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TEXHHYECKO ITPEJ/IOKEHUE

no o6ujecmeena NOPLYKA ¢ npeomem:

wJlocmaexa Ha OUAZHOCMUKYMU U KOHCYMAmueu 3a CITHH, supycru xenamumu B
u C, cupunuc u Opyzu CeKcyanHo npedasany uHpexyuu no Hayuonanna npozpama 3a
npesenyus u Konmpon na XHB u cexcyanto npedasanu ungexyuu ¢ Penyonuxa
Bvnzapus 2017-2020 2. 3a Hy»coume Ha cmpanama npes 2018 2.”, no o6ocoberu nozuyuu
Ne 38, 39 u 40,

HacTosImOoTO TEXHUYECKO NPEATIOXKEHHE € OJANEHO OT: AHTUCEJI BBJI'APHA OO

/HAUMEHOBANUE HA YHACTIHUK

.- 1 nommacaso ot: Cuisana Jlo6uosa CanyHaposa
/mpu umena/

B KAQ4eCTBOTO U HaA. YHpaBI/ITCJI
Jomeorcocny .

Cvovpoicanue:

1. JIOKyMEHT 3a YI'BJIHOMOLUABAHE, KOraTo JHMLETO, KOETO I0/aBa otpeprara, He €
3aKOHHHAT MPEICTABUTEN HA YHaCTHHKA,

2. lpennoxenne 3a H3NMBIHEHHe Ha TNOphYKaTa B CBHOTBETCTBHC C TEXHUYECKUTE
crenu(UKaMK 1 H3UCKBAHHSATA Ha BB3JIOKUTE;

3. Jlexyaparus 3a ChI7IacHe C KJIay3HuTe Ha IPHII0XKEHHS POSKT Ha JI0TOBOD;

4. Jlexnapaiys 3a CpOKa Ha BTHJHOCT Ha odeprara;

5. OuIIHATHE TOKYMEHTH, OTIMCAHHs H/HIH obuIaIHH KaTajlo3H Ha IPOM3BOUTEIS/ATE
Ha U3JEIHATA.

6. Jlexnapanus, ¢ MPHJIOXKEHO H3BJEUEHHE OT Cnucwka nmo uyn.l, 1.1, 6yksa "0" ot
Hapen6ara 3a yclOBUSTA U pefia 3 ChCTABSHE HA CIUCHK Ha MEUIAHCKHITC n3aemust o wi. 30
ot 3MMU u 3a ompesiensHe HAa CTOMHOCTTA, 0 KOATO TE CE 3amiamar, oT KOeTo U3BIICUCHHE €
BHIHA POJAKHATA [IeHa 1Mo cMUchna Ha § 1, T. 29a ot 3MU, BBB Bpb3Ka ¢ § 1, T. 4 ot JIP Ha
Hapen6ara, 3a BCsKa IIO3HIIMS, 32 KOATO € TIOAa/ICHa otepra;

7. 3aBepeHo KomUe Ha opuumaneH NOKYMCHT, H3MalCH OT UAJL, o1 KOKTO € BHIIHO, Y€ 32
CBOTBETHOTO MEIAMIIMHCKO H3Jie/ue HAMa PETUCTPUPaHHu JTaHHU B WAJI n/unma EUDAMED 3a
MHIMIEHTH/IOTEHIIMAHA MHIMACHTH TPE3 [OCICAHATE IBE TOMMHH, KAKTO 1 OIOKMpaHU WK
W3TeIJieHd MapTHAH OT ChHIIOTO MENMIMHCKO H3JENMe Mpe3 MOCIENHNTE 2 TOIVHH.
Ipencrasenust gokymeHnt oT MAJI cnensa na Obe M3aJEH Mpeay He NI0BEYe OT SIHH MECell
OT 10/iaBaHe Ha oepTa OT yYaCTHHUKA.;

8. Jlexnapaiiys, B KOSATO 1a 6b/e I0COYECHO MEIMIIHCKOTO H3ALTHE 3a KOETO c€ yJacTBa
¥ KOHKPETHHUSAT 00IecTBeH (OHA Ha CHOTBETHATA ABPXKABA, 110 KOMTO ce 3aIUIallla;

9. MocTpa 0603HaueHa 10 HAuMH, OT KOHTO Ja € BHJHO Ha KOE MPE/UIOKCHAE oTrosaps

(omuocumo 3a 060cobenu no3uyuu Mo Ne 2 u 29);

10. 3aBepeHO KOIKE HA BAIMIACH ceprudukar BIIC EN ISO 13485:2012 / ISO 9001:2012

WM TIO-HOB MJIM €KBHBAIEHTEH, ¢ 00XBAT CHIVIACHO IIPEIMETA Ha oGocobeHaTa Jo3piIs,-3a
< N
A .

KOATO ce yHacTBa, U3JaJICH Ha UMETO Ha IPOU3BOAHUTCIIA.

ATE
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AHTUCEN BBIIFrAPHS, ep. Cocpus 1202, yn. “UndycmpuanHa” Ne11, BusHec yeHmsp Bacunee nasa, 8 em.
men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, cpakc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg of



‘?
" ®
" AHTUCET
AHTUCEN BBJIFTAPUS 004
ﬂPE,QCTABMTEﬂM - ﬂMCTPMEYT OPU HA HAYYHA ANTAPATYPA, XUMUYHU - BUOJTIOMMYHU MATEPUAITA

11. 3aBepeHo KOMUE Ha JE€KIapanusra 3a CbOTBETCTBUC C Hupextusa 98/79/EC, nspanena
or npousBoauTens u Komue Ha EC ceprudukar 3a ChOTBETCTBHC C Jupextusa 98/79/EC,
¥3naeH OT HOTH(UIMpaH oprad 1o cMuchia Ha SMU (omuocumo 3a nosuyuu MM 1, 2, 3, 4,
5789 11,12 13, 16,17, 18, 19, 20, 21, 38u4l);

12. 3aBepeno Komue Ha JeKiapanusra 3a CbOTBETCTBHC C Hupextusa 98/79/EC,
H3aJ€Ha OT IPOM3BOIUTEIS (OMHOCUMO 3a NOSUYUU NeNol4, 15, 27, 34, 35, 36 u 37);

13. Jlexnapanys, 4¢ AMarHOCTHKYMHTE lie OBJaT B ChOTHOIIECHNE 30% rosemu KbM
70% MAITKH OTIAKOBKH (OMHOCUMO 34 OUAZHOCHUKYMUME 1o 060c0beHY nos3uyuy NeNe ],
u 15 3a nopeuuna ouaznocmuxa na CITHH, xenamum B, xenamum C u cugpunuc);

14. Jlexnapamusi, Ye JAMArHOCTHKYMHTE Ca OKOMIUIEKTOBAHH CBHC CHOTBCTHHA
IJIAKA 1 BPHXUETA M BCHYKU TECTOBE, 32 M3IBJIHCHHETO HAa KOUTO CE H3MCKBAT, IIC oypna
OKOMILICKTOBAHH ChC CHOTBETHHS GPOH BpbXUeTa, cho6pasHo 6post Ha TECTOBETE (OMHOC
3a Quaznocmuxymume no o6ocobena nosuyus Ne 14 3a TIIXA);

15. Jlexnaparusi, B KOATO € [IOCOYEHO, Y€ aKo 3a U3pabOTBAHE HA HAKOHM TECTOBE HAMA
HAJMYHA anapatypa, Ie Obje HpeiCTaBeHa Takasa M I0¢ OBJe NOLUIbPXKaHa 3a BPEMETO, B
KOETO C¢ H3paboTBaT TECTOBETE (8 NPUIONCUMUME CILYHAY)

16. Jleknaparms, B KOSTO € IIOCOYEHO, Y€ L€ Ce MOJIBPXKa 33 CMETKA Ha M3IBIHATEA
HATMYHATA U3BbHIAPAaHIMOHHA allapaTypa, Ha KOSTO 1€ ¢e H3paboTBAT TECTOBETE (HanuyHaTa
amapaTypa € ChIIIacHO Impuiioxenue Ne 2);

17. Jlexnapanus, B KOSTO € II0COYEHO, Y€ IPEA0CTaBeHaTa 32 CMETKa Ha H3IbIHUTEA
amapaTypa, Ha KOSTO Ie ce paboTH ¢ TecToeTe lie B¢ ¢ TEXHUYECKH NapaMeTpH He Mo-
HHCKH OT T€3H Ha CHIIECTBYBALIATA (6 NPUNOJICUMUME CYHAU),

18. Jleknaparnus, B KOSTO € IOCOYEHO, Y€ M3MBIHHMTENA IIE NPEJOCTaBH arapaT 3a
aBToMatiuHa ekcrpakuus Ha PHK, ako 3a TecTOBETe 32 BUPYCEH TOBap CE N3NCKBA CKCTPAKIHA
Ha BupycHa PHK (¢ npunoorcumume cayuau);

19. Jlexnapaiusi, B KOATO € IIOCOYEHO, Y€ M3IIBJIHUTEN 1€ OCHTypU NPOrpaMHUpaHeTo
Ha HAJIMYHATA arapaTypa 3a U3paboTBaHETO M CHHXPOHH3HPAHETO HA TOCTABEHUTE TCCTOBE;

20. Jlexnapanusi, B KOSTO € IIOCOYEHO, Y€ TUarHOCTUKYMHTE 10 06ocob6eHa no3uius Ne
7 3a IBpBHMYHA AUarHocTuka Ha xenatut B /HBsAg/ - EJIN3A u ob6ocobena mosunus Ne 8 3a
[IOTBBPAUTENHA quarHoctuka Ha HBsAg me Gpaar o(eprpaHi KOMIUIEKCHO H III€ Ca OT €HH
TIPOM3BOMIUTEI (6 NPULOJICUMUME CTLYUAY);

21. Jlexnapanusi, B KOATO € IIOCOYEHO, Y€ TECTOBETE 110 obocobena nosuiusa Ne 41 cac
qyBCTBHTEIHOCT PaBHA HIIH NO-BHCOKA OT 99%, crieHMYHOCT PaBHA WIM N0-BUCOKa OT 96%.
TecToBeTe 32 MOTBBPAMTENHA quarHocTika Ha XMB1/2 unéexnus me ce U3NbIHABAT BBPXY
CTpHUIIOBE HaToBapeHu ¢ pekoMOuHauTHH XUB-1/2 aHTHreHN. PeareHTHTE B KUTA ILIE Ca TOTOBH
3a ymorpeba 0e3 TpeABapHTENHO pa3peXIaHe. Ilpouenypara 3a HM3OBJIHCHHE ¢€
aBTOMAaTH3MpaHa. PesynraTute e ce OTYMTAT Ype3 CKaHUPaHE M KOMITIOThPHA IPOrpaMa u e
ce IOKYMEHTHpAT Ha XapTHEH HOCHTEN (8 NPUIONCUMUme Cy4au);

-
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22. Jlexnaparnus, B KOSTO € IIOCOYEHO, 4€ 10 060co6ena mo3uusg Ne 2 e 65p3 Ka4YeCTBEH
TecT 3a OTKpPHBAHE HA aHTHTEJNA Cpeuly BHpyca NpUYHHsBAll HMYHCH neUIHUT y 4YOBEKa,
tinose 1 u 2. UyBCTBUTENHOCT PaBHA HIIM O-BHCOKA OT 99%. CnerudUYHOCT PaBHAIIH 110-
BHCOKAa OT 98%. BB3MoxHOCT jga OTKpHBa crenuduunn antu-XB aHtuTena B o 6u ot
nepudepHa kpsB. Ilpouemypara 3a H3NBIHCHUE Ja HC M3UCKBA cIieUHanHo J1abop HO
0Gopy/BaHe 3a W3IbIHEHHE Ha TeCTa (aBTOMATHYHH IHICTH, HHKYOaTop, LIEHKBP
TectoBeTe Ime 6BIAT KOMIUIEKTYBaHH C aBTOMATHYHHM JIAHIETH 32 B3CMaHE Ha MO
nepudepHa KpB. BCHUKH peakTHBH 3a H3pabOTBaHE HA npo6u OT Is1a KPBB, I11a3Ma H CEpyM
1me GHIAT BKIIOYEHH B AMATHOCTHYHMS TeCT-KHT. IIpomeaypara 3a U3NBIHEHUE Ha TECTa HE
HaJBMIIAaBa 5 MHHYTH. BpeMeTo 3a OTYATaHE Ha pe3yiTara He HalBHINasa 20 MHHYTH OT
IIPUKIIOYBAHE Ha IPOLEAYPaTa I10 U3paboTBaHEe Ha TeCTa (6 npunosCUMUmMe CLy4au);

23. Jlek/iapalis, B KOATO € [I0COYEHO, Y€ TECTOBETE 32 ONPENCILIHE Ha BUPYCEH TOBAp

aa HIV 1o o60cobena nosumus Ne 38 e ce U3MBIHABAT HAIIBJIHO aBTOMATHYHO M INE Ca C
JOJIHA TPAHHMIA Ha JeTeKuus a0 50 BUPYCHU KOIHUS Ha MHITHIATBP.

24. Jleknapariysi, B KOSTO € OCOYEHO, Y€ TECTOBLTE TI0 o6ocobena mosuimsa Ne 42 ca
Ha IPUHLIUIIA Ha KalusipHa rei-eneKTpodopesa CeKBeHUpaHe MPH MHHMMAIHO €AHOBPEMEHHO
3apexaaHe OT 6 IpoOH 3a U3CIEBaAHE (8 npULoJCUMUMe cnydau);

25. Jlexnapanus, B KOATO € IIOCOYEHO, Ye TECTOBETE 32 JIMArHOCTHKA Ha XCHaTHT B
OTrOBapAT HA H3UCKBAHETO 3@ YyBCTBUTEIHOCT PaBHA Ha MJIM NIOX 0,130 IU/ml. noBbpXHOCTEH
AHTHrEeH Ha XermaTuT B u creuwuduynocT He mo-Manka ot 99 % (omuocumo 3a o6ocobenu
nosuyuu NeNe 7 u 8);

26. Jleknapanus, B KOSTO € II0COYEHO, Ye TeCTOBETE 3a IbPBUYHA JHMArHOCTHKA Ha
CIIVH — EJIN3A 10 060co6ena no3uius Ne 1 ca TR aHTHIeH - aHTHTAIO. 1yBCTBHTENHOCTTA
Ha TecTa 3a aHTHTEIaTa € 100%, crenudaHOCTTa He e mo-Hucka oT 99%. HyBCTBUTENHOCTTA
3a nerexuus Ha XVB anturena e nox 2 1U/m.

Hara 14/05/2018r.

Vime u pammius Cunsana CanyHapoBa

[TOMIMC HA IALETO M TIEYAT eevcrereveeeeeninssunoinnnsnessnecas
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AHTHUCEJ BBJTAPUA OO0
(naumenoBaHue HA YHACMHUKA)

NPEJUIOKEHUE 3A M3IIBJIHEHUAE HA norPBY

Tonynoanucanara Cunsana Jllo64oBa CanyHapoBa

(mpume umena)
B KasecTBOTO cH Ha Ympasuten B/Ha AHTHUCEJI BBJITAPUS OO, EUK (BYJICTAT):
121152973, cbe cenaidine U agpec Ha yNpaBjIeHUE: IP. Codmus, yn. Uupycrpuansa 11, er. 8,
YYACTHHK B OOILIECTBEHA MOPBUKA C IPEAMET:

wJdocmaska Ha OuazHOCMUKYMU U KOHCyMamueu 3a CITHH, supycru xenamumu BudC,
cuuauc u Opyzu CeKCyanino npeoasanu ungexyuu no Hauuonanna npozpama 3a

C npesenyua u Konmpon na XHB u cexcyanno npedasanu ungexyuu ¢ Penyonuxa Bbovnzapus
2017-2020 2. 3a nyxcoume na cmpanama npes 2018 2. » no ob6ocobenu nozuyuu Ne 38, 39 u
40,

YBAXKAEMH JAMH U I'OCIIO 1A,

C HACTOAMOTO MPEACTaBAME HAIIETO TEXHHYECKO IPCIVIONEHUE 32 H3IBIHCHAC HA
obexTa Ha obsBeHaTa oT Bac ofIecTBeHa IOPBYKA.

IMPEAJIOXKEHHUE HA
Msp | KonnvyecTBoO CT
Ne HanmeHoBaHHE N0 cieHPHKARHSA «a 107 NPOU3BOJIUTEI,
' MAPKA, MOJEJ
(KAT. Ne)

Abbott Molecular,
Abbott Real Time HIV-1 Amplification
Reagent Kit,
kat. Ne 02G31-010 okomnekrosBaH C
E HeoBxoaMMUTE kKanubparopu 1
38 | TecToBe 3a ompenenane Ha Bupycet Topap Ha HIV | bpo# 5568 KOHTpOSK:
Abbott RealTime HIV-1 Calibrator Kit,
kat. Ne 2G31-70.
n
Abbott RealTime HIV-1 Control Kit,
kaT. Ne 2G31-80
Abbott Molecular,
Abbott mSample Preparation RNA
System,
kaT. Ne 4J70-24
Thermo Fisher Scientific,
Tubes, microcentrifuge, graduated,
bpoii 8 000 screw cap, natural, Fisherbrand, 2ml

39 | KoncyMaruBH 3a pabora no 71114;[ 38 Bpoi 5568

2
P/
»

40 EnpyBeTky 3a 3__@;!(4?)&351 ¢ ¢ BUHT -2 ml 3a paboTta

no nosuuus 38

__ Kar. Ne 11536849

et )\\
o N
(Yuacmuuyume cnedea 0a nONbIHAM epacpa ,, ITpednodicenue Ha yuacmuuxa: npouzgooumen; N 5
Ne)“ camo 3a 06ocoberume no3uyuuy, 3a KOUMo yuacmeam) )
web site: www.antisel.bg e-mail: antisel @antisel. b oo
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Jlexsiapupame, 4e BCHYKH MEIMUIMHCKH U3ICIHS, KOUTO UMAT CpPOK HA rOJHOCT, KbBM
JlaTaTa Ha JOCTAaBKa Iie 6bAaT ¢ OCTaTh4€H CPOK Ha FOJHOCT HE IO-MAIBK OT 75% oT 00sABEHUS
OT NPOU3BOAUTENS,

Jlexnapupame, 4e NpeUlaraHuTe U3CIHs 1€ MPUTEeXaBaT KbM MOMEHTA Ha JI0CTaBKa

cepTH(HKAT 32 Ka4eCTBO OT MPOM3BONUTEINS, H3/IANICH 33 BCAKA OT/C/IHA NIapTHAA,

Jlexnapupame, de 3a BCEKM IMArHOCTHKYM INe NMPeNoCTaBHM JIOKyMCHT, B KOHTO Ce
0051BBa IPON3BOACTBEHHS CPOK Ha FOJHOCT.

JleknapupaMe, e JMarHOCTUKYMMTE Ca TOC/IEIHO TIOKOJCHHE 10 OTHOUICHUE Ha
fIoKa3aTeuTe 3@ YyBCTBHTEIHOCT, CHENM(UUHOCT, HAOEKIHOCT U BB3NPOH3BOIUMOCT KbM
narara Ha odepupase;

Jlexsapupame, 4e Lue OCHIypuM o0ydeHHe Ha iepcoHaa 3a paboTa ¢ JOTOBOPUPAHUTE

TECTOBE.

Jarta 14/05/2018r.

Hme u damunus Cunsana CamyHapoBsa
TTOATMC HA JIMLETO M IEUAT  seeceeceresnsssrsnnnmnsssnesscons
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JEKJAPALINAS

3a CBIIIACHE C KIIAY3UTE Ha MPUIIOKCHHUA [IPOCKT Ha JOT0BOP

Jonynoanucanata: Cunsana Jlio6uosa CanyHaposa
(mpume umena)

B KaUeCTBOTO CHU Ha YIIPaBUTEIN

- (Onvorcrocm)

: na AHTUCEJI BBJITAPUSA OO -
(HaumMeHOBAaHUE HA YHACMHUKA)

y4aCTHHK B TpoleNypa 3a Bb3JlaraHe Ha OOIIECTBEHA NMOpBUKA C NMPEIMET: wocmasxka na
ouaznocmuxymu u koncymamuseu 3a CITHH, supycrnu xenamumu B u C, cugpunuc u opyzu
cexcyanto npeoasanu utngexyuu no Hayuonanna npozpama 3a npe6eHyuA u KORmMpoi Ha
XHB u cexcyanno npedasanu undexuuu ¢ Penybnuxa bvazapus 2017-2020 2. 3a Hyscoume
na cmpanama npe3s 2018 2.”, exnoueawa 44 060cobenu no3uyuu 3a 06ocobenu nosuyuu Ne
38,39 u 40

JEKJAPUPAM,YE:

3amo3HaT ¢hbM CHC CHOBPIKAHHUECTO Ha IIPOCKTA Ha JI0TOBOpa U ONpueMaM YCJIOBHATA B
HETO.

JATA: 14.05.2018 1. TMMOAIINC u IIEYAT:

web site: www.antisel.bg e-mail: antisel@antisel.bg

AHTUCEN BbJIFAPHUS, zp. Cogbus 1202, yn. “Undycmpuanna” Net1, Bu3Hec yenmbp Bacunee lnasa, 8 em.
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JNEKJIAPAIIASA
3a CpOKa Ha BAIMAHOCT Ha odepraTa

Jonynoanucanara: Cunsana Jlro6uosa CanyHaposa
(mpume umena)

B KQ4eCTBOTO CH Ha YIIpaBHTE

(Onvorcnocm)
na AHTUCEJI BBJIFAPUA OO -

(HaumeHosaHUe HA YHACMHUKQ)

YYAaCTHHK B IIPONEAyPa 3a Bh3JaraHe Ha OOLIECTBCHA NOPBHKA C MPEAMET: wJocmaseka Ha
ouaznocmuxymu u koncymamusu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
cexcyanno npedasanu undexyuu no Hayuonanna npozpama 3a npe6eHuUA i KORMpon Ha
XHB u cexcyanno npedasanu undexuuu 6 Penyonuxa Buvnzapua 2017-2020 2. 3a nysxcoume
Ha cmpanama npe3 2018 2.7, xnousauia 44 060cobenu no3uyuu 3a 06ocobenu nosuyuu Ne

38,39u40
JEKJIAPUPAMYE:

CpoKBT Ha BUIMAHOCT Ha HAacTOsALIATa odepra e 4 (UETUPH) MECEIa, CIUTAHO OT /1aTaTa,
KOSITO € IIocoueHa 3a JaTa Ha MojyuaBaHe Ha ofepraTa U IPeACTaBjiBa BPEMETO, IIpe3 KOETO
cMe 0OBBP3aHM C YCIOBHUATA Ha NPEACTABECHOTO OT HAC NMPE/UIOXKCHHE.

JIATA: 14.05.2018 1. TTOATINC u ITEUAT: 7

web site: www.antisel.bg e-mail: antisel@antisel.bg

AHTUCEN BBJIFAPUSI, 2p. Cocpus 1202, yn. “Undycmpuanta” Ne11, BuszHec yeHmsp Bacunee lNna3a, 8 em.
mern.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ¢hakc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg P
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Abbott RealTime HIV-1 Amplification Reagent Kit (plasma and DBS) (CE)
Kat.Homep: 02G31-010

OnakoBKa: 4 OnakoBKu, BCeKM OT no 24 tecta

CE mapkupaH
3a nH BUTPO AnarHoctudHa ynoTtpeba

Abbott RealTime HIV-1 e uHBuTpo aHanua 6asupaH Ha 06paTHO TPaHCKPUNUIMOHHEH

nonumepasHo sepwxeH peakunoHen (RT-PCR) metoa 3a konm4ecTBeHO onpeaenaHe
Ha YoBeluku umyHoaeduumteH Bupyc Tun 1 (HIV-1) B usna kpbBe HakanaHa Ha KkapTu

KaTo Karka cyxa kpba (DBS) (T.e. nonyyeHu Ypes BEHENYHKUUA Uik kanunsapxa KpbB)
UNU YoBeLLIKA NnasmMa oT 3apasexu ¢ HIV-1 uiausuan.

CNELUNOUKALUN
ABBOTT REALTIME ».
HIV-1T z NNA3MA Usna Kpus (DBS)

40 xonusi/mL 3a npobac

o6eMm 1.0 mL A

40 xonusi/mL 3a mpo6ac |

o6eM 0.6 mL ' 839 konusa/mL (egHo-
. 75 konus /mL3a mpo6ac , MeTHo, 70ul)

, o6em 0.5 mL ‘

| 150 xonusa /mL 3a mpo6a

" co6em 0.2 mL
OT 40 xonusa /mL (1.6 log
/ xonus mL) no 10

YyBCTBUTEJIHOCT

JluneeH O6xBaT MuHOHa Korus /mL (7.0 LoD no7 log xonus /mL
log xkonus /mL)
Cneliu$HYHOCT 100%* 299.5%




TapreTeH y4aTbK

JleTekyus Ha
Cy6TunoBe

BbTpeuHa
KOHTpoOJIa

CtanpapTH3auus

Tun Ha npo6uTe

Bxogsiug o6em

- I'pyna M cy6Tunose A—H,
. I'pymaOwuTlpynaN

. Ha €eKCTpaKnudaTa

[logroToBKa Ha
npoéuTte

WHTerpasHHAT y4acTbK

Ha reHa 3a noJjuMepasarta

HexonkypeHTHa PHK oT
THKBa, IpHOaBeHa KbM
Ju3uc 6ydepa no BpeMe

Virology Quality
Assurance (VQA)
Laboratory of the AIDS
Clinical Trial Group World
Health Organization
(WHO) 1st International
Standard for HIV-1 RNA
(97/656)

Mnasma (ACD-A u EDTA)

0.2 mL; 0.5 mL; 0.6 mL;
1.0 mL

m2000sp, m24sp v pbYHO

(12mm) KpBr

U N2 38

HHTerpasHUAT y4acTbK
Ha reHa 3a
noauMepasarTa

I'pyna M cy6Tunose A—

' H,Tpyna OuTlpynaN

HexonkypeHTHa PHK
OT THKBa, NpubaBeHa
K'bM JIM3HC Oydepa 1o

. BpeMe Ha eKCTpaKIusiTa

Virology Quality
Assurance (VQA)
Laboratory of the AIDS
Clinical Trial Group ;
World Health

Organization (WHO) 1st
International Standard

. for HIV-1RNA (97/656) |

EaHo meTHO OT 1isj1a
KpBbB

. 1/2"DBS (12mm) Kpbr "

70uL fo6aBeHU KbM
DBS

m2000sp

IR
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CE Marked
For In Vitro Diagnostic Use

The Abbott RealTime HIV-1 assay is an in vitro reverse transeription-polymerase
chain reaction (RT-PCR) assay for the quantitation of Human Immunodeficiency
Virus type 1 (HIV-1) in whole blood spotted on cards as dried blood spots (DBS) (i.e.
obtained via venipuncture or capillary blood) or human plasma from HIV-1 infected
individuals.

% Tustructions for Use

VIEW ORDERING INFORMATION

DESCRIPTIOM -
Precise performance when meeting HIV challenges
The Abbott RealTime HIV-1 assay provides:

« Fnhanced precision: Provides strong performance measuring low-level viremia
« Accurate monitoring: Confidence to reliably detect changes to patient's response status

+ Unique assay design: Partially double stranded probe, highly conserved target region and
specific temperature profile ensure reliable detection of all groups and subtypes

Addressing the Challenges of HIV
The Abbott RealTime HIV-1 assay is engineered to address the challenges of HIV:

The genetic heterogeneity of HIV-1 presents a significant challenge to the development of assays
capable of reliably detecting and quantifying HIV-1 nucleic acid. Although certain subtypes
dominate in specific areas, studies show that the spread of different HIV-1 groups and subtypes is
increasing globally.

HIV-1 diversity can be attributed to:
3

« Error-prone reverse transcriptase enzyme
« Recombination of subtypes
+ Cross-specific transmission
Physiological Blip or Random Assay Variation?

A detectable low-level viremia following a previous viral load below the limit of detection or
undetectable may be:

+ Atruc increase of the viral load level, such as the first step toward the development of
resistance

«+ A physiological blip caused by e.g. release of virus from a reservoir

+ An assay artifact measurement such as random variations (imprecision) around the decision
point

Each HIV-1 positive viral load result can generate anxiety among both clinicians and patients
concerning the adequacy of therapy. In cases where these regults are driven by random assay
variation this may lead to unnecessary additional testing.

<M]E VA
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Abbott RealTime HIV-1 assay demonstrates high precision around the clinical decision point and
minimizes the risk of reporting a low-level viremia result due to random assay variation.

Comparison of HV-1 quantitication in low-levef viremia®

|
. B Abbott RealTime
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The coefficient of variation observed i low viral load patient specimens (three patient samples with viral
load below 100 coples/mL; 10 replicates each, was significantly lower with Abbott RealTime HIV
(26%-31%) than that of a comparator assay (37-56%).

Detection of HIV-1 Subtypes and Groups

A total of 9o clinical specimens, ten of each Group M subtype (A, B, C, D, CRF01-AE, F, CRF02-AG,
G) and of Group O, were tested with the RealTime HIV-1 assay and by two other approved HIV-1
quantitative assays referred to as Comparator 1 (FDA-approved version used) and Comparator 2
(CE-Marked version used). The numbers in parentheses are the number of specimens that had
lower guantitation values by more than 1.00 log copies/mL when compared to RealTime HIV-1

assay.
R

M/VS;JbtyperA

wsbpes 0 we 0o

wsaeC o -0 w@ oo

Wbped 0 .0 @ 0o

M/Subty‘peAE ;O N 10” A 7’1077(0)7” - 7;07((7))“ 7

Wskyet 0 0 oo 0o

M/Subtype AG 10 ‘ 10 : 176(3) o ;0(‘1).

M/Subtype G ‘ 10 10 10 (2 V ’ ; nom

T T

N = number of specimens tested

Correlation to Comparator Assay

& n=259

r=0.938

o Slope=0.97
Intercept=-0.05 iog coples

Apbott RedTime KN-1 lkog copl

H > 4 1 - 7

Comparator HIV-1 Assay log copdes/ml

A total of 301 specimens collected from HIV-1infected patients were lested with the RealTime HIV-1 assay
at three external sites and with the comparator method at a central laboratory site. The results from a total
of 259 specimens that fell within the common assay dynamic range were analyzed by the Passing-Bablok
linear regression method.

Intended Use

o %5
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The Abbott RealTime HIV-1assay is an in vitro reverse transcription-polymerase chain reaction
(RT-PCR) assay for the quantitation of Human Immunodeficiency Virus type 1 (HIV-1) in whole
blood spotted on cards as dried blood spots (DBS) (i.e. obtained via venipuncture or capillary
blood) or human plasma from HIV-1 infected individuals. The Abbott RealTime HIV-1 assay is
intended for use in conjunction with clinical presentation and other laboratory markers for disease
prognosis and for use as an aid in assessing viral response to antiretroviral treatment as measured
by changes in plasma HIV-1 RNA levels. This assay is not intended to be used as a donor screening
test for HIV-1 or as a diagnostic test to confirm the presence of HIV-1 infection.

DESIGN

SPECIFICATIONS

ORDERING INFO

Abbott RealTime HIV-t Amplification Reagent Kit (IVD)

UNIT ORDER # GTIN
4 packs, 24 tests each 06L18-050 00884999023949

REQUESTINFO

Abbott ReaiTime HIV-1 Amplification Reagent Kit (plasma) (CE)

UNIT ORDER # GTIN
4 packs, 24 tests each 02(G31-090 00884999001589

REQUESTINFO

Abbott RealTime HIV-1 Control Kit (IVD)

UNIT ORDER # GTIN
8 sets of 3 levels 06L18-080 00884999023932

REQUEST INFO

Abbott RealTime HIV-1 Control Kit (CE)

UNIT ORDER # GTIN
8 sets of 3 levels 02G31-080 00884999001534

REQUEST INFO

Abbott RealTime HIV-1 Calibrator Kit (IVD)

UNIT ORDER # GTIN
4 sets, Cal A and Cal B 06L18-070 00884999023925

REQUEST INFO

Abbott RealTime HIV-1 Calibrator Kit (CE)

UNIT ORDER # GTIN
12 sets of 2 levels 02G31-070 00884999001497

REQUESTINFO

Abbott RealTime HIV-1 Application CD-ROM (IVD)

UNIT ORDER # GTIN
1CD-ROM 061.83

FIY
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REQUEST INFO

Abbott mDBS Buffer (CE)

UNIT ORDER # GTIN

4, 46 ml cach 0gNo2-001 00884999044074
REQUESTINFO

Abbott RealTime HIV-1 Amplification Reagent Kit (plasma and DBS) (CE)
UNIT

ORDER # GTIN
4 packs, 24 tests each

02G31-010 00884999045088

REQUEST INFO

DUt Ne 38
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DESCRIPTION
DESIGN

SPECIFICATIONS

CE Marked
For In Vitro Diagnostic Use

The Abbott RealTime HIV-1 assay is an in vitro reverse transcription-polymerase
chain reaction (RT-PCR) assay for the quantitation of Human Immunodeficiency
Virus type 1 (HIV-1) in whole blood spotted on cards as dried blood spots (DBS) (i.e.
obtained via venipuncture or capillary blood) or human plasma from HIV-1 infected
individuals.

Q Instructions for Use

VIEW ORDERING INFORMATION

PLASMA

40 copies/mL for 1.0 mL sample
volume

40 copies/m. for 0.6 ml. sample

L. volume

Sensntnwly .
75 copies/mL for 0.5 mL sample
volume
150 copies/ml. for 0.2 mL sample
volume

| 40 copi . i

Linear Range j : f:oples/rnL 1.6 log copies/mL) to 10
million copies/ml. (7.0 log copies/mL)

Specificity 100%*

Target region Integrase region of polymerase gene

Group M subtypes A—H, Group O and
Group N

Subtype
Detection
Non- " .
Wnternal control on compe.tltlve pumpllun RNA,
added to lysis buffer during extraction

i Group M subtypes A—H, Group O and

839 copies/mL (one-spot, 70ul)

Integrase region of polymerase gene

i
{
Group N :

Non-competitive pumpkin RNA,

added to lysis buffer during extraction

Virology Quality Assurance (VQA)
Laboratory of the AIDS Clinical Trial
Group World Health Organization
(WHO) 1st International Standard for
HIV-1 RNA (97/656)

Standardization

Plasma (ACD-A and EDTA)

Specimen Type

Virology Quality Assurance (VQA)
Laboratery of the AIDS Clinical Trial
Group World Health Organization [
(WHO) 1st International Standard for

i HIV-1RNA(97/656)




tnput volume » 0.2ml;0.5mlL; 0.6 mL; 1.0 mL

Sample

preparation

*The specificity of the RealTime EIV-1 assay was evaluated at three external sites by testing 514 HIV-1
seronegative plasma specimens from volunteer blood donors. HIV-1 RNA was not detected for all 514
specimens and the RealTime HIV-1 assay specificity was estimated to be 100% (514/514), (5% C1 99.28 to

100%).

ORDERING INFO

m2000sp, m24sp and manual

Abbott RealTime HIV-1 Amplification Reagent Kit (IVD)

UNIT
4 packs, 24 tests each

REQUESTINFO

ORDER #
06L18-090

GTIN
00884999023949

70ul added to DBS

(12mm) circle

m2000sp

Abbott RealTime HIV-1 Amplification Reagent Kit (plasma) (CE)

UNIT
4 packs, 24 tests each

REQUEST INFO

ORDER #
02G31-090

GTIN
00884999001589

Abbott RealTime HIV-1 Control Kit (IVD)

UNIT ORDER #
8 sets of 3 levels 06L18-080

REQUESTINFO

GTIN
00884999023932

Abbott RealTime HIV-1 Control Kit (CE)

UNIT ORDER #
8 sets of 3 levels 02G31-080

REQUEST INFO

GTIN
00884999001534

Abbott RealTime HIV-1 Calibrator Kit (IVD)

UNIT
4 sets, Cal Aand Cal B

REQUEST INFO

ORDER #
06L18-070

GTIN
00884999023925

Abbott RealTime HIV-1 Calibrator Kit (CE)}

UNIT ORDER #
12 sets of 2 levels 02G31-070

REQUEST INFO

GTIN
00884999001497

Abbott RealTime HIV-1 Application CD-ROM (ivD)

UNIT ORODER #
1CD-ROM 06L83

QEQUEST IHFO

GTIN

A BY
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Abbott mDBS Buffer (CE)

UNIT ORDER # GTIN
4, 46 m! each 09N02-001 00884999044074

REQUEST INFO

Abbott ReaiTime HIV-1 Amplification Reagent Kit (plasma and DBS) (CE)

UNIT ORDER # GTIN
4 packs, 24 tests each 02G31-010 00884999045088

RLQULSTINFO




mSample Preparation Systems RNA \
Cucrema 3a noaroroska Ha PHK npo6u \\
Kat. Homep: 04)70-24

4 x 24 npena

1l



ALL CONSUMABLES

ORDERING INFO

Abbott m2000 Low Residual Yolume Sample Rack Posts (CE)

UNIT ORDER #
2 Posts per pkg 05N22-01

REQUEST INFO

GTIN
00884999014725

Abbott m2000 Low Residual Yolume Tube (CE)

UNIT ORDER #
10 tubes per pkg 05N29-01

REQUEST INFO

GTIN
00884999014831

Abbott mSample Preparation System (DNA) (CE)

UNIT ORDER #

GTIN

4 packs, 8 tests each 06K12-024 00884999023802

REQUEST INFC

m2000 Halogen Lamp, Replacement

UNIT ORDER # GTIN

1each 09K33-01 00884999032071

1

REQUEST INFO

m2000 Optical Calibration Kit

UNIT ORDER # GTIN

1 each 04J71-93 00884999006577

REQUEST INFO

m24sp 1.4 mL Internal Control Vial

UNIT ORDER # GTIN

03N19-01 00884999004016

REQUEST INFO

m24sp 1.4 mL Internal Control Vial Cap

T '.



UNIT  ORDER#  GTIN
03N20-01 00884999004023

REQUESTINFO

mSample Preparation Systems DNA

UNIT ORDER # GTIN
4x24 Preps 06K12-24 00884999023802

REQUEST INFO

mSample Preparation Systems RNA

UNIT ORDER # GTIN
4x24 Preps 04J70-24 00884995006416

REQUEST INFO

mSysterns 200 mL Reagent Vessles

UNIT ORDER # GTIN
90 Vessels 04J71-60 00884999006515

REQUEST INFO

mSystems SmL Reaction Vessles

UNIT ORDER # GTIN
2000 Vessels 04J71-20 00884999006461

REQUEST INFO

mSystems 96 Deep Wall Plates

UNIT ORDER # GTIN
32 Plates 04J71-30 00884999006485

REQUEST INFOQ

mSystams 96-Well Optical Reaction Plates

UNIT ORDER # GTIN
20 Plates 04J71-70 00884999006522

REQUEST INFO

mSystems Biohazard Bags

UNIT ORDER # GTIN
50 Bags 04J71-45 00884999006492

REQUEST INFO

mSystems Disposable Tips (DiTis): ImL

UNIT ORDER # GTIN
2304 Tips 04J71-10 00884699006430

REQUEST INFO

Jwilz
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mSystems Disposable Tips (DiTis): 200pL
UNIT ORDER # GTIN

2304 Tips 04J71-17 00884999006454

REQUESTINFO

mSystems Master Mix Tubes/Caps

UNIT ORDER # GTIN
150 Tubes/Caps 04J71-80 00884999006546

REQUESTINFO

mSystems Optical Adhesive Covers

UNIT ORDER # GTIN
100 Covers 04J71-75 00884999006539

REQUEST INFO

mSystems Wrench

~ UNIT ORDER # GTIN
.each 01N71-01 00884999000841

REGUEST INFO

Sequencing Consumables Kit (GPR)

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

REQUEST INFO

LN
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EnpyBeTK®, MUKPOLIEHTPOMYXHM, rpaAyupaHn, BUHTOBA Kanayvka, HaTypanHm,
Fisherbrand®

C npvHTUpaHo AeneHue 1 ¢ 6510 MapkupaHo NPOCTPAHCTBO 3a MAEHTUUKaALMS Ha NP ba
MoraT Aa 6baaT ueHTpydyrvpanm go 17,000 xg. LLle usgbpxat Temneparypu ot -196°
121°C.

Kart. Ne: 11536849

Tun: bes nonuyka

KanauuTert: 2.0 ml

OnakoBka: 500 B onakoBka




'@Centrifuge tubes QU y2u0

Tubes, microcentrifuge, lip seal screw cap, natural,  Tubes, microcentrifuge, graduated,
Fisherbrand® ’ screw cap, natural, Fisherbrand®

R

These tubes are available as self-standing or conical with an O-ring secured
in the top of the cap ensuring a positive leakproof seal but without the loop
for users who prefer to remove caps completely from the tubes when filling

These tubes are available as self-standing or conical. or sampling.

The flexible sealing lip inside the cap ensures a positive leakproof seal. This With printed graduations and white marking area for sample identification.
deep internal lip fits snugly against the interior wall of the tube preventing Can be centrifuged at up to 17,000xg. Will withstand temperatures from
the contents from coming in contact with the threads, thus reducing the -196°C to 121°C.

chances of sample contamination. Caps are not supplied with attachment

loops for users who prefer to remove caps completely from the tubes when i Legasy Nf’ L ﬁ'Lﬂ“-"'V' P“f‘" aty
fillng or sampling. Cannot be autoglaved since closure is made of hlgh 1151683'9 " Seifstanding |05 00
density polyethylene. Can be centrifuged at up to 17,000xg. Will withstand
temperatures from -90°C to 100°C. 11546839 . Seff-standing | 1.5 500
11576839 - Without skirt | 1.5 500
11506849 - Seff-standing | 2.0 500

Non-sterile 11536849 - Without skirt |2.0 500
Catalogue No .. .. | Legacy No Type .. - - | Capacity, | Packaty.

11596889 : Seftstancing |99 1.000 Tubes, microcentrifuge, polypropylene,
11526899 . Self-standing | 1.5 1,000 N

11651240 - Without skirt | 1.5 1,000 conical, 1.5mL

11681240 - Self-standing | 2.0 1,000 )

11611250 . Without skirt | 2.0 1,000

Sterile « High quality, standard micro-test tube

Catalogue No Legacy No Type - Capacity, | Pack gty

: mi . - « Roughened writing surfaces (on side

11506899 - Self-standing | 0.5 500 and flat lid}

11536899 - Self-standing | 1.5 500 + Easy open/close lid

11661240 - Without skirt § 1.5 500

11691940 " Self-standing | 2.0 500 s Graduations from 0.1mL to 1.5mL

116212560 - Without skirt | 2.0 500 « Autoclavable, when open, t0 121°C

« Can be centnfuged at up to 25,000xg
{70,000xg in swing bucket)

. High quality tubes with easy open/close
R lid, writing surface and graduations
from 0.1mL to 1.5mL available as
standard and PCR* clean tubes.

Catalogue No Legacy No Alt, No Type Pack
qty
10451043 - 0030 125.150 Standard { 1,000
10154671 - 0030 125.215 PCR* 1,000
clean

*Pglymerase Chain Reaction {PCRY is a process covered by patents owned
by Hoffmann-La Roche

ONE SOURCE. INFINITE SOLUTIONS.® - www.eu.fishersci.com
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C“AHTUCEJT
AHTUCEN BBIIFAPHS 004
nPE,QCTABMTEﬂM - ,QMCTPMEYT OPU HA HAYYHA AMAPATYPA, XUMWUYHMU - BUAOIOMrMYHU MATEPUATTN

JEKJIAPAIIUSA

IToanucanara: Cunsana Jlro64yosa CaryHapoBa
(mpume umena)
B KQYeCTBOTO CH Ha YIIPaBHTEl
(OnvorcHocm)

na yyactauk: "AHTHACEJI BBJITAPUA" OO/,

B NpoleAypa 3a Bb3TaraHe Ha oOOIIECTBEHA TMOpbYKa C IPEIMET: »wJocmaska Ha
ouaznocmurymu u koncymamuegu 3a CIIHH, supychu xenamumu B u C, cughunuc u opyzu
cexcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeéenyla u KORmMpo Ha
XHB u cexcyanno npedasanu undexuuu ¢ Penyonuxa bvazapun 2017-2020 2. 3a Hyycoume
Ha cmpanama npe3s 2018 2.”

JEKJIAPUPAM:

Menumuuckute u3aenus, kouto ¢pupma "AHTUCEJ] BBJTAPUA" OOJ obepupa B
HaCToAI[aTa IpoLexypa no o6ocodena nozunus Ne 38 ca BKJIIOYEHH B cuchbka mo wi. 1, T. 1,
6yksa "6" or Hapenfara 3a yCIOBUSTA M pelia 32 CECTaBSHE HA CIHCHKA Ha MEIUIUHCKUTE
manenus mo wi. 30 a ot 3MU u 3a onpe/ieNiaHe Ha CTOMHOCTTA, 10 KOATO T€ CC 3ariaiuar.

TpunaraM W3BJNeYeHHE OT CIHMCBKA, OT KOMTO € BHIHA NpONAXHATA INCHA Ha
[IPOIYKTHUTE.
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JIEKJIAPATOP: ... \ 2 ..

Jara: 14052018,
‘ (TIOITHC; TIEYAT)

web site: www.antisel.bg e-mail: antisel@antisel.bg
AHTHCEN BBJIFAPUS, 2p. Cocust 1202, yn. “Undycmpuanna” Ne11, BusHec ueHmup Bacunee Mna3sa, 8 em.
men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, chakc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg A Y




PENYBJ/INKA BbJITAPUA
M3mbnHWTeNHa areHuuMs no niekapcreata

JIaHHH 32 HOBO Me/MIMHCKO H3/IeJie 32 BKIIOYBaHe B CIMCHKA HA MEHIUHCKH u3geaus,
3anJianiaHy oo peaa Ha Hapeadara no Wi 30a 3MHA

Data for new medical device for joint in/exclusion the list of medical devices reimbursed accordit
regulation in order with art. 30a of MDL

JaHH#A 32 KOMIIETeHTHHASA opraH / Identification of the Competent Authority
Kon Ha komnerenTHUs opran / Competent authority code

BG / CA01

me Ha KoMnieTeHTHHs oprad / Competent Authority's name

H3nwsanumenna azenyus no rexapcmeama / Bulgarian Drug Agency

Kon Ha crpanara / Country code
|BG

| Cogpus / Sofia
1 Yuua, nomep / Street, number

? TTomencku kox / Postal code
1303
Pakc / Fax

 (02)890 34 34

E-mail / E-mail
1medical@bda.bg

IIspBo npemocTaBsiHe Ha nHGopmanus / First application

Undopmupane 3a npomsHa / Information of change

Homep Ha npenxojHo 3asieienue / Number of previous application
3amuuaBane C mocouBaHe Ha ocHoaHusATa / Deletion. Please write the grounds

Crritacue 3a ojTydaBaHe Ha KOPECITOHAECHIMS 110 €IEKTPOHEH ITBT / Consent to receive
orrespondence electronically
[ Ma/Yes ] He/No

3aasurea / Requestor
7 [Tpou3BoaUTEN Ha METUIIMHCKM M3/€/IHA / Manufacturer of medical devices

[l Jluue, yimsiHOMoIIEHO oT nponsomutess / Authorized person
] ITpousBoauTes Ha 3NN, M3paboTeHH 10 TopbyKa / Manufacturer of custom-made

devices
JIue, KoeTo KOMILIEKTYBa u3nenus / Person who assembles system or kits of medical

devices
Jlnue, koeTo crepummaupa uzaeis / Person who sterilises medical devices
THprogel| Ha eApo ¢ MEIMIMHCKY U3enns / Wholesaler of medical devi/ccqs“/l/""—ii; ~
Jlanun 3a npoussoaures / Identification of the manufacturer
HMe Ha NpoU3BOAUTENA, ITBJIHO / Manufacturer name, long
Abbott Molecular Inc. / Abpgtt Molecular Inc.

7
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PENYBJINKA BbJITAPUA
W3nbnHUTENHa areHuus no nekapcreaTta

“’ | Vime 1 xon (ETH/JTHY/EHMK) Ha Thproeeua Ha eapo / Wholesaler's name and code

TR

Ve 1 Ko Ha nipousoauTen / Manufacturer's name and code
364184946

Kon Ha crpanara / Country code
US

I'pan / City

Iec Iaeitnc / Des Plaines
Vima, HoMep / Street, number

- Kon Ha obnact / Region code

TTomencku kopn / Postal code

/
4

Momencka kyrus / PO box

. Tenedon / Phone
+40215293016
E-mail / E-mail
Y andreia.valter @abbott.com
;| JaHHH 3a JHIETO, KOETO MyCKa H3/IeJHeTO Ha ma3apa / Identification of the person
lacing the product on the market
Wme u xox (ETH/JIHY/EHWK) Ha npeacrasutens / Representative name and code
| AHTUCEJI Buarapus OO/ ANTISEL Bulgarla Ltd, 121152973
‘| Kox Ha cTpanara / Country code % Kon Ha o6nact / Region code
1| BG SOF
1 'pan / City TMomencku xox / Postal code
Codrus / Sofia
| Vimua, Homep / Street, number

JIune 3a konTakT / Contact person
Anapes Baarep / Andreia Valter
| Pakc / Fax

IMomencka kytus / PO box

Tenedoun / Phone
+35929531224

E-mail / E-mail
sts_mina@yahoo.com

| JTune 3a koHTakt / Contact person :
| Muna CrosinoBa / Mina Stoyanova §
I ®dakc / Fax

| lannu 3a Thprosena Ha expo / Identification of the wholesaler

AHTI/ICEJI Bwarapus 001/ ANTISEL Bulgaria Ltd, 121152973

Kop Ha o6mact / Region code
¢ SOF

 Iowencku xox / Postal code

IMomencka kytus / PO box

' Tenecdon / Phone
+35929531224

JIune 3a kouTakT / Contact person

Muna Crosinosa / Mina Stoyanova

=

®akc / Fax ' E-mail / E-mail

ks v sts_mina@yahoo.com ~
|Homep u nata Ha paspemeHMe/ynocmBepeHne 3a ThPrOBHsI Ha €JpO C MEAULIMHCKY H3]eTs /‘\__
Number and date of permit/certificate for wholesale of medical devices Y \

IV-P-T-170, 13/05/2008

1 O6mu meauuucku nanan 3a uzgeanero / General medical informatio

eTpannua 2/ 5
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PENYBJINKA BbJITAPUA
M3mbnHuTENHa areHUuua no nekapcreaTa

Kareropus Ha MEAULIMHCKOTO U3JEIIHME / Category of the medical device

06 - IH BUTPO AMArHOCTHYHY M3/1eJTHsA / In vitro diagnostic devices

Puck xnacudukarop / Risk clasification

PeaKTHBH M NIPOJIYKTH OT PeaKTHBH, BKIIQYUTEJIHO CHOTBETHATE Kaauoparopy
KOHTPOJHH MaTEPHAJH 32 OTKPHBaHe, IOTBbPXkaBaHe H KOJHIECTBEHO ompejeJisiHe
Ha YoBemKH Mpo6u oT MapKepy Ha nEdexun Ha HIV (HIV 1 n / Reagents and reagent
products, including related calibrators and control materials, for the detection,
onfirmation and quantification in human specimens of markers of HIV infection (HIV 1
and 2), HTL

AnaromuuHa Tpymna / Anatomical group

KpbE 1 KphBo0Opazysamu opranu / Blood and blood forming organs

Tun unentudukarop / Identity type

GMDN

Unentudukarop / Identity

30768

Kox Ha uzgenye B crmcbka / Medical device code

| 06A2B3076823728

| Tenepruna rpyma / Generic group

| ime / Name
{Abbott Real Time HIV-1 Amplification Reagent Kit / Abbott Real Time HIV-1

mplification Reagent Kit
| AnrepHatuBHO uMe / Alternative name

: Mogen / Model

v/

Onncanne Ha MeAUIMHCKOTO H3aene / Description of the medical device
{ Cncras / Ingredient

Bun Ha Matepunana / Material type

Bpoit u3enus B eHa orakoska / Number in one package

| Tonemuna / Volume

Crietmduurn o3HadeHus / Specific indications

XapaxTtepuctuky / Characteristics
CrepunHocr / Sterility
Wsmepsai / Measupng
JlexapcreeHo Belgféctpo / Drug substance

crpanuna 3 /5



PENYBJINKA BBJITAPUA
W3mbnHuTenHa areHums No nekapcreaTta

Marepral oT XUBOTHHCKHM rpousxof / Material of animal origin

Tomarxo npeamucanue / Domestic prescription

Bonuuuno npeamucanue / Hospital prescription

IIpeana3nadeHo AeiicTBHE, ONpeeJeHO OT NPOU3BOTATEISA / Intended action by the

anufacturer
TMpennasHauenue / Purpose

4| VcnoBns Ha chxpanenue / Storage conditions

Vrnorpeba / Usage
2| EnnoxparHa ynorpe6a / Single use
4| Ilpyru / Others

Katanoxen nomep / Number in catalog

02G31-010

TpunaieXH0CTH, KOHCYMaTHBH / Accessories, consumables

TpuHamnexHOCTH, KOHCYMaTHBH / Accessories, consumables

| O6mn Toproscku naunn / General trade information

Homep Ha peructpauns B MAJI wm yenomienue 1o MAJI / BDA registration number

| Mata Ha pernctpamas B MAJI uiu ysenomnenue no MAJI/ BDA registration date

: JlaTa Ha mycKaHe Ha nasapa B PerryGimka Byiarapus / Release date for the market in Republic
Bulgaria

| [laTa Ha IpeKpaTsABaHe Ha pa3pelIeHne/y10CTOBEPEHHUE 3a ThProBHsA ¢ MEIUIMHCKH H3IC]INA /
[Date of termination of the permit / certificate of trade in medical devices

ﬁ Mponaxua uena ¢ JIIC (BGN) / Selling price with VAT (BGN)

| Homep Ha CE ceptucdukar / CE certificate number
| 442.160126

JlexJapupaM, Ye IpeocTaBeHAaTa B 3asBJeHHeTO HH( opMalHs € BAPHA H H3ICIUATA,
I10/U1eKANIHM HA BKJIIOYBAHE B CIACHKA , OTTOBAPAT HA M3NCKBAaHNUATa HA 3aKOHa 32

MeJHIIHHCKH H3eJusd, IPHJI0KHMH 32 TAX.

patuact )f}_

(&5
I affirm that the information provided in this form is accurate and the device to be it

list meet the requiremnets of the Medical Devices Law which apply to them.

crpammma 4/ 5



PENYBJ/IUKA BbJITAPUSA
W3mbnHuUTeNHa areHuusa no nekapcreaTa

Jlara / Date:

09/05/2018

3aasure, uMe 1 pavmaus / Notifier's name and surname:

IMMoanuc n nedat / Signature and seal:

cTpanuua 5/ 5
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PENYB/IUKA BbJ/ITAPUSA
M3nmbnHWTenHa areHuMs no nekapcrearta

JIaHHYM 3a HOBO MeMIMHCKO H3/e/He 33 BKJIIOYBaHe B CIMCbKA HA MEAUIMHCKA 31611,
3anJiaimaHd Mo pe/ja Ha Hapea6ara mo 4. 30a 3MHU

Data for new medical device for joint in/exclusion the list of medical devices reimbursed according to the
regulation in order with art. 30a of MDL

Jlannn 3a komneTenTHus1 opran / Identification of the Competent Autho

Ko Ha koMmrerenTHus opran / Competent authority code

BG/CA01

WMe Ha komneTenTHHA oprad / Competent Authority's name

Hianwanumenna azenyus no aexapcmeama / Bulgarian Drug Agency \\

Kon Ha crpanara / Country code VO

BG

I'pan / City

Codgpus / Sofia

Vuna, Homep / Street, number
Hamsan I'pyee 8/ Damyan Gruev 8
Tenedon / Phone

(02)890 34 83

E-mail / E-mail

medical@bda.bg

JTannm 3a me. n3aenne / Data for med. device
Tun 3assnenue / Application type

 TTomencku kox / Postal code
1303

- Pakc / Fax

1 (02)890 34 34

i IIspBo npeocTaBsHe Ha nHpopmauus / First application

[ Wncopmupane 3a npoMsHa / Information of change

1 HoMep Ha npeaxomHo 3assieHue / Number of previous application
3anMuaBaHe ¢ ocouBaHe Ha ocHoBaHuaTa / Deletion. Please write the grounds

Crriacue 3a 1oy4yaBaHe Ha KOPECTIOHACHIIUA 11O €JIEKTPOHEH ITbT / Consent to receive
correspondence electronically
¥ Na/Yes [ He/No
3asasutea / Requestor
M TMpou3BoxuTes Ha MEIULIMHCKY U3ACIHA / Manufacturer of medical devices

(] JIvne, yITBTHOMOLLEHO OT MpousBoauTes / Authorized person

L TIpoM3BOAMTEN Ha U3AEHA, U3pabOTEHH MO MOphUka / Manufacturer of custom-m de
devices
O JInue, KoeTo KOMIUIeKTyBa u3fienst / Person who assembles system or kits of medlc
devices
i Jhie, KoeTo cTepunnaupa usfenus / Person who sterilises medical devices .z
i Tpprosell Ha €APO C MEAULIMHCKH M3/IEIIHS / Wholesaler of medical dev1c;(\
| {anHHA 32 IPOU3BOJUTEJIS / Identification of the manufacturer ] \ ACE V“ B
| IMe Ha IPOM3BOAMTENS, ITBJIHO / Manufacturer name, long % on? 00"

Abbott Molecular Inc. / Abbott MolWar Inc.




PENYB/NKA BbJITAPUSA
M3mbnHuTeNnHa areHUus no nekapcreaTa

] .I/IMC ¥ KoJI Ha npoussoauten / Manufacturer's name and code
364184946

| Kon Ha ctpanara / Country code Kon na obnacr / Region code

US

I'pan / City
Hec Ilneitnc / Des Plaines

Towmencku kox / Postal code \\\ N

| Vnuna, Homep / Street, number Momencka kytus / PO box N

| Ymmua, Homep / Street, number IMomencka kytus / PO box

Tenedon / Phone
+35929531224

Jluwie 3a konTakT / Contact person
{ Muna CrosinoBa / Mina Stoyanova

E-mail / E-mail

dakc / Fax
' “ sts_mina@yahoo.com

HOMep 1 naTa Ha paBpCmCHPIe/yIIOCTOBepeHHe 3a TbproBUsA Ha €apo € MEIUIIMHCKY U3OEINA /
TRy A L

Number and date of permit/certificate for wholesale of medical devices P
IV-P-T-170, 13/05/2008

O6mu MeMIUHCKE AaHAN 3a m3feayero / General medical information

S

~ - -~ i e
\WP ; " V

crpanuua 2/ 5

JIuue 3a koHTakT / Contact person Tenedon / Phone
Anpapes Baarep / Andreia Valter +40215293016
dakc / Fax E-mail / E-mail
%4 andreia.valter @abbott.com
JIaHHY 3a JNIETO, KOeTo MyCKa u3eanero Ha ma3apa / Identification of the person
Iplacing the product on the market
| Vime u xon (ETH/JTHY/EHUK) na npeacrasutens / Representative name and code
{ AHTHCEJI Brarapua OO/ / ANTISEL Bulgaria Ltd, 121152973
Kon Ha ctpanara / Country code Kon Ha obnact / Region code
BG SOF
1 I'pan / City ¢! Tlomencku koa / Postal code
| Codpns / Sofia
| Ymiua, Homep / Street, number IMomencka kytus / PO box
| JIunie 3a konTakT / Contact person Tenedon / Phone
Muna Crosnora / Mina Stoyanova +35929531224
| Pakc / Fax E-mail / E-mail
“«» .7, sts_mina@yahoo.com
| lanan 3a Toprosena na eapo / Identification of the wholesaler
{ Mime 1 xox (ETH/JTHY/EMK) Ha Thproseua Ha eapo / Wholesaler's name and code
AHTHCEJI Buarapus OO0/ / ANTISEL Bulgaria Ltd, 121152973
|Kon Ha crpanara / Country code Kop Ha obnacrt / Region code
|BG SOF
|Tpan / City % HoweHckn Koz / Postal code
Codus / Sofia <\
N

125



PENYB/INKA BBJITAPUA
W3nmbnHUTenHa areHuUms no nexkapcreara

| Puck ximacugukarop / Risk clasification

vand 2), HTL
| Anatomuyna rpyna / Anatomical group

| Tun unermnduxkarop / Identity type

|GMDN

Nnenndukarop / Identity

{48465

{ Kon na u3genue B civcbka / Medical device code
06A2B4846518733

| Tenepuuna rpyna / Generic group

|Ime / Name
AsrrepHaTBHO MMe / Alternative name

Mopen / Model

Kareropus Ha memutmHckoto uzgenue / Category of the medical device
106 - Tn BuTpo quarnocTuunu n3genns / In vitro diagnostic devices

| PeaKkTHBH M NPOAYKTH OT PeaKTHBH, BKIIOYHTEJIHO ChOTBETHUTE KATHOPATOPH H
OHTPOJIHM MaTepPHMAaJu 32 OTKPHBaHe, MOTBbLPK/aBaHe H KOJIHYECTBEHO ompeesiHe
a yoBemKH Npo6u oT Mmapkepu Ha nH¢ exuu Ha HIV (HIV 1 u / Reagents and reagent
roducts, including related calibrators and control materials, for the detection,
Jconfirmation and quantification in human specimens of markers of HIV infection (HIV 1

KpbB ¥ kpbpBo06pa3zysamu opranu / Blood and blood forming organs

Abbott Real Time HIV-1 Calibrator Kit / Abbott Real Time HIV-1 Calibrator Kit

CncraB / Ingredient

Bun nHa marepuana / Material type

bpoit u3nenus B eqHa onakoska / Number in one package
l'onemuna / Volume

Pa3smep / Size

Terno / Weight

Crietdmanu o3naueHus / Specific indications
e
Xapaxrepuctuku / Characteristics
CrepunHocr / Sterility
Wzmepsaw / Measuring

JlekapcrBeHo BeectBo / Drug substance

Omncanne Ha MeguuHCKOTO H3aeue / Description of the medical device

TR Lag s

crpanuna 3 /5 inr



PEMYBJ/INKA BBJITAPUA
MsnbnHUTenHa areHuMs no nekapcreaTta

Marepuan ot xuBoTHHCKHM npousxon / Material of animal origin
71 Homaumo npeanucanue / Domestic prescription
Bonunyno npeamicanne / Hospital prescription

IIpeanaznageno geiicteue, onpeaeaeno ot npon3poaureis / Intended action by the
manufacturer
ITpennasnavenue / Purpose

Ycnosus Ha cpxpanenme / Storage conditions ~
Ynorpe6a / Usage

Mnuorokparna ynorpe6a / Reusable

Hpyru / Others e’

Karanoxen nomep / Number in catalog
2G3170
IIpunanaexnoctu, koncymarusn / Accessories, consumables
TMpunaniexHocTy, KoHCyMaTuBH / Accessories, consumables
O6mu Tproecku qaunu / General trade information
Howmep Ha peructpauns 8 UAJT wm ysenomnenve no UAJI / BDA registration number

Hara Ha peructpaumsa B UAJI win yeenomnenue 1o IAJI / BDA registration date

Hara Ha myckaHe Ha nazapa B Peny6ymka Buarapus / Release date for the market in Republic
Bulgaria

Hata Ha npekpaTsABaHe Ha pa3pelleHNe/YAOCTOBEPEHUE 32 ThPTOBHS C MEAHLMHCKH U3MeNHA /
1Date of termination of the permit / certificate of trade in medical devices

IIponaxna nena ¢ JAC (BGN) / Selling price with VAT (BGN)
4689.60

Hponaxna nena c ITC (EUR) / Selling price with VAT (EUR)
12397.75

Homep na CE cepruduxar / CE certificate number

442.160126

Hara Ha ustndane na CE ceprucuxar / CE certificate expiration date
15/06/2020

Hexnapupam, 4e npeocTaBeHara B 3aswfeHdero HH( opManns e BAPHA H H3JEJUATa, \.
NOAJIexKAIM HA BKIIOYBaHe B CIUCHKA , OTTOBAPAT HA H3NCKBAaHUATA Ha 3aKoHa 3a
MeUIMHCKH H3/1eJIUs, MPHI0XKMMH 32 TAX.

I affirm that the information provided in this form is accurate and the device to be ipgi¥
list meet the requiremnets of the Medical Devices Law which apply to them.

crpaduua 4 / 5 «3™



PENYBJ/INKA BBJITAPUA
WsmbnHuTenHa areHumMa no nekapcrearta

Hara/ Date:

09/05/2018

3assuren, ume u pamuins / Notifier's name and surname:

Iloanuc u meyar / Signature and seal:

cTpanmua 5/ 5 112



PENYBNNKA BbJITAPUSA
W3nbnHuTeNHa areHLuMs nNo nekapcreaTta

Jannu 3a HOBO Me/MIMHCKO H3/IeJHe 32 BKJII0UBaHe B CNIUCHKA HAa MeHIHHCKH H3/e/H,
3anjamaHy no pejaa Ha Hapeadara no ua. 30a SMHU

Data for new medical device for joint in/exclusion the list of medical devices reimbursed rding to the
regulation in order with art. 30a of MDL

Kox Ha komnetentaust opran / Competent authority code
BG / CA01
Nme Ha xommeTenTHUs oprad / Competent Authority's name
H3nwsanumeana azenyus no aekapcmeama / Bulgarian Drug Agency
Kon Ha crpanara / Country code
BG
Ipan / City
Codpus / Sofia
Vimua, Homep / Street, number
Hamsn I'pyee 8 / Damyan Gruev 8
Tenedon / Phone
(02)890 34 83
E-mail / E-mail
medical@bda.bg
HManun 3a mea. uzaeaune / Data for med. device
Tun 3asenenue / Application type
IspBo mpenocrassive Ha WHopMarws / First application
Ungopmupane 3a npomsiHa / Information of change
Homep Ha npeaxonHo 3assienue / Number of previous application
] 3annuaBaHe ¢ TIocouBaHe Ha ocHoBaHusATa / Deletion. Please write the grounds

JlanHM 3a KomneTenTHUs opran / Identification of the Competent Authority \\ N

- ITomencku kox / Postal code
303

- Paxc / Fax

(02)890 34 34

CrriacHe 3a ojTydaBaHe Ha KOPECTIOHIEHIMA 110 eekTpoHeH 1mbT / Consent to receive
correspondence electronically
W] a/Yes [ He/No
3asasutea / Requestor
] [IpousBoauTeN Ha MeUIMHCKY u3enusa / Manufacturer of medical devices

[ Jluue, ymeiHoMomeHo ot ipousBoauTens / Authorized person

] TIpou3BoaUTEN Ha U3JleNus, N3paGoTenH 1o opbuka / Manufacturer of custom-m de
devices

il Jlnne, KOETO KOMILJIEKTYBa mnen

devices
[ Jlviie, KOETO CTERUIIN3H Aenust / Person who sterilises medical devices
¥} THprosel Ha epo ¢ MEAUIMHCKY U3emus / Wholesaler of medical dev196 /“/‘\
Jlannu 3a npousBoauTtes / Identification of the manufacturer “ ;
VMe Ha npoM3BOAMTENS, TbJHO / Manufacturer name, long ‘ 3

Abbott Molecular Inc. / Abbott Molecular Inc.

/ Person who assembles system or kits of medical

crpanuua 1 /5 115



PENYB/IUKA BbJITAPUSA
M3mbnHuTenHa areHUus no siekapcreaTta

364184946

| IMe 1 kon Ha npoussopuTen / Manufacturer's name and code

Kon Ha ctpanara / Country code
UsS

Kon Ha o6nact / Region code A{\\

| I'pan / City
Hec Ineiinc / Des Plaines

TMomencku kox / Postal code \)

s

Viuna, Homep / Street, number

IMomencka kytus / PO box

| JTme 3a konrakt / Contact person
Annpesn Baarep / Andreia Valter

Tenedon / Phone
+40215293016

®daxkc / Fax

E-mail / E-mail
andreia.valter @abbott.com

‘placing the product on the market

| lannn 3a nUIETO, KOETO MyCKa H3/eJHEeTO Ha na3apa / Identification of the person

| Vime u xon (ETH/JIHY/EHUK) 1Ha npexacrasurtens / Representative name and code
| AHTUCEJI Bbarapus OOJl / ANTISEL Bulgaria Ltd, 121152973

| Kon Ha ctpanara / Country code
{BG

I'pan / City

Codus / Sofia

| Vuna, nomep / Street, number

;| JIune 3a konrakt / Contact person
. i
Muna CrossHoBa / Mina Stoyanova

Kox Ha obnact / Region code
SOF

IMomencku kof / Postal code

IMomencka kytus / PO box

Tenedon / Phone
+35929531224

E-mail / E-mail
sts_mina@yahoo.com

{/lanan 3a THproeena Ha eapo / Identlficatlon of the wholesaler
1 Ume u xon (ETH/JIHY/EUK) Ha Thprosena Ha efpo / Wholesaler's name and code
AHTHUCEJI Barapus OOJI/ ANTISEL Bulgaria Ltd, 121152973

‘| Ko Ha ctpanata / Country code
1BG

Kon na o6nact / Region code

- SOF

|T'pan / City
Codus / Sofia

' Tlomercku kop / Postal code

1 Viua, Homep / Street, number

 [Tomencka kytus / PO box

()

|JInue 3a konrakt / Contact person
Muna CrosxoBa / Mina Stoyanova

- Tenegon / Phone
- +35929531224

| ®akc / Fax

' E-mail / E-mail
: sts_mina @yahoo.com

IV-P-T-170, 13/05/2008

; HOMep " JaTa Ha pa3pCIHCHI/Ie/y110CTOBCpeHI/I6 3a THProBys HA €1pO C MEAULIMHCKH I/I3

% ? PPN
« o

INumber and date of permit/certificate for wholesale of medical devices

6 O6um MeIMIMHCKHA AaHHM 32 u3aeianero / General medical information

crpanmma 2/ 5
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PENYBJ/INKA bbJITAPUA
W3nbnHUTeNnHa areHumMs No nekapcreaTta

Kareropus na meauumnckoro usgenue / Category of the medical device

06 - In BuTpo muarnoctaunu u3genus / In vitro diagnostic devices

Puck xnacuguxarop / Risk clasification

PeakTHBH H NPOJAYKTH OT PEaKTHBH, BKJIIOYHTEIHO CHOTBETHATE KaaubpaTopn u
JKOHTPOJIHM MaTepHaJii 32 OTKPHBaHe, NOTBBbPKAaBaHe U KOJUYECTBEHO onpe/eisiHe
Ha YOBEIKM NPpo6u oT Mmapkepu Ha nHd ekun Ha HIV (HIV 1 n/ Reagents and reagent
products, 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

Anatomnuna rpyna / Anatomical group

Pa3nu / Various

Tun unerrudguxarop / Identity type

GMDN

Unentudukarop / Identity

48466

Kon Ha uznenue B ccbka / Medical device code
06A2V4846654442

I'enepuyna rpyna / Generic group

b il

Nme / Name
Abbott Real Time HIV-1 Control Kit / Abbott Real Time HIV-1 Control Kit
AntepHaTtiBHO UMe / Alternative name

Monen / Model

Onucanne Ha MegUOHHCKOTO M3aeane / Description of the medical device
Cncras / Ingredient

Bun Ha Matepuaia / Material type

proﬁ u3Nenus B elHa ornakoeka / Number in one package
Il'onemuna / Volume

Pa3mep / Size

Terno / Weight

Crnennduunu o3navenus / Specific indications

Xapakrepuctuku / Characteristics o
Crepunnocr / Sterility L——/

1 Hamepsam / Measuring
JlexapcreeHo BemmectBo / Drug substance

crpanuua 3 /5
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PENYBJIUKA BBJITAPUSA
M3nbnHuTenHa areHuus no nekapcreaTa

Marepuan oT XMUBOTHHCKH IIPOU3XO/ / Material of animal origin

IlomarHo npeanucanue / Domestic prescription

Bonuano npeanucanue / Hospital prescription

| TIpeaHa3HaveHo JeHCTBHE, ONpe/ie]eHO 0T NPOH3BOAUTEIA / Intended action by the

‘manufacturer
| TTpenHasHauenue / Purpose

| Vcnous na cexpanenue / Storage conditions

Vnorpeba / Usage
Ennoxparna ynorpe6a/ Single use

Jpyru / Others

.| Katanoxen nomep / Number in catalog

2G3180

IIpunajIeKHOCTH, KOHCYMATHBH / Accessories, consumables

TpyHaIEKHOCTH, KOHCYMaTHBH / Accessories, consumables

O6mu Thprosekn nanuu / General trade information

‘| Homep Ha peructpaums 8 MAJI unu ysenomnenue 1o IAJI/ BDA registration number

Ilata Ha peructpamma B UAJI wiu yBenomnerue go MAJI/ BDA registration date

Jlata Ha myckaHe Ha nazapa B PenyGinka Bearapus / Release date for the market in Republic

JlaTa Ha IpeKpaTsABaHe Ha pa3pelleHHue/yI0CTOBEPEHHE 32 ThPTroBUA € MEMLIMHCKH H3/ICIMA /
Date of termination of the permit / certificate of trade in medical devices

Iponaxkwa nena ¢ JJC (BGN) / Selling price with VAT (BGN)
4689.60

Mponaxua uena ¢ JJIC (EUR) / Selling price with VAT (EUR)
2397.75

Homep na CE ceprudukar / CE certificate number

442.160126

Ilata Ha ustyane Ha CE ceprudukar / CE certificate ?i’ration date

-|15/06/2020 9

Nlex1apupam, ue Npe0CTABEHATa B 3asBJeHHETO HH()OPMALMS € BSPHA H H3ACTHATA,
Io/IeKAIIM HA BKJIIOUBaHe B CIIHCHKA , 0OTTOBAPAT HA H3UCKBAHUATA HAa 3aKOHa 32
MeJUIHHCKN H31eJHs1, IPUI0KHMH 32 TsX.

I affirm that the information provided in this form is accurate and the device to
list meet the requiremnets of the Medical Devices Law which apply to them.

crpanuia 4 /5 47 z



PENYB/INKA BBJITAPUSA
M3mbnHUTENHa areHuus no nekapcreaTta

Jlata / Date:

(09/05/2018

3asasuten, ume u pammnus / Notifier's name and surname:

IMoanuc u meyar / Signature and seal:




S0 | PENYB/INKA BBArAPUA
" N3nbaHUTENHa areHuua no neKkapcrsaTta
REPUBLIC OF BULGARIA
Bulgarian Drug Agency

o AUBN-49612) 09 05 Sdr
- JKA CJIBAHA CAIIYHAPOBA

VIIPABUTEJ HA ,,AHTHCEJI BBJTAPUS” OOJ
VJL ,MHYCTPUAJIHA” Ne 11

BU3HEC LIEHTHP BACWUJIEB IIJIA3A, ET. 8
1202 I'P. COPUA

Ha Baiu U3zx, No 32/27.04.2018 1.

OTHOCHO: nckane ¢ Bx. No HAJI-18323/27.04.2018 r. 3a mpegocTapiHe Ha HHopManus 3a
PETHCTPHPaHU JaHHU B M3mbiIHMTENHATA areHIus IO JICKapCTBa (UAJD) w/umu EUDAMED 3a
MHIMCHTH/IOTEHIMATHN WHIMAECHTH C MEIWLHUBCKH H3Aenus, OJOKUpaHW MM H3TETNICHH
HapTUAH

YBAXKAEMA I'-)KO CAITYHAPOBA,

Ipu HanpaseHa crpaBka kpM Aata 03.05.2018 r. ce ycTaHOBH, 4€ MPE3 MOCICAHUTE ABE
romueM B UAJLI u EUDAMED HsiMa perucTpUpaHd NaHHH 33 HMHIMIACHTH/TOTCHIHAIHH
HHIHICHTH, KaKTO ¥ 32 6n01<npam1 HJIH H3TET/IEHH napmzm 3a cneaHuTe MeIIUHCKH U3 Ne/HS:

kezmtmuclco mz{e.lme ' e Hpomsozmre.rl f

Abbott RealTime HCV Amplification Reagent Kit, kat. No

4186- 90 Abbott Molecular Inc., USA
Abbott RealTime HCV Calibrator Kit, xat. Ne 4J86- 70 Abbott Molecular Inc., USA
Abbott RealTime HCV Control Kit, xat. Ne 4J86- 80 Abbott Molecular Inc., USA
Abbott RealTime HBV Amplification Reagent Kit, kat. Ne Abbott Molecular Inc.. USA
2G34- 90

Abbott RealTime HBV Calibrator Kit, xar. Ne 2G34- 70 Abbott Molecular Inc., USA
Abbott RealTime HBV Control Kit, xat. Ne 2G34- 80 Abbott Molecular Inc., USA
Abbo'Et RealTime HIV-1 Amplification Reagent Kit. xat. Ne Abbott Molecular Inc., USA
02G31-010

Abbott RealTime HIV-1 Calibrator Kit, kat. Ne 2G31- 70 Abbott Molecular Inc., USA\
Abbott RealTime HIV-1 Control Kit, kat. Ne 2G31- 80 Abbott Molecular Inc., USA
Abbott mSample Preparation Systems, xat. Ne 4J70- 24 Abbott Molecular Inc., USA
C yBaxeHHe,

JOL. ACEHA CTOUM
" H3nwanumenen Oupexmop
(

Codus 1303, yn. aman I'pyes N2 8, Ten.: (1:2) 8903 555, qaarck f02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, teI + 359 2 8903555, fax‘\‘f;’xsgz 8903434
e-mail: bda@bda.bg



SAHTUCEIT

AHTHCEN BBJIFTAPHSA 004
MPEACTABUTENHN - QUCTPUBYTOPU HA HAYYHA ATTAPATYPA, XUMUYHU - BUOTTOrYHU MATEPUATIN

JEKJIAPAIMSA

[Moanucaunara: Cunsana Jlro64yosa CamnyHaposa
(mpume umena)
B Ka4€CTBOTO CH Ha YIpaBUTEN
(OnvocHocm)

na yaactauk: "AHTUCEJI BBJICAPUS" OO/,

B mpoleaypa 3a BB3JIaraHe Ha OOLIECTBEHa IIOPbYKa C MPEAMET: wlocmaeka Ha
ouaznocmuxymu u koncymamuseu 3a CIIHH, eupycnu xenamumu B u C, cugpunuc u opyzu
cekcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHuua u KOHmpoi Ha
XHB u cexcyanno npedaganu undexyuu ¢ Penyonuxa bvnzapusn 2017-2020 2. 3a nyscoume
Ha cmpanama npe3 2018 2.”

3a 0GocoGena mozmus Ne 38 - TecToBe 3a onpe/e/sHe Ha BUpyceH Tosap Ha HIV

JNEKJIAPUPAM:

MeaumuackuTe n3aenus, kouro gupma "AHTHUCEJL FBJITAPVSL" OOQ odepupa B
HACTOSAIIATA MPOLEAYPA Ca BKIIOYCHH B CHChKa mo @i 1, T.1, Oyksa "6" ot Hapenbara 3a
YCIIOBHATA U pelia 38 ChCTaBIHE HAa CIMCHK HA MEIWIMHCKUTE U3NE/IHA 10 L. 30aor3MH u
3a ompejelsHe Ha CTOHHOCTTAa O KOATO TE CE€ 3aluiailar. Te ce 3amnamar oT CICIHHS
o6uiecTBeH (HOHA Ha AbpkaBa wicHka Ha EC - Bromkera Ha MUHUCTEPCTBOTO HA 3APABETO B

PymbHHA.
Jlara: 14.052018 . JIEKJIAPATOP: ...... Yl
(moamuc, revar)
web site: www.antisel.bg e-mail: antisel@antisel.bg

AHTUCEN BBJIFAPUS, 2p. Cocus 1202, yn. “UndycmpuanHa” Ne11, busxnec yeHmsp Bacunee lNna3a, 8 em.
mesn.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ¢paxc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg 125,
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174, PROF.N.DERZHAVIN ST., SOFIA VJI."IIPO®.H. JEPXABHH" 174, CO®HA
Tel/Fax: +359 2 857 2880, fullmax@del.bg Ter./®axc +359 2 857 2880, fullmax@el.b

Mpesod om arenulicku:

ABBOTT Molecular Inc.
1300 Hitct Toxu ABeHIO '
Hec Inetinc, Ununoiic 60018 CALL

UL LLC® (UL) U3gasa To3u cepTHHMKAT Ha ropenocoueHara ¢pupma, e/ KaTo H3BbPIIH

OLIHKA Ha CHUCTEMarta 3a INOoIbpXKaHe Ha KauecTBOTO Ha (banaTa M YCTaHOBH CBOTBETCTBUC
ChBC:

ISO 13485:2016
EN ISO 13485:2016

[IpoexTHpaHe, paspaboTKa U MPOU3BOACTBO Ha HHBHUTPO NMATHOCTHYHU PEAKTHBH, TECTOEC,
KHTOBE, HHCTpyMeHTH U codTyep. VIHCTananua ¥ CepBU3UPaHE HA HH-BUTPO IHATHOCTHHHA
HHCTpyMeHTH u codryep. IlpoexTHpaHe H INpPOH3BOACIBO Ha CTCPHIIHH TaMIIOHH.
JlucTpubyIus Ha HHBHTPO AMATHOCTHYHHE HHCTPYMEHTH, COQTYep, PEAKTHBH M TECT KUTOBE.

C IOIBIHATENHY MECTOIIONOXKEH)S onncany B [Ipunoxenue 1 ot 1:

®attn Homep: A14808 Crapr Ha makbna: 16 Jexemspu 2017
Ceprudxat Ne 11873023.PDWS Edextusna nata: 16 lexemspu 2017
Jlata Ha mstuane: 15 Jlexemspu 2020

OTopH3UpaHo OT:
Toanuc: /ue ce uete/
Maiikea k. Yuaaasp, ILE.
MeHHDKBP r7100a1HH PEryIaTOPHU YCJIYrH
UatbkuaT wieH Ha Texuuueckn otaen Ha UL Life and health Sciences
' ULLLC

Task CHCTEeMa 3a PErMCTpalHs Ha KayeCIBOTO € BKIIOYeHa B JIMPEKTOpHATAa Ha PETHCTPHPAHHTE
¢upmu Ha UL H ce oTHacs 3a NPeOCTaBAHETO HA CTOKM WM YCIYTH ONMCAHM B TPEJMCTa Ha
DPETHCTPALHA OT aAPECHTE OTUCAHH To rope. C H31aBaHETO Ha TO3A CepTHHKaT ¢upmara HeKiap1pa
Ye II€ 3aIa3H PErHCTpPalKATa CH B ChOTBETCTBHE ChC NPHJIOKHMHATE H3HCKBAHKUA. To3u cepTudHKAT
He Ce TpexBHPJIA U octasa coberseHocT Ha UL LLC.

ULLLC
333 M¢unrcren Poyxn
Hopt6pyyk, IL 60062-2096 CAlIl




ABBOTT Molecular Inc.
1300 Hiict Tpxu ABeHIO
Hec ITneiinc, Mnunoiic 60018 CAILL

Ilpunoxenue 1 ot 1

Odunnuanen oduc 1 | 1800 Bpymes Asenio '
MecTtononoxenue Eax I'pyys Bummk, Waunoiic 60007, CALl

M3sbpumBa: Cxnamosa ACHHOCT

Oduunanen opuc 2 1350 HMiict Trxu ABeHro
MecTonoaoxenue Hec Ineitne, Mmunoiic 60018, CAILI

M3pbpmBa: IIpogaxOu U HOBENIKH pecypcu

IlpouzBoacreen oduc 1 100 A660oT mapk poya
MecTononoxenue Crpana AP01A, Crpana APO1A, Cras LL 16
A660T Iapk, Ununoiic 60064, CAILL

HspbpmBa; [TpoBepka Ha' KOHTPONIA Ha KAY€CTBOTO Ha HHBUTPO AUArHOCTHYHH TECT KUTOBE

®atin Homep: A14808 Crapr Ha uukbia: 16 exemspu 2017
Ceprudxar Ne 11873023.PDWS Edexrusna nara: 16 lexemspu 2017
Jlara Ha netnuane: 15 Jexemspu 2020

Tasu cucteMa 3a perucTpalls Ha KayeCTBOTO € BKIOYEHa B JIMPEKTOpHATA HAa PETHCTPHPAHMTE
¢upmu Ha UL u ce oTHacs 3a MpefOCTaBIHETO Ha CTOKM W/HIH YCAYTH ONHMCaHH B MNpeaMeTa Ha
PEerucTpalks OT afipecuTe ONUcaHH 1o rope. C M3aBaHETo Ha TO3H cepTHMKAT GUpMaTa NeKIapHpa,
e Iie 3aMasH PerHCTPALHATa CM B CBOTBETCTBHE CHC MPUIOKHMATE H3UCKBaHHS. TO3M CepTHHKAT
He ce npexBopi 1 octaBa coberBeHocT Ha UL LLC.

ULLLC
333 II¢punrcren Poyn
Hopt6pyyk, IL 60062-2096 CAIL{

Honynoonucanama Hamanus Llgemxosa Andpeesa ydocmosepssam eepHocmma Ha npeeooa
om anzauticku e3ux Ha npunosicenus Ookymenm, ISO cepmuguxam. Ipesodvm ge cbcmou om
2 cmpanuya. ‘ 4
Ilpesooau: -

Hamanus L{gemroea Anopeesa




CERTIFICATE OF REGISTRATION

Abbott Molecular Inc.

1300 East Touhy Avenue
Des Plaines, IL 60018 United States

UL LLC® (UL) issues this certificate to the Firm named above, after assessing the Frm'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

Authorlzed by

Michael J. Windler, P.E.

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

This quatity system registration is included in UL's Directory of Registered Firms and applies to the provision of goods and/or seryic
as specified in the scope of registration from the address(es) shown above. By issuance of this certificate the firm represents that it wi

maintain its registration in accordance with the applicable requirements. This certificate is not transferable and remains the property of
UL LLC

uLLLC
- 333 Pfingsten Road
, / Northbrook IL 60062-2096 USA

00-MB-S0043 Issue 13.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2011.



CERTIFICATE OF REGISTRATION

Abbott Molecular Inc.

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.

Manufacturing Site 1 100 Abbott Park Road
located atr Building APO1A, Building APO1A, Room LL 16
' Abbott Park, IL 60064 United States

Performing: QC testing of in vitro diagnostic test kits

. ' v ' 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 andior sen(i
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 property o
ULLLC.

uLLLC
333 Pfingsten Road
Morthbrook, IL 60062-2096 USA

00-MB-50043 issue 13.0 UL and the UL logo édemurﬁs‘of Underwriters Laboratosies Inc. © 2011.
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lpesoa OT aHrnuiickn e3nk

CEPTUOUKAT
3A PEMMCTPALINS

HactoawuaT ce u3gaea, 3a aa yaocToBepHu, 4e komnaHmaTa

THERMO FISCHER SCIENTIFIC

anpec 401 Millcreek Road Marietta, Ohio 45750-4304, CALL

>

3a ponbnHuTenHu ceptuduumnparu o6exT HanpaBeTe cnpaska ¢ NpuUNoxeHneTo KbM
CepTvdukaT 3a peructpauus ot 12 cpespyapm 2018r.

paboTu cbC

Cucrema 3a ynpaBneHue Ha Ka4ecTBOTO

KOSTO U3NBLNHABA U3UCKBAHUATA HA CTaHAAaPT

ISO 13485:2003

3a cnegHust 0bxeBaT Ha cepTuuumpane:

Mpon3sBoACTBO, CEPBU3HO chny)KBaHe ¥ TeXHUYecka NoAApbIKKA Ha usoTonoanbpXKalla
na6opaTopHo-Haqua anapatypa, BKNIOUYUTENHO AV3aiHa Ha onpegeneHn NpoAyKTH.

Ceptudhukar Ne:  CERT-0113977 [laTa Ha MbpBOHaYanHo cepTuduumpane: 26 anpun 2010r.
Hocure Ne: 001236 [laTa Ha Bnu3aHe B cuna Ha cepTucukara: 12 despyapu 2018r.
[ata Ha n3aaeave: 12 espyapu 2018r. lata Ha u3TU4aHe Ha cepTudukara: 28 chespyapu 2019r.

(Modnuc: N. Grantham)

Hukon MpanTtam
MeHepanex MeHnmXbLP Yenyru no ceprucdmumnpane B SAl Global

afan

ACCREDITED
~—— AN ———

SRANABEMENT SYSTEMS
CERTIFICATION BODY

SCC Accredited

‘%
2
s
£
R
M=
T
34
L]

A |
180 13485

"/ $ SAI GLOBAL
Peructpupas oT:

QMI-SAI Canada Limited (SAl Global), 20 Carison Court, Suite 200, Toronto, Ontario MOW 7K6 KaHaaa. Tasu perucrpauus e
NOAYNHEHa Ha ycnoBusTa 3a cepTuduuupare Ha SAI Global. Bbnpeku, ye npu u3sbpluBaHe Ha Ta3n OUEHKa € BNOXEHO
USNOTO ABIKUMO BHUMaHue v ymenus, SAl Global Hocn OTFOBOPHOCT Camo 3a AoKa3ana nebpexHocT. Tosu cepTuduxart
ocrasa nputexanue Ha SAl Global n Tpafea Aa Gbae BbPHAT NpY NOUCKBEHE.

3a fa yaocToBepuTe, ye cepTudukaThT € aktyane, Mons nsnonssanTe oqgaﬂigep'rmbmxauwonnuﬁ peructbp Ha SAl Global:

www.gmi-saiglobal.com/gmi_companies/ /;g,(w«:w wu,::;;;\ -
S SO\,

suh



ANOXEHWE KbM
CEPTUOUKAT 3A PETUCTPALIUA

Tean oBexTn ce pervcTpupatu nog Ceptucpukar Ne: CERT-0113977, nsganeH Ha 12 cespyapu
2018r.

Hocue Ne Dara Ha Bnu3age B cuna
001236 THERMO FISCHER SCIENTIFIC 12 cherpyapwn 018
401 Millcreek Road Marietta, Ohio 45750-4304 CALl

MpOLECH, NOKPUBAHY Ha Ta3n NOKaUWs: ynpasnexme,
OCUIYPSIBaHe Ha KauecTBO, perynaTtopHu AeAHOCT,
aaKynyBaHe, 06CAyXBaHe Ha KITMEHTY, YOBELLIKM
pecypcy, nonyyasaHe, NPonN3BOACTBO, CEPBU3HO
o6cnyXBaxe ¥ onakoBaHe Ha XUBOTONOAABLPXKALLA W
nabopaTopHo-Hay4Ha anaparypa. Qu3aitH Ha
onpeAeneHn NpoaykTu.

1619125 Thermo Fischer Scientific 12 dhespyapy 2018r.
1645 Blue Knob Road Marietta, Ohio 45750 CALY
Saabpmenw CTQKM, CKnaampaHe n npeso3BaHe

1624204 Thermo Fischer Scientific 12 despyapu 2018r.

401 Millcreek Roadp Building #100 Marietta,
Ohio 45750-4304 CALY

Mpouecu, nokpueanu B Crpaga Ne75: cknagvipaqe

Ha KOMMNOHEHTH, 4acTu 1 TecToBo obopyasaHe

Mpotecy, nokpusau B Crpaga Ne100: npoussoacTeo,
nofy4yaeaHe, Npoueck 3a ocurypsisaHe Ha Ka4ecTsoTo

" cKnagupaHe Ha 4acTu 3a KoMNoHeHTH. [pouecy,
nokpueanm B Crpaaa Ne200: cknaampaHe Ha KOMMNOHEHTH
W MHCAEKLUATa UM

Tean perucTpaLym 3aBUCAT OT ToBa, komnakusta THERMO FISHER
SCIENTIFIC (aocmne Ne 001236) aa noaawbpxa cBOR 06xBaT Ha perncTpauns SAI GLOBAL
cornacHo 1SO 13485:2003

flonynognucanara Banepus WoppaHosa Kabakoea, 3akneT npesogad, yaocToBepasaMBepHOCTTa Ha
NPEBOA OT aHITMACKN €3UK Ha NPUNOXEHNS LOKYMEHT, CepTundukaT 3a peructpaums u npunoxeHve.
MNpeBoABLT Ce ChCTON OT 2 cTpaHuuu. i

NpeBoAaY:
Banepus Mopparosa Kabakosa

LAV



CERTIFICATE
‘OF REGISTRATION

This is to certlfy, that

THERMO FISHER SClENTIFIC

401 Millcreek Road Marietta, Ohio 4% 2’5@’} 4304 USA

Refer to Attachment to Certificate of Rgglﬂmﬂat dated February 12, 2018 for add monal certified sutes

operates a

Quality Management 8ystem

which complies with the requuremm{t ¢

ISO 13485:2003

"~ for the following scope of certificatua

The manufacturing, service and R ;uppoft of L'fe and Laboratory Sciences
Equipment, including the design Qm products

Certificate No.: CERT-0113977 val Certifi cation Date: Aprll 26 2010 -
File No.: 001236 iy ation Effective Date: February 12,2018

issue Date: February 12,2018 it ation Explry Date: February’ 28 2019

NS

Nicole Grantham
General Manager SAl Global Certification Setvicos -

d

il A
ACCREDITED

MANAGEMENT SYST!M.)
1SO 13485 CERTIFICATION RODY

Registered

QMI-SAl cnu- Limited (SAl Global), 20 Carleon Court, Sute MG Toruta “iiwe e Wqﬁ. i gy wan i8 subiect t0the SA Global
Terms and Condtions for Cestiication. Whis al dus Caro and ki wam @eomed & &3y e T fhap ey R% Silobal accepts responsibiity only for
proven negigence.  This cedificate remaine the property of 8A! Glabal mm.mmw ot & s e
Toverfy that ths certificate is current, please refer 1o the SA Global <211rw Carts o “iia S ey d

saml

1d17



ATTACHMENT TO
CERTIFICATE OF REGISTRATION

These sites are registered under Certificate No: CERT-0113977 issued on February 12, 2018

File No. Effective Date

001236 THERMO FISHER SCIENTIFIC ’ February 12, .20_18
401 Millcreek Road Marietta, Ohio 45750-4304 USA. ’

Processes covered at thislocation: Management, Quality Assurance, Regulatory,
Purchasing, Customer Service, Human Resources, Receiving, Manufacturing, Service and
Packaging of Life and Laboratory Sciences Equipment. Design of Custom Products.

1619125 Thermo Fisher Scientific February 12, 2018
1645 Blue Knob Road Marietta, Ohio 45750 USA

Finished Goods, Warehouse and Shipping

1624204 Thermo Fisher Scientific ' February 12, 2018
401 Millcreek Road, Building #100  Marietta, Ohio 45750-4304 USA

Processes covered at Building #75: warehouse of componentsparntsand testengineering
Processes covered at Building #100: Manufacturing, receiving, QA processesand warehouse
of component parts. Processes covered at Building #200: warehouse of componentsand
receiving inspection

BAL

INFORM. IRSPIRE. IMPREVE

These registrations are dependent on THERMO FISHER SCIENTIFIC (File ; '
No. 001236) maintaining their scope of registration to ISO 13485:2003 % SA| GLO

RSN



Banepusi lopaaHosa Kabakosa
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MpeBoa OT aHrNUACKK €31K

EC CEPTUDUKAT

Abbott Molecular Inc.
1300 East Touchy Avenue

Des Plaines iL 60018

CALL

EC Ceptudukar 3a npoBepka Ha An3anH

Mpunoxenue IV, pasgen 4 oT Jupektusa Ha CbeeTa 98/79/EC 3a MeOVUNHCKN U34enina 3a UH BUTpo
AVArHocTuKa

Onucanue Ha u3genuneTo.

MH BUTPO TECT 3a NONMMepa3Ha BepuKHa peakumnsa ¢ obpaTHa TpaHCKpUNUUs (RT-PCR) 3a
KONUYECTBEHOTO onpeaensive Ha YoBeuwkn MyHHOAedMUNTEH BUPYC TUR 1 (HIV-1) B yoBeuwika
nnasma oT nuua, 3apaseru ¢ HIV-1 Bupyc

Mogen:

2G31-70 Abbott RealTime HIV-1 Komnnekr 3a kanubpupate

2G31-80 Abbott RealTime HIV-1 KoHTponeH KomMnnexr

2G31-90 Abbott RealTime HIV-1 KomnnekT peakTuBu 3a amnnudukaius
02G31-010 Abbott RealTime HIV-1 KoMnnekT peakTusu 3a amnnudukaumus

Ne Ha pocue A14808 HavyanHa gata Ha yukbna 16 woHwn 2015r.
Ne Ha cepTudpmxar 442 160126 [laTta Ha Bnu3aHe B cuna 26 anyapwu 2016r.
[lata Ha ustniyaxe 15 tonn 2020r.

OTtopwusupaH oT

(nodnucaro: C.H. Tonkin)

C. X. TOHKHH
MeHnmxbp cepTuduLmpaHe
3a 1 oT uMeTo Ha UL International (UK) Ltd

Dexnapupame, ye € U3BbpUWEHa NpoBepKa Ha AW3aiiHa Ha ycTpoucTBaTa, u3bpoeHu cnopen
poknan 4787176407, cbrnacHoO M3NCKBaHMATA Ha HaUUOHANHOTO 3aKOHOAATeNCTBO, HA KOETOo
ce NoAYMHABA AONYNOANUCAHMAT, TPaHCNOHWpalK Mpunoxexwe IV, pasgen 4 ot Oupexktusa
Ha CbBeTa 98/79/EC 3a n3nenus 3a WH BUTPO AUArHocTuka. yaocropepaBame, \e AU3aAHDBT Ha
u36poeHuTe U3nenna e B CbOTBETCTBUE CHC CHLOTBETHUTE pasnopeabu Ha lpunoxexune v,
paspen 4 Ha cnomeHartara AMpPeKTUBA Taka, Kakro e TpaHCNOHWpaHa B HALWOHANHOTO
3aKOHOAATENCTBO.

UL International (UK) Limited
Wonersh House, The Guildway, Old Portsmouth Road,
Guildford, Surrey, GU31LR, BenukoGputanus

Mpesogay:
Banepus NopaaHo

e



EC CERTIFICATE

Abbott Molecular Inc.

1300 East Touhy Avenue
Des Plaines il. 60018
USA

EC Design - Examination Certificate

Annex IV, section 4 of Council Directive 98/79/EC on In Vitro Diagnostic /
Medical Devices

Device Descriptions:

In vitro reverse transcription-polymerase chain reaction (RT-PCR) assay
for the quantitation of Human Immunodeficiency Virus type 1 (HIV-1) in
human plasma from HIV-1 infected individuals

Model:

2G31-70 Abbott RealTime HIV-1 Calibrator Kit

2G31-80 Abbott RealTime HIV-1 Control Kit

2G31-90 Abbott RealTime HIV-1 Amplification Reagent Kit
02G31-010 Abbott RealTime HIV-1 Amplification Reagent Kit

Fitle Number A14808 Cycle Start Date 16 June 2015
Certificate No.  442.1601268 Effeclive Date 26 January 2016
Expiry Date 15 June 2020

Authorised by

CHR (awew

C.H Tonkin %
Certification Manager ‘

For and on Behalf of UL Intetnational (UK) Ltd (\¥
We hereby declare that a design examination has been carried out on the device(s) listed per report 4787176407,
following the requirements of the national legisiation to which the undersigned is subject, transposing Annex §V
section 4 of Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices. We certify that the design of
device(s) listed conforms with the relevant provisions of Annex IV section 4 of the aforementioned directive as
transposed into national legislation.

UL International (UK) Limited
Wonersh House, The Guildway, Old PorsnidtthRoad,
Guildford, Surrey, GU3fi8United Kingdom

i AT
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MpeBog OT aHrNIACKN €3UK

, Abbott
Molecular

[Dexknapauua 3a cboTBeTCTBUE

KaTeropus u3aenus 3a uH BUTPO AMarHoCTuka: Apunoxenune ll, Cnucek A
ViMe Ha 3aKOHHWS Npon3BoauTen: Abbott Molecular Inc.
AApec Ha 3aKOHHWA npou3soanTen: 1300 E. Touhy Ave.

Des Plaines IL USA 60018
Wme Ha oTopuaupaHus npeacTasuTen 3a Espona: Abbott GmbH & Co. KG
AJpec Ha oTopusnpaHus npegcrasuTen 3a Espona: Max-Ptanck-Ring 2 D-65205

Bucbapen, Mepmanns

Homep OT CNUCHKa Ha M3fenveTo Mme 1 onucaHue Ha U3genueTo
i 02G31-010 KomnnekT peaktusu 3a amnnudukauus Abbott
ReaiTime HIV-1
2G31-80 KoHTponeH komnnekT Abbott RealTime HIV-1
2G31-70 KomnnekT 3a kanubpupare Abbott RealTime HIV-1
[AbLUepHO APYXECTBO Ha HOTUULMPaHWa opraH UL International (UK) Ltd
Afpec Ha HOTunLMpaHusa oprax Wonersh House, The Guildway,

Old Portsmouth Rd, Guildford,
Surrey, GU3 1LR, BenvukoSputaHua

Homep Ha HoTUdULMpaHns opraH 0843

Vme Ha coOCTBEHVMKA Ha TexHuyeckaTa aokymeHTaums  Abbott Molecular Inc.
Anpec Ha cobcTBeHuka Ha TexHuyeckata gokymeHTauus 1300 E. Touchy Ave.
Des Plaines IL USA 60018

A3, JONYNOANMCAHWAT, AEKNapupam, Y& MefNLMHCKWTE N3genus 3a UH BUTPO AWarHocTuka, onucanm
no-rope 1 Hoceww mapkuposkata CE, CbOTBETCTBAT Ha NPUNOXMMUTE pasnopeAdn Ha repMaHckua
3aKoH 33 MeAMUMHCKKUTe usgenusi, Tpadcnonupatly EC Oupektusa 98/79/EC 3a MeanUUWMHCKW u3genva
3a UH BUTPO AnvarHocTuka.
Tasu geknapauws ce npaeu 8 cwoTeeTcTaue ¢ Mpunoxenne IV Ha [upextusa 98/79/EC 3a uspenvs
3a UH BUTPO AUArHOCTMHKa.

Moanuc: (nodnucaro: Pamela Swatkowski)

MbNHU UMEHE, Pamela Swatkowski

[BXKHOCT. ’ PerynatopeH gupekrop

[laTa Ha usgasaHe: 3 mapt 2016r.

Jara: 3 mapt 2016r.

MsacTo: Abbott Molecular Inc. Des Plaines IL, CALL 60018
MNOBEPUTESIHO

Abbott

A Promise for Life

7

Mpesogay:

U6 -



Abbott

Molecular
Declaration of Conformity
IVDD Category: Annex II, List A
Legal Manufacturer's Name: Abbott Molecular Inc
Legal Manufacturer's Address: 1300 E. Touhy Ave.
R oo L : Des Plaines Il USA 60018 T
Name of Authorized Representative in Europe: Abbott GmbH & Co. KG
Address of Authorized Representative in Europe: Max-Planck-Ring 2 D-65205

Wiesbadan- Gormany

_ Name(s) and Description(s) of Device
List Number(s) of Device
02G31-010 Abbott RealTime HiV-1 Ampilification Reagent Kit
2G31-80 Abbott RealTime HIV-1 Control Kit
2G31-70 Abbott RealTime HIV-1 Calibrator Kit
Notified Body Company affiliation UL International (UK) Ltd
Notified Body Address Wonersh House, The Guildway,

Old Portsmouth Rd, Guildford,
Surrey, GU3 1LR, United

Kingdom
Notified Body Number 0843
Name of technical documentation owner Abbott Molecutar Inc.
Address of technical documentation owner 1300 E. Touhy Ave.

Des Plaines Il USA 60018

I, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above
and bearing the CE-Marking, conform with the applicable provisions of Medizinproduktegesetz
{Medical Devices Act, Germany) transposing EC Directive 98/79/EC concerning in vitro diagnostic
medical devices.

This declaration ig made in accordance with Annex IV of the IVD Directive 98/79/EC.

Full Name (printed): Pdmela Swatkowski /??/—\ >

Position: Regulatory Director ,55/

Date Issued: M 3, Lojt &t
Date: Drtd 3,50/ =it

Place: Abbott Molecular Inc. Des Plaines Il USA 60018 e [

=== Abbott

A Promise for Life

Signature:

CONFIDENTIAL



CAHTUCET

AHTUCEIN BBJITAPUST 004

NPELQCTABUTEIN - QUCTPUBYTOPU HA HAYHHA AMAPATYPA, XUMUYHU - BUOTTOrNYHN MATEPUATIA

JEKJIAPATIAA

ITonnucanara: Cunpana Jlro6uosa CanyHapoBa
(mpume umena)
B KaUYE€CTBOTO CH Ha YIpaBUTEI
(On1vorcHocm)

- Ha yuactauk: "AHTHUCEJI BBJIFAPHUA" OO/,

B TIpolleypa 32 Bb3jarane Ha oOIecTBEHa MOpbuYKa C MpeaMmer: ,/JJocmaska Ha
ouaznocmuxkymu u koncymamusu 3a CITHH, eéupycrnu xenamumu B u C, cugpunuc u opyzu
ceKcyanHo npedasanu unpexyuu no Hayuonanna npozpama 3a npeeenyua u KOHmpon Ha
XHUB u cexcyanro npeoasanu unexyuu 6 Penyonuxa bvazapus 2017-2020 2. 3a nysxcoume
Ha cmpanama npe3 2018 2.”

JEKJIAPUPAM:

3a u3paborBanero Ha npeyiaragure ot "AHTHUCEJI BBJII'APUA" OO/ Tecrose HamMa
HanmyHa anaparypa. "TAHTHUCEJI BbJII'APUSA" OO/] e npenocTaBy ¥ NoAABpAKA allaparypa
3a BPEMETO, B KOETO Ce N3paboTBaT JOCTABIHHUTE OT HAC TECTOBE.

Jlata: 14.05.2018 1. TEKJIAPATOP: ......[ AL

web site: www.antisel.bg e-mail: antisel@antisel.bg

AHTUCEJT BBIITAPUS, 2p. Cogpus 1202, yn. “Undycmpuanna” Ne11, BusHec ueHmsp Bacunees lMnasa, 8 em.
mersn.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, chaxc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg
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Q.
*AHTUCEJT
AHTUCEN BBIIFTAPUSA 004 -
NPEACTABUTEIN - ANCTPUBYTOPU HA HAYYHA ATAPATYPA, XUMWYHU - BUOJTOTNYHU MATEPHAIIN

JEKJIAPALIUSI

IMonnucanara: Cunsana Jlro64osa CamnynapoBa
(mpume umena)
B Ka4eCTBOTO CH Ha YTpaBHUTEN
(Orvorcnocm)

Ha yqactHuK: "AHTUCEJI BBJII' APUA" OO/,

B IIpolelypa 3a Bb3JaraHe Ha oOIIecTBeHa IOpbUKa C TpeaAMeT: ,/Jocmaska Ha
ouaznocmuxymu u koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cugpunuc u opyzu
cekcyanno npeoasanu uvgexyuu no Hayuonanna npozpama 3a npeeeHyua u KOHMpOJ Ha
XUB u cexcyanno npeoasanu urigpekyuu ¢ Penyonuxa bvazapusn 2017-2020 2. 3a nyscoume
Ha cmpanama npe3 2018 2.”

JNEKJIAPHPAM:

Hpenocrasenata or "AHTUCEJI BBJII'APUA" OO/l anaparypa, Ha KOSTO INE Ce
paboTH C JOCTaBSHUTE TECTOBE Wl € C TEXHHYECKH MapaMeTpH HE IO HHUCKH OT TE3H Ha
CBILECTBYBaMaTa.

MHara: 14.05.2018r.

web site: www.antisel.bg e-mail: antisel@antisel.bg

AHTUCEI] BBIITAPUS, 2p. Cogpus 1202, yn. “UHdycmpuanHa” Ne11, BusHnec yueHmup Bacuneae [lnasa, 8 em.
men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ¢haxc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg (M5




‘V.
“AHTUCEIT
AHTUCEJ BBJITAPHS 004
NPEACTABUATEIN - QUCTPUBYTOPU HA HAYYHA ATTAPATYPA, XUMWUYHH - BUOJIOrMYHU MATEPUAITIN

JTEKJIAPAIUA

IToanucanara: Cunsana Jlio6uosa CanyHapoBa
(mpume umena)
B KQ4€CTBOTO CH Ha YTpaBUTE]
(OnvorcHocm)

Ha yyacTHHK: "AHTUCEJI BBJITAPHUA" OO/,

B IpoueAypa 3a Bb3jaraHe Ha oOIIecTBeHa NOpbYKAa ¢ mpeamer: ,,/Jocmaeka Ha
ouaznocmuxymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
CeKCyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeeenyua u Konmpo.a Ha
XHB u cexcyanno npedasanu ungpexyuu ¢ Penyonuxa Bonzapus 2017-2020 2. 3a Hyscoume

Ha cmpanama npe3 2018 2.”

JEKJIAPHPAM:

"AHTUCEJI BBJIFAPHA" OO/l me npenoctaBy anapart 3a aBTOMaTH4HA €KCTPaKIHs
Ha PHK.

;
seee .},/.‘\ .....

Jara: 14.05.2018r. JEKJIAPATOP: . TRy
(mofmwc, Tieuar)

/ 3

e-mail: antisel@antisel.bg

web site: www.antisel. bg
AHTUCEI] BBIITAPHRA, 2p. Cogpus 1202, yn. “UHdycmpuanua” Ne11, BusHec yenmsp Bacunee lnasa, 8 em.
men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ghbakc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg A<D
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Y AHTUCE]T]
AHTUCEN BBIIFAPHSI 00/
NPEQCTABUTENN - HANCTPUBYTOPU HA HAYYHA AIMAPATYPA, XUMUYHU - BUONTOrUYHN MATEPUATIU

JAEKJIAPAIIUSA

[Moanucanara: CunBana Jlro6uosa CamnyHapoBa /
(mpume umena)
B Ka4€CTBOTO CHU Ha YIpaBHTEI
(OnvoicHocm)

Ha yyactHEk: "AHTUCEJI BBJITAPUA" OO,

B IpoleAypa 3a Bh3jaraHe Ha oOOIIeCTBEHAa IopbyYka C TmpeaMmer: ,,/Jlocmasxka Ha
Ouaznocmuxymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
ceKcyanHno npedasanu undexyuu no Hayuonanna npozpama 3a npesenuun u Konmpon na
XHB u cexcyanno npedasanu ungpexyuu ¢ Penyonuxa Bvnzapua 2017-2020 2. 3a Hyscoume
Ha cmpanama npe3 2018 2.”

3a 06ocobena mosnuus Ne 38 - TecToBe 3a onpenensHe Ha BUpyceH ToBap Ha HIV

JAEKJIAPUPAM:

Tectosere 3a onpenensHe Ha Bupycen ToBap Ha HIV, xouto ¢upma "AHTHCEJ]

BbJITAPUA" OOl odepupa B Hacrosluara mnpouexypa Io ropernocodeHara o6ocobeHa
NO3HIHS LIE C¢ U3IIBJIHABAT HAITBJIHO aBToMarn4Ho Ha: Abbott m2000 RealTime System u e

Ca C J10JIHa rpaHuna Ha ACTCKIHUA OO0 40 BHPYCHH KOIIHA HaA MPIJ'II/IJII/IT'Bp.\

JHara: 14.05.2018r. JEEKJIAPATOP: ....|/.. e
(moamuc, neyar)

e-mail: antisel@antisel.bg

web site: www.antisel. bg
AHTUCEJ BBJITAPUS, ep. Cocpus 1202, yn. “UHdycmpuansa” Ne11, Busnec yeHmbp Bacunee lnasa, 8 em.
men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ghakc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg (e
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CAHTUCEIT
AHTHUCEN BBIJIT, APUS 00

NPEQCTABHUTENH - LOUCTPUBYTOPH HA HAY YHA AMAPATYPA, XUMUYHH - BUOJIOT UYHN MATEPUAIIN
AHTHCEJ BBJTAPHS OO

(HaumeHosanue Ha yuacmHuxa)

IHEHOBO NPEJJOXEHHUE

Jlomynoanucanara Cuisana JTroGuosa CamyHapoBa
(mpume umena)
B Ka4eCTBOTO CH Ha YTpaBHTeN B/HA AHTUCEJI BBITAPUA OO/, EHUK (BYJICTAT): 121 152973,

chC celaTWle M aipec Ha YMpaBjaeHHE: TIp. Codus, yn. UanycTpHaiHa 11, er. 8, y4acTHUK B
oblIecTBEHa MOpbUKa C MPEAMET: wJJocmaeka Ha OUAZHOCMUKYMU U xoncymamueu 3a CITHH,
supycnu xenamumu B u C, cupunuc u opyzu CeKcyaiHo npedasanu uH@exyuu no Hayuonanna
npozpama 3a NPeGeHuuA U KOHMpol Ha XHB u ceKcyaniHo npeoasanu ungpexyuu 6 Penybnuxa
Bvneapusn 2017-2020 2. 3a HyxcOume Ha cmpanama npes 2018 2.”, exmousawja 44 obocobenu
nozuyuu 3a 060cobenu _no3unuu Ne 38,39 u 40

VBAMKAEMH JAMH H TOCHOJA,

C HacToAMIOTO BH NpeACTaBIMe HAlETO LEHOBO MPE/UIOKCHHE 33 ydactue B 00sBeHaTa OT
Bac mpoueaypa 3a Bb3/1araHe Ha obIIeCTBEHATA TOPBUKa KAKTO CleBa:

EuuuyHa neHa no obocobeHa nosuuus Ne 38 B pazmep:

48,50 518, (CJIOBOM YETHPHAECET K OCCM JIB. ¥ neraecert ct.) 6e3 JJIC

U 58,20 51B. (CNOBOM METAECET M OCEM JIB. U lIpazieceT cr) ¢ wauucnen JUIC.
EAnHA4YHA 1IeHa 10 060Co6eHa NO3HLUA Ne 39 B pa3mep:

8,10 1B. (CIOBOM OCEM JIB. ¥ 1€CCT cr) Ge3 JUIC

19,72 a8. (CTTIOBOM [J€BET JIB. M CENCMIECET H nage cr) ¢ HauncieH JJIC.
EauHuuHa 1ieHa 110 060cobeHa no3uuws Ne 40 B pa3mep:

0,50 nB. (CIOBOM METACCET ct.) 6e3 JJIC

M 0,60 siB. (cTOBOM LICCTACCET cr.) ¢ nauucned JUIC.

3a KOMINEKCHO od)epupaHume no3uyuu, qubopMauwzma 3a eOUHUYHAmMa yeHa ce nosmaps mojkoea novmu,
KOMKOMO €A KOMNIEKCHO od;epupanume no3uyuu.

O0ma KOMIJIEKCHA OoleHKa Ha eAMHHYHHTE CTOHHOCTH npencTaB.rmBama cﬁop OT CbOTBETHHTE
¢AHHHUYHH CTOHHOCTH HA OTACJHHTEC NO3UIIMH, KOKHTO CC JOCTABAT KOMILJIEKCHO:

57,10 7B. (C/IOBOM TNETACCET U CCAEM JIB. H necet cr.) 6e3 JJIC
ITonwrsa ce npu KOMHNEKCHO ogepupane Ha NO3UYUU.

O61mara [eHa 32 M3ITBJIHEHHE Ha BCHIKH JeiiHOCTH OT NpeaMeTa Ha obocobeHaTa No3uLKs €:

7

319 148,80 11B. (C7I0BOM TPHCTA IEBETHANIECET XMW CTO YETUPHECET H OCEM JIB. K OCEMAICCET CcT) 6e;x§
N
1§

JIC

1 382 978,56:18. (CIOBOM TPHCTa OCEM/ECET U BC XHISUIA IEBETCTOTHH CEIEMIIECET M OCEM JIB. M3y
HeTAeCeT H LECT CT.) ¢ HAUHCIICH JacC.

web site: www.antisel.bg e-mail: antisel@antisel.bg

AHTUCEN BBArAPUS, 2p. Cogpust 1202, yn. “Undycmpuanna” Ne11, busHec yenmbp Bacunee lna3sa, 8 em.
. e iimm mnma An’ 4An A2 TT deans ND/ORD A1 R antical@antisel.ba.www.antisel.ba
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CAHTUCEIJT
AHTUCEN BBJIFAPUSA oof
ﬂPEﬂCTABMTEﬂM - /JMCTPMBYTOPM HA HAYYHA ATMAPATYPA, XUMUYHHA - BUOSTIOMM4YHHA MATEPUATIN

Taka TPEIVIOKEHUTE UCHH BKIIOIBAT BCHUKK Pa3XOAW [0 KpaeH mojydarel: CTOMHOCTTA Ha
cTOKATa, OMAaKOBKa, 3aCTPaxoBKa TpaHCMOPT O KpaeH monysarel, TIpX CPOK Ha FOHOCT HE IO~
marbk oT 75 % (cenemaecer W et Ha cTO) OT 00siBeHHs OT TIPOM3BOHTEINA KM JaTaTa Ha BCSKa
JoCTaBka. B mpejuloXeHaTa LeHa ca BKIIOYEHM NPOrpamMHpaHeTo Ha HanMyHATa anapartypa,
[ofpmKKaTa Ha HAIH4HATA M3BBHIApaHLMOHHA anaparypa, Ha kosTO e ce u3paboTBaTt
o(epupaHuTe TECTOBE, KAKTO 1 0GyueHune Ha TiepcoHana 3a paborta ¢ TecToBeTe.

[MocouyeHWTe €NUHHYHM NEHU HE [OJIeKAT_HA NPOMSIHA Npe3 LI CpOK_Ha JeHCTBHC Ha
10rOBOPA 33 U3MTEIHCHHUE Ha nopBhYKaTa.

[IpeioKEeHUTe LEHH €2 ONpefie/ieRy MpH  [TBIIHO CBLOTBETCTBME C YCioBHATa OT
JOKyMEHTALHATA 110 TIpoLe/lypata.

IIpu HECHOTBETCTBUE MEXY npeVIOKEeHHUTe SIUHUHA H oblua 1eHa, BanuaHa Iie oBae
eAHMUHATA LIeHa Ha opepTaTa.

TIpy HECHOTBETCTBHE MENILY npe/ioKeHaTa LeHa, H3nMcana CJIOBOM M lleHaTa, MmocoveHa ¢
1MGpy, BATHAHA LE 6b/ie LICHATA, TOCOYEHA CIIOBOM.

3agpkaBaMe ce, ako Hallara odepra Obae npueTa, 1a V3ITHITHAM U TIpEJaieM J0TOBOPCHHTE
KONUUECTBA JEHHOCTH, CHITIACHO CPOKOBETE ¥ YCJIOBUATA, 3a/lerHamM B JOroBOpA.

[Tpu ycnoBHe, 4 6beM H30paHH 3a H3MBIHATE Ha o6LIeCTBEHATA OPBUKA, HHE CME CHIJIACHH
A NOATHMILIeM M NPe0CTaBUM rapaHis 3a M3MTBJIHEHHC Ha 3aTb/DKEHMATA 110 JIOFOBOpA B pasMep Ha 3
%, oT CTOHHOCTTa MY, 6€3 JUIC B ensa ot dopmuTE TIOCOUEHH B HIl. 111, an. 5 or 30IL

CmerkaTta, MO KOSTO 1€ GbIAT M3BBPLIBAHH pasMUialllaHuiTa [0 noroBopa, ako ObaeM
ONPE/ICIICHH 38 HAMbIIHUTEN HA nopbuKara:
panxa: [IMPEOC BBJITAPUA ALL
IBAN: BG22PIRB80331 604742423
BIC: PIRBBGSF
TuTynsp Ha CMETKaTa: AHTUCEJI BBIITAPUA ooJ

3aGenexka 1: 32 MOULUHTE, kouTo ce oepuparT KOMIUICKCHO ce mnpencTaBs o610 LEHOBO
nipeIOKEHHE U CE OTGEINA3BAT, KAKTO €AMHMUHHUTE 1 o LATe LIeHH 32 BCKa OTenHa MOSHLIA Gesuc
JUIC, Taka 1 o611a KOMILIEKCHA CTOHHOCT 6e3 u ¢ JUIC, npencrapissamia c60p OT CHOTBETHUTE oo
CTOMHOCTH Ha OTJEJIHATE MO3HIIHH, KOWTO Ce JOCTAaBAT KOMILICKCHO.

JaGenexka 2: Obuara ueHa 3a W3ITbIHEHHE Ha BCHYKHA JeWHOCTH OT MpeaAMeTa Ha obocobeHara
[IO3ULIMS CE€ U3UMCIABA KaTo TpoM3BEICHNE HA EMHH'HATA [1eHa ¥ KOJIHYECTBOTO.

3ageaekka 3: YUacTHHLHTE, perucTpUpaHu no JUIC, orGens3pat HAJIN4METO Ha TaKapa perucrpauus.

P e g,

Hata
Hme 1 paMuInst

[Moamuc Ha JIMLIETO U NIeYaT

————— web site: wWW. antisel.bg e-mail: antisel@antisel.bg

AHTUCES BbIITAPHS, 2p. Cocpus 1202, yn. “UndycmpuanHa” Neo11, BusHec yeHmbp Bacunes lna3a, 8 em.
R - amn na 72 N2/ 420 N2 77. cbaxc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg
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