IlpeBoy oT aurnuiicku esuk
HAEKJIAPAIIMSA

Ha nocayxu npu HeoGxoauMocT

Hue, Dia.Pro Diagnostic Bioprobes S.r.l., cxc cenammme na anpec: yi. “T"Kapayun” 27, Cecto Can
HxoBanu 20099, ITpoBuHIMA Munano, Hranus,

¢ HAcTOALIOTO JeKJIapupaMe, Ye XapaKTEepPHCTUKMTE Ha e(eKTUBHOCTTA, OMpE/IENCHN B CHOTBETCTBUE C
M3MCkBaHMATa Ha O6luaTa TexHudecka cnenudukanus u HAupekrura 98/79/CE 3a nponyxta HBsAg One
version ULTRA (Pe¢.Ne: SAGIULTRA.CE - SAGIULTRA.CE.96 - SAGIULTRA.CE.48C -
SAGIULTRA.CE.960), ca onucanmu B TIPHJIOKEHUA TEXHUYECKH HHDOPMALIOHEH JTUCT.

OtroBopeH ciyxuren:

/noonuc, e ce yeme/

H-p JIusus Iparn

OtroBopruk ,,OcurypsBaHe Ha Ka4ecTBOTO”

Hara: 19 despyapu 2013 1. K

Tleyar na Dia.Pro Diagnostic Bioprobes S.r.1. 7 ;-_: o R

SAGIULTRA.CE/96/480/960

A e
AJipec no peructpanys U naboparopus: ya. ..l Kapxyan™ 27 — 20099 Cecro Can Ixosanu — Ipo, 1 \\J(l;TaHVLq
Ten. +39 02 27007161/6450 « dpaxc +39 02 26007726 « http://www.diapro.it ¢ e-mai g+
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Texnuuecku unopmayuonen nucm

HaumenoBanue Ha MPOAYKTA

HBsAg One Version ULTRA

Kon SAGIULTRA.CE - SAGIULTRA.CE.96 - SAGIULTRA.CE.480 -
SAGIULTRA.CE.960
[Ipenuasnavenue Tpero mokoneHde eH3umeH uMmyHoanamu3 (ELISA) 3a emgmocTbnkoso

Ka4eCTBEHO ONpeAesaHe HA MOBbPXHOCTEH AaHTHIeH Ha XeraTut B 1 Herosure
MYTaHTH B HOBELIka nnasmMa u cepyM. HabopbT Moxe ma Gbne msmonssan 3a
CKPHHHHI' Ha KPBHBHM €IMHHULM U TIPOC/IesBaHe Ha MaukeHTH ¢ HBV vHbeKIH,

®opmar (6poii TecToBe)

96/192/480/960

Ceptudmxanun CE - Cnucsk A, Anexc 11

Merton Ha ananus €IHOCTBIIKOB METOX A
Komnonenrn CMec 0T MOHOK/IOHA/THH AHTHTeNa k
O6em Ha npobara 150 ul \\
Huky6annonen nepuon 120 mun. + 37°C /// 30 Mun. TMB/H202 B p-B. \ X

[Tpouenypa na ananusa

CMec OT MU MOHOKIOHATHH aHTHTeNa, crieluYHy 33\ Ol\peXensne Ha ,a”,
“d” m “y” Ha HBsAg, e ¢ukcupaHa kbM NOBBPXHOCTTA \HA HKPOAMKH. B
AMKHTE ce 106aBs Cepym/lnasMa Ha MAlMEHT, 32eHO ¢ BTORA CMEC OT MHILX
MOHOKJIOHA/IHY  aHTHTENa, KOHIOTMpaHA C MEepoKCHa3a o xpaH (HRP),
HaCO4eHa cpeity pa3iniHU eNUTONH OT JETEPMHUHAHT ,,a” 1 cpeiuy “preS”,
CrieuuuynnaT uMyHOKOMIIIEKCE, ¢opmupan B npuchscTBHETO Ha HBsAg &
npobarta, e yJIoBeH B TBbpJiaTa (asa.

B kpas Ha ennocTsIKOBaTa MHKyGamMs MHUKDOSMKHUTE Ce M3MUBAT, 3a Aa Obaar
OTCTpaHEeHH HECBbP3aHHUTE CepyMHU NpoTerHH ¥ HRP koHIOraThT,

Toraea ce no6Gass XPOMOTeH/CYy6CTpaT U B NPUCHCTBHETO Ha ynosenus HBsAg
HMYHOKOMILIEKC Ge3UBETHHAT cyGeTpar ce XUAPONH3Upa OT cBbp3anus HRP
KOHIorar B OLBETEHHs KpaeH npofykT. Criex 610KupaHe Ha eH3uMHATA peakuus
HETOBAaTa ONTHYHA IUIBTHOCT ce u3MepBa oT ELISA uerena.

WuTeHsuBHOCTTa Ha nBera ¢ NIpONOpUMOHATIHA HA HATMYHOTO B npoGata
konunyectso HBsAg.

Bepcusita ULTRA e ocofeno moaxonsma 3a 4BTOMATU3HPaH CKPHUHWHT K

TIPEAOCTaBs B3MOXKHOCT 33 OTKPUBAHE Ha “‘S” MyTalluH.

Cpok Ha rogsoct

15 Mecena ot gatara Ha ITPOM3BOACTBO NIPH ChXpaHeHHe Ha +2-8°C

Creunduynoct 299.5%
YyscTBHTENHOCT AHaITHYHA YyBCTBUTENHOCT: Mo-106pa ot 0.1 IU/mL (Btopu cranmapr Ha
Mexnynaponnara 3apassa opranusauus — NIBSC ko1 00/588)
HuarnocTuyHa yyBcTBUTENHOCT: 100 %
HpeumHoc; CVs Bapnpawa ot 8 10 16 %, B 3aBrcHMocT ot OD cToNHOCTHTe : \
Orpannuenus Hsma AR
Penusauus va nponykra JexemBpu 2008 \ o R ]

Hoanucanara, Jlecucnasa I° PbHYapoBa, ynocmsep;’m};_pg PRIy
NIPUIIOKEHHS JOKyMEHT. IIpeBOABT ce cheTon OT 2 {ABEY cTpanuiy,

[MpeBonau:
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DECLARATION

To whom it may concern

WE, Dia.Pro Diagnostic Bioprobes S.r.|. located in Via G. Carducc 27, 20099 Sesto
San Giovanni (Milan), italy

Hereby declare that the performance characteristics, determined in
accordance to what requested in the Common Technical Specification and in the
directive 98/79/CE, for the product HBsAg One version ULTRA (Ref. SAG1ULTRA.CE
~ SAGIULTRA.CE.96 — SAGIULTRA.CE.480 — SAG1ULTRA.CE.960) are reported in the
hereby attached Technical Data Sheet.

Responsible person:

55 v 0\«>\ O ,/‘/\‘\\

Dr. ssa Livia Prati
Quality Assurance Responsible

Date: February 19" 2013

SAGlULTRA,CE/QG/flSO/QGQ

Sede legale e laboraton: Via G, Carducci, 27 - 20099 Sesto S.Giovanni (Ml) - Italia
Tel. +39 02 27007161/6450 Fax +39 02 26007726 « hilp:tfwww. diapro it + E-mail- info@diapro.it
Capitale sociale € 50.000,00 1.V~ PiVA: IT1 1924660159 - Reg. Imp. 16365599/1996 — REA 1509959



Technical Data Sheét

HBsAg One Version ULTRA

fName of Product
Code

SAGIULTRA.CE — SAG1ULTRA.CE.96 SAG1ULTRA.CE.480 -
SAG1ULTRA.CE.960

Intended Use

| S

Third generation Enzyme Immunoassay (ELISA) for the one-step
qualitative determination of Hepatitis B surface Antigen and its
mutants in human plasma and sera. The kit may be used for the
screening of blood units and the follow-up of Hpv-infected_pg@ti

N° of tests 96/192/480/960

Certifications CE ~ List A annex II

Method of Analysis One step method

Components Blend of monoclonal antibodies

[_Sample volume

150 ul

| Incubatlons

120 min +37°C /// 30 min TMB/H202 at r.t.

’ Assay procedure

A mix of mouse monoclonal antibodies specific to the determinants -”é”,"
“d” and “y” of HBsAg is fixed to the surface of microwells. Patient’s
serum/plasma is added to the microwell together with a second mix of
mouse monoclonal antibodies, conjugated with Horseradish Peroxidase
(HRP} and directed against a different epitope of the determinant “a” and
against “preS”.

The specific immunocomplex, formed in the presence of HBsAg in the
sample, is captured by the solid phase.

At the end of the one-step incubation, microwells are washed to remove
unbound serum proteins and HRP conjugate,

The chromogen/substrate is then added and, in the presence of captured
HBsAg immunocomplex, the colorless substrate is hydrolyzed by the
bound HRP conjugate to a colored end-product. After blocking the
enzymatic reaction, its optical density is measured by an ELISA reader.

The color intensity is proportional to the amount of HBsAg present in the
sample,

The version ULTRA is particularly suitable for automated screenings and is

"o n

able to detect “s” mutants.

Expiration_time

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

2 99.5% )

Analytical Sensitivity: better than 0.1 IU/mL (2" International WHO
standard - NIBSC code 00/588) o J

| Specificity
Sensitivity

- Diagnostic Sensitivity : 100 % N
| Precision CVs ranging 8-16% depending on 0D va
Limitations None relevant T

Product released on December 2008
Sede legale e taboraton: Via G. Carducci, 27 - 20099 Sesto S.( wgnp&@l} - Jtaliy ‘
Tel. +39 02 27007161/6450 + Fax +39 02 26007726 htip:fwww. diaproi & il i apro.it (

Capitale sociale € 50.000,00 1.V - P,IVA: 1711924550169 - Reg. Imp. 15365599/% : :EE’ \_+509959
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OBPASEL] 7
TEXHHYECKO ITPEJVIOKEHHE

no obuiecmeena nopvuKa c npeomem:

wJdocmaska na ouaznocmuxymu u koncymamueu 3a CIIHH, eupychu xenamumu B
u C, cupunuc u opyzu cexcyanno npeoasanu ungexyuu no Hayuonanna npozpama 3a
npeeenuus u xonmpon na XHB u cexcyanrno npedasanu ungexyuu 6 Penybnruxa
Buvnzapua 2017-2020 2. 3a nyxcoume na cmpanama npes 2018 2.”, no obocobena nosuyun

Ne 8 — Tecmoee 3a nomespoumenta OuazHocmuKa Ha xenamum B

HactosimoTo TeXHUYECKO NMPEAJIONKECHUE € [T0JaZICHO OT:
dupma ,,EJITA 90 M“ OO]1
yuacmuuxa/

/HQUMEH0BaHYE HA

H TIOIIIHMCAHO OT: a-p Teonop VBanoB 3amdupos
fmpu umend/

B KaYeCTBOTO My/#M Ha: Yupasuren

lomeoxcrocm/

Covovpacanue:

1. JIOKYMEHT 3a yIThJIHOMOIIABaHe, KOraTo JHIETO, KOETO No/iaa odepTara, He €
3aKOHHHAT MPEJICTABUTEI HA YIaCTHHKA;

2. TlpemioxeHue 3a U3NBIHCHHE HA IOPHYKATa B CBOTBETCTBHE C TEXHUICCKUTE
crieiuUKay ¥ H3HCKBaHUATA HA BH3JIOKUTEIS,;

3. Jlexnapaims 3a ChIIacHe C Klay3uTe Ha IIPHIIOKCHHUS IIPOEKT Ha I0TOBOP;

4. Jlexnapais 3a CpoKa Ha BAIMAHOCT Ha odeprara;

5. Odunmamsu JOKYMEHTH, ONHCaHMA W/WiM OQHIMAIHM  KarTalo3d Ha
IPOM3BOAUTEILA/ATE HA MU3NEIHATA.

6. Jlexnapanus, ¢ NpHWIoXeHO H3paedenme or Cmuckka mo wil, T.1, Oyksa "6" ot
Hapenbata 3a ycnoBuATa M pefia 3@ ChCTaBgHE HA CIHCHK HA MEJMIMHCKUTE U3AEHA 110 L.
30 or 3MM u 3a ompejeHe HAa CTOHHOCTTA, 10 KOATO TE CE 3aIlIalllaT, OT KOCTO H3BJICHCHHE
e BUIHA MPOJAKHATA lieHa [0 cMuChIa Ha § 1, T. 29a ot 3MH, BEB Bph3Ka ¢ §1,1.401 P
Ha Hapen6ara, 3a Bcska IO3HUIAS, 33 KOATO € TIo/JiazieHa odepra;

7. 3aBepeHO Komue Ha opuIHaNeH JOKYMEHT, H31aicH OT HAJI, oT KO#TO € BUIHO, Y€ 3a
CHOTBETHOTO MEIMIMHCKO m3nenme HaMa peructpupand ganuu B MAJI w/nmma EUDAMED 3a
MHIMICHTH/MOTEHIMATHY HHIMICHTH TPe3 NOCIIEAHHTE [IBE FOJMHH, KAKTO ¥ OJIOKHpaHH I
M3TErVICHH TIapTHAM OT CBHIIOTO MEIMLUMHCKO H3JENHe MNpe3 IOCICIHUTE 2 TOJMHH.
IpencraBenus nokyment ot MAJI crensa fa 6b1e u3naeH peay HE NOBEYE OT SHH MECel
0T nojiaBaHe Ha odepTa OT yUaCTHHKA.;

8. Jlexsapanus, B KOATO Aa ObJe MOCOYEHO MEIMIHMHCKOTO U3/IEIME 32 KOETO CE yHacTsa
¥ KOHKpETHHAT obimecTBeH GOH/I Ha CHOTBETHATA AbPXkaBa, [0 KOUTO e 3araia;

9. MocTtpa 0603Ha4eHa 10 Ha49MH, OT KOHTO 1a € BHAHO Ha KO€ MPEIOKEHAC OTroBapA

(omnocumo 3a 060cobenu nozuyuu Ne Ne 2 u 29);
10. 3aBepeno xonue Ha BanuaeH ceprudukar bJIC EN ISO 13485:2012 / ISO 9001:2012

HJIM IO0-HOB HUJIM €KBHBAJICHTCH, C oOXBaTr CBITIACHO IpeaMeTa Ha obocobeHaTa nmo3uIud 3a

KOSATO C€ yUacCTBa, H30aJCH Ha HMETO Ha MPOU3BOAUATEA.

Wd’ /()?M’éﬁw\ @ ‘
MCZm s £ 250 j




11. 3aBepeHo konue Ha [eKiapauusra 3a cbhorBeTcTBHEe C JlupextusBa 98/79/EC,
u3ganeHa ot mpoussoautens u komwe Ha EC cepruduxar 3a croTBercTBHE ¢ JIMpeKTHBa
98/79/EC, u3majzeH OT HOTH(HIMpaH opraH 1o cMucweiaa Ha 3MU (omuocumo 3a nosuyuu
MNel 2 3,457 889 11,12 13, 16,17, 18 19, 20, 21, 38 u 41);

12. 3aBepeHo KomHe Ha JAeKiapauusTa 3a cporBercTBHe ¢ JlupektuBa 98/79/EC,
H3laieHa OT IPOH3BOJHTEINA (omHuocumo 3a nosuyuu NeNel4, 15, 27, 34, 35, 36 u 37);

13. Jlexnapauus, e AMarHOCTUKyMHTe Iie 6bnaTr B choTHomEeHHE 30% rojieMu KbM
70% MaJIKH OTIAKOBKH (OMHOCUMO 3Q OUQZHOCMUKymume no obocobenu nozuyuu NeNe 1, 3, 7
u 15 3a nvpeuuna duaznocmuxa na CIIHH, xenamum B, xenamum C u cugunuc);

14. exnapanus, 4e OUArHOCTHKYMHTE Ca OKOMIUIEKTOBAaHH CBC CHOTBETHHs Opoii
IJaKH H BPHXYETa M BCHYKH TECTOBE, 332 M3IIBIHEHHETO Ha KOHTO CE M3HCKBAT, Ie Obaar
OKOMILIEKTOBAHH CHC CHOTBeTHHA Opoil BppxyeTa, Cho0p. pOsL Ha TECTOBETE (OMHOCUMO
3a dugzHocmuxkymume no obocobena nosuyus Ne 14 3a T,

15. Jlexnapaiasd, B KOATO € IIOCOYEHO, He aKo 3a H3paboTBaHE Ha HAKOM TECTOBE HAMA
HaJMYHA anapatypa, Iue ObJe IpelcTaBeHa TakaBa M e \ObAe {10AXbpXKaHa 3a BPEMETO, B
KOETO ce H3paboTBaT TECTOBETE (8 NPULONCUMUME CyYau)

16. dexnapaims, B KOSATO € IOCOYECHO, Y€ 1€ C& MOJABPXKA 33 CMETKA Ha M3IIBJIHATE]ISA
HaJM4YHATa W3BBHrapaHIMOHHA amnaparypa, Ha KOATO INE Ce GoTBaT TeCTOBETE
(HanMYHATA anapaTypa € ChIJIacHO NpuioxeHue Ne 2);

17. Hexnapanus, B KOSTO € TOCOYEHO, Y€ MPENOCTaBEHATa 3a CMETKA Ha H3ITbJIHUTEIA
amaparypa, Ha KOATO e ce paboTH ¢ TecToBeTe me ObAe ¢ TEXHHYECKH NapaMeTpd HE 110-
HHCKH OT T€3H Ha CHIIECTBYBAIIATA (6 NPUNONCUMUME CTLYyHalU),

18. Jleknaparus, B KOATO € MOCOYEHO, Y€ M3IBIHMTEIA INE IPEAOCTaBH anapar 3a
aproMathdHa ekcTpakuud Ha PHK, ako 3a TecToBeTe 3a BHpPYCEH TOBap C€ H3HCKBa
ekcrpakuus Ha BupycHa PHK (e npunoscumume cryuau);

19. lexnapauus, B KOATO € IIOCOYCHO, Y€ U3NBIHUTEIA € OCHTYPH IIPOrPaMHPAHETO
Ha HaJIM4HATa anaparypa 3a u3paboTBaHETO H CHHXPOHH3HPAHETO HA IOCTABEHHTE TECTOBE;

20. Jlexiapanus, B KOATO € MOCOYEHO, Y€ JUArHOCTHKYMHTE MO 000cO0€Ha MO3HIHA
Ne 7 3a mppBuyHa quardoctaxa Ha xenatut B /HBsAg / - EJIM3A u o6oco6ena nosumus Ne 8
3a MOTBBPAMTEIHA auarHocTHKa Ha HBsAg me 6bar odepupaHu KOMIUIEKCHO H IIE €a OT
€IIMH IIPOM3BOIUTEII (8 HPUNONCUMUME CRYHAU);

21. Jlexnapaius, B KOATO € IIOCOUEHO, Y€ TecToBeTe o 060cobena nosumus Ne 41 ca ¢
qyBCTBHUTEIHOCT PaBHA MM NO-BHCOKa OT 99%, cnemupu9HOCT paBHa MM IIO-BHCOKA OT
96%. TecToBeTe 3a mOoTBBEpAUTENHA AUarHocTHKa Ha XWUB1/2 uHdekuns me ce U3IBIHIABAT
BbPXY CTPHIIOBE HaTOBapeHH ¢ pekoMOuHaHTHH XVIB-1/2 antHrenn. PearenTure B KHTa IIE
ca TOTOBH 3a ymoTpeba 6e3 mpeaBapuTenHO paspexnane. IIpouenypara 3a u3mbIHEHHE €
aBTOMaTH3MpaHa. PesynTarute me ce OTYMTAT Ype3 CKaHMPaHE M KOMIIIOTBPHA IporpaMa u
1I€e ce JOKYMEHTHPAT Ha XapTHEH HOCHTEI (8 NPUNOdCUMUME CLYHAN);

22. Jleknapamusi, B KOATO € MOCOYeHO, de mo obocobena mosmmusa Ne 2 € 6bp3
KauecTBEH TECT 33 OTKPHBAHE HAa aHTHTENa CPEIly BHpyca NPHUMHSBAIN HMYHEH JeGHIHT y
yoBeka, TUNOBE 1 U 2. UyBCTBUTEIHOCT PaBHA WM MO-BUCOKA OT 99%. CnenuuIHOCT paBHa
AJIH TIO-BHCOKa 0T 98%. Br3moxHOCT a oTkpuBa cnenuduunn antu-XVB anTuTena B npobu
ot nepudepHa kpuB. [Iponeaypara 3a U3NMBIHEHHE J]a HE H3UCKBA CIEHHAIHO JJaOPaTOPHO
o6opyaBaHe 3a H3IIbIHEHHE Ha TecTa (aBTOMATHYHM ITHIIETH, HHKYOarop, IICAKBp U Ap.).
TecroBere me OBIAT KOMIUIEKTYBaHM ¢ aBTOMAaTHYHM JIaHLETH 3a B3eMaHe Ha MpobGH oT
nepmbepﬂa KpPBbB. Bcnrncn peakTHBH 3a M3pabOTBaHE Ha npo6n OT LsIa KpbB, IIa3Ma M




MHHYTH OT NPHKIIOYBAHE Ha IpoLenypaTta MO H3paboTBaHE Ha TECTa (8 MPUIONCUMUME
cnyuau);

23. Jlexnapanyst, B KOSITO € TIOCOUEHO, Ye TECTOBETE 3a ONpee/ITHe HA BUPYCEH TOBAp
Ha HIV no o6oco6ena mosuims Ne 38 mie ce M3NbIHABAT HA'BIHO ABTOMATHYHO U HIE €A C
R0JIHA rPaHHMIA HA JeTeKuus 10 50 BUPYCHH KOIHS Ha MUJHIMTED.

24. Jlexnaparys, B KOATO € IIOCOYEHO, Y€ TECTOBETE 10 060cobena nozunus Ne 42 ca
Ha TIpUHLHMIIZ HAa KalWIIpHa Tel-eNeKTpodope3a CeKBEHHPAaHE MPH MHHHMATHO
€IHOBPEMEHHO 3apexaane oT 6 poOH 3a H3CIICIBAHE (8 NPULONCUMUME CAYHAU);

25. Jlexnapanus, B KOSTO € ITOCOYEHO, Y€ TECTOBETE 3a JAMATHOCTHKA HAa XEMaTHT B
OTroBapAT Ha H3HCKBAaHETO 3a YyBCTBHTEIHOCT paBHa Ha mmm mnox 0,130 IU/ml.
NIOBBPXHOCTEH aHTHICH Ha Xemarut B u cnenuduyunocT He mo-maika ot 99 % (omuocumo 3a
obocobenu nosuyuu NeNe 7 u 8);

26. Jlexnapanus, B KOSTO € IIOCOYECHO, Ye TECTOBETE 3a NLPBHYHA JHATHOCTHKA HA
CIIMH - EJIM3A mno o6ocobGena mosumus Ne 1 ca THN aHTHTEH - aHTHTSIO.
UyBCTBATENHOCTTA Ha TecTa 3a aHTHTeNaTa € 100%, cnenudUIHOCTTa He € Mo-HKCKa oT 99%.
YyscTBHTENMHOCTTA 32 JeTekuus Ha XWB anrturena e mox 2 IU/m.

Jara 14/05/2018
Wme u pamuus H-p Teonop 3am¢pupos

[IOANKC HA IMHETO M HEYAT ceevereeeeeereecesereee e ene s N
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‘ _ _ OBPA3EL
®UPMA ,,EJITA 90 M“ O0] '
(HaumeHOoB8aHUe Ha YHacmHUuKa)

MPEJAJIOXEHUE 3A U3NbJIHEHUE HA IOPBYKATA

JlonynoanucanusT/asa n-p Teonop ABanoB 3amdupos
(mpume umena)

B KAa4eCTBOTO CH HAa YmpaBHTen B/Ha “gupma -,EJITA 90 M“ OOJ], EMK (BYJICTAT)
130469816, chec cemanume H ampec Ha ynpasienue rpag Codmus, yauua ,/lynas, Nel9,
Bx.A, er.l, an.2, ydacTHMK B OOleCTBeHa MNOpBUKA C IIpeaMeT: ,/Jocmaska Ha
duaznocmuxymu u xoncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyau
cekcyanno npedasanu ungpexyuu no Hayuonanna npozpama 3a npeéeHyUA U KORMpon Ha
XHB u cexcyanno npedasanu undexyuu ¢ Peny6nuxa bvazapus 201 7-2020 2. 3a
HyscOume Ha cmpanama npes 2018 2.”, exnousauia 44 obocobenu nosuyuu 3a obocobena
nosuyus Ne 8 — Tecmose 3a nomevpOumMenna OUAzZHOCMuUKa Haxenamum B

YBAXKAEMH TAMU U T'OCIIOJA,
C HACTOAMIOTO MpPEeACTaBIME HALIETO TEXHHYECKO Ipe
obexTa Ha oOgBenara oT Bac obmecTBeHa nOphUKa.

€ 3aY3IIBJIHCHHUC HAa

/ “HPEJINOKEHUE HA

Koan4ecTBO CTH
Ne HaumenoBaHHe no cnenapHKaANAs Msapxa o: MMPON3BOJUTE,
Ho: MAPKA, MOJEJI
(KAT. Ne)
TecTose 3a TbPBHYHA H NOTBLPAUTEIHA
JAHATHOCTHKA Ha xenaTuT B
HBsAg confirmation,
ITpoussoauren: Dia.Pro
TecToBe 3a IOTBBPIAMTE/HA JHATHOCTHKA ) Diagnostic Bioprobes srl
8 Ha HBsAg Opoii 96 - (DiaPro) — Uranus
®opmar 20 TecTa / KUT
C kat.Ne
SCONF.CE

(Yuacmuuyume cnedéa 0a nonvaxam zpaga , IIpeonoocenue Ha y4acmuuxa: npou3gooumen, MapKa,
moden (kam. No)“ camo 3a obocobenume no3uyuy, 3a KOUmo yuacmeam)

JlexnapupaMe, de BCHYKH MEIMIIMHCKH H3IENHs, KOMTO MMAT CPOK Ha FOAHOCT, KbM
Jarara Ha JOCTaBKa mie OBJaT ¢ OCTaThbyeH CPOK Ha FOJHOCT HE IO-MalbK OT 75% ot

00sIBeHHs OT IMPOXA3BOSUTEI,;
I[exnapnpme, Ye npeajlaraHuTe U3ACIIHs 1IC IpUTECIKABaT KbM MOMEHTA HA JOCTaBKa

cepTH(HKAT 33 Ka4eCTBO OT IIPOM3BOJIUTEILS, U3/aJICH 32 BCAKA OT/C/IHA IAPTHIA,
JexnapupaMe, 4e 3a BCEKHM JHArHOCTUKYM INE NPEOCTABUM JOKYMCHT, B KOHTO ce

00sBsIBa ITPOU3BOACTBEHUSA CPOK HA FOJTHOCT. B
JlexiapupaMe, Y€ IMArHOCTHKYMMTE Ca MOCIEJHO TOKOJICHME IO OTHOMICHHE. HA

TMOKa3aTe/IuTe 33 YYBCTBHUTENHOCT, CHEUMPHUIHOCT, HAIEKIAHOCT H BB3NPOU3BOLY T by ,

JaraTa Ha ogepupaHe; INy
N

s




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: (+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 23226 95 Fax: +381112832850
Fax: (+3592) 9832211 Fax: +4021232 26 96 office @ elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076
OBPA3EL]
JEKJIAPALIUA

3a ChIJIaCHe C KJIay3UTE Ha NPUJIOKEHUS IIPOCKT Ha JOroBOp

Jonynoanucanust: Teogop ViBanos 3amMpupos (mpume umena)
B Ka4E€CTBOTO CH Ha YIpaBUTEN
(OnvoicHOCH)

na ,,EJITA 90M*“ O0[ -

(HaumeHoBanue Ha YUacmHUKQ)
yYaCTHHK B IIPOLIEAYpa 3a Bb3JaraHe Ha OOIECTBEHA MOPBUKA C MPEeAMeT: ,,/Jocmaska Ha
ouaznocmurymu u Koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
ceKcyanno npedaganu ungexyuu no Hayuonanna npozpama 3a npeeHyUA u KOHKMPo Ha
XHB u cexcyaano npedasanu ungexyuu 6 Penybnuxa bvazapun 201 7-2020 2. 3a

Hyxcoume Ha cmpanama npe3 2018 2.”, exnousauja 44 0bocobenu nosuyuu 3a obocobena
nosuyusa Ne 8,

AEKJAPHUPAM,YE:
3aMo3HAT CBM ChC CHABPKAHHMETO Ha MPOEKTa Ha JOTrOBOpa M MPHEMaM YCIIOBHATA B
HEro.
(%
JIATA: 14.05.2018 r. [MOAITNC u

[TEYAT:

IBAN (8 1eBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuas "Akcaxo8”; 1D No: BG 130 469 816



EATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: + 381 11 2832 650
Tel.: (+359 2) 9839649, 9632209 +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

OBPA3EIL]l

JAEKJIAPAIIUASA

3a CpoKa Ha BaIMIHOCT Ha odepraTa

Hoaynoanucanusat: Teonop ViBaHoB 3aMPUpPOB (mpume umena)
B KQUYE€CTBOTO CH Ha yNpaBUTEIN
(Onvoicnocm)

na ,EJITA 90M*“ O0O[ -

(HaUMEHOBAHUE HA YYACMHUKA)

YYacTHHK B IIpOIlEAypa 3a Bb3jiaraHe Ha OOIIECTBEHA NOPBUKA C HPEAMET: ,/Jocmaska Ha
ouaznocmuxymu u xkoncymamueu 3a CITHH, eupycnu xenamumu B u C, cudpunuc u opyzu
cexcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeéeHyua U KOHmMpoa Ha
XHUB u cexcyanno npedaganu ungexyuu 6 Penybnuxa bvneapus 2017-2020 2. 3a

HyscOume na cmpanama npes 2018 2.”, exnousawia 44 obocobenu nosuyuu 3a obocobena
nozuyua Ne 8,

AJEKJAPUPAMYE:

CpoxsT Ha BANIMHOCT HA HAcTosIata odepra e 4 (4ETUpH) Meceua, CYUTAHO OT
maTaTa, KOSTO € IIOCOYeHa 3a Jara Ha IojiydyaBaHe Ha odepTara ¥ IpEACTaBisBa BPEMETO,
IIpe3 KOETO cMe 0OBBP3aHu C YCIIOBUATA HA MPEACTaBEHOTO OT HAC NPEIOKCHHUE.

JATA: 14.05.2018 r. NoANMC n
[TEYAT:

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuar "Axcako8’;  ID No: BG 130 469 816
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FEATA’S0 M

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: (+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: +381112832850
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

JNEKJTAPALIMIL

Nonynoanucauust Teonop ViBaHOB 3ampupos
(mpume umena)
B KauecTBOTO c¥ Ha Yrpasuten, Ha ,,EJITA 90M* OOJ1, EMK (BYJICTAT) 130469816 , cbe
ceIalIMLIE B apec Ha YIPaBJICHHE IP. Codus, m.x. 1000, yi. ,JdyHas“ 19, Bx. A, er.1l,an.2,
YYAaCTHHK B OOIIECTBEHA IOPBUKA C IPEAMET: »JAocmasKa Ha OUAZHOCIUKYMU U
koncymamuéu 3a CITHH, eupycnu xenamumau B u C, cugpunuc u opyzu ceKcyaiHo
npedasarnu ungpexyuu no Hayuonanna npozpama 3a npeeeHyuA U KOHmMpoJ Ha XHUB u
CeKCyaiHo npedasanu UHQeKyuu 6 Penyb6nuka Bvazapua 2017-2020 2, 3a HyMcOume Ha
cmpanama npes 2018 2.”,

JEKJIAPHPAM, YE:

OdepupaHuTe MEIUIMHCKY H3JEIHs Ca BKIIOUCHH B crucbka o wi. 1, T. 1§ Gyksa "0’
Hapenbata 3a yCIOBHMSTa M Pefia 32 ChCTaBsHE Ha CIUCBK Ha MEIULMHCKUTE U3JENUsA M0 I
30a oT 3aKoHa 32 MeJMLMHCKHATE M3zxenus /3MI/ ¥ 3a onpesensHe Ha CTOMHOCTTa, 1O KOATO
Te ce 3aIUIalIaT, ¥ IpHIaraM u3siedenre oT CruchKa 1o . 1, 1. 1, 6yksa "6" ot Hapenbata
3a yCNIOBUATA U Pelia 33 ChCTABAHE Ha CHHCEK Ha MeIMIHECKUTe H3emus no wi.30a or 3SMHU
¥ 32 ONpeeNIsTHE HA CTOMHOCTTA, [0 KOATO Te Ce 3aIlaiart, oT KOETO W3BJICUCHME € BHIHA
MpoJ@XHaTa LieHa 10 CMHCHIA Ha §1, 1. 29a or 3MU, BBB BpB3Ka C §1, .4 or JIP Ha
Hapenbara.

Jara: 14.05.2018 r.
I'p. Cous

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, dunuan "axcakoB”;  ID No: BG 130 469 816
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ENEKTPOHHA GA3A IAHHY HA MEDLMHCKATE U3AENWA,

PEMYB/UKA BBJITAPUSA
PEMVENAKA SL/rAPA” SATIIAIL|AHH C OBLLECTBEHM CPELCTBA
nexapcreara
£ KoHTAKTH nrooun Ha3ARBMTEN ol M3x0A () ywasanMA3APAGOTA Bk ]
HAUANO MEAUUMHCKIA N30EA LLABNOHW 4 AOKYMEHTW HOPMATWUBHA YPEIBA HOBWHM W CbOBLEHNA

ThpCeHe B CanTa. ..

Tbpch B MEAVLNHCKN U3AENUA Toupcv B canta

nPoOGUA Hawano / Meauunkcku uznenvs / MeaMUMHCKO u3aene
Dia.Pro Diagnostic BioProbes Srl
MEAVUMHCKO U3QEME

» Mpodun Ha 3aseuTen

“ JIAHHM 3A 3AMACA / INFORMATION FOR THE RECORD
P MeanuUnHCKY unenms

¥ [laHHu 32 Med. v3penvs
> 3aABfEHUs 33 PeTUCTPaUUA
> Mpodunu V

 (lpomsaHa Ha napona

ST TR T

HoMep Ha MEAMUMHCKO u3nenve / Number of medical device
38766

fata Ha popmynsp / Form date

25/04/2015 16:55

Homep Ha 3assuTen / Requestor number

1266

Homep Ha hopMynap / Number

45051

NaTa Ha cvapasare / Creation date
30/04/2015 10:00

Nata Ha 3armc Ha M / Record date MD
30/04/2015 10:00

NorpebuTencko ume / Username

user_A8MCBY

JIAHHW 3A U3AENUETO / INFORMATION FOR THE MEDICAL DEVICE

Tun waeHTudmkaTop / Identity type

KOA Ha #3aenve B Cncbka / Medical device code

06A2V3072449023

VpeHtudmkaTop / Identity

DAHHY 3A NPOU3BOANTENS / IDENTIFICATION OF THE MANUFACTURER

ViMe Ha NPOM3BOAUTENS, MBAHO / Manufacturer name, long
Dia.Pro Diagnostic BioProbes Srl / Dia.Pro Diagnostic BioProbes Sri

WMe Wa npovssoauTens, kpaTko [ Name of the manufacturer, short

/

Bua xoa / Code type

Dpyro [ Other

Bua Ha pokymenT / Document type
Tax number / tax number

Koa Ha crpanaTa / Country code
1T

rpaa / City

Munaro / Mitan

yrmua, Homep / Street, number

Nuue 32 xoHTaKT [ Contact person
Livia Prati / Livia Prati

dakc / Fax

[IAHHW 3A NALIETO, KOETO NYCKA W3AENNETO HA NA3A|

PRODUCT ON THE MARKET

VIMe Ha NMUETO, KOETO MyCKa U3AENMETO Ha nazapa / Name of the person placing the product on

https://meddev.bda.bg/bg/my_md_details/3 8766

PA / IDENTIFICATION OF THE PERSQ '

Kop / Code

1T11924660159

NoweHcku koA / Postal C{%é:/
NS
MolweHcka kyTus / PO box °;?é

o
TenegoH / Phone %
+3902270C7161-6450 %}’%
N

E-mail / E-mail

Iivia.prati@drapro.it




€/TTA90 M OOA / ELTA0M Ltd.
Bua xoga / Code type Koa / Code
EWK / EIK 130469816

Kon Ha cTpanata / Country code

BG

Kop Ha obnacT / Region code O6umnHa / Municipality

SOF /

rpaa / City MoweHckv koa / Postal code
Cotua / Sofia

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

PanocTvH Pages / Radostin Radev 02/9839649

daxc | Fax E-mail / E-mail

office@eltaS0.eu

NAHHW 3A TbPTOBELIA HA EAPO / IDENTIFICATION OF THE WHOLESALER

Vime Ha Teproseua / Wholesaler name

ETTA90 M QOf / ELTASOM Ltd.

Bua koa / Code type Kog / Code
EUK / EIK 130469816

Kon Ha crpaxata / Country code

BG
Koa Ha obnact / Region code O6wwHa / Municipality
SOF /
Tpaa / City Mowenrcku ko / Postal code
Codma / Sofia
Ynuua, Homep / Street, number Nouwencka kytns | PO box
Nuue 3a konTakT / Contact person Tenedon / Phone
PagocTvH Pajes / Radostin Radev 02/9839649
®akc / Fax E-mail / E-mail
office@elta%0.eu
HoMep Ha paspeilieHye 33 THProBust Ha eApO C MEAULMHCKA [laTa Ha paspelleHve 33 THPIOBMS Ha €Apo C MELMLMHCKM
wagenns / Number of authorization/certificate for wholesale wanens / Date of authorization/certificate for wholesale trade
trade with medical devices with medical devices
1V-P-T/MU/050 20/09/2007

OB ME@MHMHCKM DAHHW 3A USAENMETO/ GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MEAULMHCKOTO wzgenve / Category of the medical device
06 - Vi BUTPO ANarHOCTUUHV N3AENWA / In vitro diagnostic devices
Puck knacndukatop / Risk clasification

PeakTiBi W NDOAYKTY OT PEAKTUBH, BKMIOUNTENHO CLOTBETHUTE KanMBPATOPH 1 KOHTPOTHYW MaTEpMant 32 OTKPMBAHE,
NOTBBLPXAGBAHE W KOMMUECTBEHO ONPEAENSHE Ha HOBELIKV npobu OT Mapkepy Ha nnekumu Ha HIV (HIV 14 / Reagents and

reagent products, including related calibrators and control materials, for the detection, confirmation apd Ryantification in human

specimens of markers of HIV infection (RIV 1 and 2), HTL P

AnaToMudHa rpyna / Anatomical group ‘{ ’

Pa3nun / Various

Tun xoa / Code type Cro#HocT Ha xoa / Code \vfalu@) X ¥ -

GMDN 30724 A 1] }
enepuuHa rpyna / Generic group Moaen / Model

Vime / Name AnTepHaTvBHO ume / Alternative na\;\ 5

HBsAg confirmation SCONF.CE / HBsAg confirmation SCONF.CE /

https://meddev.bda.bg/bg/my_md_details/38766 ' \ 11.5.2018 .



OMWUCAHWE HA MEAVNLIMHCKOTO U3AE/ME / DESCRIPTION OF THE MEDICAL DEVICE

Cucras / Ingredient
/

Bpoit M3BeNMs B eaHa onakoBka / Number in one package

Pazmep / Size

/

Cneuucu-nm o3nagenus / Specific indications
/

XapakTepucTuku / Characteristics

-

> Crepuntoct / Sterility
_ Viamepeaw / Measuring

™

_i Nexapcreeno sewectso / Drug substance

—q

™

"~ [loMawHo npeanvcanme / Domestic prescription
BonHuuKO Npeanucaque / Hospital prescription

T

" MaTepwan OT )UBOTUHCKM Npon3xod / Material of animal origin

Bua Ha MaTepvana / Material type

FonemuHa / Volume

/

Terno / Weight

/

MPEAHA3HAYEHO AEACTBUE, ONPEAENEHO OT NPOVU3BOAMTENS / INTENDED ACTION BY THE MANUFACTU R

MNpearasHaqene / Purpose

MoTebpanTeneH TecT 3a ELISA HBsAQ / Comfirmation test for
ELISA HBsAg

yrorpeba / Usage
EpHoKpaTHa ynoTpeba / Single use

Katanoxed Homep / Number in catalog

Ycnosus Ha CoxpaKenve / Storage conditions

2-8 rpagyca / 2-8 degrees

[pyrv / Others

/

NPUHALIBXHOCTYW, KOHCYMATHMBW / ACCESSORIES, CONSUMABLES

[ TIPMHAANEKHOCTI, KOHCYMETBY / Accessories, consumables

OBLUY THPTOBCKW JAHHM / GENERAL TRADE INFORMATION

Homep Ha perucTpauus B UAJ nnn yeeaoMnesne 10 nanj/
BDA registration number

[laTa Ha NyCkaHe Ha na3apa B Penybnvka Bunrapus / Release
date for the market in Republic Bulgaria

NpoaaxHa ueHa ¢ AAC (BGN) / Selling price with VAT (BGN)
L 600.00
Homep wa CE ceprudwmxar / CE certificate number

2006 11 0511 ED

Bcuuky npasa 3anaseqn © 2018 VBMTBAHWTENHA ATEHLMS NO NEKAPCTBATA

BGO51PO001-6.2.14 "Cb30aBaKE Ha £NEKTPOHHA 6a3a 4aHHNA HA MEAUUMHCKM W3AENUS, 3aNN3WaHN ¢ 06uUecTBeH cpe.ucr&;\"
MPOEKTHT C& OChlLeCTenBa ¢ duHancosaTa noaxpena Ha OnepaTtnena Nporpama "Pa3sBuTHE Ha “OBELIKK Pecypev”, Cbzbvachwp N3,
EBponeiickus coquaneH GoHa Ha EBpONEickus Coio3

| EC2

EBPONEACKN COUMANEH ®OHA

https://meddev.bda.bg/bg/my_md_details/3 8766

[flata Ha perucrpauns 8 MASI uu ysegoMneHre 4o WA / BDA
registration date

JlaTa Ha NpexpaTsBaHe Ha pazpeLleHye/yR0CTOBEPEHME 33
TLProBus C MEAVIIMHCKM U3AeNns / Date of termination of the
permit / certificate of trade in medical devices

MpoaaxHa uena ¢ AAC (EUR) / Selling price with VAT (EUR)
300.00

Nata Ha wathuane Ha CE ceptvdmkar / CE certificate

expiration date

26/11/2018

- i

EBPONEACKY CHHO3



md_details/38766

https://meddev.bda.bg/bg/my



S PENYB/INKA BbJITAPUA
# Wanb/AHNTENHA areHUnA no fnekapcrsaTa
< REPUBLIC OF BULGARIA
Bulgarian Drug Agency

UAN - /gpo(of/o{)’. oy (&
0

A-P TEOAOP 3AM®HPOB
VIIPABUTEJI

LEJITA 90M” OOJL

PAIOH OBOPUIIE

VL., JYHAB” Ne 19, BX. A, ET.1, AIL.2
1000 CO®PHA

Ha sam Ne 50/25.04.2018 r.

OTHOCHO: Vckase ¢ BX. No TAL-17505/25.04.2018 3a npeoCTaBAHE HA nHdopmMalus 3a
PErHCTPHpPAHH JaHHY B W3nbiHuTeNHaTa areHIus no JeKapersa (MAJT) 1 EUDAMED 3a
VHIMIEHTH/IOTEHIMATHH MHIMACHTH C MEMIMHCKH W3eNHs, KAaKTO ¥ 3a OJIOKHPaHH UK
W3TErJICHN AapTHIN

YBAKAEMH JI-P 3AM®UPOB,

B oTroBop Ha Baie HCKaHe C FOpenocoyeHus HOMEP Bu yBeOMsIBaM CIEAHOTO:

TIpn HampaBeHa CIpaBKa KbM JiaTa 26.04.2018r. ce yCTaHOBH, Y€ Tpe3 MOCICAHUTE
nee romuan B AJ] 1 B EUDAMED naMa perucTpupaHy JaHHU 33 HHIMAEHTH/TOTEHIIHATIHA
MHIWAEHTH, KaKTO ¥ 3a GIOKMPaHH WK H3TETJICHH napTuaK 32 W3GpoernTe B TabnUNaTa ro-
10Ty METMIMHCKU U3/ENHs C [I0COUCHHTE KaTaloXKHH HOMepa:

CHoucbK HA MEJHIIHHCKHTE H31e/1UH ‘%

THProBeKO HAMMEHOBAHUE HA Kart. Homep IIpon3BOIHTE]

npoayKTa

ELISA HIV 1&2 Ag&Ab IVCOMB.CE.96 Dia.Pro Diagnostic Bioprobes
IVCOMB.CE stl, Utanusg

ELISA HCV Ab CVAB.CE.96 Dia.Pro Diagnostic Bioprobes
CVAB.CE stl, Aranug

ELISA HBsAg SAG1ULTRA.CE.96 | Dia.Pro Diagnostic Bioprobes
SAGIULTRA.CE stl, Utanus

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

ELISA Chlamydia trachomatis 1gG EI12191-9601 G Euroimmun, ['epManig

ELISA Chlamydia trachomatis 1gM E12191-9601 M Euroimmun, ['epMaBnd

ELISA Chlamydia trachomatis IgA E12191-9601 A Euroimmun, I'epManys

ELISA Toxoplasma gondii 1gG E12410-9601 G Euroimmun, I'epManusa N\

ELISA Toxoplasma gondii IgM E12410-9601 M Euroimmun, ['epMaBu4 by

ELISA Toxoplasma gondii IgA EI 2410-9601 A~ i e )

Thayer-Martin Agar 11040—" 3 {1

\ P e
L ag@il B
t . el




Chocolate Agar 10023 Liofilchem, Utanus
"I MIC Test Strip Cefixime 92060 Liofilchem, Utanus
MIC Test Strip Ceftriaxone 92043 Liofilchem, Mtanus
MIC Test Strip Azithromycin 92030 Liofilchem, Utanus

C yBaxeHHe,

Cobus 1303, yn. Jamsu I'pye

8, Damyan Gruev Str., 1303, Sofia,

B Ne 8, Texn.: (02) 8903 555, daxc: (02) 8903434
Bulgaria, tel: + 359 2 8903555, fax: + 3
e-mail: bda@bda.bg ,

59 2 890

\



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: (+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 23226 95 Fax: +387 112832850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JNEKJIAPALIVA

Honynoanucanust Teonop VisaHoB 3amdupos

(mpume umena)
B Ka4ecTBOTO cH Ha Yupasuten, Ha ,,EJITA 90M* OO/, EUK (BYJICTAT) 13046981% , cre
ceanuile W aapec Ha ynpasineHue rp. Copusd, n.x. 1000, y. »AyHas“ 19, Bx. A, er.1, an.2,
YyYaCTHUK B OOIECTBEHA IOphYKa C MpeaMer: ,JlocTaBka Ha JHATHOCTHKYMH U
koncymatupu 3a CIIMH, supycuu xematntn B m C, cupuinc U JpyrH ceKkcyajiHo
npexaBann undexunu no Hauuonanna nporpama 3a npesenuus 4 KoHTpoa Ha XUB n

ceKcyaJHo npenasanu unpexuun B Peny6anka brarapus 2017-2020 r. 3a Hy:kanTe Ha
crpanata npe3 2018 r.”,

HEKJIAPHPAM, YE:

Oo6mecTBeH GoHA AbpikaBa
H30K bearapus

Hara: 14.05.2018 r.
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VHUKPEAUT BYABAHK, ¢uauas "Axcaxo8’;  ID No: BG 130 469 816



P . "Y-JHHIYA" EOOJ E-LINGUA Ltd.
e_lln gu a rp. Cotpus, 6yn. Suxo Caxwios 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
- EARA G Ten./dake: (02) 846 84 12 tel./fax: (+359 2) 846 84 12
) e-mail: office@elingua bg; www.elingua bg e-mail: office@elingua.bg; www.elingua.bg

AreHnus 3a IPEBOAK Translation Agency
IIpeBox OT aHTIHACKY €3WK

CEPTUOUKAT

Ne: 50 100 5931/B — Pen.06
C HaCTOAWLOTO yaoCTOBEPABaME, He

CVCTEMATA 3A KAYECTBO HA

DIA.PRO DIAGNOSTICS BIOPROBES S.r.l.

Dia.
vierens | DIA.
BioProbes arl pRQ

yn. fx.Kapayuw” 27
“ 1-20099 Cecto Cax [xoBaHu
(MposuHUKA MunaHo)
OTrOBAPS HA N3NCKBAHUATA HA
UNI CEI EN 1SO 13485: 2012

CucTemu 3a ka4yecTao ~ MeanLHCKky nanenmn

Cepanwtiie W aapec Ha ynpaeneHue:

Toan cepTndmKaTt e BanuaeH 3a cnegHus ofGxeaT Ha NPoAYKTU uim ycnyru

Mpoexmupate u paspabomka, npouseodcmeo u ducmpubyyus Ha peaxmueu U UMyHOBH3UMHU
u RealTime-PCR xumose 3a UH eumpo duazHocmuka 8 o6nacmma Ha uHgekyuosHume u
aemoumynHu 3abonseanus u gacmpoexmeponozusma. TLpeoaeus, ynpasneHue Ha
npou3eodcmeomo U mexHu4YecKo cepeu3Ho obcryxeare Ha aemoMamuyihu u
nonyaemoMamuyHy anapamu 3a UH eumpo duaznocmuka.

CepTndmkauunTa @ B CbOTBETCTEBME C TexHu4ecKkuTe pernameHTy Ha SINCERT RT-20.
3a noapo6HOCTH 1 aKTyanHa WHEOPMaLUKA OTHOCHO @BeHTYarHN NMPOMEHV B HACTOALLMA cepTAQUKaT, MOXeTe A3
nossbHUTE Ha Ten. 02 241301 unu A3 nuweTe Ha e-mail: tuv.ms@tuv.it

ACC R E D I A \ 3a cepTUUuMpaLLnA opraH BanuaHocT:
'

TUV Iltalia S.r.l. ot 18.05.2015 .
SGQN'049A SSIN' 005G PRON" 0818 /nodnuc, He ce yeme/

po 17.05.2018 r.
SGAN’ 018D ITX N°DO1L ISP N” O87E .
SCRN'O0SF  PRSN'OTIC  LABN® 0076 Asxppea Kocumns [laTa Ha NpUHTMpaHe.

Dupexrop ,CepTudnumpate” 13.05.2015r.

U NTE (FALLANO (31 ACCREDHTAMENTO

Membio dagli Accordi ¢ Mutuo Riconoscimnento
EA IAF s ILAC

Signartory of EA, I0F and ILAC Mutual Recognilion
Agresments

.03.2004 1.

HABaHe Ha scekn 12 mecela
a cNej TP roanHn

MbpBoHa4anta cep'ruq)wur

BanWAHOCTTa Ha ToaM CEpTAMKAT e 0BBRP3AKA C FOLMN
W NbNeH OAWT Ha cucTemara pa’ﬂl’paaﬂeﬂme Ha KONINgH

opann (Munano) — Uranna ~ www.tuv.it

TOV talia S.r.l. - Gruppo TOV SUD - yn. ,Kapayuu® 1‘/25}5’&.23 - 20099 Gecto

3BBpLICHAs OT MEH DPEBOA OT

Monnucawara, Kpucrnna Bparofiuesa, yﬂOCTOBeﬁH}T&/M'.“BepHOC'ﬁ;,
( TIpeBOABT CE CHCTOU OT 1 (enHa)

HTATMAHCKM Ha OhArapckH €3vK Ha NPHIOKEHH: HOKYMEHT —-CepT\g
CTpaHuLA. , ~t ‘
ﬂpenonwwa BparoiiueBa T ’ o



TI01 14,01

e CEPTUOUKAT o CERTIFICADO ¢ CERTIFICAT

ZERTIFIKAT & CERTIFICATE &

DIA.

Produzione e assistenza

ACCREDIA'Y

’ "La wu.nmﬂb;@g&ﬁe;,ng
o~

CERTIFICATO

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.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:

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

€ CONFORME Al REQUISITI DELLA NORMA

HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI CEI EN ISO 13485:2012

SisTeEMI QUALITA — DisPOSITIVI MEDICALL
QUALITY SYSTEMS — MEDICAL DEVICES

QUESTO CERTIFICATO £ VALIDO PER IL SEGUENTE CAMPO D) 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

tecnica Strumentazioni automatiche e 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 automatic 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 INFORMAZION! PUNTUAL! E AGGIORNATE CIRCA EVENTUALI VARIAZION! INTERVENUTE NELLO STATO DELLA
CERTIFICAZIONE DI CUI AL PRESENTE CERTIFICATO, SI PREGA DI CONTATTARE IL
N® TELEFONICO 02 241301 O INDIRIZZO E-MAIL TUV.MS@TUV.IT

Per I'Organismo di Certificazione Validita /Validity
For the Certification Body i B
TUV Htalia S.r.l. Dal / From: 2015-05-18¢7

All To: 2018-05-17
\ /L - éﬂ Q.. Data emissione / Printing Dfite {
/. > -AndreaCoscia . .. 2015-05-1

¥ Direttore Divisione Managament Service

.
SERTIFICAZIONE | FIRST CERTIFICATION: 2004-03-02

KTO E SUBORDINATA A SORVEGLIANZA PERIDDICA A 12 MES! E AL RIESAME COMPLETO DEL SISTEMA D

GESTIONE AZIENDALE CON PERIODICITA TRIENNALE"

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW

TOV talia 8.4, »

Gruppo TUV sUD « Via Carducci 125, Pal. 23 « 20089 Sesto San Giovanni (M)) « ltalia » www.tuv.it

OF COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS™

TV

®



- ° "H-JIUHTYA" EOOJ E-LINGUA Ltd.
d e_lln gua rp. Codus, byn. ko Caxb308 10 Bulgaria, Sofia, 10 Yanko Sakazov Bivd.
T R R G & . ten./dakc: (02) 846 84 12 tel./fax: (4359 2) 846 84 12
e-mail: office@elingua bg; www.elinguabg  e-mail: office@elingua.bg; www.elingua.bg

AreHIHs 32 IPEBORK Translation Agency

[IpeBoz OT aHTIHACKY €3UK

CEPTUDUKAT

Ne: 50 100 5931/B - Pen.06
C HacTOSLLOTO yAoCTOBEPSiBaME, He

CUCTEMATA 3A KAYECTBO HA

DIA.PRO DIAGNOSTICS BIOPROBES S.r.l.
DIA.

Cepanvile n aapec Ha ynpasneHne:

Dia.Pro
Diagnostic

BioProbes sri PR@

= yn. k. Kapayun” 27
1-20099 Cecto Can [lxoBaHu
{NpoBUHUUA Mwunano)

OTrOBAPS HA N3UCKBAHUATA HA

UNI EN ISO 9001:2008

Tosu cepTudmKaT € BanaeH 3a CNeaHns 06XBAT Ha NPOAYKTN WM yCnyrn

MpoexkmupaHe u paspaGomka, npou3seodcmeo u ducmpubyyus Ha peakmueu u UMYHOCH3UMHU
u RealTime-PCR kumoee 3a uH eumpo duazHocmuka e obsracmma Ha uHgbexkyuosHume u
aemoumyHHu 3abonaeanus U 2acmpoeHmeponozuama. Tnpeosus, ynpaseneHue Ha
npou3eodcmeomo u mexHu4ecko cepeu3aHo obciyxeaHe Ha aemomamus4Hu U
noslyaemomamuyHu anapamu 3a uH eumpo duazHoCMuKa. (IAF 12,19)

ACC RE D IA & 3a ce,“?a"\‘}’""t‘*”f’a“*“" opraH BanuaHocT:

UENTE TAUAND DI ACCREDITAMINTO alia S.r.l. ot 18.05.2015 .
SGQN-049A  SBIN 005G  PRON® 0818 /nodnuc, He ce yeme/ Ao 17.05.2018 r.
BHE M IIE e Gewar

Membro degli Accordi ci Mutuo Riconoscimento
EA, IAF 8 LAC

Signatory of EA, IAF and 1LAC Mutual Recognition
Agreements

MupBoHavanHa cepTuduxaumun: 02.03.2004 r.

BanuaHoCTTa Ha TO3N cepTudukar e o6Bbp3ata ¢ FoOAWLLHO oLieHsBaHe Ha BCEKU 12 meceya
W NbNeH OAWT Ha cucTemara 3a ynpaenexue Ha KoMNaHkATa cnea TPy roanHu

TOV halia S.r.l. - Gruppo 10V SUD - yn. ,Kapayun” 125, Pal.23 - 20099 Cecto Can [xoBaHun (Munano) - Utanua - www.tuv.it

[Moxnucanara, KpuciaHa Bparojiyesa, yAOCTOBEpABAM BepHOCTTA_ Ha W3BBpIICHH OT MCH npeBoa OT
MTATMAHCKH Ha GBITapCKM €3WK Ha MPHIOKEHUA JOKYMEHT — { THPRE PEBOBT CE CHECTOH OT 1 (enHa)
CTpaHuua. - U . .
[pesogad: KpucruHa Bpgfoiiuena
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Nr 50 100 5931/A - Rev. 06

Si atlesta che / This is to cerdify that

IL SISTEMA QUALITADI
THE QUALITY SYSTEM OF

DIA.PRO DIAGNOSTIC BIOPROBES S.r.l.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE

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

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

UNI EN ISO 9001:2008

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 e semiautomatiche per diagnostica in vitro
()AF 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)

- S : " Per I'Organismo di Certificazione Validita / Validity
CCRED'A “ For the Certification Body ST s e
T FHALIANG DY ACCALDTAATNTS ! o~ TUV italia S.r.. Dal / From: 2015-05-18
Al ! To: 2018-05-17

SGON D494  SSIN 005G PRD N D618

SGAN 018D  ITXN DOIL  1BP N° OSTE

SCRN'OOOF  PREN'OTTC  LABN 0076 :

i a4t Rommes Vi { ;/g_.. éﬁ <, Data emissione / Printing Dale
Sy o EA 6 s RAC s gt " Andrea Coscla 2015.05-13

Duretiore Divisicne Menagement Service

PRIMA CERTIFICAZIONE | FIRST CERTIFICATION: 2004-03-02

\&TiF(CATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETC DEL SISTEMADL
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE'

LERI?FICATE DEPE,NbS ON THE ANKUAL SUHVEILLANC,_E EVERY 12 MONTHS AND D% THE COMPLETE REVIEY.

i OF COMPANY'S HANAGEMENT SYSTEM AFTER THREE-TEARS”

TV italia S..1. « Gruppo TOV SO « Via Carducei 125, Pal. 23 » 20098 Seste San Giovanni {MI) » tafia o wwww tuit
n
\A

v

&
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e - lln gua rp. Codus, Gyn. Suxo Caxp3os 10
2 : ' Ten./axkc: (02) 846 84 12
e-mail: office@elingua bg; www.elingua.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(\\

AreHuss 3a npesonm

Translation Agency

IIpeBon OT aHIIIMHCKY €3BK

) Hcenancka arennus no JeKapcTBaTa
L H MEAHIIMHCKHUTE H3JeJTHA

EC CEPTUOUKAT
3A CUCTEMA 3A ITBJHO OCUT'YPSIBAHE HA KAYECTBOTO

B choTBeTeTBHE ¢ AHeke IV (¢ akimouenne Ha Pasnen 4) ua lupexruna 98/79/EC

11.12.2003 .

IMMPOABINXABAHE JlaTa Ha nbPBOHAYAJIHO H3IaBaHeE:
Jara Ha mbpBO NPOALIKABAHE! 04.12.2008 r.
Ceprudnxar Ne: Ilepnon Ha BanuAHOCT: HoTrnduuupau opran Ne:
2003 12 0388 CT 0727.11.2013 1. 10 26.11.2018 1. 0318
B noasa na:
IIpousBonwnTen:
HaumeHoBaHHe: Dia.Pro Diagnostic Bioprobes, S.r.L
Anpec: ya. I, Kapayun” 27; 20099 Cecto Can koBann — Munano, HTAJTAA
YonanoMoumneH npencrasuTes Ha EC: chIuaT
Hme:
Anpec:

3a npoayxTHTe:

Kareropus: MeauuMHCKH H3eaus 32 HH BHTPO JHArHOCTHKA
Tenepnuna rpyna: Hudexuno3sHa HMyHOJIOTHA
Ton: YTouHeH B NPUIOKEHHSTA HA TOIH CepTHHHKAT.

B npoH3BOACTBEHNTE LIEHTPORBE:

Dia.Pro Diagnostic Bioprobes, S.r.l.
ya.”Xx. Kapayan” 27; 20099 Cecro Can xoBanu — Munano, ATAJIMS

To3n ceprudrkar Tpa6sa aa 6sae cbmbprcTBaH 0T EC Ceprudukar 3a usnursane Ha tnna: JIA

HacrosmuaT cepTHduKar € M3JaJEeH CAeA ONMT HA CHCTEMATa 3a NBJIHO OCHIypABaHe Ha KaieCTBOTO M
npoBepKa Ha TeXHMYecKara JOKYMEHTAUWs, ChAbpkama ce B aocue Ne: 2003 05 0240, u rapaHTHpa, te
ONHCAHNTE MPOAYKTH OTIOBAPAT HA M3HCKBAHMATA Ha JlupeKTHBATA.

Maapmun, 27 HoemBpn 2013 1.

/noonuc He ce yeme/
JAPEKTOP
Beaen Kpecnio Canuec - E3napuara
ITeuar Ha McnaHckaTa areHLHs 110 JIeKapcTBaTa ! MEAMLIMHCKHTE H3NCINA
Hotuduuupan opran Ne: 0318

:,,A,mem}'o‘” o
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H MEANLMHCKHTE H3XeNus

IMPUJIOXEHMUE 1

N

EC CEPTHOUKAT \
3A CUCTEMA 3A ITBJIHO OCHI'YPSIBAHE HA KAYECTBOTO

B choTBeTcTBHE ¢ AHeKc IV (¢ n3xmoyenue Ha Pasgen 4) sa lupexrnna 98/79/EC

NMPOABIDKABAHE Jara Ha NBLPBOHAYAJIHO H3AABAHE: 11.12.2003 r.
JaTa Ha mBPBO NPOALJIKABAHE! 04.12.2008 r.
CepTuduxat Ne: Ilepnoa Ha BaAMAHOCT: Hotnduumpan opran Ne:
2003 12 0388 CT 0127.11.2013 r. 10 26.11.2018 1. 0318
Hpoayxmn:
MenuuKRHCKH M3/1eJns 32 HH BUTPO AMArHOCTHKA OoT ChuchbK ,,A” Ha Anexc 11,
Jupexrusa 98/79/EC

Bpoit npoaykru: 18  Bpoii Bepcnn: 46

1. PeakTuBM M peakTHBHW NpPOAYKTH 3a JETEKLHs, MOTBbP)KACHHE WM KOJMYECTBEHO ONpeieniHe Ha
mapkepu Ha MH}exuus ¢ Xenatur B B yoBemxu npo6n:

1.1. HBs Ag one/ ELISA kadectseH TecT (Onucan B Ceprudukar 3a uanuTeane Ha Trna Ne: 2003 12
0389 ED)

SAG1.CE (192 Tecra)
SAG1.CE.96 (96 Tecta)
SAG1.CE.480 (480 Tecra)
SAG1.CE.960 (960 Tecra)

1.2. HBs Ab ELISA konuyectseHo-kauecTBed TecT (Onucan B CepTu(hMKAT 3a M3NHTBaHe HA THNA
Ne: 2003 12 0390 ED)

SAB.CE (96 Tecra)

1.3. HBc Ab ELISA kauecrtBen TecT (Ommcan B CepTudukar 3a uanutBaHe Ha Thna Ne: 2003 12
0391 ED)

BCAB.CE (96 Tecta)

1.4. HBc IgM ELISA konuuecTBeHO-KauecTBeH TecT (Onucan B CepTHHKAT 3a HINUTBAHE HA THNA
Ne: 2004 03 0424 ED)

BCM.CE (96 Tecra)
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/oy OE SANIDAD, SERVICIOS SOCIALES
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= ' . ' g H MCAHIHHCKHTE H3AEInA

IMPUJIOXEHHE I

EC CEPTHO®UKAT
3A CUCTEMA 3A ITHJIHO OCUT'YPSIBAHE HA KAYECTBOTO

B CboTBeTcTBHE ¢ AHeke IV (¢ n3kmovenne Ha Pasgen 4) Ha Jupexruna 98/79/EC

MMPOABJDKABAHE Jara Ha MBPROHAYAIHO H3XaBaHe: 11.12.2003 r.
Jara Ha HbPBO NPOAbLKABAHE: 04.12.2008 r.
Cepruduxar Ne: Hepnoa na BanuaHoCT: Horuduuupan opran Ne:
2003 12 0388 CT o1 27.11.2013 1. 10 26.11.2018 1. 0318

1.5. HBe Ag & Ab ELISA kauectBen TecT (Onucan B CepTudukar 3a u3nuTeane Ha Tuna Ne: 2004
03 0425 ED)

HBE.CE (96 Tecta)

1.6. HBs Ag Confirmation ELISA tect 3a notespxasase (Onucan B CepTuédHKaT 3a H3NHUTBAHE Ha
Tina Ne: 2006 11 0511 ED)

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

1.7. HBs Ag one Version ULTRA ELISA xauectBen tect (Onncan B CepTudukar 3a H3INUTBaHE HA
Tina Ne: 2008 12 0588 ED)

SAGIULTRA.CE (192 1ecta)

SAG1ULTRA.CE.96 (96 TecTa)

SAG1ULTRA.CE.480 (480 Tecrta)

SAG1ULTRA.CE.960 (960 Tecta)

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

1.8. HBV DNA Quantitation (QT) Real Time PCR kauectsen rect (Onucan B Ceptudukar 3a
n3nuTBaHe Ha Trna Ne: 2012 09 0790 ED)

HBVDNAQT.CE (50 Tecra)
HBVDNAQT.CE.25 (25 TecTa)
HBVDNAQT.CE.100 (100 Tecra)
HBVDNAQT.CE.150 (150 Tecrta)
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H MEAHUHHCKHTE M31eans

NPUJIOXKEHHE 1

EC CEPTHOHUKAT
3A CHCTEMA 3A IBJIHO OCUT YPABAHE HA KAYECTBOTO

B CbOTBETCTBHE ¢ AHekc IV (c m3kmodeHne Ha Pasnen 4) na Iupextusa 98/79/EC

NPOADBIKABAHE JlaTa Ha MbPBOHAYAJHO H3aBaHe: 11.12.2003 r.
JlaTra Ha NLPBO NPOABJIKABAHE: 04.12.2008 r.
Cepruduxar Ne: epuon Ha BaauaHOCT: HoTnduumpan opran Ne:
2003 12 0388 CT or 27.11.2013 r. 210 26.11.2018 1. 0318

2. PeakTuBM M PEaKTHBHM NMpPOAYKTH 3a AETEKLMsA, NOTBBPXKIABaHe MNM KOJIHYECTBEHO ONpeAENsHe Ha
MapKkepH Ha MHexuua ¢ Xenatur C B YOBelwKH npobu:

2.1. HCV Ab ELISA kauectsed tect (OnucaH B Cepruduxar 3a usnurane na tuma Ne: 2003 12
0392 ED)

CVAB.CE (192 Tecta)

CVAB.CE.96 (96 TecTa)

CVAB.CE.480 (480 Tecta)

CVAB.CE.960 (960 TecTa)

CVAB.CE.DB (192 tecrta 3a Dia.Blood npunoxenne)

2.2. HCV Ab Confirmation ELISA Tecr 32 norsepxaasate (Onucan B CepTH(HKAT 3a M3NNTBaHE
Ha Tuna Ne: 2005 09 0485 ED)

CCONF.CE (12 Tecra)

2.3. HCV IgM ELISA konuuectBeHO-KauecTBeH TecT (Onucan B CepTuhuKaT 3a H3NMTBAHE HA THIIA
Ne: 2007 09 0532 ED)

CVM.CE (96 Tecra)

3. PeakTHBH M peakTHBHM NPOXYKTH 3a NETEKIUs, NOTBBbDKIAABAHE MM KOJMYECTBEHO OMNpeEeNsHe Ha
Mapkepy Ha uHbexuus ¢ XenaTut D B 4oBewiky npoGu:

3.1. HDV Ab ELISA xauectBeH TecT (Omncan B CepTudukar 3a uanuTeaHe Ha Tuma Ne: 2003 12
0393 ED)
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my  DE SANIDAD, SERVICIOS SOCIALES

S EIGUALDAD : HMcnancka arenuns no JeKapcTsarTa
H ' H MEAHIIMHHCKHUTE M3CTHA

HNPUJIOXEHHUE 1

EC CEPTUDOUKAT
3A CHCTEMA 3A ITbJIHO OCHT'YPAABAHE HA KAYECTBOTO

B cb0TBETCTBRE ¢ AHeke IV (¢ n3katouenne na Pasnea 4) na Aupexrnna 98/79/EC

OPOADBJIKABAHE JaTa Ha NbLPBOHAYAIHO M31aBaHe: 11.12.2003 r.
JXaTa Ha NBPBO NpoabIKABaHE: 04.12.2008 r.
CepTndnkar Ne: Ilepnon Ha BasmaHoOCT: Horuduunpan opran Ne:
200312 0388 CT 0T27.11.2013 r. 50 26.11.2018 1. 0318
DAB.CE (96 Tecta)

3.2. HDV Ag ELISA xauectsed TecT (Onucan B Cepruduxar 3a usnursane Ha tvna Ne: 2003 12 0394
ED)

DAG.CE (96 Tecra)

3.3. HDV IgM ELISA kauectBeH Tect (Onucan B CeptudukaT 3a M3nuTBaHe Ha thna Ne: 2003 12
0395 ED)

DIM.CE (96 Tecra)

3.4. HDV RNA Quantitation (QT) PCR kaqecTBeH tecT B peanHo Bpeme (Onucan B Ceptudmkar 3a
u3nuTBaHe Ha Tvma Ne: 2009 11 0660 ED)

DRNA.CE (50 recra)
DRNA.CE.25 (25 TecTa)
DRNA.CE.100 (100 recra)
DRNA.CE.150 (150 Tecra)

4. PeakTHBH M peaKTHBHH NMPOAYKTH 32 HETEKIUMA WIM MOTBBPXKIABAHE U KOMMYECTBEHO ONpEAENAHE Ha
mapkepH Ha uHdexima c HTLV 11 I1 B yoBewiku npobu:

4.1, HTLV I n I1 Ab ELISA KauecTBeH TecT (Onucan B CepTrdukaT 3a H3nuTBaHE Ha THra Ne: 2005 12
0493 ED)

HTLVAB.CE (192 Tecta)
HTLVAB.CE.96 (96 Tecra)
HTLVAB.CE.480 (480 TecTa)
HTLVAB.CE.960 (960 Tecta)
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Jom .- H MeMUMHCKHTE H3ETHs
IMMPUJIOXEHHE 1
EC CEPTUOUKAT

3A CHCTEMA 3A I'bJIHO OCUT'YPAABAHE HA KAYECTBOTO

B choTBeTcTBHE ¢ AHexe IV (¢ m3kiouenue Ha Pasaen 4) na Jnpextnpa 98/79/EC

HNPOABJIXKABAHE JlaTa HA ILPBOHAYAJIHO H3kaBaHe: 11.12.2003 r.
JaTa Ha NLPBO NPOIBLKABAHE! 04.12.2008 r.
Ceprudukar Ne: Ilepitoa Ha BAJAHAHOCT: Hotudnumpau opran Ne:
2003 12 0388 CT 0T 27.11.2013 1. 10 26.11.2018 . 0318

42. HTLV I n I Ab Version ULTRA ELISA kauecrsex tecT (Onucan B Ceprudukar 3a
u3nuTBaHe Ha tuna Ne: 2011 11 0775 ED)

HTLVABULTRA.CE (192 Tecra)

HTLVABULTRA.CE.96 (96 TecTa)

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

HTLVABULTRA.CE.DB (192 Tecta 3a Dia.Blood npuioxenne)

S. PeakTHBH H PEaKTHBHHM MNPOAYKTH 33 JIETEKLAA WM NOTBbPk/IaBaHe W KONMHECTBEHO OMPE/CIAHE Ha
Mapkepy Ha unbexuus ¢ HIV 1 u 2 B yoewxn npobu:

5.1. HIV Ab & Ag ELISA xauectsen TecT (Onucan B CepTnukar 3a H3NHTBAHE Ha THNA Ne: 2008
02 0539 ED)

IVCOMB.CE (192 Tecra)

IVCOMB.CE.96 (96 TecTa)

IVCOMB.CE.480 (480 TecTa)

IVCOMB.CE.960 (960 TecTa)

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

To3u cepridHKaT 06XBAIla BCHYKH ThPTOBCKH Mapkd Ha MPOAYKTUTE, BKJIOYEHH OT NPOM3BOLHTENS B
HEroBaTa JeK/apauns 3a CbOTBETCTBHE.

Maapun, 27 Hoemspu 2013 .
/moodnuc ne ce wveme/

JAHPEKTOP
Beaen Kpecno Camvec - E3napuara
- IMeuat nalienanckaTa areHIUMs N0 IEKAPCTBATA U MEAMIIMHCKHTE H3AETHUA

o

WA
A / .
,/’\.-(}E'/“\\{f'\‘\(wmqmunpan opran Ne: 0318 . -
Vald AN \ et . o 5
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iy  DE SANIDAD, SERVICIOS SOTIALES

\_ EIGUALDAD m HcnaHcka areHilIMs 110 JieKapeTrBaTa
: H MEAHIIHHCKHUTE U3NEJINA
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NPUJIOXKEHHME 11

EC CEPTUDPHKAT
3A CHCTEMA 3A IThJIHO OCHT'YPABAHE HA KAYECTBOTO

B choTBeTcTBHE ¢ Aneke IV (c makmouenne Ha Paszen 4) ua Jiupexrusa 98/79/EC

Cepradnkat Ne: Tlepnoa Ha BAJIHAHOCT: Hotuduuupan opran Ne:
2003 12 0388 CT ot 28.01.2015 r. 50 26.11.2018 r. 0318

B noa3a Ha:

Ipon3soanTeN:

HanmeHnoBanue: Dia.Pro Diagnostic Bioprobes, S.r.l.

Aznpec: ya.” Ix. Kapayun” 27; 20099 Cecto Can IkoBaHn — Munano, HTAJTHSA
Ynbauomomen npeacraputen na EC: cpmpsr

Hme: cpiioTo

Ajnpec: CBUIMAT

Bpoii npoaykTh: 1 Bpoit Bepcun: 1
MpoayxTi: MeTMIMHCKH H3/le/IBsA 32 HH BHTPO JARATHOCTHKA
Knacuduuupane: CnincbK ,»A” Ba AHexc II

2. PeakTHBM M PEAKTHEHHM NPORYKTH 32 JAETEKUMS, NOTBBPXICHUE WIH KONMMECTBEHO onpenenaHe Ha
mapkepn Ha rHbexims ¢ Xenarut C B HoBelIKH npobu:

2.4. DIA.CHEMILUX HCV Ab (CLIA) /KONMMYECTBEH XEMHIIYMHHHCLEHTEH MMYHOAHATH3/
Omucan B CeprnduKar 3a U3NHTBAHE HA THMA Ne: 2015 01 0834 ED)

2.4.a. RACVAB.CE (100 Tecra)

Tosu ceprudukar 06Xpama BCHYKH TbPrOBCKH Mapkil Ha NPOAYKTHTE, BIIOYEHY OT NPOHU3BOAMTE/A. B
HEroBaTa AcKiapauus 3a ChbOTBETCTBHE.

Mapnpun, 28 sayapu 2015 .
K /nodnuc ne ce yeme/
= JQUPEKTOP
Besen Kpecno Canuec - Eanapuara
[Teuat Ha Mcnanckara areHLys 110 IEKapcTBaTa i MEAMUMHCKUTE H3ACTHUA ./

Hornduuupan opran Ne: 0318

ya."Kamneuo™ |, opuc 8.
Crpamualorl . Manpna 28022

. -
-

A
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Tonnucanara, Kpuctuna Bpatoiiuesa, yIOCTOBEPABAM BEPHOCTTA Ha IPEBOMIa OT aHMHHACKHU Ha fLarapcku
€31K Ha IPHIIOXKEHNA JOKyMeHT. [IpeBObT ce ChCTOH OT 8 (0ceM) CTpaHHLM.
[Mpesonmau:

Kpuctusa bpatoiiuesa
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CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL

de acuerdo con el Anexo IV (excepto punto 4) dela Directiva 98/79/EC

EC FULL QUALI TY ASSURANCE SYSTEM CERTIFICATE L
in accordance with Annex IV (except Section 4) of Directive 98/79EC

PRORROGAIEXT ENSION Fecha inicial/Inicial date: 11/ 12/2003
Fecha primeraprérro a/ First extension date: 04//1212008

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 26/11/20"18 0318

jc fuver:
Nombre/Name; Dia. Pro Diagnostic Bioprobes Srl ‘
Direccién/Address: Via G. Carducel, 27 -20099- Sesto San Giovanni — Milano (Italy).
] itante auto B/ Authorized EU representative: Idem

ombre/Name:
Direccion/Address:
Para los productos/For the products:

Categoria/Categoty: Productos Sanitarios pard Diagndstico in Vitro/ In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Jumunologfa infecciosa / Infectious immunology

Tipo/Type: Espe cificados en Anexos de este Certificado/Speci) fied inn Annexes to this Certificate.
Elaborado en/In the facilities:

Dia, Pro Diagnostic Bioprobes srl

Via G. Carducel, 27 -20099- Sesto San Glovanni — Milano (Italy).

Este certificado debs ir acompafiado por certificados de examen de disefio: 81

This certificate must be accompanied by design examination certificate: YES

Este cetificado s cotisecuencia de Ja auditoiia del Sistema Completo de Garantia de Calidad y del examen
de la documentacién técnica contenida en ¢l expediente N° 2003 05 0240, y garantiza que Jos 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
agencisespafigia do
/ ‘mmedipam y B

B & B R productos
ORGANISMO NOT

0318 LA DIRECTORA, (j“

Belén Sanchez Crespo-Eznarriaga

o [CORREQHECTAN (ORGANISMO NOTIFICADO 0318 CICAMPEZO, 1-EDIFICIO
N T . phginatdel TEL: Q02101322
AP AN SR FAX: 91 8225289

N NP
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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 1V (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION Fecha inicialifnicial date: 11/12/2003
Fecha primera prérrogs/ First extension date: 04/12/2008

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

200312 0388 CT  Desdelfrom: 27/11/2013  HastaiTo 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 Ja deteccién 6 confirmacién 6 cuantificacién de marcadores
de infeccion por hepatitis B en muestras humanas / Reagents and reagent products Jor detection or
confimation or quantification, in human specimens, of markers of hepalitis B infection:

1.1. HBs Ag one. ELISA cualitativo/qualitative. (Desctito en el certificado de disefio N° {Described
in design certificate N° 2003 12 0389 ED).

SAG1.CE (192 tests)
SAG1.CE.96 (96 tests)
SAG1,CE.480 (480 tests)
SAG1.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)

1.3. HBc Ab. ELISA cuslitativo/qualitative. (Descrito en el certificado de discfio N%Described in
design certificate N°2003 12 0391 ED) :

BCAB.CE (96 tests)

\
1.4. HBc IgM. ELISA cualitativo-cuantitativo/qualitative-quantitative. (Descrito en el cenivﬁ_cad,o de
disefio N/Described in design certificate N°2004 03 0424 ED)
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ANEXO NYANNEX N°: |

CERTIFICADO CE DE SISTEMA DE G,ARANTiA DE CALIDAD TOTAL
de acuerdo con ¢l 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 primexa 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  DesdelFrom: 27/11/2013  Hasta/To 26/11/2018 0318

1.5. 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 in design certificate N° 2006 11 0511 ED)

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

1.7. HBs Ag one Version ULTRA. ELISA cualitativo/gualitative. (Descrito en el certificado de
disefio N"/Described in certificate diseiio N° 2008 12 0588 ED)

SAGIULTRA.CE (192 tests)

SAGIULTRA.CE96 (96 tests)

SAG1ULTRA.CE.480 (480 tests)

SAG1ULTRA.CE.960 (960 tests)

SAG1ULTRA.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® /Described in design certificate N°2012 09 0790 ED)

HBVDNAQT.CE (50 tests)
HBVDNAQT.CE.25 (25 tests)
HBVDNAQT.CE.100 (100 tests)
HBVDNAQE.CE.150 (150 tests)
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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 1V (except Section 4) of Directive 98/7%EC
PRORROGA/EXTENSION Fecha inicialllnicial date: 11/12/2003
Fecha primera pl‘érrogg[ F?rst extensién date: 04/12/2008
Certificado N°/Certificate N° Fecha de validez/Date of vaiidity ON N°/NB N°
2003 12 0388 CT  Desde/From: 27/11/2013  Hastw/To 26/11/2018 0318

2. Reactivos y productos reactivos para la detecci6n 6 confitmacién 6 cuantificacion, de marcadores
de infeccién por hepatitis C, en muestras humanas/ Reagents and reagent products for detection or
confirmation or quantification, in huran 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)

CVAB.CE (192 tests)

CVAB.CE.96 (96 tests)

CVAB.CEAB0 (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 for 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 confirmacién 6 cuantificacién de marcadores
de infeccién por hepatitis D en muestras humanas / Reagent and reagent products for detection or

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)

DAB.CE (96 tests) Cﬁ\' 0\
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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 Aunex 1V (except Section 4) of Directive 98/7%EC
PRORROGA/EXTENSION Fecha inicialllnicial date: 11/12/2003
Fecha primera prérroga/ Fiist 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

32 HDV Ag. ELISA cualitativolgualitative. (Descrito en ¢l certificado de disefio
N/Described in design certificate N° 2003 12 0394 ED)

DAG.CE (96 tests)

33 HDV IgM. ELISA cuslitativo/gualitative. (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)
DRNA.CE.150 (150 tests)

4 Reactivos y productos reactivos para la deteccién de marcadores de infeccién por HTLV 1y 11, en
muestias humanas/ Reagents and reageni products for the detection or confirmation and
quantification in human specimens of markeys of HILV 1 and II infection

4.1 HTLV 1 & I Ab. ELISA cualitativo/qualitative. (Deserito en el cetificado de disefio
N%Described in desigii certificate N°2005 12 0493 ED)

HTLVAB.CE (192 tests)
HTLVAB.CE.96 (96 tests)
HTLVAB.CE.480 (480 tests)
HTLVAB.CE.960 (960 tests)
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ANEXO N°/ANNEXN°: | l
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 Directive98/7%EC
PRORROGA/EXTENSION Fecha inicial/Inicial date: 11/12/2003
Fecha primera prérrogal First extension date: 04//12/2008
Certificado N°/C'ert§ﬁ¢aze N° Fecha de validez/Date of validity ON N°/NB N°
2003 12 0388 CT  Desde/From: 27/11/2013  Hast/To 26/11/2018 0318

42 HTLV I & II 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 (96 tests)

HTLVABULTRA.CE.480 (480 tests)

HTLVABULTRA.CE. 960 (960 tests)

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

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

5.1 HIV Ab & Ag EBLISA cualitativo/qualitative. (Deserito en €l certificado de disefio N
Described in certificate de diseiio N°2008 02 0539 ED)

IVCOMB.CE (192 tests)

IVCOMB.CE.96 (96 tests)

TVCOMB.CE. 480 (480 tests)

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 his
declaration of conformity.

Madrid, 27 de noviembre de 2013
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AreHIIHs 33 IPEBOIH Translation Agency

TIpe6od om umanuancxu u aneaAuticku e3ux

MHWHUCTEPCTBO HA TPYJIA, 3/IPABEOITASBAHETO Y COMAJIHAT
MMOJIMTHUKA

OTZAEJI MTHOBALIMHU
I'JIABHA JIMPEKLIMS1 ®APMAKOJIOT Ul U IEKAPCTBEHH CPEIICTBA
IV KAHTOPA

e

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

Wmaiiku npeasua anpexrusa 98/79/CE cebp3ana ¢ MEAMKO-AHArHOCTHYHH CPEACTBA HHBHTPO;
Mmaiiku npeasua 3akoHogatenHo nocraHoeienue 332/2000, xoeTo € B CLOTBETCTBHE C AMPEKTUBA
98/79/CE

Mmalixu npeasusa 3asenennero ot 14/01/2009 npencraseno ot ¢upma Dia. Pro Diagnostic BioProbes
S.r.l, cbe cepanuiie Ha yn. Konymena 31, Munano Uranng 20128 aanwwvuen xoa v naptuaa JJIC
1192660159;

HMmaiikn npeasna, 4e ¢upmara MONMTEN € 3amiaTuia MckaHwTe BHOCKM no  Munuctepeko
nocraHoBAeHNne oT 24 Maii 2004;

Wmaiiky npeasua cayxebHUTe akToBE;

YJIOCTOBEPABA
ue upma Dia.Pro Diagnostic BioProbes S.r.l., cbe cepannuie Ha yn. Konymena 31, Munano Hranus
20128 nanbuen koa v naptuaa JJIC 1192660159, npoussexna v mapkupa ¢ CE Mapka kato nH BUTpoO
JAMArHOCTUYHHM MEMLIMHCKM M3le/iMs, crnopen M3ucksanusTa Ha aupektusa 98/79/CE, caepnnte

NPOAYKTH!

JIuHug xenaTrurt

Kon IIpoayxr

SAGI1.CE* HBs Ag one
SAGIULTRA.CE* HBs Ag one Bepcus yaTpa
SCONF.CE* HBs Ag noTebpkaeHHne
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 norebpxaenne
CVM.CE HCV IgM

EVAB .CE HEV Ab

EVG.CE HEV IgG

EVM.CE HEV IgM

DAG.CE* HDV Ag

DAB.CE* HDV Abi:.-

DIM.CE* HD\//_hIA :

-~



Jlnnus torch

Koa
HSVG.CE
HSVM.CE
HSVIG.CE
HSVIM.CE
HSV2G.CE
HSV2M.CE
RUBG.CE
RUBM.CE
TOXOG.CE
TOXOM.CE
CMVG.CE
CMVM.CE
TORCHM.CE

JInnus ceponornynu

Kog
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

Ipoaykr
HSV1&2 1gG
HSV1&2 1gM
HSV 1lgG
HSV 1 IgM
HSV2 1gG
HSV2 IgM
RUB lgG
RUB IgM
TOXO 1gG
TOXO IgM
CMV IgG
CMV IgM
TORCH IgM

IIpoaykr

EBV EBNA IgG
EBV VCA IgG

EBV VCA IgM

EBV VCA IgA
H.Pylori 1gG
H.Pylori IgA
H.Pylori IgM

HP Ag
Cryptosporidium Ag
Entamoeba Ag
Giardia Ag

HP CagA IgA

HP CagA 1gG
Coxakie B Virus IgM
Mop6unu supyc IgG
Mop6uny supyc IgM
Bapuuena 3ocreplgG
Bapuuena 3ocreplgM
Iaporut Bupyc 1gG
[aporur Bupyc 1gM
Bordetella pertussis IgG
Bordetella pertussis IgM
Brucella abortus 1gG
Brucella abortus IgM
C.diphtheriae toxin IgG
Tetanus toxin IgG
Hanunowma Bupyc 1gG
Menunrut 1gG
M.pneumoniae IgA
M.pneumoniae 1gG

M .pneumoniae IgM
Dengue Virus IgG
Dengue Virus IgM
Cudunuc Ab




SIM Cudwunuc IgM

Tcab.ce T.Cruzi Ab
MALAB.CE Manapus Ab
MTBG.CE M.Tuberculosis IgG
IVAB.CE* HIV Ab
IVCOMB.CE HIV Ab&Ag
HTLVAB.CE HTLV 1&H Ab

YnomeHaTuTe no-rope NpoaykTH, chraacHo ui. 4 or Esponeiickata Iupextusa 98/79, morar na
Obaar cBobonHo ThpryBanu B Utanns u uenus Esponelicku cbio3s.

To3u ceprudukar e u3naneH Ha 6a3a Ha monba OT 3aMHTEpeCOBaHATa KOMMaHKA, CbOOPA3HO 3aKOHa U
ce oTHacs 3a M3HOC.

Hupekrop:

A-p xosana Huctuko
/Moonuc ne ce yveme/

Honynoonucanusm FOnuan Cmotinee [unos yoocmosepagam 6epHOCMMA HQA U3GbPUIEHUSL OM MEH
npegod om UMANUAHCKYU U GHRAUHCKU HA Obl2apcKu  e3uK HA NPUNONCEHU OOKYMeHm —
Yoocmogsepenue. Ilpecoobm ce cocmou om mpu cmpanuyu.

IIpesooau: KOnuan Cmoumes Juuos EI'H 5307286427
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DIPARTIMENTO DELL’ INNOVAZIONE
DIREZIONE GENERALE DEI FARMACI E DISPOSITIVI MEDICI

UFFICIO IV
DELL’EX MINISTERO DELLA SALUIE

N,

DGFDMLIV/LA.).e.2/37/P

VISTA la direttiva 98/79/CE relativa ai dispositivi medico-diagnostici in vitro;
VISTO il D.Igs. n .332/2000 recante attuazione della direttiva 98/79/CE;
VISTA I'istanza del 14/01/2009 presentata dalla ditta Dia Pro Diagnostic RioProbes S.r.1.
con sede in viz Columella, 31 - 20128 Milano ltalia C.F. e P.IVA 11924661159,
CONSIDERATO che la ditta istante ha effettuato i versamenti richiesti dal D.M. 24 Maggio
2004;

VISTI gli atti d’ufficio;

HAVING REGARD 10 98/79/EC directive concerning the in vitro diagnostic medical
devices;
HAVING REGARD to legisiative Decree (D.lgs.)n. 332/2000 reporting the accomplishment
of 98/7%EC Directive, .
HAVING REGARD 1o the request dated 14/01/2009 submitted by the compmny Dia. Pro
Diagnostic BioProbes S.r.1. located in via Columella, 31 - 20128 Milano Italy C.F. and
P.1VA4 11924660159 ; '
WHEREAS this company paid the fees required by Ministerial Decree (D.M.) May 24, 2004;
HAVING REGARD (o the official deeds;
SI ATTESTA
ITIS ATTESTED

Cle la ditta Dia.Pro Diagnostic BioProbes S.r.1. con sede in via Columella, 31 - 20128
Milano Italia C.F. ¢ P.IVA 11924660159 ¢ il fabbricante e ha marcato CE, coms

dispositivi medici diagnostici in vitro, secondo le procedure previste dalla cirettiva

98/79/CE, 1 predotti:

That the Company Dia.Pro Diagnostic BioProbes S.r.] located in via Columella, 31 -
20128 Milano ltaly C.F. and P.1VA 11924660159 manufactured and affixed CE marking

as in vitro diagnostic medical devices, according to the Directive 98/79/EC, - the follorsing . LT
products: ‘ Dot e

LINEA EPATITE
CODICE PRODOTTO

v




SAG1.CE*

SAG1ULTRA.CE*

HBsAg One
HBsAg One Version ULTRA

SCONF.CE* HBsAg Confirmation
SAB.CE* HBsAb
BCAB.CE* HBc Ab
BCM.CE* HBc IgM
HBE.CIz* HBe Ag/Ab
AVAB.CE HAV Ab
AVM.CE HAV IgM
CVAB.CE* HCV Ab
CCONF.CE* HCV Ab Confirmation
CVM.CE * HCV igM
EVAB.CE HEV Ab
EVG.CE HEV igG
EVM.C= HEV IgM
DAG.C=* HDV Ag
DAB.CE* HDV Ab
DIM.CE* HDV igM
LINEA TORCH
CODICE PRODOTTO
HSVG.CE HSV1&2 IgG
HSVM.CE HSV1&2 igM
HSV1G.CE HSV 1 IgG
HSV1IM.CE HSV 1 IgM
HSV2G.CE HSV2 IgG
HSV2M.CE HSV2 igM
RUBG.CE RUB IgG
RUBM.CE RUB IgM
TOXOG.CE TOXO IgG
TOXOM.CE TOXO IgM
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.CEE H.Pylori IgA
HPM.CE H.Pylori IgM
HPAG.CE HP Ag
CRYAG.CE Cryptosporidium Ag




ENTAG.CE

Entamoeba Ag
GIAG.GE Giardia Ag
CAGA .CE HP CagA IgA
CAGG.CE HP CagA 1gG
COXBM.CE Coxakie B Virus IgM
MEAG.CE Measles Virus IgG
MEAM.CE Measles Virus IgM
VZVG.CE Varicella Zoster Virus IgG
VZVM.CE Varicella Zoster Virus IgM
MUMG CE Mumps Virus 1gG
MUMM.CE Mumps Virus IgM
BORG.CE Bordetella pertussis IgG
BORM.CE Bordetella pertussis IgM
BRUG.CE Brucella abortus IgG
BRUM.CE Brucella abortus igM
CORG.CE C.diphtheriae toxin 1gG
TETG.CE Tetanus toxin IgG
HPVG.CE Papilloma Virus igG
MENG.CE Meningitis 1gG
MYPA.CE M.pneumoniae IgA
MYPG.CE M.pneumoniae IgG
MYPM.CE M.pneumoniae IgM
DENG.CE Dengue Virus IgG
DENM.CE Dengue Virus IgM
SIAB.CE Syphilis Ab
SIM.CE. Syphilis IgM
TCAB.GE T.Cruzi Ab
MALAR.CE Malaria Ab
MTBG.CE M.Tuberculosis IgG
IVAB.CE* HIV Ab
IVCOMB.CE* HIV Abh&Ag
HTLVAB.CE* HTLV 1&lI Ab

I suddeti  prodotti, in base all’art. 4 della divettiva 98/79/CE, sono di libera circolazione c
possono essere mess; in commercio, in ltalia e in tutto il territorio dell’Unione Europea.

Si rilascia il presente attestato su richiesta dell’interessato per gli usi consentiti dalla legge e per
I’esportazione. '

The above mentioned products, according to the art. 4 of 98/79/EC directive, can freely circulate
aid can be conumercialized in ltaly and in the whole of the Furopean Union.

This certificate is issued on the interested compuny's request  according to the law and for
exporting.

II. DIRETTORE DELL’UFFICIO IV

([ott.ssa Giovanna Nistico,
A Oveeaa Aaao &

m.cu




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: (+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: +387 112832850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JNEKJIAPALIAA

JlonynonmucanusT Teomop MBanoB 3am¢upoB
(mpume umena)

B KAayecTBOTO cH Ha Ynpasutel, Ha ,,EJITA 90M* OO/, EUK (BYJICTAT) 130469816 , cpc
cenamIe ¥ agpec Ha ynpasienue rp. Codus, m.K. 1000, yu. ,Jynas“ 19, Bx. A, er.l, an.2,
yyacTHMK B OOIIECTBEHa IMOpBYKA C TIPCAMCT: SAocmaeka Ha OuaZHOCMUKYMU U
xoncymamueu 3a CIIHH, eupycnHu xenamumu B u C, cugunuc u opyzu CeKcyaino
npedasanu undexyuu no Hayuonanna npozpama 3a npeéeHyua u xoumpon na XHB u
ceKcyanno npedaganu undpexuyuu ¢ Penyonuxa Buazapua 2017-2020 2. 3a Hyxcoume Ha
cmpanama npes 2018 2.7,

JEK/JIAPHPAM, YE:

aKo 3a I/I3pa6OTBaHC Ha HSKOU TECTOBE HAMA HAJMYHA araparypa, HHe e mpeaoCTaBuM H me
noJaabpKaMe Takasa 3a BpEMETO, B KOCTO me ce I/I3pa6OTBaT caMO JOCTaBCHUTE OT Halla
CTpaHa TECTOBC.

Jarta: 14.05.2018 r. IIEKJIAPATOP: ... ,
I'p. Copus /I-p Teonop

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



EATA 90 M

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

Fax: (+ 359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 23226 95 Fax: +381 112832850
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

TEKJIAPAITUS

HNonynoanucanust Teogop Visanos 3ampupos

(mpume umena)
B Ka4yecTBOTO cH Ha Ynpasuren, Ha ,,EJITA 90M*“ OO/, EMK (BYJICTAT) 130469816 , cne
cejanuile U aapec Ha ynpasienue rp. Codus, m.x. 1000, yn. ,Jdysas“ 19, Bx. A, er.1, an.2,
YY4aCTHHK B OOIIeCTBEHA TMOpBYKa C NpeaMmeT ,/locmaéka HA OUAZHOCMUKYMU U
xoncymamueu 3a CIITHH, eupychu xenamumu B u C, cuuruc u opyzu cexcyanno
npedasanu ungexuyuu no Hauuonanna npozpama 3a npegenyua u konmpon na XHB u
cexcyanno npeoasanu ungexyuu 6 Penybonuxa Bvazapusa 2017-2020 2. 3a nyscoume Ha
cmpanama npes 2018 2.”,

HAEKTIAPHPAM, YE:

me noAabpKaMe 3a Hallma CMETKa HajlhdHaTa H3BLHrapaHIIMOHHA afnaparypa Ha KoATO me €
H3pa6OTBaT JOOCTaBAHUTE OT HAC TCCTOBE.

Hara: 14.05.2018 1. JEKJIAPATOP: »
I'p. Codus /1I-p Teonop 3amdupos — Ypasuren/
) I

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



FATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.1. 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: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax +387 112832 850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPALIMS

Honynoanucanust Teonop UBanos 3am¢upos
(mpume umena)

B Ka4eCTBOTO CH Ha Ympaaurel, Ha ,,EJITA 90M*“ O0J], EUK (BYJICTAT) 130469816 , cpe
Ceranie 1 anpec Ha ynpasienue rp. Cogus, n.x. 1000, yu. ,,Jlynas® 19, Bx. A, er.1, am.2 ,
YY4aCTHHK B OOWECTBEHa NOpBYKa ¢ Ipeamer,/ocmaséka Ha ouazHoCMuUKymu u
koncymamusu 3a CIIHH, eupycnu xenamumu B u C, cupunuc u opyzu CeKCyanHo
npeoasanu ungexyuu no Hayuonanna npozpama 3a npeseenyua u konmpon na XHUB u
CeKcyanto npedasanu undexyuu 6 Penyonuxa Bvazapus 2017-2020 2. 3a HyMcOume Ha
cmpanama npes 2018 2.”,

AEK/TAPHPAM, YE:

IIpeaoCTaBCHATA 3a Hamla CMETKa arnaparypa, Ha KOsTO IIe ce pa6OTI/I C JOCTABCHHUTE OT HAC
TECTOBE, LIC € C TEXHUYECKH napaMeTpH HE NO- HUCKHU OT TE3H HA ChIICCTBYBAIATA.

Hara: 14.05.2018 r.
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuasr "AkcaxkoB8";  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: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381 112832 850
Fax: (+3592) 9832211 Fax: +4021232 26 96 office @elta90ms.com

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

JIEKJIAPALIA

Honynoanucanust Teogop Wsanos 3ambupos

(mpume umena)
B KA4ECTBOTO CH Ha Ynpasurel, Ha ,,EJITA 90M*“ OOJl, EMK (BYJICTAT) 130469816 , crc
ceanuIne U aapec Ha ynpasnenue rp. Cobus, n.k. 1000, yn. ,Jdynas“ 19, Bx. A, er.l, an.2 ,
Yy4aCTHHK B OOLIeCTBEHa IOpbYka c mpeaMeT ,/Jocmaeka Ha OuUAZHOCMUKYMU U
xoncymamueu 3a CITHH, supycnu xenamumu B u C, cuguruc u opyzu cexcyaiuo
npedasanu ungexuyuu no Hayuonanna npozpama 3a npegenuus u konmpon na XHB u

cexcyanno npedasanu ungexyuu ¢ Penybnuxa Bvnzapusa 2017-2020 2. 3a Hys)coume Ha
cmpanama npes 2018 2.”,

JAEKIIAPHPAM, YE:

i€ OCHUIypHMM HporpaMHpaHe€TO Ha HaJIW4HaTa anaparypa 3a I/I3pa6OTBaHeTO nu
CHHXPOHHM3HUPAHETO HA JOCTABEHUTE OT HAaC TECTOBE.

Hara: 14.05.2018 1. JEKJIAPATOP: ..............
['p. Codus /I-p Teomop 3amby

IBAN (8 seB2): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duauan "AxcaxoB"; 1D No: BG 130 469 816



EATA 90 M

ELTA 90 Medical Research S.R.L.
Nr.22A, Nicolae G. Caramfil
Sector 1, Bucharest; ROMANIA
Tel: +4027 232 26 94

ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Belgrade; SERBIA
Phone: +381 11 2832 650

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 23226 95 Fax: +387 112832850
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

JEKIJTAPALIAA

JonynoanucanusaT Teoxop ViBanos 3amdupos
(mpume umeHa)

B Ka4eCTBOTO CM Ha Ympasurel, Ha ,,EJITA 90M*“ OOJI, EMK (BYJICTAT) 130469816 , cBC
ceflanuile U anpec Ha ynpasierue rp. Codus, m.x. 1000, yn. JyHas“ 19, Bx. A, er.1, an.2,
yYacTHMK B OOLIECTBEHA NOpBYKA C NpEAMET: ,/Jocmaska Ha OuazHOCMUKymu U
koncymamusu 3a CITHH, eupycnu xenamumu B u C, cuunuc u opyzu cexcyaino
npedasanu ungpexyuu no Hayuonanna npozpama 3a npeéeHyuUa U KOHMpoa Ha XUB u
cekcyanno npedasanu ungexyuu ¢ Penybnuxa bvnzapua 2017-2020 2. 3a Hysxcoume Ha
cmpanama npe3 2018 2.”,

HAEKJIAPHPAM, YE:

JnarsoctrkymMuTe 110 060cobernn nosuiun Ne 7 u Ne 8 ce odepupaTr KOMIIIEKCHO H Ca OT
€IUH TIPOU3BOJUTEI.

Jara: 14.05.2018 r.
I'p. Codus

L

IBAN (6 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢unuan 'Akcako8"; 1D No: BG 130 469 816



EATA 90 M

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

Fax: (+ 359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +40271 232 26 95 Fax:  +387 1712832 850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com

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

HNEKJIAPALIMA

Honynoanucanusat Teogop VBanoB 3amdpupoB

(mpume umena)
B KauecTBOTO cH Ha Ympasuren, Ha ,,EJITA 90M*“ OOJ], EMK (BYJICTAT) 130469816 , che
cenauile U aapec Ha ynpasienue rp. Copus, m.x. 1000, yu. ,Jynas“ 19, Bx. A, er.1, an.2 ,
YJaCTHHK B 0OOIIeCTBEHa MOpPBUYKA C IpeaMer ,/Jocmaska HaQ OUAZHOCMUKYMU U
koncymamueu 3a CIIHH, eupychu xenamumu B u C, cuguauc u opyzu cexkcyanro
npedasanu ungpexuyuu no Hayuonanna npozpama 3a npeeenyusa u xonmpon na XHB u
cexcyanno npedasanu ungexuyuu ¢ Penyonuxa bvnzapua 2017-2020 2. 3a nyxcoume Ha
cmpanama npe3 2018 2.”

JEK/IIAPHPAM, YE:
TecroBeTe no 060cobenu mozumuu Ne 7 u Ne 8 3a nuartocTuka Ha xematuT B e ca c

YyBCTBHTENIHOCT papHa Ha MaH mon 0,130 IU/ml moBBPXHOCTEH aHTHIEH HA Xe€matuT B u
crnenuUIHOCT He mo-Majka ot 99%

Jara: 14.05.2018 r. JEKJIAPATOP:
['p. Codus /O-p Teomop 3

T
IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uauan 'Akcaxo8"; 1D No: BG 130 469 816
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®UPMA ,,EJITA 90 M“ O0J
(Haumenoséanue na yuacmuuxa)

IEHOBO IPEJVIOKEHHUE

Jonynonnucauusttara R-p Teonop UBanoB 3ampupos
(mpume umena)

B Ka4ecTBOTO CH Ha YmpaBuTea 8/Ha ¢upma ,,EJITA 90 M“ OOJ], EMK (BYJICTAT)
130469816, crc cenanmmie U aapec Ha yIpaBieHHE rpax Codus, yiuna ,,[ynas, Nel9,
Bx.A, er.l, an.2, yyacTHHK B o0O6mmecTBeHa IIOpbYKa C npeaMer: ,,/[ocmaexka Ha
ouaznocmuxymu u koucymamusu 3a CITHH, eupycnu xenamumu B u G, cugunuc u opyzu
cekcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npesenyun u Konmpon na
XHB u cexcyanno npedasanu unpexuyuu e Peny6nuxa Bvazapun 2017-2020 2 3a
HyxucOoume Ha cmpanama npes 2018 2.”, exnioueama 44 obocobenu nozuyuu 3a
0bocobena/u nozuyus/u:

MNe 7 — Tecmose 3a nvpeuuna duaznocmura Ha xenamum B ELISA u
Ne 8 — Tecmose 3a nomevpoumenna duaznocmuxa nHa xenamum B

YBAXKAEMM JAMHU U TOCHIOJIA,
C HacrosmoTo Bu npecTaBsMe HaleTo MEHOBO PeAIOKEHHE 32 ydacTue B
obsBeraTa oT Bac mponenypa 3a Bp3narade Ha OGIIECTBEHATA IOPHUKA KAKTO CIIEIBA:

Enuandna uena mo o6ocobena nosuuus Ne 7 — Tecmoege 3a RBpEUYHA OUAZHOCMUKA Ha
xenamum B ELISA B pa3mep :
1.10 aB. (c10BOM eMH JIeB H fAeceT cToTHRKH) Ge3 JIC

¥ 1.32 J1B. (CJI0BOM €MH JIeB H TPHIECET M ABE CTOTHHKH) ¢ HAYHCJIEH JAC.
3a komnnexcro ogpepuparnume nozuyuy, ungpopmayuama 3a edunuunama YeHa ce nosmaps. moaKoea nomu,
KOJAIKOMO €a KOMNIEKCHO o¢j7epupanume nosuyuu.

Emvanuna nesa mo o6ocoGena nosunus N 8 — Tecmoege 3a HOMEBPOUMENHA OUAZHOCUKA
Ha xenamum B B pa3mep :

4.15 aB. (c;10BOM 4eTHPH JIeBa H MeTHaAeceT cToTHRKH) Ge3 JJIC

1 4.98 JIB. (C.;I0BOM Y€THPH JIeBa H [IeBETAECET H 0CEM CTOTHHKH) ¢ HAYHCICH AAC.
3a komnnexcro ogepupanume nosuyuy, unGopmMayuAMa 3a eOUHUIHAMA Yena ce nosmaps moaxoea nomu,
KOJIKOMO ¢cd KOMNJIEKCHO o¢epupauume nozuyuu.

O0ma KoMILIeKCHA OIeHKAa HA CAUHHYHHTE CTOMNHOCTH NpeacTaBiiBama 060p oT
CbOTBEeTHHTE €JHHHYHH CTOHHOCTH Ha OTACJIHHTE NO3HLIHH, KOHTO €€ IOCTABAT
KOMILJICEKCHO:

Ilonwrsa ce npu komnnexcro ogepupane na nosuyuu.
O61ara neHa 3a M3NBIHEHHE Ha BCHUKY AEHHOCTH OT TIpeaMeTa Ha 060cobeHnara TIO3MIINA €;

5.25 siB. (c;10BOM MeT JieBa H ABaJeCET U NeT cTOTHHKH) Ge3 JIIC

Ob1ara neHa 3a U3IbIHEHHE Ha BCHYKH JeHHOCTH OT NpeMeTa Ha 060c06eHaTa O3HITHS ¢
31 215.00 a8 (CTIOBOM TpHEeceT H eJHA XHJISAM [ABECTA M IETHAXECET JieBA M HYyJIa
crorunkn) 6e3 JIJIC

H HyJIa CTOTHHKHM) ¢ HauncieH JIJ[C.




Taka mnpemnoxeHWTe ILEHM BKIIOYBAaT BCHYKU pa3sXxoAd O KpaeH IMoJdydarTel:
CTOMHOCTTa Ha CTOKAaTa, OINAaKOBKa, 3aCTpaXxOBKa H TPAaHCIOPT A0 KpaeH NOJydartel, Mpu
CpOK Ha TOJHOCT HE MO-MaIbK OT 75 % (cememueceT M MET Ha CTO) OT OOABEHHS OT
NPOM3BOMHUTENS KBM JaTara Ha BCcgKa JOCTaBKa. B mpensokeHara IieHa ca BKIIOYEHH
IporpaMHpaHeTo Ha  HaldYHaTa  anaparypa, HOAAPBXKKaTa Ha  HaJIMYHaTa
M3BBHrapaHIIMOHHA allaparypa, Ha KOATO e ce u3paborBaT odepHpaHuTe TECTOBE, KaKTO H
o0yueHHe Ha IepcoHaa 3a paboTa ¢ TECTOBETE.

[HocoueHHTe €AMHUYHH [IEHH He MOMIEHKAT HA NMPOMAHA NPe3 1M CPOK Ha JICHCTBHE
Ha JIOrOBOpa 33 M3MBIHECHUE HA IOpPhYKaTa.

IIpennoxennTe LEHH ca ONpPEAENEHH NPH IBIHO CBHOTBETCTBHE C YCIOBHATA OT
JIOKYMEHTAlIUATA [0 IPOoLeAypara.

IIpy HECHOTBETCTBHE MEXIY IpPEeUIOKECHUTE €IMHMYHA M 00Ia IiCHa, BAJMIHA INE
6B€ eMMHAYHATA [IeHa Ha odepTara.

Ilpn HeCHOTBETCTBHE MEXKAY NpeIJIOKeHaTa II€Ha, H3NHCaHAa CJIOBOM M IIeHaTa,
1oCcoYeHa ¢ HUGpH, BATHIHA Iie Obe IeHaTa, I0COYEHa CII0BOM.

3agpKaBaMe ce, akKo HamaTa odepra Obae mpuera, [a H3IBIHAM H TpemageM
JIOTOBOPEHHUTE KOJNMYECTBA JEHHOCTH, CBITIACHO CPOKOBETE H YCIOBHATA, 3aJETHAIH B
JIOrOBOPA.

IIpu ycnoswme, de 6beM H30paHH 3a H3MBIHHTEN HA OOIMECTBEHATA OPBUKA, HHE CMe
CBITIACHH Ja NOXIHIIEM H NPEJOCTaBAM TapaHIMs 3a H3NbIHEHHE HA 3aJbIDKCHUATA IO
norosopa B pasmep Ha 3 % oT croitHocTTa MYy, 6€3 JIJIC B emHa 0T QOpMHTE IIOCOYEHH B 4L
111, an. 5 ot 30I1.

CMeTKara, 1o KosaTo e 6bAaT H3BbPIIBAHU pa3IUIalaHUATa 10 JOTOBOPa, ako OBIeM
ompeneneHH 3a H3ITBIHATE] Ha MOPhYKaTa.
Banka: ,, VYauKpeaur Bya6ank® AN,
IBAN BG 09 UNCR 9660 1037 9234 10, BIC UNCRBGSF.
Turynsp Ha cMetkarta: ,EJITA 90 M“ OO0/

3abesexka 1: 3a no3uIMUTE, KOUTO ce oepupaT KOMIUIEKCHO ce MpeAcTaBsd o0mo 1eHOBO
NpeNJIoXeHHe H ce OTOENA3BaT, KAKTO CAMHMIHMTEe W OOIIMTE LEHM 3a BCAKAa OTACTHA
nosmnus 6e3 u ¢ JIJIC, Taka u o0Ima koMIUteKcHa croifHoct 6e3 u ¢ JIJIC, npexcrasnsgaiia
c60p OT CBHOTBETHHTE OOIM CTOMHOCTM Ha OTAENHUTE IO3ULHMH, KOHTO C€ IOCTABST
KOMILJIEKCHO.

3abenexkixa 2: OOmara IeHa 3a U3MBIHEHHE Ha BCHYKH JEHHOCTH OT IpeaMera Ha
o6ocobeHaTa MMO3MIHSA CE€ H3YHC/IABA KAaTO NpPOM3BEACHHE Ha €AMHHYHATA IieHa H
KOJIMYECTBOTO.

3ageqaexka 3: Vuactuunure, perucrpupanu no JJIC, orbend3BarT HalMYHETO HA TaKaBa

perucTpanus.

Hara 14/05/2018
Nme u pamunus -p Teonop 3am¢upos

TToanuc Ha TALETO U 1eyar T L 2




