OBPA3EILl
TEXHHYECKO ITIPEJ/IOXEHHE

no obwecmeena nopvyuka c npeomem:

»/ocmaexa na ouaznocmuxymu u koncymamueu 3a CITHH, eupycrnu xenamumu B u C,
cugpunuc u opyzu cexcyanno npedasanu ungpexuyuu no Hayuonanna npozpama 3a npeeeHyuUA u
Konmpon na XHB u cexcyanno npedasarnu ungpexyuu ¢ Penyénuxa Bvnzapua 2017-2020 2. 3a
Hy)coume na cmpanama npe3 2018 2.”, no o6ocobena/u nosuyus/u Ne 42 - Tecmose 3a HIV
2EHOMUNUPaKe 3 OnpedeNAHe HA PE3UCMERMOCM KbM QHMUPEMPOSUPYCHU npenapamu,

Hacr OAIIOTO TEXHUYIECKO IIPCAJIOKEHHE € NOAZZIEHO OT:
EJITA 90M OO
/HaumeHosarue Ha yuacmmura/

Y IIOJINMCAHO OT: Teomop Uanos 3am¢pupos
/mpu umena/

B Ka4€CTBOTO My/HM Ha: Ynpasuren
/omncnocny

Cvovpocanue:

1. JIokyMeHT 3a ynmbIHOMOINABaHe, KOraTo JHIETO, KOETO MOfaBa odeprara, He € 3aKOHHHSAT
IIPEICTABUTE]I Ha YYAaCTHHKA,

2. IIpemoxeHue 3a M3MbIHEHHE HA HOPHUYKATA B CHOTBETCTBHE C TEXHHUESCKHTE cnenuduKanuu
M H3UCKBAHHATA HA Bb3JI0OKHUTEIS;

3. Jlexnapaums 3a cbriacHe ¢ Klay3uTe Ha NPUJIOKEHHS IPOEKT Ha JIOTOBOD;

4. [lexnapauus 3a cpoka Ha BaILAHOCT Ha OQepTaTa;

5. Opunmanau NOKYMEHTH, ONHCAHUS W/WIH O(MIHAIHY KATAJO3M HA IIPON3BOIUTENIS/UTE Ha
H3JIETUATA.

6. Jleknapanus, ¢ IPUIOKEHO H3BJeuenne oT Crucska no 4., 1.1, 6yksa "6" or Hapenbara 3a
ycioBHATa M pela 3a ChCTaBAHE HA CIHMCHK Ha MEOWIHMHCKUTE M3aemus mo wi. 30 or 3MHU u 3a
OMpeJeIIIHe Ha CTOHHOCTTA, JI0O KOATO T€ Ce 3aIUIAINAT, OT KOETO H3BJIEYeHHE € BHIHA MPOIaXHATA
IleHa o cMHChIa Ha § 1, T. 29a or 3MU, BBB Bpr3ka ¢ § 1, T. 4 ot JIP Ha Hapenbara, 3a Bcsxa
IIO3MIHs, 3a KOATO € oJaaeHa odepra;

7. 3aBepeHO KomHe Ha OQHUHANEH TOKYMEHT, M3JafeH OT HAJIL, or xoiito e BHIHO, ue 3a
ChOTBCTHOTO MEAMLHMHCKO H3JenHe HaMa peructpupand aaHad B UAJl w/mmu EUDAMED 3a
MHIUJICHTH/MOTCHIHATHN HHIMACHTH Ipe3 NOCAEIHHTE [BE TONWHH, KAKTO H ONoKupaHu MM
H3TETJICHH NMapTHIM OT CBHLIOTO MEAHIHMHCKO H3Jlee MIpe3 NocuenHuTe 2 rogunu. IIpencrasenus
noxymeHt oT MAJI cnexsa na 6wnae m3janeH Npead He IOBEYE OT €AHH Mecel OT MojaBaHe Ha
odeprta ot y4acTHHKA.;

8. Jlexnapauus, B KosATO Aa OBbAe MOCOYEHO MEAMLIHHCKOTO M3IEIHE 332 KOETO Ce y4acTBa H
KOHKPETHUAT 001UeCTBEH (POH Ha CHOTBETHATA AbPXKABa, 110 KOUTO ce 3aIuiama;

9. Moctpa 0603HayeHa 1O Ha4yuH, OT KOMTO 1@ € BHIHO HAa KOE IPEIIOKEHHE OTroBaps

(omnocumo 3a obocobenu nosuyuu Ne Ne 2 u 29);
10. 3aBepeno konue Ha BamuneH cepruduxar BJIC EN ISO 13485:2012 / ISO 9001:2012 win

NNO-HOB HJIH €KBHUBAJICHTEH, C 06XBaT CHITIACHO npeaMeTa Ha o0ocobeHara IIO3HIHA 3a KOSATO Ce
y4actBa, H31a1€H Ha UMETO Ha IIPOU3BOUTEIIS.

11. 3aBepeHo xonve Ha JeKiapanusTa 3a chOTBeTCTBHE ¢ JlupextuBa 98/79/EC, m3nanena ot
npousBomuTend U komue Ha EC ceprudmkar 3a chorBercrBre ¢ lupextuna 98/79/EC, uznaneH or
HOTHU(HIMPaH OpraH no cMuceiia Ha 3MU (omuocumo 3a nosuyuu NeNe 1, 2, 3, 4,5, 7,8 9, 11, 12,
13, 16,17, 18,19, 20, 21, 38u 41),;

12. 3aBepeHO KoOmHMe Ha JeKJIapalusaTa 3a CbOTBETCTBHE ¢ JlupekTuBa 98/79/EC s

IPOU3BOIMTENA (OmMHOCUMO 3a no3uyuu NeNel4, 15, 27, 34, 35, 36 u 37);
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13. Jleknapaius, 4ye AMarHOCTHKyMHUTe Iue Obaar B cboTHOmeEHHE 30% romemu kM 70%
MaJIKHM OINAKOBKH (OMHOCUMO 3a OudazHocmuxymume no obocobenu nosuyuu NeNe 1, 3, 7 u 15 3a
nwpeuuna ouaznocmuxa va CITHH, xenamum B, xenamum C u cugpunuc),

14. Jleknapanus, 4€¢ AHArHOCTUKYMHUTE Ca OKOMIUICKTOBAHHM ChC CHOTBETHHMS OpoH Iiaku

BpbXYeTa M BCHYKM TECTOBE, 32 M3IBIHECHHETO Ha KOHTO CE€ M3HCKBAT, 1€ OBAAT OKOMIIEKTOBAHM
ChC CHOTBETHHMS OpOif BpbX14eTa, ChoOpa3HO Opost Ha TECTOBETE (OMHOCUMO 3a OUAZHOCMUKYMUMeE no ~

o6ocobena nosuyus Ne 14 3a TIIXA),

15. Jlexnapaius, B KOATO € IOCOYEHO, Y€ ako 3a H3paboTBaHE HAa HSKOHM TECTOBE HAMA
HaJIM4HA anaparypa, e Ob/e npeacTaBeHa Takasa M 1ie ObAe MoAAbpKaHa 3a BPEMETO, B KOETO ce
u3paboTBaT TECTOBETE (6 NPUNOICUMUME CIYHAU)

16. Jlexnapaius, B KOATO € HOCOYEHO, Y€ e C€ MOAABpPXKAa 3a CMETKa Ha H3IBIHUTENA
HaJIM4HATA H3BBHTApaHIMOHHA amaparypa, Ha KOATO Iie ce H3paboTBaT TeCcTOBeTe (HalM4yHaTa
amaparypa e ChITIacHO IpuioxkeHHe Ne 2);

17. Jleknapanus, B KOATO € IOCOYEHO, Y€ INPEAOCTABEHATa 3a CMETKA HAa H3IBIHUTENA
amaparypa, Ha KOATO IIe ce pabOTH ¢ TECTOBETE Ile Ob€ ¢ TEXHUYECKH MAapaMETPH HE NO-HHUCKH OT
TE€3H Ha CHIIECTBYBAILATA (8 npusodcumMume cay4au),

18. [lexnapanusi, B KOATO € IOCOYEHO, Y€ M3MBIHHTENA M€ MpEeJOCTaBH amapar 3a
aBTOMaTHyHa ekcrpakiusg Ha PHK, ako 3a TectoBeTe 3a BUpPYyCEH TOBap ce M3MCKBA €KCTPaKIUs Ha
supycHa PHK (& npunoorcumume cayvau);

19. Jlexnapamus, B KOSTO € IIOCOYEHO, Ue M3IIBIHHTENS II¢ OCHIYDH MPOrPAMHPAHETO HA

HaJMYHATA anaparypa 3a H3paboTBaHETO H CHHXPOHH3UPAHETO Ha JOCTaBEHHTE TECTOBE;

20. Jlexnapamus, B KOSTO € IIOCOYEHO, Y€ JHArHOCTUKYMHTE 110 060cobeHa nosunus Ne 7 3a
nepBHYHa guarHocTuka Ha xematit B /HBsAg / - EJIM3A u oGocoGena mosumus Ne 8 3a
NOTBLpAMTENHA AuarHocTHka Ha HBsAg me Owaar odepupaHH KOMIUIEKCHO H INE €a OT €IMH
TIPOM3BOUTE (8 NPUNOJHCUMUME CAYHAU);

21. Jleknapauus, B KOSTO € IOCOYEHO, Ye TecTOBeTe Mo obocobeHa mo3mmms Ne 41 ca ¢
JyBCTBHUTEJIHOCT paBHAa WIM HO-BHCOKa OT 99%, cneum@uyHOCT paBHa WM MO-BHCOKa OT 96%.
TectoBeTe 3a MOTBBpAMTENHa auarHocTHka Ha XMB1/2 umHdekiua me ce H3NBIHABAT BBPXY
CTpHIIOBE HaTOBapeHH ¢ pekoMOuHaHTHM XVIB-1/2 anTurenu. PeareHTHTe B KUTA 1€ Ca FOTOBH 34
yrorpeba Ge3 mpenBapuTenHo paspexaane. Ilpomenypara 3a u3IbIHEHHWE € aBTOMaTH3HpaHa.
PesyrTarute 1e ce OTYHTAT Ype3 CKAHMPaHE H KOMIIOThPHA MpOrpama H Iie ce JOKYMEHTHpar Ha
XapTHEH HOCHTEI (8 NPUNOJICUMUME CIYHAY);

22. Jlexnapanusi, B KOATO € HOCOYEHO, Ye o 060cobena mo3uuus Ne 2 € 6bp3 Ka4eCTBEH TECT
33 OTKpHBAHE HA AHTUTENA CPelLly BHpyca NPHUMHABALI HMyHEH AeQHIHT y YOBeKa, THIoBe 1 u 2.
UyBCTBUTENHOCT paBHA WM MO-BHCOKa 0T 99%. CnenuduynocT paBHa MM MO-BHCOKa OT 98%.
Bp3MoxHOCT na OTkpuBa creuuduynn aHtH-XMB aHTHTEena B npoOH oT mepudepHa KpbB.
[Tponemypara 3a M3OBJIHCHHE fa HE M3MCKBA CIICHHANHO JaGOpaTopHO 06OpyBaHe 32 M3IILIHECHHUE
Ha TecTa (aBTOMATHYHHM IHUITCTH, HHKYOaTOp, MeHKbp U Ap.). TecToBeTe e ObAAT KOMILIEKTYBAHH C
AaBTOMATHYHH JIAHLIETH 3a B3eMaHe Ha poOu oT nepudepHa KpbB. Beudky peakTHBH 3a H3paboTBane
Ha mpobH OT wssia KpbB, IUIAa3Ma H CepyM lle ObJaT BKIIOYEHH B JMArHOCTHYHHS TECT-KHUT.
I[Tpoueaypara 3a H3MBbIHEHHE Ha TECTa HE HAJIBHINABA 5 MUHYTH. BpeMeTo 3a oTunTaHe Ha pe3yiTara
He HaaBumapa 20 MHHYTH OT MPHMKIIOYBaHE Ha MpoleAypara mo H3paboTBaHe Ha Tecra (6
npUNOdACUMUME CTYHAU),

23. Jleknapanus, B KOSTO € HOCOYEHO, Y€ TECTOBETE 3a ONpPEEAHE Ha BUPyceH ToBap Ha HIV
o 06ocoberna mo3unus Ne 38 1ie ce H3MTBIHABAT HAITBJIHO aBTOMATHYHO M L€ ca ¢ JOJHA I'paHHIa

Ha JeTeKuus 10 50 BUPYCHH KOITHS Ha MHJIUIIHTED.

24. Jleknapanus, B KOATO € MOCOYEHO, Ye TecToBeTe 1o 06ocobena mosuuus Ne 42 ca Ha
NPUHIHMIA Ha KamWIspHA Trel-eleKTpodopesa CEKBEHMpaHe [PH MHHHMATHO €IHOBPEMEHHO
3apesx/iane oT 6 IpoOH 3a U3CIICABAHE (6 HPUNOJCUMUME CILYHAU);

]




26. Jlexiapanus, B KOSTO € [IOCOYEHO, Ye TeCTOBETE 3a MbpBHYHa JuarHoctuka Ha CIIMH -
EJIN3A 1o ob6ocobena mo3uiys Ne 1 ca THII aHTHreH - aHTHT10. UyBCTBHTEIHOCTTA HA TECTa 3a
apTuTenara € 100%, cnenupuUHOCTTa He € Mo-HUCKa 0T 99%. UyBCTBUTENHOCTTa 32 JETEKIHUS Ha
XUB anrurena e mox 2 [U/m.

Jlata 14/ 05/ 2018 r.
Hme u pamuius Teomop 3amdupos

Tlognmuc Ha JTHIETO M TIEYUAT ceeerrriccennnrensocssnninnens
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OBPA3EIL]
EJITA 90M OO/]
(HaumeHo8aHUE HA YYACMHUKA)

MPEAJIOKEHUE 3A N3ITBJIHEHUE HA IIOPBUKATA

Honynoanucanust/ata Teonop MBanos 3ambupos

(mpume umena)
B KadecTBoTo cH Ha Ympasuren B/Ha EJITA 90M OOJ], EMK (BYJICTAT) 130469816, cuc
cepamume ¥ aapec Ha ymnpasienue rp. Codus, n.x. 1000, yn. ,Jynas“ 19, Bx. A, er. 1, am. 2,
Y4YaCTHHUK B O0IIECTBEHA OPBYKA C IIPEAMET:

w/Jdocmaexa na duaznocmuxymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc
u Opyzu cexcyanno npedasanu unpexyuu no Hayuonanna npozpama 3a npeseHyusa u KoHmpon
na XHB u cexcyanno npedasanu ungpexyuu ¢ Penyonuxa Bvazapua 2017-2020 2. 3a wyxcoume na
cmpanama npes 2018 2.”, no o6ocobena/u nozuyun/u Ne 42 - Tecmose 3a HIV 2zenomunupane 3a
onpedensaHe Ha pe3UCMERMOCH KbM GHMUPEmpPosUpyCcHu npenapamu jt

7

YBAXKAEMU JAMH U TOCIIOJA,

C HACTOSAIIOTO MPEACTABAME HAIIETO TEXHHYECKO MPEe/UIOKEHHE 32 H3ITbJIHEHHE HA 00EKTa Ha
obsBeHara ot Bac o6mecTBeHa IMOpHUKa.

NPEJJIOXEHHUE HA
KosmuuecTBO CTH
Ne HauxMeHOBaHHE NO cCHeHPHKALHSA Mspka 10 IMPOMU3BOJUTEJL,
) MAPKA, MOJAEJ
(KAT. Ne)

Tectose 3a HIV
TeHOTHNHPAHE 33
ompejessiHe HA PE3HCTEHTOCT

TectoBe 3a HIV reHoTunupane 3a KbM AHTHPETPOBHPYCHH

42 | ompenensHe Ha PE3UCTEHTOCT KbM bpoii 576 Abbo:lI[:;:::e [c,:;:r, Inc.:
AHTHPCTPOBHUPYCHH IIpENapaTH ViroSeq HIV-1 Gen’otypi,ng
system v2.0 kit;

Kart. Ne: 04J94-093;
48 TecTa/onak.

(Yuacmuuyume credéa da nonvanam zpaga , IIpeonosicenue Ha yuacmHuka: npouseooumen, Mapxa, Moden
(kam. Ne)“ camo 3a 060cobenume no3uyuu, 3a KOUMo yuacmeam)

Jexnapupame, 4e BCHUKH MEIMUHHCKH H3JEJHs, KOUTO HMAT CPOK Ha TOAHOCT, KbM JaraTa
Ha JOCTaBKa II€ OBIAT C OCTaThUEH CPOK HA TOAHOCT He Ho-MambK 0T 75% OT 0GsBeHHs OT

IIPOU3BOUTENS;
JlexnapupaMe, 4e MNpe[UlaraHHTE HM3JENHA I MpUTeXkaBal KbM MOMEHTa Ha J0CTaBKa

cepmtbmca"r 3a KQ4eCTBO OT MPOHU3BOJAMTEIIA, U3AAACH 3a BCSIKA OTC/IHA naprvaa,

IIPOU3BOJICTBCHHUSA CPOK Ha FOOHOCT.




JlexnapupaMe, dYe IHATHOCTHKYMHTE Ca TOCICJHO TIOKOJCHHE IO OTHOLIEHHE Ha
NOKa3aTe/IUTe 3a TyBCTBUTENHOCT, CHELHHIHOCT, HaAEKIHOCT ¥ BH3IPOH3BOJMMOCT KBM /aTaTa Ha
odepupane;

Jlex1apupaMe, 4e INe OCHTYpAM OOYUeHHE Ha NepcoHana 3a pabora C JOrOBOPHUPAHHTE
TECTOBE.

Hata 14/05/ 2018 r.
Hme u pamunus Teomop 3ambupos

Hoanuc Ha THLETO M IMEYAT  coveemmevecaccranennencanmsenenns .




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: +387 112832 850
Fax: (+359 2) 9832211 Fax: + 4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076
OBPA3EI]
JEKJIAPALIMSI 5
3a ChIJIACHEC C KIIAY3UTE HA TIIPHIIOXCHUS IMPOCKT HA A0roBop U/l/’)

Tonynoanucauust: Teonop Meanos 3amMbupos (mpume umena)
B KAY4ECTBOTO CH Ha yIpaBUTEN
(Onworcnocm)

Ha ,,EJITA 90M* OO0/ -

(HauMeHOBaHUe HA YYACMHUKQ)
Y4aCTHHMK B HpPOLEAYpa 3a Bb3jlarane Ha OOIICCTBEHA NMOPBYKA C IPCAMCT: wAocmaeka na
ouaznocmuxymu u koncymamueu 3a CITHH, eupycrnu xenamumu B u C, cughunuc u opyzu
cekcyanto npedasanu undexyuu no Hayuonanna npozpama 3a npeseHyus U KOHMpoa Ha
XHUB u cexcyanno npedasanu unpexuyuu ¢ Penybauxa bvneapua 2017-2020 2. 3a
Hyscoume na cmpanama npes 2018 2.7, gxnrousawia 44 06ocobenu nozuyuu 3a obocobena

nosuyun Ne 42,

AJEKJAPUPAMUYE:

3amo3HaT ChbM CBhC CBABPKAHHUETO Ha IIPOCKTA Ha JOOroBOpa M IpHEMaM yCJIOBHATA B
HETO.

JIATA: 14.05.2018 r. HOAIINC n
[TEYAT:

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



Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+ 359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+ 359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 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@elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076
OBPA3EI]
JTEKJIAPALHS A
3a CpoKa Ha BAJIMIHOCT Ha odepraTa e
D

Jonynoanucauust: Teonop Mpanos 3aMpupoB (mpume umena)
B KaUECTBOTO CH Ha yNpaBHTEN
(OnvacHocm)

na ,,EJITA 90M*“ O0[] -

(HAQUMEHOBAHUE HA YHACHHUKG)

yYaCTHMK B MpOLELypa 3a Bh3jlarane Ha oOIIECTBEHA MOPBYKA C NPEAMET: wlocmaexka Ha
ouaznocmurymu u koncymamueu 3a CIIHH, supycnu xenamumu B u C, cugpunuc u opyzu
ceKcyanto npedasanu unpexyuu no Hayuonanna npozpama 3a npeseHyun u KOKmMpon na
XHB u cexcyanno npedasanu undpexyuu 6 Penyonuxa buvnzapus 2017-2020 2. 3a
Hyncoume na cmpanama npes 2018 2.”, exnrousamia 44 060cobenu no3uyuu 3a o6ocobena
nosuyusa Ne 42,

ANEKJAPUPAMYUE:

CpokbT Ha BaNMIHOCT Ha HacTosllara opepra e 4 (ueTupH) Mecela, CYUTAHO OT
JaTaTa, KOSTO € MOCOYeHa 3a JaTa Ha NoJydaBaHe Ha opepTara M NPEICTaBlsiBa BPEMETO,
1pe3 KOeTo cMe 06BBP3aHH C YCIOBHSTA Ha PEICTABEHOTO OT HAC IPE/IIOKEHHUE.

JJATA: 14.05.2018 1. MOAINC n
ITEYAT:

/PWQ

IBAN (6 rc8a): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruas "Axcaxob’;  ID No: BG 130 469 816




VIROSEQ HIV-1 FTEHOTUMU3UPALLA CUCTEMA
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3a MH BUTPO AMATHOCTHYHA ynorpeda

Cucremara 3a reHoTunuaupane Ha Bupyca HIV-1 e npennasHavyeHa 3a U310J13BaHe
npu oTkpuBaHeTo Ha HIV reHOMHM MyTaliiy, KOUTO OCUTYPABAT Pe3UCTEHTHOCT KbM
crienu$UIHN BUAOBE AHTUPETPOBUPYCHHM JIEKAPCTBA, KATO TOMOL] IIPH
MOHMTOpHpaHe u jieueHue Ha HIV undexnus.

%I/IHCTDVKL[I/IPI 3a VHOTD66ai’|PE%n? HA MH®

AN3AIAH

CucreMara 3a reHotunusupane Ha ViroSeq HIV-1 Moxke fa ce n3mnosnssa 3a:
« OTKpuBaHe Ha BUpPyCHaTa pesucTeHTHOCT Ha HIV-1 noxrun B B nrasmenn

npo6u, cebpanu B EDTA ¢ BUpycHO HaTOBapBaHe, BapUpalllo 0T 2000 A0
750,000 Konus / mL

WZ



o T'enorun Ha nenua HIV-1 nporeaseH reH oT KOZOHH 1-99 U JiBe TPETH OT reHa Ha
obparHarta Tpanckpuntasa (RT) ot koyionu 1-335

Nuaaukanusa 3a ynorpeoda

Wuaukanuunte 3a ynorpeba 06XBaiar cyieJlHUTE MOy IallHK: \\x

o HWudextupanu ¢ HIV-1 uHAMBUAY DU HeycleX HA JieKapCcTBeHaTa Teparu (¢
TIOBUIIIEH BUPYCEH TOBAP) MIpeJU MPEBKIIOYBAHETO HA TEPANIUATA '

o HIV-1 undexTupanyu HHAUBUIY IPU TbPBOHAYAJIHO NIPE/ICTaBAHE NIpeU e
I'bPBOHAYAJIHATA JIeKapCTBEHA Tepanus )

ViroSeq Cucrema 3a reHOTHIIN3VIPaHE HA CHCTEMATa 332 FTeHOTUITH3HPaHe
Ha HIV-1 *

Sample
Preparation
Viral PCR Product Purified Capillary Genotype ¢
RNA Sequence Electrophoresis Resistance
Product

Workflow Time

3h 7h 5h 14-15h 1-2h

Hands-on Time

1.5-2h .75h 1.5h 1h ~15min/sample

* 3a 06paboTka Ha 12 Ipo6H OT reHeTHUHKTE aHanu3aTopu ABI Prism® 3100/3130
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MEPHA ETUHHLA MIOPBYKA # GTIN vAY aits OO rom
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48 tectoBe / Kommiekr ~ 04J94-093 00884999007475

48 TecToBe / komrutekr ~ 04J94-093  00884999007475

Tt



KomnaeKkT KoHCymaTUBM 33 CEKBEHUPAHE(GPR)

MEPHA ETIUHUIA IIOPBYKA # GTIN

96 TectoBe / Kommiekt ~ 04J94-92 00884999007468

96 TecroBe / Kommiekt  04J94-92 00884999007468

KomnnekrT 3a PCR npeuunucreaHe (Grr)

MEPHA EJHHULIA IIOPBUKA # GTIN W

96 TecroBe / kommiekt  04J94-73 00884999007420

96 TecroBe / kommiexkr  04J94-73 00884999007420
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CE Marked
For In Vitro Diagnostic Use

The ViroSeq HIV-1 Genotyping System is intended for use in detecting HIV genomic mutations that confer
resistance to specific types of antiretroviral drugs, as an aid in monitoring and treating HIV infection.

Q Instructions for Use
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DESCRIPTION e e

The ViroSeq HIV-1 Genotyping System can be used to:

+ Detect HIV-1 Subtype B viral resistance in plasma samples collected in EDTA with a viral load ranging
from 2000 to 750,000 copies/mL

« Genotype the entire HIV-1 protease gene from codons 1-99 and two-thirds of the reverse transcriptase
(RT) gene from codons 1-3 ,

Y4



Indication for Use

The indications for use encompass the following populations:

+ HIV-1infected individuals at drug therapy failure (with increased viral load) before therapy switch

+ HIV-1infected individuals at initial presentation, before initial drug therapy

ViroSeq HIV-1 Genotyping System Workflow*

Sample Cycle
Preparstion Sequencing

Viral PCR Product
RNA

Workflow Time

3h 7h 5h
Hands-on Time
1.5-2h .78h 1.5h

*For processing 12 samples on the ABI Prism® 3100/3130 Genetic Analyzers

DESIGN

ORDERING INFO

ViroSeq HIV-1 Genotyping System v2.0 (IVD)

UNIT ORDER # GTIN

{ . 48 Tests/Kit 04J94-093 00884999007475

¢ 1+ 48 Tests/Kit 04J94-093 00884999007475
PR S i O

Sequencing Consumables Kit (GPR)

UNIT ORDER # GTIN

¢ 1 96 Tests/Kit 04J94-92 00884999007468

« + 96 Tests/Kit 04J94-92 00884999007468

P ¢
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\liroSeqSoﬂware
Purified Caplllary Genotype & Drug
Sequence Electrophoresis =~ Resistance Report
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PCR Clean Up Kit (GPR)

UNIT ORDER # GTIN
. 96 Tests/Kit 04J94-73 00884999007420
. 1 96 Tests/Kit 04J94-73 00884999007420
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Onpepensa TepanuaTa — B Ha4anoTo

OcHoBaea ce Ha pesynTaTta ot YCTOVNMBOC’I’I’a OT Ha4ano

PanHo ViroSeq TecTBaHe: noflyyaBaHe Ha UHDOpMaLUs 3a PE3NCTETHOCTTa
—~ npeueHeTe HIV-1 wamose ¢ nekapcTBeHa pe3ncTeHTHOCT
-YBenuuyete BUpYCHa Cynpecus ¢ NpuuenHa Tepanus

[pomeHsa Tepanusita — Ha BpeMe

OcHoBaBa ce Ha pesynrarta oT yCTOW'WIBOCTTa no Bpeme Ha TepanuaTta

ViroSeq™ reHoTunupaHe: 3anassa Bucoka Gapuepara 3a BUpyCcHa Pe3UCTEHTHOCT
- 3amecrtsa “failing” nexapcTeata Aokavo 3anasea apyru
— Moaabpxa o1r0BOPa € KOMOUHALINA OT areHTy

PbkoBOAM TepanusaTa — HaBCAKbAE

OcHoeaBa ce Ha pesynrara ot yCTOI?NVIBOCTI’& 3a npasunHa TepanesTu4Ha cMecC

ViroSeq™ MUHUTOpYpaHe: ynpasnaBa Ballus OTroBOp KbM Tepanusta
— MNoAnbpKaHETO Ha TapreTHo TpeTupaHe 3a Aa ocTaHe edeKTUBHO
- Nopavpxa no-Huckm HIV-1 PHK HuBa

Mo3HaHWe OT BbTPE U HyXAa OT No-e(heKTUBHO YrpaBreHUe Ha BUPYCHUS TOBap.

- ) Abbott

A Pram:se for Li'e




ViroSeg™ HIV-1 NeHoTunupatllya cucrtema —
LAMNOCTHa cucTemMa 3a NbiHa yBepeHoCT

™.

Y, NI

YBepPEHOCT 03Ha4aBa reHOMHO NokpuTne J
ViroSeq™ HIV-1 TeHoTunupalla cuctema e UsAnocTHa cucrema 3a AeTekumns Ha MyTa_uv;M nokassawu

PE3UCTEHTHOCT KbM aHTUPEeTPOBUPYCHU NekapeTea. Cnep usonupaHe u obparHa TpaHckpunuus Ha HIV-1
RNA, TecTsT amnnudmumpa 1800 bp cparmenT nokpusauy 4acT ot C-TepMUHANHNS PEFUOH Ha gag rewa,

uenus Protease reH u koaohu 1— 335 Ha Reverse Transcriptase reH. NpubnuautenHo 1200 HykneoTuan
Ha TO3M amMIANKOH Ce CeKBEHMpaT N3NOoN3Baiikv ceaem npanimepa.

Ocnrypsisa pasiUMPEHO CEKBEHLMOHHO NOKPUTUE KOETO BKIOYBa Lienus Protease u RT koaoH 333

CekBeHUMOHHaTa TOUMHOCT Ce NOTBbLPXAABa Ype3 NPUnoKpueaiLn ce npaﬁmepw.

HanpepaHanarta BigDyee TepMUHATOPHO (hNyOPECLIEHTHA CEKBEHLIMOHHA TEXHOMNOIMA rapaKTUpa Hai-
[o6puTe BH3MOXKHN Pe3yNTaTh ¥ KAUecTBo

Mbnen Habop oT peakTusu e

W3onupaHe Ha PHK
RT-PCR & DNA konuuecTBeHo onpeaensiHe
Cycle sequencing

Enekrpodropesa

AHanus Ha gaHHuTe fﬁ:\_«p

leHoTynupal & pesncteTeH Aoknag Sy ‘;: .
AT

ViroSeq™ Hait-necHus workflow

Yckoperu npotokonu

KorTpona Ha KOHTaMUHaLus

Necen 3a ynotpeba copTyep, KOUTO aBTOMATUHHO NpeBpbLLA
CEKBEHLNOHHNTE AaHHWU B reHoTUNupalla uHdopmaums

Abbott GmbH & Co. KG
Abbott Diagnostics Europe
Max-Planck-Ring 2

65205 Wiesbaden

Tel. (+49) 6122 58 0

Fax (+49) 61 22 58 12 44
www.abbottdiagnostics.com

Abbott
- Molecular

AR2127/uk ViroSea~ HIV-1 Genotyping System 11/05/5



ViroSeg™ .

L

~

HIV-1 Genotyping Sysj[Jem

Choosing} therapy — at the beginning

Rely on resistance scoring right from the start

Early ViroSeq™ testing: establish your resistance profile score
- Assess the drug-resistant HIV-1 strains
- Maximize viral suppression with targeted therapy

Changing therapy — in time

Rely on resistance scoring throughout therapy

ViroSeq™ serial genctyping: keep your viral resistance barrier high
— Replace a “failing” drug while conserving others
— Maintain response with a combination of agents

Guiding therapy — throughout

Rely on resistance scoring for the right therapeutic mix

ViroSeg™ monitoring: manage your response to therapy

- Identify the emergence of drug resistant variants

- Develop a targeted treatment regimen more likely to remain effective
— Maintain lower HIV-1 RNA levels

Act on knowledge, insight, and need for the most effective viral management.

Abbott

A Promise for Life




ViroSeg™ HIV-1 Genotyping System —
complete system for complete confidence

\}“, 7

4

o

Confidence means genomic coverage

The ViroSeq™ HIV-1 Genotyping System is a complete system for detection of mutations
conferring resistance to antiretroviral drugs. Following isolation and reverse transcription of
the HIV-1 RNA, the assay amplifies an 1800 bp fragment that spans part of the C-terminal
region of gag, the entire Protease gene and codons 1-335 of the Reverse Transcriptase
gene. Approximately 1200 nucleotides of this amplicon are sequenced using seven primers.

Provides expanded sequence coverage that includes full Protease and RT codon 333

Sequence accuracy is confirmed by overlapping primers

Advanced BigDye® terminator fluorescent sequencing chemistry guarantees best possible
results and quality

Complete set of reagents oy

Sample preparation

RT-PCR & DNA quantification
Cycle sequencing
Electrophoresis

Data analysis

Genotype & resistance reporting

ViroSeg™ simplifies workflow

Streamlined protocols

Contamination contro!

Easy-to-use software converts sequencing data to
genotypic information automatically

Abbott GmbH & Co. KG
Abbott Diagnostics Europe
Max-Planck-Ring 2

65205 Wiesbaden
Tel. (+49) 6122580 AR Abbott
Fax (+49) 6122581244 e

Molecular

www.abbottdiagnostics.com

AR2127/uk ViroSeq™ HIV-1 Genotyping System 11/05/6
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. FLTA 90 Medical Science DOO
Tel.: (+ 359 2) 9839649, 9632209 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 +4021232 26 95 Fax: +381 112832 850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com

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

Jonynoanucauust Teonop MiBaHoB 3ambupos

(mpume umena)
B KaueCTBOTO CH Ha YTpasurel, Ha ,,EJITA 90M* 00J], EUK (BYJICTAT) 130469816 , cBe
ceanmlie ¥ axpec Ha ynpasnenue rp. Copus, IL.K. 1000, yn. ,Jynas“ 19, Bx. A, et.1, an.2,
yYacTHUK B OOILIECTBEHA TOPBUKA C MPEAMET: wJAdocmasxka na OuazZHOCMUKyMU U
koncymamueu 3a CITHH, éupycrhu xenamumu B u C, cugpunuc u opyzu cekcyaino
npedasanu ungexyuu no Hayuonanna npozpama 3a npeeeHuuz u xonumpon na XHUB u
CeKCyanHo npeoasanu uHdexuuu 6 Penyb6nuxa Bvazapua 2017-2020 2. 3a HydcOume Ha
cmpanama npes 2018 2.”,

JEKITTAPHPAM, YE:

OdepupanuTe METUIMHCKA HU3CIHA €A BKIIOUCHU B CIACHKA mo wi. 1, 1. 1, 6yksa "6" oT
Hapen6ara 3a yclOBUATa M Pefia 32 ChCTaBsiHE Ha CIHMCBK HA MEAMIIMHCKHTE U3Jenud Mo 4.
30a oT 3axoHa 3a MEANIUHCKHATE U3JE/IUA /3MW/ u 3a onpenensHe Ha CTOXHOCTTA, 0 KOSATO
Te ce 3alialliaT, | mpujiaraM U3BJICYCHHE OT Crucoka o wi. 1, T. 1, 6yksa "6" ot Hapenbara
3a YCNIOBHSATA M PeZia 3a ChCTaBAHE Ha CHUCHK HA MeIMIMHCKHTE u3aenus mo wi.30a ot 3MHA
¥ 3a ONpeJessHe Ha CTOHHOCTTA, KO KOATO T€ Ce 3aIlauiat, OT KOETO W3BJICUCHME € BHIHA
IpoaXKHaTa IeHa M0 CMHCHJIa Ha §1, 1. 29a or 3MU, BBEB BpB3Ka C §1, 7.4 or JIP Ha

Hapenbarta.
Jlata: 14.05.2018 r. JEKJIAPATOP:........ ¢
I'p. Codpus /I-p Teomop 3

~

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, puuaa "Akcako8"; 1D No: BG 130 469 816
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ENEKTPOHHA BA3A AAHHM HA MEMMLMHCKUTE H3JENKS,
PENVE/INKA BL/ITAPUSR ATINALLAHH C OBLIECTBEHU CPEACTBA

W3nunuuTenHa arewums no

nexapcreara
£ koTakTh NPOGWN HASARBATEN  of M3x0n () ykasanmasarasora g 3
HAYANO MEAVUWHCK U30ENUA WABAOHN N AOKYMEHTW HOPMATUBHA YPE[BA HOBWHW 1 CbOBUIEHWS
THpCEHE B CaltTA...
Tupcu B MEANLUNHCKN M3aeNus Twpcu B canta
nroouUn Hauano / MeanumHcky u3genns / MeanumnHcko usaenve
» Mpodwn Ha sasauren MEAWLWHCKO U3AENUE \/
» MeanunHcki uagenns OAHHM 3A 3ANUCA / INFORMATION FOR THE RECORD (/ B

7+ [annu 33 Mes. usgenvs

Homep Ha MeauumHcko uznenne / Number of medical device [Oata Ha ce3paeare / Creation date
P 3asBneHun 33 perucTpauns .

38830 07/05/2015 10:06

» Mpoduam
. Hara Ha dopmynap / Form date [ata wa 3anuc Ha MU / Record date MD
? Flpowsita ka napona 07/05/2015 10:02 07/05/2015 10:C6
Homep Ha 3asBuTen / Requestor number MNorpeburencko ume / Usermame
1263 user_IFZB17

Homep Ha dopmynsp / Number

45130

OAHHW 3A U3RENWUETO / INFORMATION FOR THE MEDICAL DEVICE

Tun upertudmkarop / Identity type WaexTudmkarop / Identity

Kog Ha u3genvwe B cnucuka / Medical device code

06A2V4846867615

OAHHW 3A NPON3BOAUTENS / IDENTIFICATION OF THE MANUFACTURER

Vime Ha nponasaanTens, meko / Manufacturer name, long
Abbott GmbH / Abbott GmbH

WMe Ha npouasoguTens, kpatko / Name of the manufacturer, short

: T BAPHOC
Bwa ko / Code type Kan / Code | @?MFM%"E&A)& :

pyro / Other 113824221
) Ha E. 1.

1Y o drtr e TR e v v

i
Bua Ha AokyMeHT / Document type e

%@EM.'

VAT Number / VAT Number

Koa Ha ctpanHata / Country code

DE

Fpaa / City Nowencki kog / Postal code
BucBaner-RenkerxaiM / Weisbaden-Delkenheim

Ynvua, Homep / Street, number Nowencka kytus / PO box
Jvue 33 koHTakT / Contact person TenegoH / Phone

Andreia Valter / Andreia Valter +40 21 529 30 16

®akc [ Fax E-mail / E-mait

andreia.vaiter@abbott.com

AAHHW 3A IMUETO, KOETO NYCKA U3AENNETO HA NA3APA / IDENTIFICATION OF THE PERSON PLACING THE
“SPRODUCT ON THE MARKET

VMe Ha nuuETO, KOeTOo Mycka U3aenMeTo Ha na3apa / Name of the person placing the product on the market

https://meddev.bda.bg/bg/my md_details/38830 11.5.2018 r.



ENTASO M OO / ELTASOM Lid.
Bua koa / Code type

EVIK / EIK

Kog Ha crpanaTa / Country code
BG

Kon +a obnact / Region code
SOF

Mpas / City

Codus [ Sofia

Ynuua, HoMep / Street, number

Nnue 38 koHTaxT / Contact person
PagocTH Pages / Radostin Radev

dakc / Fax

Page 2 of 4

Kaa / Code

130469816

ObLmna / Municipality
/

MouweHcku koa / Postal code

Nowetcka kyTus / PO box

Tenedon / Phone
02/9839649 »/%
. . ~ - .
E-maii / E-mait 3
mail / i v J
office@elta90.eu

OAHHW 3A THPrOBEUA HA EIPO / IDENTIFICATION OF THE WHOLESALER

MMe Ha Teproseua / Wholesaler name
ETTAS0 M OO/, / ELTA90M Ltd.

Bua koa / Code type

EWK / EIK

Koa Ha cTpaxaTa / Country code

BG

Koa Ha obnact / Region code

SOF

rpaa / City

Codmsa / Sofia

Ynuua, Homep / Street, number

Nunue 33 koxTakT / Contact person
PagocTud Pages / Radostin Radev

dakc / Fax

Homep Ha paspeLleHre 33 TbProsus Ha eapo ¢ MEAULIMHCKYM
napenus / Number of authorization/certificate for wholesale
trade with medical devices

IV-P-T/MU/050

Koa / Code

130469816

ObwwHa / Municipality
/

Touwercku koa / Postal code
NoweHcka kytna / PO box

TenedoH / Phone
02/9839649
E-mail / E-mail
office@elta90.eu

[aTa Ha paspeLIeHve 3a THPrOBKA Ha AP0 C MEAULINHCKN
vagenus / Date of authorization/certificate for wholesale trade
with medical devices

20/09/2007

OB MEAULIMHCKY BAHHW 3A U3OENUETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MeanUMHCKOTO uagenve / Category of the medical device

06 - Vi BUTPO AWarHoCcTuyHY usnenus / In vitro diagnostic devices

Puck knacvduratop / Risk clasification

L Ha g i,

BAPHG C
| OPUTHAAA

LSOO

PEaKTHBHM 11 NPOAYKTM OT PEAKTUBY, BRAKMUTENHO CLOTBETHUTE KanmBPaTopK 1 KOHTPOMHK MaTepuany 33 OTKPUBAHE,

NOTBLPXAABAHE 1 KONMUECTBEHO ONPEABNSHE Ha YOBELLKW NPoBK OT Mapxepu Ha uhdexummn Ha HIV (HIV 1 u / Reagents and

reagent preducts, including related calibrators and control materials, for the detection, confirmation and quantification in human

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

Paznn / Various

Tun koa / Code type

GMDN

FenepuyHa rpyna / Generic group

/

Wme / Name

https://meddev.bda.bg/bg/my_md_details/38830

CroiiHoct Ha kop / Code value
48468

Moaen / Model

/

ANTEPHATMBHO MMe / Alternative name

/

11.5.2018 r.
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ViroSeq HIV-1 Genotyping system v.2.0 kit / ViroSeq HIV-1
Genotyping system v.2.0 kit

ONUCAHWE HA MEAULMHCKOTO W3AE/ME / DESCRIPTION OF THE MEDICAL DEVICE

Cuvcras / Ingredient Bua Ha maTepuana / Material type
/
Bpoit uanenvs B eaHa onakoska / Number in one package lonemuHa / Volume
/
Pasmep / Size Terno / Weight
/ /

Cneuuduunn oaHavenmns / Specific indications
/

XapakTepucTvku / Characteristics

[ CrepunHocT / Sterility

[ Vamepsaw / Measuring

[ NexapcTeeno sewectso / Drug substance

[ MaTepuan oT XWBOTUHCKY NPonaxoa / Material of animal origin

L OomMawwHo npeanucanmne / Domestic prescription
" BonHuaHo npeanucanue / Hospital prescription

MPEAHA3SHAUYEHO AEMCTBUE, ONPEAENEHO OT NMPOW3BOAMTENS / INTENDED ACTION BY THE MANUFACTURER

MpepHazHauenue / PUrpose YenoBus Ha cbxpaHeHue / Storage conditions

Tectose 33 HIV reroTunvpane 3a onpeaensiHe Ha /
PE3MCTEHTHOCT KbM BHTUPETPOBMPYCHI NpenapaTy / Kit for HIV
genotyping for detection of resistance to anitretroviral drugs

ynorpeba / Usage Apyrm [ Others
EarokpaTHa ynoTpeba / Single use /

Karanoxen HoMep / Number in catalog

NPUHAANBKHOCTW, KOHCYMATUBW / ACCESSORIES, CONSUMABLES

. i
[ MprUHapNexHOCTH, KOHCYMaTUBH [ Accessories, consumables

OBLUY THPrOBCKW [IAHHW / GENERAL TRADE INFORMATION

HoMep Ha pervcTpaums 8 AN unu yeeaomnenne 40 WAN / [lata Ha peructpaums 8 VAN unmn yeeaomneHne Ao UAN / BDA
BDA registration number registration date

[ata Ha nyckaHe Ha nasapa B Penybnvka Bbarapus /Release  [laTa Ha NpexpaTsaeae Ha pa3pelueHne/yaoCToBEpeHIe 3a
date for the market in Republic Bulgaria THPrOBMS € MEANUMHCKY n3aenmst | Date of termination of the
permit / certificate of trade in medical devices

NponaxHa ueHa ¢ AAC (BGN) / Selling price with VAT (BGN) NpoaaxHa uexa ¢ AAC (EUR) / Selling price with VAT (EUR)

40000.00 20000.00

Homep Ha CE ceptuukar / CE certificate number [lata Ha uatnuare Ha CE cepw

20469 expiration date

17/01/2016

Benuki npasa 3anaszeqn © 2018 V3NBIHUTENHA ATEHLMA MO JNEKAPCTBATA

BGOS1PO001-6.2.14 "Cb3aaBaHe Ha enekTporHa 633a A3HHW Ha MEAWLIMHCKN U3AE/INS, 33NNaLLAHA C oBLIeCTBEHY CPeacTBa”
MpOEKTLT Ce OCBLIECTBABA C PUHAHCOBATA NOAKPENE HB OnepaTusHa Mporpama "PaseuTne Ha YoBewKu pecypeu”, Co@UHaHCUPana oT
Esponelickus coumnanen dona Ha Esponeiickus Cui03

https://meddev.bda.bg/bg/my_md_details/38830 ' 11.5.2018 r.
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PENYBJ/IUKA BBZIrAPUA

» N3nwnHuTenHa arewuus no nekapcreara

REPUBLIC OF BULGARIA
Bulgarian Drug Agency

J0
J-P TEQOJIOP 3AM®HUPOB
VIIPABUTEJI

»EJITA 90M” 0O/

PAVIOH OBOPUIIE

VI ,AYHAB” N 19, BX. A, ET.1, AIL2
1000 CO®US

Ha Bam Ne 43/13.04.2018 r.
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OTHOCHO: Hckane ¢ Bx. Ne IAL-15559/1 3.04.2018 3a npenocraesue Ha HHpOpManus 3a
PETHCTPHPaHM NaHHH B M3NbIHATENHATA areHuus no nexapcrea (MAJI) n EUDAMED 3a
MHLHIEHTH/TIOTEHIHATHH HHUMAEHTH C MeTHLMHCKHI H3JIEIAs, KaKTO H 3a GIIOKHpaHu wiy

H3TETTICHN NapTUAN

YBAXAEMM J-P 3AM®HUPOB,

B otroBop na Bamre uckane ¢ ropenoco4yenus Homep Bu yBenomssam crnennoto:

Ilpu manpaBeHa cnpaeka kbM gata 20.04.2018r. C¢ YCTAaHOBH, Y€ Npe3 MOCHEAHHTE
Ase roquau B MAJI u 8 EUDAMED Hama PETHCTPUPAHHU aHHH 3a HHIMAECHTH/MOTEHIMANHH
WHLMICHTH, KaKTO A 32 ONIOKMPAHH MM H3TETNeHH NApTHIM 3a u30poennTe B Tabnuuara no-
AOIy MEAMIIHHCKH H3EIHS C IOCOYEHHUTE KATaloXHH HOMepa:

Chuchbk Ha MEAHIHHCKHTE H3eJIUA

Thproscko HanMeHoBaHHe Ha NpoayKTa Kar. Homep IIponsBoauTen
INNO-LIA HCV Score 80538 Fujirebio Europe N.V._,
benrus
INNO-LIA HIV VII Score 80540 Fujirebio Europe N.V .,
benrus
ViroSeq HIV-1 Gentyping system v2.0 kit 4J94-93 Abbott Molecular Inc.,
CALl
AmpliSens Chlamydia trachomatis-FRT PCR kit R-B1-F /RG, iQ/- | Federal Budget Institute
CE of Science “Central
Research Institute for
Epidemiology”; Pycus
AmpliSens Neisseria gonorrhoeae-screen-FRT PCR kit | R-B5 1-F /RG, Federal Budget Institute
iQ/-CE of Science “Central
Research Institute for
Epidesat ”; Pycus
C yBaxennue,
AOL. ACEHA CTOMMEHOBA, 1@
Hsnvanumenen oupexmop
/

Codus 1303, yn. flamsau Mpyes N2 8, Ten.: (02) 8903 555, dakc: (
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: +
e-mail: bda@b
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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 +40271 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

JIEKJIAPALIUS
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Honynoanucanust Teomop Usanos 3amdupos
(mpume umena) -

B KaYeCTBOTO CH Ha YmpaBuTel, Ha ,,EJITA 90M* 001, EMK (BYJICTAT) 130469816 , che
Ceramiiie 1 anpec Ha ynpasnenue rp. Codus, m.x. 1000, yir. »HyHaB* 19, Bx. A, er.1, an.2 ,
YY4aCTHHK B OOlUeCTBEHA TNOphYKAa C npeaMer: ,JlocTaBka Ha AHATHOCTHKYMH M
koncymatusd 3a CITMH, supycHu xematutu B u C, CHPUIMC M ApYrd ceKcyanmo
npexasann HHGpexuun no Haumonaana nporpama 3a NpeBeHUUs H KOHTPoa na XUB u
CeKCyanno npenasanu unpexkuuu B Peny6auxa Buarapus 2017-2020 r. 3a HYKIHTE HA
cTpaHaTa npe3 2018 r.”,

HAEK/IAPHPAM, YE:

OowmecTBeH ¢ponp AbpxaBa
H30K bearapus

Jara: 14.05.2018 r.
I'p. Codus

IBAN (8 reba): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duauan "AkcakoB”; 1D No: BG 130 469 816
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Ipesoa ot AHIIMHCKY e3uK

CEPTU®UKAT 3A PETMCTPALIUSA

Abbott Molecular Inc. S,

1300 East Touhy Avenue , ,;:/7
Des Plaines IL 60018 L
CAll '

UL LLC ® (UL) u3naBa HacTosiwus cepruduKaT Ha KOMNaHMATA, NOCOYeHa 110-1011y, Cile]l OUeHKa Ha
HelHaTa cHCTeMa 3a KauecTBO H Cllea KaTto e YCTaHOBEHO, Y€ TS € B CbOTBETCTBHE ¢

1SO 13485:2016
EN ISO 13485:2016

[Tpoektnpane, paspaGoTka W npou3BOACTBO Ha PEAKTHBH 338 HH BUTPO ANMArHOCTHKA, TECTOBH KHTOBE,
anapati u codpryep. Uncranupane u cepsusno obcnyxsane Ha anapati u codryep 3a uy BHTPO
Auarnoctika. [lpoekTupane ¥ npousBoacTBO Ha CTCpHAHK Tamnonu. Jluctpubyuns Ha anaparu,
codTyep, peakTHBH M TECTOBH KHTOBE 3a HH BUTPO AHArHOCTHKA.

C RombIHUTENHN MECTONONONEHNS Ha 0BeKTH, n36poenn B MNpunoxenne 1 ot 1:

Havano na
Homep Ha nokymenta: A14808 CePTUOHKAUHOHHUS LIMKDB: 16 nexemspu 2017 r.
Ceprudmrar Ne: 11873023 PDWS Bunaor: 16 nexemspn 2017 r.
Bannmen no: 15 nexemspu 2020 r.

Otopu3supaH ot:
/noonuc, ne ce ueme/
Maiiksa [Lx. Yunanep, P.E.

UKAS Mennmxsp - MnoGanuu peryaaTopun yeayru
el M3TbKHAT YJIEH HAa TEXHHYECKHA NePCoHal Banuampaiite cepridukara
8426 UL Life and Health Sciences TyK
UL LLC

Ta3n peructpauna Ha cucTeMara 3a KAMECTBO € BKIONCHI 8 Hupckropuata wa peructpupainre dupmu na UL » ce npuara 3a
NPCAOCTABRHETO HA CTOKHTE W/MAH YCNYTHTE, KAKTO Ca NOCOMEHH B OOXBaTa Ha pericTpaing, or aapecalts, nocodeH/u no-rope. C
L H3NABAIICTO HA TO3H CEPTHRMKAT KOMNAHMATA 3aNBABA, 4e LLe NOLOLPAKA CBOSTA PEIUCTPAUMA B CHLOTBETCTBAE C NPHAMKHMHTE
w A M3HCKBaHKA. HacTosuAT ceprudmkar ve Moxe 1a ce NpEOTCTLNBA H OcTasa npuTekate va UL LLC.

UL LLC
333, Hdmurcren poyn
Hopt6pyk, IL 60062-2096 CALLL

UL w nororo #a UL ca Tuproeckn Mapkn Ha Underwriters Laboratories Inc.© 2011.

ey




CEPTUDPUKAT 3A PETUCTPALINA

Abbott Molecular Inc.

1300 East Touhy Avenue
Des Plaines IL 60018

CALl }/ L

S5
Ipunoxenue 1 ot 1 U
BrouuleH obekr 1 1800 Brummel Avenue. ~
Ha ajpec: Elk Grove Village, IL 60067 CALL
Hspbpuieate Ha Crnaaupane
AeAHoCT:
BroHinex obexr 2 1350 East Touhy Avenue
Ha aapec: Des Plaines, IL 60018 CALL
HssbpuiBane Ha IMponaxOu 1 4oBeLIKK pecypcH.
JeHHOCT:
TpounssoacTsen 100 Abbott Park Road
obekT 1 e Ha aapec: crpaga APO1A, crpaga APO1A, oduc LL 16

Abbott Park, IL 60064 CAIL]
H3sbpluBane Ha CucTema 3a KauecTso 3a KHTOBE 32 TECTOBE 33 MH BUTPO JAMArHOCTHKA
JefHocT:
Hauano na

Homep na nokymenTa: A 14808 CepTHHNKALHOHHHUSA UMKDB: 16 nexemBpu 2017 r.
Ceprudukar Ne: 11873023.PDWS Beunaor: 16 nexemspu 2017 r.

Banugen no: 15 mekempn 2020 T.

Tasu perucTpauns Ha CHCTEMATa 3a KaueCTBO ¢ BKAOMEHa B JIMpEKTOpHATa Ha perucipupanute dupmu va UL » ce npunara 3a
NPEAOCTABAHETO 112 CTOKHTE M/HAM YCRYTHTE, KAKTO Ca MOCOMCHH B 00XBATa Ha PEruCTpaums, OT aipeca/n, nocouen/n no-rope. C
M31aBaHETO HA TO3W CEPTHOUKAT KOMNAHHATA 3a9BABA, Y€ LIC NOMALPXKAE CBOATE PETMCTPAUMA B CHOTBCTCTBHE C NPHAGKHMHTE
WIHCKBaiNg. HacToamuaT ceprudimxar iie MOXKE a ce NPEeOTCTbIBA H 0CTaBa npuTexkanne sa UL LLC.

UL LLC
333, INdunrcren poya
Hoptbpyx, 1L 60062-2096 CALL

UL u noroto wa UL ca Tbproacku mapku na Underwriters Laboratories Inc.© 2011,

00-MB-50043 uaa. 13.0

[Toanucanata, Kpucruna bBpatoiiyesa, ynoctoBepsieaM BEPHOCTTa Ha H3BLPLIEHHS OT MEH NPEBOI OT aHTJINICKH Ha
OBArapcKH e3nK Ha NpHIoKEHUs JOKYMEHT. [IpeBoabT ce CbCTOM OT 2 CTpaHHUM.

Ipesonau:

Kpuctuna bpatoiiuesa




CERTIFICATE OF REGISTRATION

Abbott Molecular Inc. 17

1300 East Touhy Avenue o
Des Plaines, IL 60018 United States ) ()

»_4-‘
UL LLC® (UL) issues this certificate to the Firm named above, after assessing the Firm's quality
system and finding it in compliance with

ISO 13485:2016
EN ISO 13485:2016

‘ The design, development and manufacture of in vitro diagnostic reagents, test
kits, instruments and software. The installation and servicing of in vitro diagnostic
instruments and software. The design and manufacture of sterile swabs. The
distribution of in vitro diagnostics instruments, software, reagents and test kits.

With additional locations listed on Addendum 1 of 1

, Cycle Start Date December 16, 2017
File Number  A14808 Effective Date December 16, 2017
Certificate No. 11873023.PDWS Expiry Date December 15, 2020

Authorized by

g

Michael J. Windler, P.E. st

‘ Manager of Global Regulatory Service Validate Certificate:
Distinguished Member of the Technical Staff
UL Life and Health Sciences here
ULLLC

This quality system registration is included in UL's Directory of Registered Firms and applies to the provision of goods and/or services
as specified in the scope of registration from the address(es) shown above. By issuance of this certificate the firm represents that it will
maintain its registration in accordance with the applicable requirements. This certificate is not transferable and remains the property of
UL LLC.

P e

00-MB-50043 Issue 13.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2011.

e /



CERTIFICATE OF REGISTRATION

Abbott Molecular Inc. %
1300 East Touhy Avenue Ve
Des Plaines, IL 60018 United States 0
y

Addendum 1of 1
Offsite Site 1 1800 Brummel Avenue
located at: Elk Grove Village, iL 60067 United States

’ Performing: Warehousing
Offsite Site 2 1350 East Touhy Avenue
located at: Des Plaines, IL 60018 United States

Performing: Sales and human resources.

Manufacturing Site 1 100 Abbott Park Road
located at: Building AP01A, Building AP01A, Room LL 16
’ Abbott Park, IL 60064 United States

Performing: QC testing of in vitro diagnostic test kits

) Cycle Start Date December 16, 2017
File Number  A14808 Effective Date December 16, 2017
Certificate No. 11873023.PDWS Expiry Date December 15, 2020

This quality system registration is included in UL's Directory of Registered Firms and applies to the provision of goods and/or services
as specified in the scope of registration from the address(es) shown above. By issuance of this certificate the firm represents that it will
maintain its registration in accordance with the applicable requirements. This certificate is not transferable and remains the property of
UL LLC.

UL LLC
333 Pfingsten Road
Northbrook, IL 60062-2096 USA

00-MB-50043 Issue 13.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2011.
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.1. ELTA 90 Medical Science DOO

Tel.: (+359 2) 9839649, 9632209 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 +40271 232 26 95 Fax: +381 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

5 \\Qy\
/,/’
ey,

TIEKJIAPAILIUAS B (lx

J

Homynoanucanusat Teonop MBanos 3amdupos
(mpume umena)

B KQUeCTBOTO CH Ha Ympasuren, Ha ,,EJITA 90M*“ OOJ], EUK (BYJICTAT) 130469816 , che
cefanuile u anpec Ha ynpasienue rp. Codus, n.x. 1000, yn. ,Jynas“ 19, Bx. A, er.1, an.2 ,
YYaCTHHK B OOINeCTBeHa MOpBYKa C mpeamer: ,/Jocmaséka Ha OuazHocmukymu u
koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cuguauc u opyzu cexcyanno
npedasanu ungexuyuu no Hayuonanna npozpama 3a npesenyus u xkonmpon na XHB u
cekcyanno npedasanu ungexyuu ¢ Penybauxa Bvneapus 2017-2020 2. 3a nyscoume na
cmpanama npes 2018 2.”,

HAEKTTAPUPAM, YE:

akKo 3a I/13pa6OTBaHC Ha HJIKOH TECTOBE HsAMAa HAJIMYHA araparypa, HHC IIC NPEAOCTaBUM H I1ie
noaabpXXaMe TakaBa 3a BpPEMETO, B KOCTO IUE CE I/I3pa6OTBaT CaMO0 JOCTAaBCHUTE OT Hala

CTpaHa TEeCTOBE.
Hata: 14.05.2018 r. JAEKJIAPATOP: .............
I'p. Codus /I0-p Teonop 3amdrpad-gH }

{

o |

(74

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usruan "Axcaxko8";  ID No: BG 130 469 816



‘90 M

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

¥ ,

/“.

JIEKJIAPAITUS ~

Honynoanucanust Teonop ViBanoB 3ambupos
(mpume umena)

B KaQYeCTBOTO CH Ha Ymnpasuren, Ha ,,EJITA 90M*“ O0]J], EUK (BYJICTAT) 130469816 , cxec
celaymie M anpec Ha ynpasnenue rp. Codus, m.k. 1000, yn. ,Jdynas“ 19, Bx. A, er.1, an.2 ,
YY4aCTHHK B OOIIECTBEHA INOpbYKa ¢ npeaMer ,/Jocmaska Ha OuazHOCMUKYMU u
koucymamueu 3a CITHH, eupycnu xenamumu B u C, cuguauc u Opyzu cexcyanno
npedasanu unpexyuu no Hayuonanua npozpama 3a npeeeHuua u xKowmpon na XHB u
cexcyanno npeoasanu ungpexyuu 6 Penybnuxa Bwvazapusa 2017-2020 z. 3a nyacoume na
cmpanama npe3 2018 2.”,

JEKJIAPHPAM, YE:

Ie NoAABPIKaME 3a Halllda CMETKA HajlMYHaTa U3BbHrapaHlHOHHA aliapatypa Ha KOATO IIE Ce
I/I3pa6OTBaT JOCTaBAHUTEC OT HAC TCCTOBC.

JlaTta: 14.05.2018 r. JAEKJIAPATOP:
I'p. Codus

iy &

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruar "Axcako8”;  ID No: BG 130 469 816




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

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

Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax:  +387 112832 850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEEKJIAPALIAS o

Honymonnucanusit Teomop MBaros 3ampupos

(mpume umena)
B Ka4eCTBOTO CH Ha Ympasutel, Ha ,,EJITA 90M“ OOJ, EUK (BYJICTAT) 130469816 , cue
CClaMuIle ¥ aapec Ha ynpasnenue rp. Codus, m.x. 1000, yn. ,,Jlynas® 19, Bx. A, er.1, an.2 s
y4aCTHHK B oOllecTBeHa nOpvYka c npeaMert,Jocmaska Ha ouazHocmukymu u
koncymamueu 3a CITHH, supycnu xenamumu B u C, cugpunuc u opyzu cexcyanno
npedaganu ungpexyuu no Hayuonanna npozpama 3a npesenyusa u koumpon na XHB u
CeKCyanno npedasanu unghexyuu ¢ Penybruxa Bvneapua 2017-2020 2. 3a uyscoume na
cmpanama npes 2018 2.”,

AEKTTAPHPAM, YE:

IIpeaoCTaBeHaTa 3a Hallla CMETKa araparypa, Ha KoATO Iie ce paGOTI/I C IOCTaBCHHUTE OT Hac
TECTOBE, IIC € C TCXHUYECKH IMapaMeTpH HE NO- HUCKH OT TE€3H Ha ChUICCTBYBANIIATA.

Hara: 14.05.2018 r. ”
I'p. Codus /11-p Teonop 3amdupds + Yipapuren/

Bl _,

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruas "Akcaxo8';  ID No: BG 130 469 816



ATA 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 Dunay Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+3592) 9839649, 9832209 +4021 232 26 95 FaX +387 112832 850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com

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

JEKJIAPAIUS : (?

Honynoanucauusr Teonop Wanos 3ampupos
(mpume umena)

B Ka4€CTBOTO CH Ha Ynpasuten, na »EJITA 90M* 00/Jl, EUK (BYJICTAT) 130469816 , CBC
CCNAMIIE K apec Ha ypaBlieHue rp. Codus, m.x. 1000, ya. ., Jlynas“ 19, Bx. A, er.l, an.2 |
Y9aCTHHK B OOLIECTBEHa mOpBYKa c npeamer ,,/locmaeka na ouaznocmuxymu u
Koncymamusu 3a CIIHH, supycnu xenamumuy B u C, cupuauc u opyzu cexcyanno
npedasanu ungpexyuu no Hayuonanna hpozpama 3a npeeenyus u Konmpon na XUB u
CEKCYanno npedasanu ungexyuu ¢ Penybnuxa Bvazapus 2017-2020 2. 3a HyyucOume na
cmpanama npes 2018 2.”,

AEKTTAPHPAM, YE:

e OCHI'YPHM Iipor PaMHpaHeTO Ha HaJlMyHara anapatypa 3a I/I3p360TBaHCTO Hu
CHHXpOHPI3HpaHeTO Ha 10CTaBEHHUTE OT HAC TECTOBE.

Hara: 14.05.2018 1. JEKJIAPATOP: ...
I'p. Codus /J1-p Teomop 3am@upos — Ypasuren/

IBAN (8 neBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duiian "AxcawnRi. i aie- me —an -



ATA 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: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+3592) 9639649, 9832209 +4021 232 26 95 Fax: 4387172832 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

A

JIEKJIAPALIMST

Honynonnucanusr Teomop Upauos 3ampupos
(mpume umena)

B Ka4€CTBOTO CH Ha Ynpasuren, Ha ,,EJITA 90M“ O0/Jl, EUK (BYJICTAT) 130469816 , CBC
CEMIAITMINE U ajipec Ha yNpaBlIeHHUE Tp. Codus, m.x. 1000, ya. »HyHaB“ 19, Bx. A, er.1, an.2 ,
Y9aCTHHK B OOLIeCTBEHA mHOpbYKa c npeamer ,,/Jocmaexa na ouaznocmurkymu u
koncymamueu 3a CITHH, eupychu xenamumu B u C, cugunuc u opyzu CeKcyanno
npedasanu unpexyuu no Hauuonanna npozpama 3a npeeenyua u konmpon na XUB u
CeKCYanno npeoasanu ungexyuu ¢ Penybnuxa Buvazapus 2017-2020 2. 34 HyXcoume na
cmpanama npes 2018 2.”

AEKIIAPHPAM, YE:
TecroBere mo o6ocobena mosmmus Ne 42 e Ca Ha MNpUHIMNA HAa KauuisdpHa rej-

CNIEKTPOGOpE3a CeKBEHHpPAHe MPH MHHUMAIIHO CAHOBPEMCHHO 3apexiaHe oT 6 mpoOu 3a
U3CIIe/IBaHE.

Hata: 14.05.2018 r.
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duruan "AkcakoB":  ID Nn- R 120 4co oxr



OBPA3EILl
TEXHHYECKO IPE/IOKEHHE

1o obwecmeena nopviKa ¢ npeomem:

,,Jlocmaska Ha OuazHOCMUKYMU U KOHCYMAMUGH 34 CITHH, supycru xenamumu B u C,
cugpunuc u Opy2u ceKcyanHo npeoasanu ungexyuu no Hayuonanna npozpama 3a npeeeryin u
konmpon na XHB u cexcyanno npedasanu ungexyuu 6 Penybnuxa Bwapu)l 2017-2020 2. 3a
HyJcOume Ha cmpanama npes 2018 2.”, no obocobena/u nO3UKUA/U Ne 43 - Koncymamueu u
OONbIHUMENHU PEAGKMUBY no NO3UUUR 42,

HacTosginoTro TEXHHYIECKO MPEJIOKECHHC © noJaacHo OT:

EJITA 90M OOJ}
/naume e HQ YNaC a
H TIOATIMCAHO OT: Teonop VieanoB 3amM@upoB
/mpu umena/
B KQ4ECTBOTO My/HM Ha: Yupasuren
/omncrocny/

Covovpricanue:

1. JIOKyMeHT 3a yI'IHOMOIIIABaHE, KOraTo JHULETo, xoeTo monapa odeprara, He € 3aKOHHMAT
NpecTaBUTeENl Ha yHaCTHUKA,

2. TlpeanoxeHHe 3a M3NBIHCHHUE HA OpbkaTa B CBOTBETCTBHE C TEXHHUECKHTE CHIeNUHKAIMH
¥ M3UCKBAHMATA HA BB3JIOXKHUTEIIA;

3. Jlexyapalus 3a ChIJIacHe C KIay3UTe Ha IIPUJIOKCHHUA IPOEKT Ha JI0roBOpP;

4. Jlexnapanus 3a CpoKa Ha BAIMAHOCT Ha o(eprara; '

5. OdpunmanHy JOKYMEHTH, ONHCAHUSA /4 oQpHLMaNHEM KaTalo3M Ha TIPOM3BOUTEIS/UTE
W3aenuTa.

6. Jleknapauus, ¢ IPAJIOXKCHO H3BJIeICHHE OT Cnuceka mo 4.1, .1, 6yksa "6" ot Hapenbara 3a
yCIIOBHATA M Pefa 3a ChCTaBAHE Ha CIMCHK Ha MEIHIIMHCKATE H3ACIHA 10 "I 30 or 3MHU u 3a
ONpeiesisHe Ha CTOHHOCTTA, 10 KOATO TE € 3aIuIaImnaT, OT KOETO M3BIEUCHHE € BHHA MpoJaXHAaTa
neHa no cmuchaa Ha § 1, T. 29a ot 3MM, BBB Bpb3Ka ¢ § 1, T. 4 ot JIP na Hapenbara, 3a BCiKa
[103HIIAS, 33 KOATO € nojiafeHa obepra;

7. 3aBepeHO KomHe Ha OQuuUMANEH AOKYMEHT, mpanen ot MAJL, or ko#To € BHIHO, "€ 32
CBOTBETHOTO MEIMIMHCKO M3JCHe HAMA PErHCTpHpaHi nauad B MAJl w/umm EUDAMED 3a
MHIMICHTH/TOTEHIMATHY HHIICHTH Tpe3 TOCICNHUTE IBC roJuHd, KakTo M OJOKHpaHH HIH
{3TerIeHM TIAPTHAM OT CHLIOTO METUIHMHCKO H3JICNHUE Hpes nocneauute 2 roauau. IlpencTaBeHus
pokyment ot MAJL crensa na GbIe M3NaleH Tpeau He MoBede OT e/|H MeCel oT [0JaBaHe Ha
ofpepTa OT y4acTHHKA.;

8. Jlexiapaius, B KOSATO 1a Obje IMOCOHCHO METUIMHCKOTO H3ejNe 3a KOeTo ce ydacTsa H
KOHKPETHHSAT 00IecTBeH (OH/ HA CBOTBETHATA IBpKaBa, 0 KOMTO Ce 3aIialia;

9. Moctpa ofo3HayeHa MO Ha4uH, OT KOWTO Ja € BHAHO HAa KOE NpEMUIOXKEHHE OTroBapi )

(omnocumo 3a obocobenu nosuyuu NoNe 2 u 29); - }/

10. 3aBepeHo Konue Ha BATUICH cepruduxar BJIC EN ISO 13485:2012 / 1SO 9001:2012 mmu

[O-HOB WJIH €KBHBAJICHTEH, C 00XBaT ChHIVIACHO IMpEMETa Ha obocofbeHaTa no3ulMA 3a KOSTO C€

yuacTBa, H3aJIeH Ha AMETO Ha IPOM3BOIUTEIS.
11. 3aBepeHO KomMe Ha JACKIapaiuara 3a cpotercrBue ¢ Jupexrusa 98/79/EC, m3nanesa ot
MpOM3BOJUTENS U KONME HA EC cepru¢mKar 3a CbOTBETCTBHE C Jlupextusa 98/79/EC, u3najex o1
noTHQHUIMpPaH Opra Mo CMUCHIA HA 3MU (omHocumo 3a nO3UYUU NeNe ] 2,3, 4,5 7,89 11,12,

13,16, 17,18, 19, 20, 21, 38 u41);
12. 3aBepeHO KOIHE Ha JCKIapalniTa 3a cpoteercTaue ¢ Jlupexrusa 98/79/EC

TIPOM3BOHUTENS (OMHOCUMO 3a NOSUYUU NoNeld, 15, 27, 34, 35, 36 u 37);

@j\uﬂo k\ J\%ﬁ%
P o dbp i s




13. Jlexnapanus, 4e€ AMAarHOCTHKYMHATE IE 6bIaT B CHOTHOIICHHC 30% ronemu kpM 70%
MaJIKH ONAKOBKH (OMHOCUMO 34 ouazHocmukymume no o6ocobenu nosuyuu NeNe 1, 3 7ull sa
NbpEUYHA OUAZHOCMUKA HA CITHH, xenamum B, xenamum C u cuguruc);

14. Jlexnapaius, Y€ AUArHOCTHKYMHTC Ca OKOMILIEKTOBAaHH CHC CHOTBCTHUA Opoil IIaKy H
BpbXUETa M BCHYKH TECTOBEC, 33 A3IILIHEHHETO Ha KOMTO Ce M3MCKBAT, IIE ObaaT OKOMIUIEKTOBAHA
ChC CHOTBETHHA OpOM BPHXUCTA, cpobpa3HO Opost Ha TECTOBETE (OMHOCUMO 3G OUAZHOCMUKYMUME NO
obocobena nosuyua Ne 14 3a TIIXA),

15. Jlexnapauusi, B KOATO € IOCOHEHO, He aKo 3a u3paboTBaHE Ha HAKOH TECTOBE HAMA
HaTMYHA anapaTypa, e Obje mpeacTaBeHa TaKasa ¥ 1e Gbe MOoJUIbPXaHa 33 BPEMETO, B KOETO CC
n3paboTBaT TECTOBETS (6 npunoxcumume cayyau)

16. Jlexnapanus, B KOSTO € DOCOUCHO, ¢ me ce MOAXBpXKA 3a CMCTKa Ha H3NBJIHATES
HaTMYHATA HM3BbHTApaHI[HOHHA anaparypa, Ha KOSTO Ile ce H3paboTBaT TECTOBETE (HayMyHaTa
amapatypa € ChIJIaCHO IIPHIIOKCHHC Ne 2);

17. Jlexnapanys, B KOATO € IOCOUCHO, €€ IpefocTaBeHara 3a CMETKa Ha M3IBIHUATENS
anapaTypa, Ha KOSTO e c€ paboTH C TECTOBETE WC 6b¢ C TEXHMYECKH N1apaMeTpll He TO-HUCKH oT
Te3W Ha CHIIECTBYBALIATA (8 NPWIOdHCUMUME cayuau), .

18. Jlexnapauus, B KOATO € IIOCOHCHO, we WAMBIHMTENS ILie IpeliocTaBd anapatr 3a°
apTomaTHuHa excrpakuus Ha PHK, ako 32 TecTOBETE 32 BHPYCEH TOBAap CC M3HUCKBA eKCTpaxuus Ha
supycaa PHK (¢ npurodcumume cayuau);

19. Jlexnapauys, B KOSTO € HOCOUCHO, € H3ITBJIHATENS e OCHIYpH MPOrpaMHpaHeTo Ha
HAIMYHATA arlapaTypa 3a H3paboTBaHeTo u CHHXPOHH3UPAHETO Ha IOCTABCHUTC TECTOBE;

20. Jleknapauus, B KOATO € MOCOIEHO, 1€ JMarHOCTUKYMHTE 10 oGocobena mosumus Ne 7 32
MbpBHYHA [WAarHOCTHKA HA xematut B /HBsAg / - EJIU3A u obocobeHa mHO3HLUA Ne 8 3a
MOTBHLPAUTENHA [ANATHOCTHKA Ha HBsAg me 6baar odepupaHH KOMIUIEKCHO H 1ll¢ ca OT CIHH
IPOM3BOMMTEN (8 NPUROIHCUMUME cayuau);

21. Jlexnapauusi, B KOATO € [IOCOYEHO, Y€ TECTOBETE IO o6ocobena mosumus Ne 41 ca ¢
yyBCTBHTEIHOCT paBHa HIIH 0-BHCOKA OT 99%, cremuUIHOCT paBHA MIH no-ucoka ot 96%.
TecToBeTE 3a TOTBBPAWTEIHA JHArHOCTHKA pa XVIB1/2 madexuus 1ie ce M3MNBIHABAT BBPXY
CTpHIIOBE HATOBAapeHH C peKOMOHUHAHTHH XWB-1/2 anTurenu. Pearentate B KHTa 1€ Ca TOTOBH 32
ynotpeba 6e3 MpeNBAPATEIHO paspexzane. Ilpouenypara 3a H3MbIHEHHE € aBTOMaTH3WpaHa.
PesysTaTuTe 1€ C& OTIUTAT HPE3 CKaHApaHe ¥ KOMINIOTBPHA mporpama H e ce JOKYMEHTHpaT Ha
XapTHeH HOCHTEI (8 NPUL0JCUMUME cryuau);

22. Jlexapauys, B KOATO € IIOCOUEHO, He 110 o6ocobena mo3uuus Ne 2 e 6bp3 KaueCTBEH TECT
3a OTKpHBaHE Ha aHTHTENA CPEILy BHpYyca NpHIMHSABAIL HIMYHCH neduIUT y YOBEKa, THIOBE 112
UYyBCTBHTEIHOCT paBHa HIIH o-BucoKa oT 99%. Cnenuu4HOCT paBHa win mo-Bucoka oT 98%.
Bb3MOXKHOCT Ja OTKpHBA cnenuuunn auTH-XUB adTHICna B npobu OT nepudepHa KpbB.
TIpomeaypaTa 3a H3MIBJIHCHHE 1@ HO J3MCKBA CIIEIHMATHO 1abopaTopHO oGopy/BaHe 3@ M3IIBIHCHUE j J
Ha TecTa (aBTOMaTHYIHH IATCTH, HHKy0aTop, IEAKBDP U ap.). Tectosere me ObaaT KOMIJIEKTYBaHHU C ﬂ/
ABTOMATHYHM JIAHIICTH 32 B3¢MaHC Ha npo6u ot nepudepHa KPbB. Bcuuka peakTHBH 32 u3pabotBae/”
pa mpobu OT Isia KpbB, IiIasMa H cepym me ObJaT BKIIOUCHH B JAMATHOCTHYHHS TECT-KHT.
TIpoleaypara 3a H3NbIHCHAE Ha TecTa HE HajBHIIaBa 5 MUHYTH. Bpemero 3a OTUYHMTaHE Ha pe3yJiTara
ye Hazpumasa 20 MHHYTH OT NPHKIFOYBAHC Ha mporueaypara IO pspaboTBaHe Ha TecTa (8
npunodcUMUme cayvau);

23. Jlexyapaiyis, B KOATO € IOCOUCHO, ¥e TecTOBETE 32 OTpe/leNsiHe Ha BHPYCEH TOBap Ha HIV
110 06ocobena mosuuus Ne 38 me ce J3IBIHSBAT HAITBIHO ABTOMATHYHO M IME €2 € JI0JIHA TpaHMIA
wa neTeKuus 10 50 BUPYCHH KOMHA Ha MMJIMJIATBD.

24. Jlexnapauus, B KOSTO € IOCOYCHO, ge TecroBeTe Mo 000coOeHa MO3MIAA Ne 42 ca Ha
IpUHLMIA Ha KaluiipHa rej-enekTpodopesa CeKBEHMpaHE [NPH MHHMMA&IHO €JXHOBPEMEHHO
sapex/aHe oT 6 npoGH 3a H3CIC/BAHE (6 npunocumume cayyau);

25. Jlexnapanys, B KOATO € TIOCOUCHO, HE TecTOBETE 32 AMACHOCTHKA HA XeNaTuT .
Ha M3MCKBAHETO 3a yBCTBHTEJHOCT paBHa pa wm mox 0,130 TU/ml. moBBpXHOCTY
xeriaTuT B 1 cnenu$UUHOCT HE Mo-Manka oT 99 % (omHocumo 3a 060c06eH U NO3UYUU Y%

Bopr




26. Jleitapauus, B KOATO € IIOCOUCHO, HE TecTOBETE 3a THPBHYHA JMArHOCTHKA HA CIIVH -
EJIN3A 10 oGocobena mosumusa Ne 1 ca THIl AHTHIEH - aHTHTL10. UYBCTBHTENHOCTTa Ha TECTa 3a
agTuTenara e 100%, cnenupuysocTTa HE © no-gucka or 99%. UyBCTBHTEIHOCTTA 34 JeTeKIHd Ha
XUB amturena e no 2 IU/m.

Jlata 14/ 05/ 2018 1.

Nme n hamuius Teonop 3ampupos

Tloanuc Ha JIALETO H TICUAT = eesevecnsenssrsessaconcnvosence .
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OBPA3ELl
EJITA 90M OOJ
(HaumeHoOBaHUe HA yuacmHuka)

ﬂPEIlﬂO)I(EHHE 3A U3ITBJIHEHHUE HA IIOPBYKATA

Tlonynoxnucanust/ara Teogop HBanos 3amdpupos

(mpume umena)
B KauecTBOTO c Ha Ympasuren B/Ha ,EJITA 90M* 00JI, EUK (BYJICTAT) 130469816,~ckC
ceayMINe M aIapec Ha YIpaBJCHHE IP. Co¢us, mx. 1000, yim JJynas“ 19, Bx. A, er. 1, am.
Y4YaCTHHK B OOIIECTBEHA MOPBHKA C MPEIMET:

,,JJocmaexa na OUGZHOCMUKYMU U KOHCyMamugu 3a CITHH, eupycnu xenamumu B u C, cugunuc

u Opy2u CeKCyanHo npeoasanu ungpexuuu no Hayuonanna npozpama 3a npe6eRRUR Ul KOHmpon

na XHB u cexcyanno npeoasanu utgexuuu 6 Penyb6nuxa Bvnzapus 201 7-2020 2. 3a HyscOume Ha

cmpanama npe3 2018 2.”, no obocobena/u nosuuus/u Ne 43 - Koncymamueu u OONvIHUMENHU

peakmugu no nosunus 42 }
7

VYBAXKAEMM JAMH U TOCIIOJIA, s

C HACTOSIIOTO TPEACTABSIME HAIIETO TEXHMYECKO NPEUIONKEHHAC 32 H3bIHEHNE HA 00eKTa Ha
oOgBeHarta oT Bac obmmecTBeHa OPBUKA.

NPEAJIOKEHHE HA
KoanuecTBo CTH

Ne | HammenoBanue no cnennpuKanus Miupka ) NPOMN3BOUTEL,
ao: MAPKA, MOJIEJ
(KAT. Ne)

KoncymaTHBH H
AOMbJIHATEIHH PEAKTHBH 32
TecToBe N0 no3nuust Ne 44;
Abbot Molecular, Inc.;
Sequencing Consumables
Pack;

Kat. Ne:04J94-92;

96 TecTa/oNAaK.

Koncymamnu Hu JOOIBJIHHUTEIHH

43
peaKTuBH 10 No3uuus 42

bpoi 576

(Vyacmuuyume cneo8a 0a NONBIHAM epacha ,, IIpednodicentie HA YHACMHUKA. npou3eo0umen, Mapxa, Mmooen
(xam. Ne) “ camo 3a obocobenume nO3uyuu, 3a KOUMo yuacmeam)

JlexnapupaMe, 4e BCHYKH MEIMIHHCKH H3/e/is, KOUTO MMaT CPOK Ha TOAHOCT, KbM JaraTa
Ha jocTaBKa Ie OBJaT ¢ OCTaTrb4eH CPOK Ha FOJIHOCT HE HO-MaJIBK OT 75% oT 0OsBEHUS OT
[IPOU3BOJUTENSA;

JlexnapupaMe, de MpEANATaHATe H3JCTUA me OpUTeXaBaT KbM MOMCHTa Ha IoCTaBKa

cepTH(UKAT 33 Ka4€CTBO OT MPOU3BOIUTENA, n3ziajieH 3a BCsKa OTAeNHA apTHIa;
Jlexnapupame, 4e 3a BCCKH JMArHOCTHKYM IIE NPeNOCTABAM JIOKYMEHT, B KOHTO C¢ 0bsBsABa
IPOM3BOJCTBEHHSA CPOK Ha TOJHOCT.
JlexnapupaMe, Y€ AHArHOCTUKYMHUTE  ca HocJaeIHO IIOKOJIEHHE N0 O
[OKA3aTEHTE 32 TyBCTBHTENHOCT, CIEMU(HIHOCT, HAASKIHOCT U BB3POH3BOAUMO

oepupane;



JlexnapupaMe, Y€ LIe OCHTYPHM 00

TCCTOBE.

Y4YCHHE Ha nepcoHaina 3a pa60Ta C JIOTOBOPHPAHHUTE

Jlata
Wme u pamunus

[Moamuc Ha JTUNETO H NeYaT

¢/



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 23226 94 Phone: +381 112832 650
Tel.: (+359 2) 9839649, 9832209 +4021232 26 95 Fax: +381 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

OBPA3EIL]

IIEKJIAPAHI/IH

3a chIlacue ¢ KjIay3uTe Ha NPHITOKCHHUA MIPOEKT Ha JOTroBOD

Jonynoanucanuar: Teonop HpanoB 3aMpUpOB (mpume umeHa)
B Ka4eCTBOTO CH Ha YIPaBUTE]
(onvorcHocm) ~

Ha ,,EJITA 90M*“ OO]1 -

(HaumeHoBaHUE HA YHACMHUKG)
yYacTHHK B IpOIEAypa 3a Bb3jaraHe Ha OBIIECTBEHA TIOPBUKA ¢ MPEeIMET: n/Jocmaska Ha
OUAZHOCMUKYMU U KOHCYMAMueu 3a CITHH, supycru xenamumu B u C, cugunuc u opyzu
cexcyanno npedasanu unexyuu no Hayuonanna npozpama 3a npeeeHyun u KOHMpPOn Ha
XHB u ceKcyanno npedasanu UHPeKuuu 6 Penybnuxa Bvazapua 201 7-2020 2. 3a
HyXcOume Ha cmpanama npes 2018 2.”, sxnousawja 44 obocobenu no3uyuu 3a obocobena
nosuyusa Ne 43,

HJEKJAPHPAM, UE:
3aMo3HAT ChM CHC CHABPKAHMETO HA MPOEKTa HA JOrOBOpa M IpUeMaM yCTIOBHATA B
HETO.
JJATA: 14.05.2018 1. MMOAIMNC u

[TEYAT:

(7%

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duauan "Akcako8": 1D No: BG 130 469 816
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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: (+ 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 2322695 Fax: +381 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 ,
OBPA3ELl

HEKJIAPAHI/IH
3a CpoKa Ha BaJIUJHOCT HA O(bepTaTa ;
L/-)
Jlony moANUCaHHAT: Teonop VBaHoB 3amdupos (mpume umena) e

B Ka4e€CTBOTO CH Ha YIPaBUTE]
(Onvarcnocm)

na ,,EJITA 90M“ O0[ -

(HauMeHOBaHUe Ha YHACTHUKA)

y4aCTHHMK B Ipolleaypa 32 Bhb3JaraHe Ha obmecTBeda nmoppyKa ¢ NpeaMeT: wJocmaeka Ha
OUAZHOCMUKYMU U KOHCYMamueu 3a CITHH, supycnu xenamumu B u C, cugpunuc u opyzu
CeKCyaHo npedasany uHpexuuu no Hayuonanna npozpama 3a RPe6EHYUA U KORMPOR Ha
XHB u ceKkcyanHo npeoaganu unpexyuu 6 Penybnuxa Buneapua 2017-2020 2. 3a
HyJcOunme Ha CMpanama npes 2018 2.7, exnrousawa 44 obocobenu nozuyuu 3a obocobena
nozuyus Ne 43,

NEKJAPHPAM, YE:

CpoksT Ha BANTMAHOCT Ha HacToAldTa ofepra e 4 (yernpu) mecena, CHMTaHO ot
aTaTa, KOATO € MOCOYeHa 3a JaTa Ha MOMyJaBaHe na odeprara U IpeACTaBiiABa BPEMETO,
fpe3 KoeTo cMe 00Bbp3aHH C yClIoBUATa Ha IIPECTaBEHOTO OT HAC PEIOKEHHCE.

JIATA: 14.05.2018 . IOITNC n
MEYAT:

@,%ﬁ

"RAN /2 aeBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duruar "Akcaxko8"”; 1D No: BG 130 469 816




VIROSEQ HIV-1 FTEHOTUNU3UPALLA CUCTEMA

Mapxupas ¢ CE
3a uH BUTPO AUATHOCTHYHA ynorpeda

CucreMarTa 3a FeHOTUIIN3HpaHe Ha BUpyCa HIV-1 e npeiHa3HauYeHa 32 U3MO0JI3BAHE
npu oTkpuBaHero Ha HIV renHoMHH MyTallnH, KOHTO OCUTYPSIBAT PE3UCTEHTHOCT K'bM
creriYHYA BUIOBE AHTUPETPOBUPYCHH JICKAPCTEA, KaTo MOMOII] TPH
MoHUTOpHpaHe u jiedenne Ha HIV nHpEKLUA.

% WucTpykipmy 3a ynorpeGal]

DV3AAH
CucreMara 3a FeHOTUIIN3UpaHe Ha ViroSeq HIV-1 Moxe fia ce N3I10J13Ba 3a:
o OTxpuBaHe Ha BUPyCHATa PE3UCTEHTHOCT ga HIV-1 nmoaTuI B B ny1a3aMeHH

npobwu, croparu B EDTA ¢ BUpYCHO HaToBapBaHe, BApUPAIIO OT 2000 10
750,000 Konus / mL

Pt



o Tenotun Ha Henusa HIV-1 npoTea3eH reH OT KOJOHH 1-09 1 1Be TPETH OT reHa Ha
obpaTtHaTa TpanckpunTasa (RT) or kogouu 1-335

HNuaukanusa 3a ynorpeda
Wuaukanuure 3a ynorpeba obxsaiat cieHUTe OMy/Ialuu:
o UWudexrupanu ¢ HIV-1 nHAMBUIK DU HEYCIIeX HA JIeKapCTBEHATa Tepallus (c

NOBHIIEH BUPYCEH TOBAp) Mpeay NPEBK/IIOYBaHETO Ha TepanuATa
o HIV-1undexTupasy HHAUBHIM IIPH II'bPBOHAYA/IHO NPE/ICTABAHE NTPei

I'bPBOHAYAJIHATA JIEKaPCTBEHA Tepalud g
2 —7
ViroSeq Cucrema 3a reHOTHINHM3HPAaHE Ha CHCTeMAaTa 3a FeHOTUIIM3UPaHe Q/'
Ha HIV-1* -
Sample
Preparation

Purified Capillary Genotype ¢
Sequence Electrophoresis Resistance
Product

Workflow Time

3h 7h 5h

Hands-on Time

1.5-2h .75h 1.5h 1h ~15min/sample

* 3a 06paboTKa Ha 12 TPobH OT reHeTHUYHHTE aHaIu3aTOpu ABI Prism® 3100/3130

UMHOOPMALMUA 3A NOPHBUKHUTE

ViroSeq HIV-1 cuctema 3a reHoTunupaHe v2.0 (o)

MEPHA ETUHHIIA IMMOPBYKA # GTIN

48 TecToBe / KOMIIEKT 04J94-093 00884999007475

48 TecToBe / KOMIUIEKT 04J94-093 008849§§b,, 475

EXTT 3
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KOMNAEKT KOHCYMATUBU 33 CEKBEHUPAHE(GPR)

MEPHA EJHHULIA MMOPBYKA # GTIN 7

d 96 TecToBE / KOMILIEKT 04J94-92 00884999007468

96 TecToBe / KOMIUIEKT 04J94-92 00884999007468

KomnnekT 3a PCR npeuyncrsaHe (Gpr)

MEPHA EJJHHMIIA MOPBHYKA # GTIN
© 96 Tectose / xommuexr ~ 04J94-73 00884999007420
© 96 Tecrose / kommiekr ~ 04J94-73 00884999007420




CE Marked
For In Vitro Diagnostic Use

. The ViroSeq HIV-1 Genotyping System is intended for use in detecting HIV genomic mutations that confer
resistance to specific types of antiretroviral drugs, as an aid in monitoring and treating HIV infection.

@y Instructions for Use

VIEW ORDERING INFORMATION

DESCRIPTION e R TR
The ViroSeq HIV-1 Genotyping System can be used to:

« Detect HIV-1 Subtype B viral resistance in plasma samples collected in EDTA with a viral load ranging
from 2000 to 750,000 copies/mL

« Genotype the entire HIV-1 protease gene from codons 1-99 and two-thirds of the reverse transcriptase
(RT) gene from codons 1-335

T2
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Indication for Use

The indications for use encompass the following populations:

« HIV-1infected individuals at drug therapy failure (with increased viral load) before therapy switch \j\

« HIV-1infected individuals at initial presentation, before initial drug therapy

ViroSeq HIV-1 Genotyping System Workflow* 5
Sample Cycle . Data Using -
Preparation Sequencing 5 ViroSeq Software -
Viral PCR Product Purified Capillary Genotype & Drug
RNA Sequence Electrophoresis Resistance Report
Product
Workflow Time
3h 7h 5h 14-15h 1-2h
Hands-on Time
1.5-2h .75h 1.5h 1h ~15min/sample

*For processing 12 samples on the ABI Prism® 3100/3130 Genetic Analyzers

DESIGN +

ORDERING INFO

ViroSeq HIV-1 Genotyping System v2.0 (IVD)

— UNIT ORDER # GTIN
. 48 Tests/Kit 04J94-093 00884999007475
48 Tests/Kit 04J94-093 00884999007475

i

Sequencing Consumables Kit (GPR)

UNIT ORDER # GTIN
. 96 Tests/Kit 04J94-92 00884999007468
. 96 Tests/Kit 04J94-92 00884999007468

Poor €



PCR Clean Up Kit (GPR)

UNIT ORDER#  GTIN
. 1 96 Tests/Kit 04J94-73 00884999007420
¢ ; 96Tests/Kit  04J94-73  00884999007420

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

FATA

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

Fax: (+3592) 9832211

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

ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Belgrade; SERBIA
Phone: +381 112832 650

Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +2381112832850
Fax: (+359 2) 9832211 Fax: + 4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

NEKJIAPALIUA

Tonynonmucanust Teonop MBanos 3ambupos

(mpume umena)
B KAa4eCTBOTO CH Ha Yrpasuted, Ha ,,EJITA 90M*“ OO/, EUK (BYJICTAT) 130469816 , cbe
cenanmie U agpec Ha ynpasienue rp. Copus, m.K. 1000, ynu. ,Jynas“ 19, Bx. A, er.1, an.2,
yYaCTHMK B OOINeCTBEHa MOPBYKAa C TIPEaMET: »JlocTaBka Ha JUATHOCTHKYMH H
xoncymaTusu 3a CIIMH, BHpYCHM XeDAaTHTH B u C, cupunuc 4 JpPyra CexKcyajHo
npenasann uHdexunn no Haunonaana nporpamMa 3a npeseHuns u xouTpoa Ha XWB u

CEeKCya/IHO npeJaBaHu HHPEKUHH B Peny6anka Bearapus 2017-2020 r. 32 Hy»xauTe Ha
crpanara npes 2018 r.”,

JNEKJIAPHPAM, YE:

O6urecTBeH PoH AbpxaBa
H30K bbirapus

Jara: 14.05.2018 1.
I'p. Codus

§

IRAN (B reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, puauan "AxcakoB”; ID No: BG 130 469 816




: o "H-JTHHI'YA" EOOJ E-LINGUA Ltd.
e_,l ln Y1} a . Co(bm.(, 6yn. Anwo Caxw3os 10 Btﬂgan'a, Sofia, 10 Yanko Sakazov Blvd.
e BB R R Sy WRCA ten./¢akc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12
= e-mail: office@eclingua.bg; www.elingua.bg ¢-mail: office@elingua.bg; www.elingua.bg
AreHuua 32 NPEBOIH Translation Agency
I1peBoa OT aHMIHACKH €3UK /"/ 4

CEPTUOUKAT 3A PETUCTPALUA

Abbott Molecular Inc.

1300 East Touhy Avenue
Des Plaines IL 60018
CALlLl

UL LLC ® (UL) u3zapa nacTosiuus cepTudukaT Ha KOMNaHUATa, NOCoUEeHa no-a1o1y, cJie] OLEHKa Ha
HeliHaTa CHCTEMa 33 KAYeCTBO M CIEX KaTo € YCTAHOBEHO, Y€ T € B CbOTBETCTBHE C

1SO 13485:2016
EN ISO 13485:2016

TpoekTupane, pa3paboTka W NPON3BOACTBO HA PEAKTHBH 33 HH BUTPO JANarHOCTHKA, TECTOBH KHTOBE,
anaparu ¥ coryep. Mucrannpane n CepBU3HO obcyBaHe Ha amapaTth K codryep 3a WK BHTPO
auarHocTika. TlpoekTdpaHe ¥ NPOM3BOACTBO HA CTEPHIHH TAMNOHA. Imctpubyuns Ha anaparm,
co(Tyep, peakTHBH H TECTOBH KHTOBE 32 HH BUTPO AHArHOCTUKA.

C [OMBIHHTENHI MECTONONOXKEHNS Ha 0BexTH, H3OPOEHH B Mpunoxenpe 1 o1 1t

Hauano na
Homep Ha nokymenta: A14808 cepTHOHKAUNOHHUS LKL 16 mexemspu 2017 r.
Ceprudnxar Ne: 11873023.PDWS Bcunaor: 16 nexemspu 2017 .

Banuaex no: 15 nexkemspu 2020 T.

OTOpH3NPaH OT:
/noonuc, ne ce veme/
Maiikba Jx. Yuuaaep, P.E.

Mennnxbp — F106aaHH peryaTopus yeayri L.
U3TbKHAT 4JIEH Ha TEXHUYECKHSA nepcoHan Banuaupaitte cepTndnkata
UL Life and Health Sciences YK

UL LLC

Tan peruicTPaiiA Ha CHCTEMATA 33 KAHECTBO € BKIIONCHE B JHpEKTOpUATA Ha PErHCTPHpaHHTE dupmu na UL n ce npunara 32
NPENOCTABAHETO HA CTOKHTE K/MAM YCRYTHTE, KAKTO Ca OCOMEHH B OBXBATA HA PErHCTPALHA, OT anpeca/M, nocouen/u no-rope. C
W30ABAIIETO HA TO3M CEPTH(QMKAT KOMIAHWATA 3asBABA, Y€ WE TNIOANLPHKA CBOATA perncTpauns 8 CHOTBETCTBHC C MPHIOKHMHTE
w3nCKBaHHA. HacTORIIKAT CepTHOHKAT HE MOXE 1a CE NPEOTCTHIBA H OCTARA npurexanue va UL LLC.

UL LLC
333, 11¢uHrcTeH poya
Hopr6pyk, IL 60062-2096 CALLL

UL w sioroto wa UL ca Tbprosek Mapku Ha Underwriters Laboratories Inc.€ 2011.



CEPTUOUKAT 3A PETUCTPAUUA

Abbott Molecular Inc.

1300 East Touhy Avenue
Des Plaines 1L 60018
CALL
IMpunoxenne 1 ot 1 - ‘
p W
BoHiueH obekT 1 1800 Brummel Avenue 3
Ha azpec: Elk Grove Village, IL 60067 CA1LL
HU3BbpiuBaHe Ha Cxnanupane
ReHHOCT:
BbHuieH obexr 2 1350 East Touhy Avenue
Ha azapec: Des Plaines, IL 60018 CAlll
Plsa'bpmaane Ha TMponax6u N HOBELIKH PECYPCH.
ZIefHoCT:
Ipon3soAcTBEH 100 Abbott Park Road
obexr 1 e Haanpec: . crpaaa APO1A, crpaja APO1A, o¢ppuc LL 16
Abbott Park, IL 60064 CALLL
H3sbplsBane Ha CucTeMa 3a Ka4ecTBO 3a KHTOBE 3a TECTOBE 33 HH BUTPO AWArHoCcTHKa
JiefHoCT:
Hauano Ha
Homep Ha aokymenTa: A14808 cepTH(HKAUMOHHHA UMKBLA: 16 nekemspn 2017 T.
Ceprucpukar Ne: 11873023.PDWS Bcunaor: 16 nexemppn 2017 .

Banuges no: 15 nexempu 2020 .

Tasi perucTpauMs Ha CHCTEMaTa 33 KaucCTBO € BKIOYCHA B JINPEKTOPHUATA HA PErHCTpHpaHHTe GUPMH Ha UL n ce npunara 3a
NPEAOCTABAHETO HA CTOKHTE H/WM YCNYIHTE, KAKTO Ca ROCOUEHH B 00XBaTa Ha PETHCTPALMA, OT AAPECa/M, NOCOMCH/H NO-TOpE. C
M3Q3BAHETO HA TO3H CEPTUMKAT KOMNAHHATA 3ajBABA, M€ 1IE NOMLIBPKA CBOATA PErHCTPAUMA B CHOTBETCTBHE C NPUNOKHMHTE
M3rckBanns, HaCTOAMMAT CEpTURHKAT HE MOXKE 12 CE NPEOTCTHNBA H OCTABA NPHTEKAHHE Ha UL LLC.

UL LLC
333, [duureren poya
Hopt6pyk, IL. 60062-2096 CALLL

UL u noroto wa UL ca Teproscku mapku na Underwriters Laboratories Inc.© 2011.

00-MB-S0043 nw3g. 13.0

Toanwucauara, Kpuctrna bparoiiuesa, y10CTOBEpABaM BEPHOCTTA Ha W3BLPLIEHNUS OT MEH NPEBOL OT aH rNuHCcKH Ha
GLIArApCKH e3MK Ha IPUIONKEHHS JOKYMEHT. TIpeBoABT ce ChCTOM OT 2 CTPaHHUM.

Mpesoaau:

Kpuctuna Bparoiiuesa




CERTIFICATE OF REGISTRATION

1300 East Touhy Avenue
Des Plaines, IL 60018 United States

Abbott Molecular Inc. }n

system and finding it in compliance with

1ISO 13485:2016 |
EN ISO 13485:2016

The design, development and manufacture of in vitro diagnostic reagents, test
kits, instruments and software. The installation and servicing of in vitro diagnostic
instruments and software. The design and manufacture of sterile swabs. The
distribution of in vitro diagnostics instruments, software, reagents and test kits.

UL LLC® (UL) issues this certificate to the Firm named above, after assessing the Firm's quality Ve - Q\\/

With additional locations listed on Addendum 1 of 1

. Cycle Start Date December 16, 2017
File Number  A14808 Effective Date December 16, 2017
Certificate No. 11873023.PDWS Expiry Date December 15, 2020

Authonzed by

g s’ =

Michael J. Windler, P.E.

T

Manager of Global Regulatory Service Validate Certificate:
Distinguished Member of the Technical Staff
UL Life and Health Sciences hﬂ[g
UL LLC

This quality system registration is included in UL's Directory of Registered Firms and applies to the provision of goods and/or servicgs
as specified in the scope of registration from the address(es) shown above. By issuance of this certificate the firm represents that it will
maintain its registration in accordance with the applicable requirements. This certificate is not transferable and remains the property of
UL LLC.

00-MB-S0043 Issue 13.0

P




CERTIFICATE OF REGISTRATION

\
Abbott Molecular Inc. /\/f

1300 East Touhy Avenue
Des Plaines, IL 60018 United States

Addendum 1of 1

Offsite Site 1 1800 Brummel Avenue

located at: Elk Grove Village, IL 60067 United States
‘ Performing: Warehousing

Offsite Site 2 1350 East Touhy Avenue

located at: Des Plaines, IL 60018 United States

Performing: Sales and human resources.

100 Abbott Park Road
Building AP01A, Building AP0O1A, Room LL 16
Abbott Park, IL 60064 United States

Manufacturing Site 1
located at:

Performing: QC testing of in vitro diagnostic test kits

. Cycle Start Date December 16, 2017
File Number  A14808 Effective Date December 16, 2017
Certificate No. 11873023.PDWS Expiry Date December 15, 2020

This quality system registration is included in UL's Directory of Registered Firms and applies to the provision of goods and/or services
as specified in the scope of registration from the address(es) shown above. By issuance of this certificate the firm represents that it
maintain its registration in accordance with the applicable requirements. This certificate is not transferable and remains the prope
UL LLC.

00-MB-S0043 issue 13.0 UL and the UL logo are trademarks of Underwriters Laboratorie
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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 +4021232 26 95 Fax:  + 381172832850
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
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JTEKJIAPALIMS

Honynoanucanust Teonop UBanos 3ampupos

(mpume umena)
B Ka4eCTBOTO CH Ha Ympasures, Ha ,,EJITA 90M“ OO/, EMK (BYJICTAT) 130469816 , cue
cellaiMIle M aapec Ha ynpapienue rp. Codus, m.k. 1000, ya. ,JdyHas“ 19, Bx. A, er.1, an.2 ,
Y4acTHMK B oOIecTBeHa MOpbYKA C HOpeIMeT: ,/Jocmaska Ha OuAzZHOCMUKYMU U
koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cugpunuc u opyzu cexcyaino
npedasanu ungexyuu no Hayuonanna npozpama 3a npesenyus u konmpon Ha XUB u
ceKkcyanno npeoasanu unexyuu ¢ Penybnuxa Bvnzapua 2017-2020 2. 3a nyscoume Ha
cmpanama npes 2018 2.”,

AEKIIAPHPAM, YE:

aKo 3a n3pa60TBaHe Ha HAKOHK TECTOBE HAMA HAJIMYHA ariaparypa, HAC € IPENOCTaBUM H IIEC
noaabpp)KaMe TakKaBa 3a BPEMETO, B KOCTO ILEC C€ I/I3pa6OTBaT CaMO OOCTaBCHHUTC OT Hallla
CTpaHa TCCTOBE.

Jara: 14.05.2018 r.
I'p. Codus

Wi T

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAWUT BYABAHK, ¢uauan "AxcaxkoB”;  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: (+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: 4381112832 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

HNEKJIAPAIIA

Honynoamucanust Teomop MBanos 3ampupos
(mpume umena)

B Ka4€CTBOTO CH Ha Ympasute, Ha ,,EJITA 90M*“ OO/l, EUK (BYJICTAT) 130469816 , cne
CellayiIle H aapec Ha ynpasiaeHue rp. Copus, n.x. 1000, yn. ,,Jynas“ 19, Bx. A, er.1, an.2 ,
y4acTHHK B ofOwmecTBeHa nopbuyka c npeamer ,/Jocmaseka Ha OuaZHOCMUKYMU U
koncymamueu 3a CIIHH, eupychu xenamumu B u C, cugpunuc u Opyzu cekcyaino
npeoasanu ungexyuu no Hayuonanna npozpama 3a npesenyusa u konmpon na XUB u
CeKcyanno npeoasanu ungexyuu 6 Penyonuxa Bvnzapua 2017-2020 2. 3a Hyscoume Ha
cmpanama npes 2018 2.”,

AEKIIAPHPAM, YE:

e 1noAAbpIKaMe 3a Hallla CMETKa HAJIMYHATa U3BbHIAapaHIIMOHHA arnaparypa Ha KOATO me ce
I/13pa6OTBaT AOCTAaBAHHUTEC OT HAC TCCTOBEC.

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

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

3\&/\
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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: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381 112832 850
Fax: (+ 359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.eltag0.com Mobile phone: +40 7313 16076 %
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JEKJIAPALIMS

Honynonnucauust Teomop UBaHos 3am¢upos
(mpume umena)

B Ka4€CTBOTO CH Ha Ympasurel, Ha ,,EJITA 90M“ OOJI, EUK (BYJICTAT) 130469816 , cne
Cellaume 1 anpec Ha ynpasienue rp. Codus, m.x. 1000, yiu. , JIyras“ 19, Bx. A, er.l, am.2 ,
YYaCTHHK B oOLIeCTBEHa IOpBYKA ¢ npeaMet,,/Jocmaska na oUazZHOCMUKYMU U
koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cupuauc u opy2u CeKCyanno
npedasanu ungexyuu no Hayuonanna npozpama 3a npesenyun u konmpon na XHUB u
CeKcyanno npeoasanu undgexyuu ¢ Penybruxa Bvazapus 2017-2020 2. 3a Hysucoume Ha
cmpanama npes 2018 2.”,

HAEK/TAPHPAM, YE:

IIpeaocTaBCHaTa 3a Hallla CMETKa arnaparypa, Ha KOsSTO ILIE Ce pa6om C OJOCTAaBCHHUTE OT HaAC
TECTOBE, LIC € C TEXHUYECCKH nmapaMEeTpH HE II0- HUCKH OT TE€3H Ha ChIlICCTBYBAINATA.

Jlata: 14.05.2018 r.
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, puruan "AkcakoB";  ID No: BG 130 469 816
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___
Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 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: 43811712832 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
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JEKIJIAPALIVSA

Honynonnucanust Teonop Usaos 3ampupos
(mpume umena)

B Ka9ecTBOTO cu Ha Ympasutesn, Ha ,,EJITA 90M“ O0J, EUK (BYJICTAT) 130469816 , cbe
; CCoauie u anpec Ha ynpasienue rp. Codus, n.x. 1000, yn. ,,Jlynas® 19, Bx. A, er.1, an.2 ,

Y4aCTHUK B OOIICCTBEHA NOpBYKAa ¢ mipenMmer ,,JJocmaska na ouazHocmukymu u

Koncymamueu 3a CIIHH, supycnu xenamumu B u C, cupunuc u Opyzu cexcyanno

npedasanu unpexyuu no Hayuonanna npocpama 3a npeeenyus u konmpon na XHUB u

CeKcyanno npedasanu ungexyuu ¢ Penybnuxa buvncapua 2017-2020 2. 3a nyscoume na

cmpanama npes 2018 2.”,

HAEKIIAPHPAM, YE:

I  OCHATYpHM MpOTPaMMpaHeTO Ha HAIMYHATA anaparypa 3a H3paboOTBAaHETO |
CHHXPOHU3UPAHETO Ha JOCTABEHUTE OT HAC TECTOBE.

HMata: 14.05.2018 r. HEKJIAPATOP: ......
I'p. Codus /-p Teonop 33

IBAN (B reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, unuas "AxcaxoB”; 1D No: BG 130 469 816



_»/ OBPA3EI]
TEXHHYECKO IPE/VIOKEHHE

no obujecmeena nopvuKa ¢ npeomem:

wocmaexa na ouaznocmuxymu u koncymamueu 3a CITHH, supycnu xenamumu B u C,
cugunuc u opyzu cexcyanno npeoasanu undpexyuu no Hayuonanna npozpama 3a npeseHuua u
Kkonmpon Ha XHB u cexcyanno npedasanu ungpexyuu ¢ Penybnuka Boazapun 2017-2020 2. 3a
Hyx#cOoume Ha cmpanama npes 2018 2.”, no obocobena/u nozuyun/u Ne 44 - Enpysemxu 3a
3ampazaeane c 6unm -2 ml 3a paboma no no3uyun 42,

HacTos1moTo TEXHMYECKO NPEAJIOKEHHE € ITOAAICHO OT:
EJITA 90M OO

/HAUMEHOBAHYUE HA YIACTTHUK

¥ ITOJMHCAHO OT: Teonop MBanoB 3am¢pupoB
/mpu umena/

B KQYECTBOTO My/MM Ha: Ynpasuren
/OmexncHocm/

Covovpocanue:

C 1. JIoKyMeHT 3a YI'BJIHOMOLIABaHEe, KOTaTo JHMIETO, KOETO nmojaBa odeprara, HE € 3aKOHHHAT
NpeACTABUTE] Ha yIaCTHHKA,

2. [Ipemnoxenne 3a H3MBIHEHAE HA IOPHUYKATA B CHOTBETCTBHE C TEXHHUIECKUTE CIIENHHAKAIMH
Y M3HCKBAHUATA HA BH3JIOXKUTEIS;

3. Jlexnapanus 3a ChIIacHe ¢ KJjlay3uTe Ha PHIIOKEHHUS IIPOEKT Ha I0TOBOP;

4. Jlexnapanus 3a CpoKa Ha BAJITMJHOCT Ha odepTara;

5. Opunuanau TOKYMEHTH, ONMCaHMs WM oQUIHATHY KAaTaIO3M Ha IIPOM3BOJMTEIS/UTE Ha
U3JICTUsATA.

6. Jlexnapanus, ¢ HpUIoXeHO u3Baedenne ot Crnuceka no 4.1, 1.1, 6yksa "6" ot Hapenbara 3a
YCJIOBMSTA H pelia 3a ChCTaBSHE HA CIUCHK Ha MemuuuHCKHTE m3jemus mo 4. 30 or 3MU u 3a
onpejeisHe Ha CTOMHOCTTa, 10 KOSTO TE Ce 3alljialaT, OT KOETO M3BIC4YCHUE € BHIHA NPOAaXHATa
HeHa mo cMuchia Ha § 1, T. 29a ot 3MU, BBB Bpu3Ka ¢ § 1, 1. 4 or JIP Ha Hapenbara, 3a BCcska
TIO3HIIHA, 32 KOATO € MoJaJeHa odepra;

7. 3aBepeHo Komue Ha oduuHanteH AoKyMeHT, m3ganeH ot MAJL, or kofito ¢ BHAHO, 4e 3a
CHOTBETHOTO MEIHIMHCKO H3jenue HaMa peructpupann nanHd B HMAJI w/mm EUDAMED 3a
HHIU/ICHTH/MOTEHIINATHY HMHIMICHTH INpe3 IOC/IENHATE [BE TOOMHH, KaKTO H OJIOKMpaHW HIH
M3TEITICHH NApTHAM OT CHIIOTO MEAMIMHCKO M3JENHE Ipe3 NocneauuTe 2 roauHu. IIpeacraBeHus
nokymeHnt ot MAJI cnexpa na Obie M3AaneH Npeld HE MOBEYE OT €AWH Mecell OT MOJaBaHEe Ha
odepra OT y4acTHHKA.;

8. Jlexnapaums, B KOATO Ja ObJle MOCOYEHO MEIUIMHCKOTO H3JE/HE 3a KOETO CC y4acTBa H
KOHKDPETHHAT 00InecTBeH (POHA Ha ChOTBETHATA JbPXKaBa, 110 KOMTO ce 3alialla;

9. Mocrtpa ofo3HaueHa MO Ha4WH, OT KOHTO Ja € BHAHO Ha KO€ INPEIOXKCHHE OTroBaps

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

10. 3aBepeno komme Ha BanuaeH cepruduxar BJIC EN ISO 13485:2012 / ISO 9001:2012 mmm

MI0-HOB WJIM €KBHBAJICHTEH, C OOXBaT CHIVIACHO IpeAMeTa Ha o0ocoOcHaTa MO3HIMS 32 KOATO Ce

y4acTBa, H31alcH Ha UIMETO Ha IPOU3BOUTES.
11. 3aBepeHo KomHe Ha Jekiapanmsira 3a choTBercTBHe ¢ JupextnBa 98/79/EC, n3naneHa ot
npom3BomuTens u xonue Ha EC ceprudukar 3a cpotBercTBUe C Jlupextusa 98/79/EC, m3maneH or
HOTHGHUIMpPaH oprad no cMuckia Ha 3MU (omuocumo 3a nosuyuu NeNe 1, 2, 3, 4,5, 7, 8, 9, 11, 12,
13,16, 17,18, 19, 20, 21, 38 u 41);
12. 3aBepeHO KOIHE Ha JieKiiapauusra 3a croTBercTBHe ¢ Jupektusa 98/79/EC, u3
IIPOM3BOAMTENS (omHocumo 3a nosuyuu NeNel4, 15, 27, 34, 35, 36 u 37);

4/&2:29,&%//4' é}/&//féé /
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13. Jlexnaparniusi, ye AHArHOCTHKYMHTE INE OBJAT B CHOTHOINEHHE 3 jaeMH KpM 70%
MAJIKH OIIaKOBKH (OMHOCUMO 3a OuazHOCmuxymume no o06ocobenu nosu o1, 3, 7u l5 3a
nvpeuuna ouaenocmuxa na CITHH, xenamum B, xenamum C u cugpunuc);

14. Jlexnapanuus, 4e JHarHOCTUKyMHTE ca OKOMILIEKTOBaHH ChC CHOYBETHHs Opoiil MIakd u
BpPBXY€Ta M BCHYKH TECTOBE, 3a M3MBJIHEHHETO Ha KOUTO CE M3HCKBAT, Ie ¢BAaT OKOMIUICKTOBAHH
CbC CHOTBETHHA Opo#i BpbXueTa, choOpa3HO Opos Ha TECTOBETE (OMHOCUMO 3 OUASHOCMUKYMUME NO
obocobena nozuyus Ne 14 3a TIIXA),

15. Jlexnapanus, B KOSTO € IIOCOYEHO, Y€ ako 3a W3pabOTBaHEe Ha HAKOHM TECTOBE HAMA
HaJIMYHA anaparypa, e Obae npeacTaBeHa TakaBa M e ObAe HOLIbpXKaHa 3a BPEMETO, B KOETO Ce
u3pabOoTBAT TECTOBETE (8 NPUNOICUMUME CILYHAU)

16. Jlexnapauus, B KOATO € IOCOYEHO, Y€ Ie C€ MOIABbpKa 3a CMETKa Ha H3IBIHUTENS
HaJIMYHATa HM3BBHTapaHUWOHHA anapaTypa, Ha KOATO Ile ce u3paboTBaT TecToBeTe (HAIMYHATA
amaparypa € ChriacHO npuioxeHue Ne 2);

17. Jlexnapanus, B KOATO € NOCOYEHO, Y€ IPENOCTAaBEHATa 3a CMETKAa Ha M3NbIHUTENA
anaparypa, Ha KOATO mie ce paboTH ¢ TecToBeTe 1Ie Oble ¢ TEXHHUECKH MapaMeTpH He MO-HUCKU OT
TE3H Ha CHIIECTBYBAIIATA (8 NPUAONCUMUME CLYYAU);

18. Jexnapaiusi, B KOATO € IIOCOYEHO, Y€ H3MBJIHHTENS e IIPeJOCTaBH amapar 3a
aBToMaruyHa exctpakuusg Ha PHK, ako 3a TecroBeTe 3a BUPYCEH TOBAap C€ MU3UCKBA €KCTpaKIUsA Ha
BupycHa PHK (6 npunosicumume cnyuwau);

19. Jlexnapanusi, B KOSTO € IOCOYCHO, Y€ M3MBJIHUTENA L€ OCHTYpH IPOrPaMHpaHETO Ha
HaJIMYHATA anaparypa 3a H3paboTBaHETO U CHHXPOHH3UPAHETO Ha JOCTABEHUTE TECTOBE;

20. lexnapanusi, B KOSTO € IIOCOYEHO, Y€ TUArHOCTUKYMHUTE 10 ob6ocodena mo3uuus Ne 7 3a
nbpBHYHA JuarHoctmka Ha xematuT B /HBsAg / - EJIM3A u obocobena mno3mmus Ne 8 3a
NOTBbpAUTENHA auarHocTka Ha HBsAg me Obaar odepupaHd KOMIUIEKCHO M IE €a OT CIHH
IIPOU3BOIHTEN (8 NPULONCUMUME CIYHAU);

21. Jlexnapanus, B KOATO € MOCOYEHO, 4e TecToBeTe Mo obocobena mosumusa Ne 41 ca ¢
YyBCTBUTEIHOCT paBHa WIH I0-BHCOKA 0T 99%, cnemu(WYHOCT paBHa WIM NO-BHCOKa OT 96%.
TectoBere 3a moTBBbpaMTeNHa auarHoctuka Ha XVIB1/2 wHbekuus me ce H3NBIHABAT BBPXY
CTpHUIIOBE HaToBapeHH ¢ pekomOuHanTHM XVB-1/2 anTturenu. PeareHTHTe B KHTa 1€ ca FOTOBH 3a
ynotrpeba 6e3 mnpexsapurenHo paspexxnane. lIpoleaypara 3a H3NBIHEHHE € aBTOMAaTH3HMpaHa.
PesynraTuTe e ce OTHYMTAT Ype3 CKaHHUpaHE W KOMITIOThPHA NporpaMa M IIe ce JOKyMEHTHpaT Ha
XapTHEH HOCHTEII (8 NPULOICUMUME CIYHAU),

22. Jlexnapaitus, B KOSTO € IIOCO4EHO, Ye 1o o6ocobeHa no3umus Ne 2 € Obp3 KaUeCTBEH TECT
3a OTKpHBAHE HA aHTHTENA CpEIly BHpyca MpHYHHSBAIL UMYHEH NedHuuT y 4YoBeKka, THIose 1 u 2.
YyBCTBUTENHOCT paBHA MM 10-BHCOKa OT 99%. CnenuduyHOCT paBHAa HIIH MO-BHCOKa oT 98%.
Bb3MoxHOCT A2 oTKpuBa crnenuduynd ant-XUB aHTHTena B npobu oOT mnepudepHa KpbB.
IIponeaypara 3a U3MBIHEHHE J1a HE M3MCKBa CIELHAIHO JaOOpaTOpHO 000pyABaHE 3a U3IBIHEHHE
Ha TecTa (aBTOMATHYHH MHUIETH, HHKy0aTop, WeHksp u aAp.). TecToBeTe mie OBAAT KOMIIEKTYBAHH C
aBTOMAaTHYHHM JIAHIIETH 3a B3eMaHe Ha Mpobu ot nepudepHa KpsB. Bcuuku peakTnBH 3a n3paboTBaHe
Ha MpoOHM OT Lsia KPBB, IUIa3Ma M cepyM Ine ObhJaT BKIIOYEHH B JHATHOCTHYHMS TECT-KHT.
[Iponenypara 3a u3mbJHEHHE Ha TECTa HE HaBUINABa 5 MHHYTH. BpeMeTo 3a OTYMTaHE Ha pe3ylnTara
He Hajpumasa 20 MHHYTH OT NPHKIIOYBaHe Ha IpoleAypaTa o H3paboTBaHe Ha TecTa (8
npuiodCuUMume CIyyau);

23. Jlexnapaiys, B KOSATO € IIOCOYEHO, Ye TECTOBETE 3a ONpE/Ie/ITHE Ha BUPyceH ToBap Ha HIV
110 06ocobena mosunusg Ne 38 Ime ce M3MBIHABAT HA'BJIHO aBTOMATHYHO H 1€ Ca C JOJTHA rpaHuna
Ha AeTekuus 10 50 BUPYCHH KOIHS HA MUJMIIMTBD.

24. Jlexnapanus, B KOATO € IOCOYEHO, Ye TecToBeTe Mo oOocobeHa mosuuus Ne 42 ca Ha

NpHHIMIA Ha KanwiipHa rei-elekTpodope3a CEKBEHHpaHEe IIPH MHHHMAIHO €XHOBPEMEHHO
3apexiane 0T 6 poOu 3a U3CIIEABAHE (6 NPUTONHCUMUME CLYHAL);

HA H3MCKBAHETO 3a YyBCTBUTENHOCT paBHa Ha wiH nox 0,130 IU/ml. moBBPXHOCTEH ¢
xemaruT B u cnenuduunocT He no-yanka ot 99 % (ommuoc 3a 060cobeHu no3uyuu M)_




%

4

26. Jlexnapanys, B KOATO € IIOCOYEHO, Y€ TECTOBETE 3a IIbpBHYHA AuarHoctuka Ha CITUH —
EJIM3A no obocoberna nosumus Ne 1 ca THII aHTHreH - aHTHTANO. YYBCTBHTEIHOCTTA Ha TECTa 3a
antatenara € 100%, cneunduynoctra He ¢ mo-HUcKa 0T 99%. UyBCTBHTENHOCTTA 32 JICTCKIHS HA
XWB anturena e noz 2 [U/m.

Mara 14/ 05/ 2018 r.
Hme u pamunus Teonop 3amdupos

IloAnKMC HA TUHETO M EYAT ~  eeveeeeeeeeeeeeerneeeeerenenn b ieeeeerenns
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\ OBPA3EL]
EJITA 90M OOJL "
(HaumeHOoBaHUE HA YHACMHUKQ)

HNPEJJIOXKEHHUE 3A M3ITHBJIHEHUE HA ITOPBYKATA

Honynoanucanusat/ata Teogop MBaHoB 3aMbupos

(mpume umena)
B Ka4eCcTBOTO cH Ha Ympasurena B/Ha ,EJITA 90M“ OO/, EMK (BYJICTAT) 130469816, cuc
cenanume M agpec Ha ympaeienue rp. Cobus, n.k. 1000, yn. ,Jdymas“ 19, Bx. A, er. 1, an. 2,
YYaCTHHK B OOIECTBEHA OPHYKA C MIPEIMET:

wllocmaeka na ouaznocmuxymu u koncymamueu 3a CITHH, eéupycru xenamumu B u C, cugpunuc
u Opyzu cekcyanno npeoasanu ungpexyuu no Hayuonanna npozpama 3a npesenyua u KOHmpon
Ha XHB u cexcyanno npedasaru unpexyuu 6 Penyonuxa bvazapus 2017-2020 2. 3a nyscoume na
cmpanama npe3 2018 2.”, no o6ocobena/u nosuyua/u Ne 44 - Enpysemxu 3a 3ampasaeane ¢ 6uHm
-2 ml 3a paboma no no3uyun 42

YBAXKAEMMU JAMH M T'OCIIOJA,

C HaCTOSAIIOTO MPEACTABIME HALIETO TEXHUYECKO MPEIOKEHHE 33 H3NBIHECHHE Ha 00EKTa Ha
obsaBeHara oT Bac o6mmecTBeHa mopbyKa.

TIPEIJIOKEHHE HA

YYACTHHUKA
Koau4yecTBo

Ne | HaumenoBaHHe no cnennuxkanusg | Mspka o: IMPOU3BO/UTEJL,
ao: MAPKA, MOJAEJ

(KAT. Ne)

EnpyBeTkH 32 3amMpa3fiBaHe ¢
BHAT -2 ml 3a paboTa ¢

EnpyBeTku 3a 3ampassiBaHe C BHHT -2

44
ml 3a paboTa no no3uuus 42

Bbpoii 1 000

(Yuacmuuyume cnedsa doa nonvausm 2paga ,, IIpednooicenue na yvacmuuka: npousgooumes, mMapga, mMooen
(xam. No) “ camo 3a o6ocobenume no3uyuu, 3a KOUMo ydacmeam)

HCKJIapI/IpaMC, Ye BCHYKH MEIMIMHCKH WU3JCTHUA, KOUTO UMAT CPOK HA IrOJAROCT,/KbM Jarara
Ha JO0CTaBKa IIe OBJIaT ¢ OCTaTh4eH CpOK Ha IOAHOCT HE IIO-MAIIBK OT 75% ot obsBeHHs OT
IIPOU3BOIUTEIIA,

IIexnapnpme, e ImpellaraHuTe H3OCIUA HIC NpUTeXaBaT KbM MOMCHTA Ha JO0CTaBKa

cepm(bm(a'r 3a Ka4Y€CTBO OT IIPOMU3BOJAMTECIIA, H3JAACH 3a BCAKA OTACIIHA NIapTH/A,
Hexnapnpme, Yye 3a BCEKH NUArHOCTHKYM LIC NPESAOCTaBUM OOKYMEHT, B KOHTO ce 0OsBsBa
NPOU3BOACTBCHHUS CPOK HA TOJHOCT.
IIeKJIapnpamz, 4ye JOHATHOCTHKYMHTE ca MOCJICAHO IIOKOJICHHE II0 OTHO

obepupase;




Jlexnapupame, 4e me ocurypuM oGydeHMe Ha mepcoHana 3a paboTa C JOTOBOPHMpaHHTE
TECTOBE. i

Hara
Hwme u pamunns

Ilonmuc Ha MHIETO U NeUYaT




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 11 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381112832 850
Fax: (+ 359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

OBPA3EL]

JAEKJIAPALIUA

3a ChrjlacHe ¢ Kjiay3uTe Ha ITPUJIOXKEHUA ITPOCKT Ha JOTOBOD

Honynoanucanust: Teogop MiBanoB 3aMbUpoOB (mpume umena)
B Ka4ECTBOTO CH Ha yIpaBHUTEIN
(OnvoicHocm)

Ha ,,EJITA 90M*“ OO[ -

(HauMenosaHUe HA YYACMHUKA)
YYaCTHHK B IIPOLEAypa 3a Bb3JlaraHe Ha OOLIECTBEHA MOPBYKA C NPEIAMET: ,/JJocmaska Ha
ouaznocmuxkymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
cekcyanno npeoasanu ungexyuu no Hayuonanna npozpama 3a npeéeHyus u KORMpoa Ha
XHB u cexcyanno npeoasanu ungexyuu e Penyonuxa bwvneapua 2017-2020 2. 3a
HyxcOume nHa cmpanama npes 2018 2.”, exnousauwa 44 ob6ocobenu nosuyuu 3a obocobena
nosuuun Ne 44,

AEKJAPUPAM,YE:
3ano3HaT ChbM CBHC CHIBPXKAHUETO Ha MPOEKTA Ha JOroBopa H IpHeMaM YCIOBHUATA B
HETO.
JATA: 14.05.2018 r. [MOAINNC u

[IEYAT:

IBAN (6 aeBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, Puruan "AKC%B”; ID No: BG 130 469 816
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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: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 23226 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +40271 232 26 95 Fax:  +381112832 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

OBPA3EIl

AEKJIAPAIIASA

3a CpOKa Ha BaJIMAHOCT Ha OCI)CPTaTa

Honynoanucanust: Teogop ViBaHoB 3amupoB (mpume umena)
B Ka4€CTBOTO CH Ha yIpaBHTE]
(Onvorcnocm)

Ha ,,EJITA 90M“ O0]] -

(HaumenoBanue Ha yyacmuuxa)

YYaCTHHK B IPOLEAypa 3a Bb3/araHe Ha OOLIECTBEHA MOpPHYKA C IpeaMmer: ,,/Jlocmaexa Ha
ouaznocmuxymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
CeKcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHuus u KOKmpon Ha
XHB u cexcyanno npedasanu undexyuu ¢ Penybnuxa Bwvnzapus 2017-2020 2. 3a
HyscOume na cmpanama npes 2018 2.”, exniousawa 44 o6ocoberu no3uyuu 3a obocobena
nosuyua Ne 44,

AEKJJAPUPAMYUYE:

CpoxksT Ha BamMOHOCT Ha Hacroswara odepra e 4 (4eTHpH) Mecena,
AaTara, KOATO € IIOCOYCHA 3a JIaTa Ha IOJlyyaBaHe Ha odepTaTa U HpeAcTaBifpa BPEMETO,
IIpe3 KOETO CMe OOBBP3aHH € YCIIOBHSTA Ha IPEICTABEHOTO OT HAC MPEIOKEHHUE.

JATA: 14.05.2018 r. [MMOMAINC u
ITEYAT:

%

v
IRAN (B 4pBa3)- R(: N9 IINCR 966N 1037 9224 10: RIC: [INCRRCSF VHUKPFAUT RVARAHK. chiiniian "AxraknR" /Iﬁ Nn- RfC 120 4A9 R1A




Kar.Homep 126278 g

EnpyBeTku ¢ Kana4ka, Ha BUHT U TYMEHO yrursTHeHHe 2 ml

Bucoxka TeMnepatypHa YCTORYHBOCT

Kosnyso apHO

[0 CBoboxnHa ot DN-a3a, RN-a3za 1 yosemkara JJHK
0 anupOreHHH, HEIIUTOTOKCHYHH

-CTEPHIIHH




Cryo.s™

1 mland 2 mi
L} Datamatrix Codes on Cryo.s™ p. 1117
L} Linear Barcodes on Cryo.s™ p. 14 | 4

L} Freezing Protocol, Technical Appendix

* CE-marked

* Cryo.s™ with internal thread

O
2
- O
W
Tissue Culture

1 Celi/
Microplates

2 HTS-

3 tmmunology/

4 Microbiology/
Bacteriology

* High thermal resistance have a silicone gasket 4 '
¢ Cap inserts % %
Cat.-No. 304 171 Sa
{50 pieces per bag) 2 3
Pl 28

[+ 8

Free of detectable
|V D D'P,iase. R[')‘ﬂ;s\a’ non-
uman N cytotoxic
non-pyrogenic

‘, Description Cryo.s™1 mi Cryo.s™ 2 ml
F .m - >Wr‘Jr|;in>g vél;ﬁle [mi} 1-1.2 1.8-20
ot ;[m}ﬁ] x’height*’ [mm] 12.5 x 42 12,5 x 48
“-‘Sy‘.t‘a;fc;»ot - + - +
4 WBréttom - conical round round
| AThreaAd internal internal internal
ASterile | + + +
- “ total height incl. lid
i m Natural,  without writing area Cat.-No. 123 261 121 261 122 261
» 5 E :'A t;latural, with writing area Cat.-No. 123 263 121 263 122 263
“o  Green, with writing area  Cat.-No. 123 277 121 277 122 277
-+ Yellow, with writing area Cat.-No. 123 278 121 278 122 278
. © : Blue, with writing area Cat.-No. 123 279 121 279 12.2 279
: ° Red, with writing area Cat.-No. 123 280 121 280 122 280

with 150 inserts per case Quantity per bag/case per Cat.-No.: 100/500

e

|

Cryo.s™ 2 ml
up to 2.2
12.4 x 47

+

round
external

+

126 261
126 263
126 277
126278
126 279

126 280

11 Cryo-
Technics




— FEATA’SOM

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: (+3592) 9832211

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

ELTA 90 Medical Research S.R.L.
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

JNEKJIAPALIMS

Honynoanucanusr Teonop MBanos 3am¢pupos
(mpume umena)
B Ka4eCTBOTO cH Ha Ympasutel, Ha ,,EJITA 90M“ OO/l, EUK (BYJICTAT) 130469816 , cnc
cefamyine u aapec ua ynpasnenne rp. Codus, mx. 1000, yu. ,Jlynas“ 19, Bx. A, etr.1, an.2,
y4acTHHK B OOIIeCTBeHa TMOpBhYKA C TIpeAMET: ,JlocTaBka Ha [JHArHOCTHKYMHM H
xoncymatuBu 3a CIIMH, BupycHun xematuti B m C, cuduavc U APYrH ceKkcyajHo
npeaaBanu uHdpexnuu no Haunonana nporpaMa 3a npeseHUMsa U KoHTpoa Ha XHUB u
ceKcyaJHo npeaaBanu uudexuuu B Penybinka byrarapus 2017-2020 r. 3a Hy>kauTe Ha

crpanara mpes 2018 r.”,

AEKIIAPHPAM, YE:

\
ELTA 90 Medical Science DOO
Svetog Klimenta 26
11050 Belgrade; SERBIA
Phone: +381 11 2832 650
Fax: +381112832850
office @elta90ms.com

O6wecTBen GoHg

AbpxaBa

H30K

beirapus

Hara: 14.05.2018 .
I'p. Codus

IDARI /2 2nR-). D/ N0 TINED QEEN 1027 Q224 10 RIC LINCRROSE VHIAKPEANT RVARAHK chiiarias bél(r‘;”(n.q"' 1IN Nn+ R 130 469 816
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.. "H-JIAHT YA" EOOJ E-LINGUA Ltd.
e,_‘ lﬂ i a rp. Codus, 6yn. Suxo Caxs3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Bivd.
7 AN R e URCE.  ren/paxc: (02) 846 84 12 tel/fax: (+359 2) 846 84 12

20/201 4.08E A4 ® TUV, TUEV g TUV ca perncTpupani THProecki Mapki. TAXHOTO H3NON3BAHC M PHNArAHE RIKCKBA IPEABAPHTENHO 0N0OPCHIE

I

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

Arennus 33 npesoas Translation Agency

€BOJ1 OT AHTNINIACKH €3HK

ISO 9001:2015

- PervcTpaLmonen Homiep Ha ceptacukara: 01100 1412517

Mpurexarten Ha cepTudmkara:

T,

' j' O6xear: .

BanugHocr:

www.tuv.com

" TpoexTvpaHe, NPOU3BOACTBO U AMCTPUGYLIA Ha

Greiner Bio-One GmbH
Maibaxuipace 2
D-72636 ®pukerxayaen, lepmanna

BKNIOMUTENHO MECTONONOXeHUeTo Ha obekTute cnopen
NPUNOXEHNETO - ’

UHOBATUBHM NNAcTMAcoBU NPOAYKTH 3a AuarHocTmka,

" aa chapmaLiesTMUHATA NHAYCTPUSA, GUOTEXHONOTHMATA M MeAYLIMHATA.

Cnep ussbplueH oauT, ca NpeaocTaBeHn gokasaren
uanckeannaTa Ha iSO 8001:2015 ca uanvnHeHw.

Toan ceprudmkaT e sannaeH oT 23.04.2018 r. o 19.04.2021 r.

23.04.2018 r. /nodnuc ne ce yeme/

TUV Rheinland Cert GmbH
AM payeH LieH, 51105 Kvonu

Hemcka
cymba 32 akpeanTauna
D-ZM-16031-03-00



v
= ~C'ran-mapr S ISO 9001:2015
Pemcrpauuoueu Houep Ha cepmdmxara 01 100 1412517
N Mecronono:xeuue U obxear ot ReiiHoCTH
L . v01 L Gremer Blo-One GmbH S npoempaué. npouasoncrﬁo " AMcTpubyums Ha
2 © " Maitbaxwpace 2 - . - VNHOBATMBHIK NNACTMACcOBY NPOAYKTH 38 AUArHOCTUKE,
g * D-726836 d>puxeuxay3eu. FepManua  3a chapMauesTUdHaTa MHAYCTPUA, GuoTexHonoruaTa u
1 S o MeauUMHaTa.
702 . o Greihe’r Bio-Oné GrhbH : , FpoTenHoBO NOKpKTHE Ha NNAcTMacoBW U3AenuA 3a
: 1 MapTuHulpace 42-44 - 6MoTexHONOTUK.

o : D-73728 Ecnunren, Mepmanus

. 23.04.2018T.

AM Mpayeyl LLieiin, 51105 KbonH

ctp.1or 1

207201 4.08E A4 ® TOV, TUEV u TUV ca perncTpHpanu THProBCkH Mapk. TAXHOTO A3NOII3BAKE W NPHNAraHE HIHCKBA NP

www.tuv.com A TUVRheinland®
Precisely Right.

IMoanucanara, Kpuctuna Bpartoiiuepa, y10CTOBEpsBaM BEPHOCTTA Ha npeBoAa OT aHruicKy Ha 6BATapCKH
31K Ha NIPUIOXKEHNS JOKYMEHT. [IpeBOABT Ce CBCTOH OT 2 CTPAHHLM. oo v rir .

TMpesoaay: : RPEETRE R
Kpuctusa Bparoituesa

<

-
&



res prior approval.

107201 408 E A4 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application

Certificate

" Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

www.tuv.com

ISO 9001:2015
011001412517

Greiner Bio-One GmbH
Maybachstr. 2
D - 72636 Frickenhausen

including the locations according to annex

Design, manufactuﬁng and distribution of innovative
plastic products for diagnostic and pharma jngustry,
biotechnology and medicine

Proof has been furnished by means of An audlt that the

" requirements of ISO 9001 2015 are t.

s af t.'u;nvA
ﬁ.

T1AF.

s
0c~, e “GL

Tion ap®

The certificate is valid from 2018-04-23 until 2021-04-19.
First certification 2014

2018-04-23 /@S—

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koin

Deutsche
Akkreditierungsstelle
D-ZM-16031-01-00

3




Jires prior approval.

101201 4.08BE A4 ® TUV. TUEV and TUV are registered trademarks. Utilisation and applicatior.

~
A
Bt

27
e

‘Annex to certificate

Stndard SO 9001:2015

Certificate Registr. No. 01100 1412517

No. Location

01 Greiner Bio-One GmbH
Maybachstr. 2
D - 72636 Frickenhausen

02  Greiner Bio-One GmbH
Martinstrasse 42-44
D - 73728 Esslingen

2018-04-23

www.tuv.com

Scope

Design, manufacturing and distribution
of innovative plastic products for
diagnostic and pharma industry,
biotechnology and medicine

Protein coating of plastic products
for biotechnology

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Koln

D0 A, T

A TUVRheinland®

Precisely Right.



FEATA 90 M °

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medlical Research S.R.L. ELTA 90 Mediical 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: 43811712832 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

JEKJIAPALIS

Honynoanucanust Teomop sanos 3amdupos
(mpume umena)

B Ka4€CTBOTO CH Ha Ynpasurel, Ha ,,EJITA 90M*“ OO, EUK (BYJICTAT) 130469816 , cne
cefanuuie M anpec Ha ynpasienue rp. Cogus, n.x. 1000, yr. ,Jynas“ 19, Bx. A, er.1, an.2 ,
Y4aCTHHK B oOlUecTBeHa NOphYKa ¢ npeamer: ,/Jocmaska Ha OuazHocmuxkymu u
koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cuuauc u opyzu cexcyarno
npedasanu ungexyuu no Hayuonanna npozpama 3a npeeenyus u xonmpon na XHUB u
CeKCyanno npeoasanu ungexuyuu ¢ Penyonuxa bvncapus 2017-2020 2. 3a uysncoume na
cmpanama npe3 2018 2.”,

AEK/IAPUPAM, YE:

aKo 3a I/I3p3.60TBaH€ Ha HJAKOH TeCTOBC HAMA HAJIMYHA anapaTrypa, HHE 1Ie IIPeJOCTaBUM U Ie
nogabp)KaMe TaKaBa 3a BPEMETO, B KOETO Iiie ce I/I3pa60TBaT CaMO OOCTaBCHHUTE OT Halla

CTpaHa TECTORE.
R
'! ﬁ
!i" "n
Hara: 14.05.2018 r. JEKJIAPATOP: ................) \‘ i) l‘
I'p. Codust /I-p Teonop 3amdupy Qi AR Iil,

IRAN /R 10Ra). R, NG FINICD QLEN 1027 0224 10, DIC. HNCDDOACE VUHIAVDCAIAT CVACALIV L., ru.,[[.._nn TN AL D aan arn oer



Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9632209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+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

JEKJIAPALIAA

Honynonnucanust Teoxop Usanos 3amdpupos
(mpume umena)
B KQUeCTBOTO CH Ha Ympasurel, Ha ,,EJITA 90M*“ OO, EVK (BYJICTAT) 130469816 , cbe
ceflaymine u aapec Ha ynpasiienue rp. Codus, m.x. 1000, yn. ,JdyHas“ 19, Bx. A, er.1, an.2 ,
YYaCTHHK B OOUIECTBEHA IIOpBYKA C NpeaAMeT ,/Jocmaexka Ha OuazHocmMukymu u
Koncymamueu 3a CIIHH, supycnu xenamumu B u C, cuguauc u dpyzu cexcyanno
npedasanu ungexuyuu no Hayuonanna npozpama 3a npesenyua u xonmpon na XHB u
cexcyanno npedasanu ungexuuu ¢ Penybnuka Bovnzapua 2017-2020 2. 3a nysicoume na
cmpanama npes 2018 2.”,

AEK/TAPHPAM, YE:

e NoxABPKaME 3a Halla CMETKa HaJIMYHaTa U3BbHIapaHIHOHHA anaparypa Ha KOSTO IIe ce
I/I3pa6OTBaT JAOCTAaBAHHUTE OT HAC TECTOBE.

Hara: 14.05.2018 r. JEKJIAPATORP......) ) .
['p. Codpus /I-p Teomop 3 - Y gDgsuren/

A cond San Ll nm van arn nas

IRANI /IR nRA). B N0 TINCD 0CEN 1N27 0994 1N DIC. 1IMCDDCE VLIIAUVDC AT FVAD ALV L. n.



FATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. "N 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: +4027 232 26 94 Phone: +387 11 2832 650
Tel.: (+3592) 9839649, 9832209 +4021 232 26 95 Fax:  +381 112832 850
Fax: (+359 2) 9832211 Fax: +4027 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPALIMST

Honynonnucanust Teonmop Manos 3amdupos
(mpume umena)

B KaY€CTBOTO CH Ha VYnpasuten, na »EJITA 90M« 0OO0]Jl, EUK (BYJICTAT) 130469816 , CBC
CCRamuIue u ajpec Ha ynpasieHue rp. Codus, m.x. 1000, yn. ,,Jlynas“ 19, Bx. A, er.l, am.2 |
YJaCTHHK B ofmecTBeHa Noprika ¢ npeamer,,Jocmaeka nuq Ouaznocmukymu u
Koncymamueu 3a CITHH, éupycuu xenamumu B u C, cuduauc u opyzu CeKCyanHo
npeoasanu ungexyuu no Hayuonanna npozpama 3a npeeenyus u Konmpon na XHB u
CeKCyanno npedaganu ungpexyuu ¢ Penybruxa bvnzapua 2017-2020 .. 34 Hyxcoume na
cmpanama npes 2018 2.”,

AEK/IAPHPAM, YE:

npeaocraseHara 3a Hama cMeTka aliaparypa, Ha KOSToO oIe ce pa6om C IOCTaBEHUTE OT HacC
TECTOBE, LIE € ¢ TEXHUYECKH HapamMeTpH He I0- HHUCKHM OT T€3H Ha CBUIECTBYBaMAaTa.

Hara: 14.05.2018 r.
I'p. Copus

IBAN (8 re6a): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VHUKPEAUT BYABAHK, dusvar "AxcakoB™ Z/i0 N 2~ 190 are oer
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HEKJIAPALIMS

Honynonmucanust Teonop Msanos 3ampupos
(mpume umena)
B Ka4eCTBOTO CH Ha Ynpaswurel, Ha ,,EJITA 90M* O0J], EUK (BYJICTAT) 130469816 , cre
i Ccellaluine u anpec Ha ynpasienue rp. Copus, n.k. 1000, yn. ,Jdynas“ 19, Bx. A, er.1, am.2,
Y4aCTHHK B OOIIECTBEHA TOpbYKa C npeaMer ,/Jocmaexa Ha ouaznocmukymu u
Koncymamueu 3a CITHH, supycnu xenamumu B u C, cupunuc u opyzu cexcyanno
npedasanu unpexyuu no Hayuonanna npozpama 3a npeeenyuna u koumpon na XHUB u
CeKcyanno npedasaru ungexyuu ¢ Penybnuka bvnzapua 2017-2020 2. 3a nysncoup# na
cmpanama npes 2018 2.”,

HAEKIIAPHPAM, YE:

¢ OCHTYpUM [POTPaMHPAaHETO Ha HATMYHATa amaparypa 3a H3pabOTBAHETO |
CHHXPOHU3HPAHETO Ha JOCTABEHMTE OT HAC TECTOBE.
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Hata: 14.05.2018 r. HEKJIAPATOP: ......... ' (RS 2/
I'p. Codus /-p Teomop 3a 7o Aphren/

IBAN (B reBa): BG 09 UNCR 9660 1037 9234 10: BIC: [INCRRGSF VHUKPFAUT RVARAHK hiianaan "AvcawvaR"- 184 Rin. R 120 aca 21c



OBPA3EI]
EJITA 90M OO/
(HaumeHosanue Ha yHaCMHUKQ)

IIEHOBO INPEUIOKEHME

Tlonynoanucanust/ara Teonop Msanos 3am¢upos
(mpume umena)
B KauecTBOTO ¢ Ha Ynpasuten B/ma ,EJITA 90M™ 001, EVK (BYJICTAT) 130469816, cre

cefamMie U agpec Ha ynpasinenue rp. Codus, mK. 1000, ym. ,Jynas“ 19, Bx. A, er. 1, an. 2,
yYacTHHUK B OOIIECTBEHA MOPHUKA C IPEAMET: wJJocmaska na OuazHOCMUKyMU U KOHCymamueu 3a
CITHH, eupycnu xenamumu B u C, cuuauc u Opy2u CeKCyanHo npeoasanu ungexyuu no
Hayuonanna npozpama 3a npeeeHyUA U KOHMpon Ha XHB u cexcyanno npeoasanu ungexyuu 6
Penybnuxa Buvizapua 2017-2020 2. 3a HyscOume Ha cmpaHama npes 2018 2.”, exnousawa 44
o6ocobenu nosuuuu 3a 0b6ocobena/u no3uYUA/u No 42 - Tecmoee 3a HIV zenomunupane 3a
onpedenane Ha PE3UCMEHMOCH KbM GHMUpemposupycru npenapamu, Ne 43 - Koncymamueu u
donvanumennu peakmueu no nosuuun 42 u Ne 44 - Enpysemku 3a 3amMpa3aeane ¢ 6unm -2 ml 3a
paboma no nosuuus 42.

YBAXKAEMHU JAMHA U TOCTIOJA,

C uacrosmoto Bu npencTassme HAIETO LEHOBO IIPEAIOXKEHAE 32 yHACTHE B o0sBeHara oT
Bac mpoueypa 3a Bb3Jlarane Ha o0IecTBeHaTa OphKa KaKTo cienBa:

EqpsyuyHa 1eHa o o6ocobeHa no3nuus 42 B pasmep :

483,00 aB. (CTOBOM YETHPUCTOTHH OCEMACCET M TPU nB.) 6e3 JJJIC

1 579,60 JB. (CJIOBOM IETCTOTHH CEAEMIECET U JICBET JIB. H mectaecer cT.) ¢ Hauncaes JJIC.
EnunM4HA HeHa o 06ocobeHa mo3uuus 43 B pasmep :

375,00 aB. (c1OBOM TPHCTa CEACMIECET U HET 1B.) 6e3 JJC

1 450,00 JB. (CIOBOM YETHPHCTOTHH ¥ NIETACCET nB.) ¢ nauucned JIJIC.

EnuuuyHa 1eHa 1o 060cobeHa no3uius 44 B pasMep :

0,39 aB. (CIOBOM TPUJECET U JIEBET ct.) 6e3 AJ1C

1 0,468 aB. (CTOBOM YETHPHAECET U LIECT CT. K OCCM xunaaan) ¢ Hauucnen JUIC.

3a KOMIIEKCHO O epupanume nO3UYUY, UKGopMayuama 3a eOUHUNHAMA YeHa ce h08Maps MOK06A Nbmu, KOAKOMO ca
KOMNIEKCHO Oghepupanume nO3UYUU.




O06ma KoMILJIeKCHA OLICHKA HA ¢IHHHYHHTE CTOHHOCTH leeIlCTaBJlﬂBaIlla c60p OT CbOTBETHHTE
¢JAHUYHH C¢TOMHOCTH HA OTACTHHTE MO3HLHUH, KOHTO €€ JOCTABAT KOMILIEKCHO:

858,39 aB. (OCEMCTOTHH [ETAECET ¥ OCEM JIB. H TPHJIECET U AEBET CT.) 6e3 JJaC
ITonvasa ce npu KOMWIEKCHO oghepupane Ha NOFUYUY.

O6LaTa IIeHa 33 H3MBIHEHHE Ha BCHUKH JICHHOCTH OT IPEAMETA Ha 000coOeHaTa NO3ULKA €

494 598,00 JB. (CIOBOM YETUPHCTOTHH ACBET/ECET U yeTHpY XU NETCTOTHH JEBETACCET U 0CEM
nB.) 6e3 JC

1 593 517,60 1B. (CTOBOM NETCTOTHH JCBCTASCET H TpH XWIS/AH NETCTOTHH W CEACMHAECET JIB. |
mectaecer cr.) ¢ Hauuciaen JJIC.

Taxa TpeVIOKCHHTE LEHH BKIIOYBAT BCHYIKH pasxoay JI0 KpaeH Ionydaren: CTOMHOCTTa Ha
CTOKATa, OMAKOBKa, 3aCTPaX0BKa M TPAHCIIOPT 10 KpacH TIoNyyares, MPH CPOK HA TOJHOCT HE MO-
Marbk oT 75 % (cepeMIeceT H IET Ha CTO) OT OOSIBEHHS OT IPOU3BOAUTEIIA KBM JlaTaTa Ha BCIKa
J0ocTaBKa. B mNpenoxeHara ICHA Ca BKIIOUCHH IPOrpaMHUpPaHETO HA HANMYHATA anaparypa,
noApeKKaTa Ha HalHYHATa M3BBHIAPAHIMOHHA anaparypa, Ha KOATo IIe €€ u3paboTsar
odeprpaHATE TECTOBE, KAKTO U obydeHue Ha [epcoHana 3a paboTa ¢ TECTOBETE.

TTocOueHNTE E€AMHUYHN LCHW He NOAAEKAT HA NPOMSAHA ope3 Iends CPOK Ha JICHCTBHE Ha
JOroBOpA 32 M3IIbIHECHHE HA MOPBUKATA.

[IpennoxeHHTe LEHH Ca OMPE/CICHH IpH WHIHO CBOTBETCTBHE C YCJIOBHATA OT
JOKyMEHTALAATA T10 MPOLECAypaTa.

Tlpy HECHOTBETCTBHE MEXIY NPEIOKCHHTE eqMHMYHA M 00lIa I€Ha, BaIHAHA IIC obae
eMHAYHATA LIeHa Ha odepTaTa.

TIpH HECHOTBETCTBHE MEXNLy [peIIONKeHATa IleHa, U3UcaHa CJIOBOM H LICHATa, IOCOYCHA C
urpy, BaTMAHA 1le OBC NEHaTa, I0CoHeHa CJIOBOM.

JarpIpkaBaMe ce, aKo Hamata opepra 6Blle TIpUeTa, 1A H3ITBIHAM H IIPEIaeM A0roBOPEHHTE
KOJIMYECTBA JIEHHOCTH, CHITIACHO CPOKOBETE H YCIIOBHATA, 3aJlerHAIH B JOTOBOpPA.

[Ipn ycnosue, 4e ObIEM u36paHd 3a M3IBJIHATE HA obiiecTBeHaTa IOPHYKA, HHE CMC
CHIJIACHH JIa TIO/MMIIEM M NPEJOCTABAM rapaHius 3a H3ObIHEHHE Ha 3aIbJDKEHHATA 110 I0rOBOPA B
pasmep Ha 3 % OT CTOHHOCTTa MY, 6e3 JIJIC B exHa oT GOPMHTE MOCOHCHH B HI1. 111, an. 5 ot 30IL

CMeTKaTa, o Koato e ObAar H3BHPLIBAHHU pasIIalllaHHaTa 0 JI0roBopa, aKo ObaeM

onpeeseHH 3a H3IbIHATEN Ha ophHKara.
Bauxa: YuauKpemut Byn6ank® AJl IBAN BG09 UNCR 9660 1037 9234 10 BIC UNCRBGSF

TuTynsp Ba CMETKara ,EJITA 90M*“ 00

3aGeqexka 1: 3a MO3UIMHUTE, KOHTO CC odepupaT KOMIUIEKCHO Ce€ NpECTaBi 00110 1EHOBO
TIpe UTOKEHHE U ce OTOENA3BAT, KAKTO ¢IMHMYHATE U OOIIMTE LEHH 32 BCAKA OTACIHA mo3unus 6e3 u
¢ JUIC, Taxa n ofmia KOMILICKCHA croitroct 6e3 u ¢ JIJIC, npencraBissaiia c60p OT CHOTBETHHTE
OGIIM CTOMHOCTH Ha OTICIHATE MO3ALNH, KOUTO €C JOCTAaBAT KOMILIEKCHO.

Jabenexka 2: OOmara eHa 32 H3MBJIHCHHC Ha BCUUKM ACHHOCTH OT IpeaMeTa Ha obocobenara
[IO3MIHS Ce H3UMCIISBA KaTo NPOM3BEACHUE Ha eqMHUYHATA LICHA ¥ KOHIECTBOTO.

Jabeaesia 3:  YUaCTHHIMTE, PETHCTPHPAHH IO JUIC, otGens3Bar HaIMYMCTO HA TaKaBa

pETHCTpPAIHSL.

Jlata 14/ 05/ 2018

Ume 1 hamMHIAA Teonop 3amdupos

Tlopnuc Ha TANETO K TIEUAT  eeeenrsrscasssennsseranannuonsanasnnnnsrissansensss i\




