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TEXHHYECKO ITPEJ/IO’KEHHE

no o6wecmeena ROPLYKA C npeomem:

wJAocmaska Ha OUAZHOCMUKYMU U KOHCYMAMUSU 34 CITHH, supycnu xenamumu B
u C, cugpunuc u dpyzu ceKcyanio npedasanu ungexyuu no Hayuonanna npozpama 3a
npesenyua u konmpon na XHB u cexcyanno npedasanu ungexyuu ¢ Penybnuxa
Bwvazapua 2017-2020 2. 3a Hyscoume Ha cmpanama npes 2018 2.”, no o6ocoberu nozuyuu
N 5ubé,

HacToAmoTo TeXHHYecko npemioxenue e noganeso or: AHTACEJI BBJICAPHS OQA

- /HAUMEHOBAHUE HA YUACTHUKA/

u noanucano oT: Cwisanxa Jlio64osa Carmynaposa
/mpu umena/

B KQUECTBOTO U Ha: YHpaBHTeJI
JomvorcHocn/

Cvovpoicanue:

1. JIoOKyMeHT 3a YIBJIHOMOIUABaHe, KOraTo JHMIETO, KOETO MoJaBa odeprara, HE €
3aKOHHHUSAT NPEICTaBUTEI Ha YIaCTHHUKA;

2. [lpeanoxenne 3a H3NBIHEHHE Ha IOpHYKaTa B CHOTBCTCTBHC C TEXHUYECKUTE
crenudUKaIiy U H3UCKBAHHUATA Ha BB3JI0XUTENS;

3. Jlekiaparius 3a ChIJIache C KJIay3uTe Ha IIPUIOKEHUS IPOCKT Ha JI0TOBOD;

4. Jlexnapalius 3a CpOKa Ha BaJMIHOCT Ha oeprara;

5. OdunpranHy JOKYMEHTH, OIMCAaHUS H/WiM ohHMLIHATHHA KaTaJlo3H Ha IPOM3BOIUTENS/UTE
Ha U3LIEIIHATA.

6. Jlexnapanusi, ¢ IIPUJIOXKEHO H3BJACICHHE OT Cnucwka no wi.l, 1.1, Gyksa "6" ot
HapenGata 3a yCIOBHATA H Pe/ia 32 ChCTABSHE Ha CIIUCHK HA METUITHHCKITE u3aenus mo wi. 30
oT 3MMU u 3a onpefeisHe Ha CTOMHOCTTA, O KOATO T€ C€ 3arlIamar, OT KOeTo H3BJICUECHHE €
BHZIHA IPOJAXXKHATA [IeHa 0 CMHChIa Ha § 1, T. 29a ot 3MU, BBB BpB3Kka ¢ § 1, 1. 4 ot JIP Ha
Hapen6ara, 3a BCsKa IO3MIAS, 38 KOATO € MOJA/ICHa obdepra;

7. 3aBepeHO KONHe Ha OQUIMAeH JOKYMCHT, H3alcH OT HAIJL, oT Ko#TO € BUIHO, e 32
CBOTBETHOTO MEIMITHHCKO H3LENHE HAMA PErCTPUPAnH IaHHH B UAJI n/unu EUDAMED 3a
MHIMIEHTH/TOTCHIIAATHA HHIMICHTH Mpe3 NOCIeTHUTE B TONUHH, KAKTO 1 OJIOKUpPaHH WUIH
W3TETVieHH NapTMAM OT CHIIOTO MEIMIMHCKO H3JENUe Ipe3 NOCIEAHUTE 2 TOIMHH.
TIpencraBenus noxyment ot MAJI cnensa na 6bIe U3aeH MpelId He MOoBeve 0T €INH MECEIl
OT NojiaBaHe Ha odepra OT YYaCTHHKA.;

8. Jlexiapanus, B KOATO fa 6b/1€ MOCOUCHO MEMIMHCKOTO H3AETUE 32 KOETO CE y4acTBa
¥ KOHKpeTHUAT oblecTeH GO Ha CHOTBETHATA IbPXKABA, 110 KOMTO ce 3aaua;

9. MocTpa o603Ha4eHa 1o HAUWH, OT KOHTO 1a € BHHO Ha KOC TpeJUIoKEHNEe OTroBaps

(omHocumo 3a o6ocobenu nosuyuu Ne Ne 2u29);
10. 3aBepeHO KONKE HA BAIUACH ceprudurar bJIC EN ISO 13485:2012 / ISO 9001:2012

WJIM [10-HOB HWJIA €KBHBAJICHTCH, C oOxBaT CBIJIAaCHO MIMpeaAMETa Ha obocobenara HO3I/IH/YIH.,3
°

- pEAKTE,,

04TO C€ y4yacTBa, U31alCH Ha UMETO Ha TPOU3BOAUTEIA. &
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11. 3aBepeHO KOMuE Ha AeKIapanuira 3a croTeercTaue ¢ Jupektupa 98/79/EC, u3nancHa
OT TIPOM3BOJUTENA W KONHKE Ha EC ceprudukar 3a CbOTBETCTBHE C Ilupextusa 98/79/EC,
y3a/ieH OT HOTHQUIMPaH OpraH No CMUCHIA Ha 3MMU (omHocumo 3a no3uyuu NeNe 1, 2, 3, 4,
57,8911, 12, 13,16, 17,18, 19, 20, 21, 38 u4l);
12. 3aBepeHO KOIHE Ha JAeKiapaiuira 3a cpoTBeTcTBHE ¢ JIMpEeKTHBa 98/79/EC,
{3azieHa OT IPOU3BOJHTENS (OMHOCUMO 3G NOSUYUU NoNel4, 15, 27, 34, 35, 36 u 37);
13. Jlexnapaius, 4€ JHarHOCTHKyMHATE me 6bAaT B ChOTHOLICHHC 30% rojieMHd KbM
70% MaJIKH OTIAKOBKH (OMHOCUMO 3G OUAZHOCMUKyMUmME RO o6ocobeny nosuyuu NeNe 1, 3, 7
u 15 3a nvpeuuHa OUAZHOCMUKA HA CITHH, xenamum B, xenamum C cugpunuc); L

14. Jlexnapaups, Y€ OMAarHOCTHKYMHTE €4 OKOMILUIEKTOBaHH ChC CHOTBETHHA
IaKd ¥ BpbX4eTa M BCHUYKM TECTOBE, 33 H3MTBJIHEHHETO HAa KOMTO CC M3UCKBAT, HIE Obaa
OKOMILIEKTOBAHH ChC CHOTBETHHUS OpOH BPbXHETa, cpobpazHO Opos Ha TECTOBETE (omHOCUMO
3a duaznocmukymume no 06ocobena no3uyus Ne 14 3a TIIXA);

15. Jlexnapamysi, B KOATO € MOCOUCHO, He€ ako 33 u3paboTBaHE HA HAKOU TECTOBE HAMA
HATMuYHA anapaTypa, lie Oble MpeacTaseHa Takasa H me Obje MoJIbpXKaHa 3a BPEMETO, B
KOETO ce u3paboTBaT TECTOBETE (6 npunodicumume cy4au)

16. Jlexnapansi, B KOSTO € IOCOUCHO, € e CC [OUTBpIKa 3a CMETKA Ha U3NBJIHHTCIIA
HATMYHATA H3BHHrAPaHIMOHHA aNaparypa, Ha KOATO e ¢¢ u3paboTBaT TeCTOBETE (HaMYHaTa
anapaTypa € ChIJIaCHO IIPHJIOXKCHHE Ne 2);

17. Jlexnapanusi, B KOATO € OCOHCHO, 1€ IIpefoCTaBEHaTa 32 CMETKa Ha M3IBJIHATCIIA
amapaTypa, Ha KOsTO i€ €€ paboTH ¢ TECTOBETE IIE 6bae ¢ TEXHWYECKH IapaMeTpy HE I10-
HYICKH OT Te3H Ha CHIIECTBYBAIaTa (8 npurosicumume cayuau),

18. Jlexnapaius, B KOSTO € IIOCOUCHO, Y€ H3IBIIHUTENS IIE MPEAOCTaBy amapar 33
apToMaTHuHa excTpakius Ha PHK, ako 3a TeCTOBETE 32 BAPYCCH TOBap Ce W3MCKBA CKCTPaKIUA
na supycHa PHK (¢ npuroocumume cyuau),

19. Jlexnapanus, B KOSTO € NIOCOUCHO, "€ W3ITBJIHHTEIIS T1€ OCHTYPH MPOTPaMUpPAHETO
Ha HaJMYHATA anaparypa 3a u3paboTBaHETO H CHHXPOHH3UPAHETO Ha JOCTABEHUTE TECTOBS,

20. Jlexnapaliys, B KOSTO € IIOCOYCHO, HC JUArHOCTHKYMHTE I10 o6ocobena mo3unus No
7 3a IbpBMYHA JUArHOCTHKA Ha XCIATUT B /HBsAg /- EJIN3A u o6ocoGena mo3unus Ne 8 3a
OTBBPAUTE/IHA IUarHOCTHKA Ha HBsAg 11e 6baaT odeprpaHy KOMILIEKCHO H IIe ca OT euH
IPOM3BOIMTEN (8 NPUNOAHCUMUME cnyyau);

21. Jlexnapaitsisi, B KOSITO € IOCO4CHO, ¥C rectosete 10 o6ocobena mosuims Ne 4l cac
yyBCTBUTEIHOCT PaBHA MM T10-BHCOKa OT 99%, crenuUIHOCT paBHA HIIH [10-BUCOKA OT 96%.
TecTOBeTE 3@ HOTBHLPAUTENIHA IHATHOCTHKA Ha XMB1/2 undeknus e ce H3IBIHIBAT BEPXY
CTPHIIOBE HATOBAPEHH C peKoMOHHAHTHH XVB-1/2 anTureHn. PeareHTATE B KUTA L1E €A FOTOBU
3a ymorpeba 0e3 TpenBapuTeiiHO paspexxgane. [lpoueaypara 32 M3IBJIHEHHE €
ABTOMATH3MpaHa. Pe3yNTaTHTe MHIE Ce OTIHTAT Ipes CKAaHHpaHe ¥ KOMITIOTbPHA TporpaMa i me
ce TOKyMEHTHPAT Ha XapTHCH HOCHTEN (8 npunodCUMUME CIY4Aa);
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22. Jleknapaiysi, B KOATO € IOCOYEHO, 1€ 110 060cobena mo3urys Ne 2 e 6bp3 KaUeCTBEH
TecT 3a OTKpHBaHe HA AHTHTENa Cpelly BAPYca IpHUYMHABAIL HMyHEH JebHIMT y 4OBCKa,
tunose 1 u 2. UyBCTBUTENHOCT paBHa UK MO-BHCOKA OT 99%. CrienuIHOCT paBHa I 110-
pucoka oT 98%. BB3MOXHOCT A3 OTKpHBa crenpduunn antu-XMB anTuTena B mpobu oT
nepudepra xpbB. [Iponenypara 3a MSIBIHCHAE 1a HC M3KCKBa CIIENMAIHO J1abopaTopHO
obopyaBaHe 3a M3IBJIHEHHE HA TECTa (aBTOMATHYHM NHUIETH, uHKy6aTop, WeHKsp H JAp.).
TectoBeTe Lie GbAAaT KOMIUIEKTYBaHH C aBTOMAaTHYHH JAHLETH 32 B3CMAHC HA npobu oT
nepudepHa KppB. BCHUKH pEakTHUBH 32 u3paboTBane Ha IpoGH OT LI KPBB, IIa3Ma i CEpyM
e OBIaT BKIFOYEHH B JMArHOCTHIHMSA TECT-KHT. [Tpouenypara 3a M3IbJIHEHAE HA TCCTA HE
- HAZIBMIIABA 5 MHHYTH. BpeMeTo 3a OTUMTaHe Ha pesyjrara He gagsumiasa 20 MUHYTH OT
pUMKIOYBaHE Ha MPOLeypara 1o n3paboTBaHe Ha TECTA (8 NPULOJCUMUME crysau);
23. Jlexnapanusi, B KOSTO € IOCOYCHO, Y€ TECTOBETE 34 onpejiefisHEe Ha BUPYCEH TOBAp

na HIV mo o6ocoGena nosumus Ne 38 me ce H3MBIHABAT HABIHO aBTOMATHYHO U IIe ca C
JIOJIHA TPaHHIA Ha AeTeKIus 10 50 BHpYCHH KONHS Ha MHJIUIMTED.

24. Jlexnapanus, B KOATO € [OCOYEHO, Y€ TECTOBETE O obocobena nosuuus Ne 42 ca
Ha IPUHIHIIA HA KanusipHa re-eneKkTpodope3a CEKBEHHPaHe NpU MUHUMAITHO eIHOBPEMEHHO
3apexnaHe oT 6 IpoOH 3a H3CTIENIBAHE (8 npUNOJICUMUME CLYHAU);

25. Jlexiaparus, B KOSITO € [IOCOYEHO, Y€ TECTOBETE 3a JMArHoCTUKa Ha xematuT B
OTrOBApAT Ha M3UCKBAHETO 33 1YBCTBUTEIHOCT paBHa Ha win ox 0,130 IU/ml. noBBpXHOCTEH
AHTHrEH Ha XenaTHT B M cneludpHYHOCT HE MO-Majlka OT 99 % (omHocumo 3a obocobenu
nosuyuu NeNe 7 u 8),

26. Jlexyapanus, B KOSTO € IOCOYEHO, 4 TECTOBETE 34 MbpBUYHA JHArHOCTHKA Ha
CIINH — EJIU3A 1o 060cobena mo3umms Ne 1 ca THIT aHTHICH - aHTUTAN0. HyBCTBHTENIHOCTTA
ua TecTa 3a agTuTenara ¢ 100%, cremuduIHOCTTa HE € [0-HUCKA OT 99%. UyBCTBHTCITHOCTTA
3a neTexuus Ha XVB anTurena e mox 2 IU/m. ‘

Hata

Vme u pamunus

[loanuc Ha JUIETO H HeHaT
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AHTHCEJI BBJTAPUA OO
(HAUMEHOBAHUE HA YHACMHUKA)

i

MPEJIOKEHME 3A M3ITBJTHEHUE HA TMTOPBUYKATA

Ionynoanucanara Cunsana Jlo64oBa CamynapoBa
(mpume umena)

B KauecTBOTO cH Ha YnpasuTen B/Ha AHTHCEJ BbJITAPUA 0O0/J1, EMK (BYJICTAT):
121152973, cbe cemanuine ¥ aapec Ha ylnpaBicHUE: IP. Codus, yn. Uamyctpuansa 11, et. 8,

y4aCTHHK B obIecTBeHa IophUKa € peaMeT:

- »JJocmaeka Ha OUAZHOCMUKYMU U KoHCcymMamueu 3a CITHH, supycnu xenamumiu BudC,

' cupunuc u Opy2u CeKCyaiHo npedasanu ungexyuu no Hayuonanna npozpama 3a

npesenyus u konmpon na XHUB u cexcyanno npedasanu ungexyuu ¢ Penyonuxa Buvnzapun
2017-2020 2. 3a Hyy3cOume Ha cmpanama npes 2018 2.”, no obocobenu nosuyuu Ne 5ué,

YBAXKAEMHM JAMHU U T'OCIIOJA,

C HacTOAIOTO MPECACTABIMC HaIleTo TEXHHYECKO IPEAJIOKCHHUE 3a HU3IIBJIHCHHE HA

o6ekTa Ha o6siBeHaTa oT Bac ob1iecTBeHa MOPHYKaA.

Msp |KoauuecTBO

Ne HanMeHoBaHHe N0 cNeUHPHKAIMSA a 10

MPEIJIOKEHHUE HA
YUYACTHHKA
[IPOM3BOJUTEIL,
MAPKA, MOJIEJ
(KAT. Ne)

TecTOBE 32 KONMUECTBEHO ONpE/eisHe Ha BUPYCEH | o o 288
15
tosap 3a HCV P

Abbott Molecular,
Abbott Real Time HCV Amplification
Reagent Kit,
kaT. Ne 4J86-90 okomnekrosaH C
HeobxoaumuTe kanubpatopu
KOHTPOMNMK:
Abbott RealTime HCV Calibrator Kit,
kaT. Ne 4J86-70.
“u
Abbott RealTime HCV Control Kit,
kat. No 4J86-80 A~

6 | Koncymarusu 3a paGoTa no no3uuus 5 6poit 288

System,
kat. Ne 4J70-24

Abbott Molecular,
Abbott mSample Preparati;n»i%NA

|
|
—1
|
|

(Yuacmuuyume cnedea 0d nONbIHAM epagpa ,, [Ipeonooicenue HAa y4GCMHUKA. npoussooumen, Mapka, mooen (kam.

No) “ camo 3a obocobenume no3uyUY, 3a KOUMO yuacmeam)
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JlexnapupaMe, e BCHYKA MEIUIHHCKH H3/CTHL, KOHTO MMAaT CPOK Ha rOJHOCT, KbM
JlaTaTa Ha JOCTaBKa Iiie OBJaT ¢ OCTaTh4eH CPOK Ha TOAHOCT HE TI0-MabK 0T 75% oT 00SBEHHS
OT IIPOU3BOIMTENS,

Jlexnapupame, 4e IpeajlaraHuTe H3ACIHA 1IE IpHUTEXaBaT KbM MOMEHTa Ha JIOCTaBKa

cepTHhHUKAT 38 Ka4eCTBO OT IPOM3BOJMTENLH, H3NACH 38 BCSIKa OT/EHA NapTHIA;

Jlekapupame, 4e 3a BCEKH JMArHOCTHKYM INE MPEAOCTABHM JOKYMEHT, B KOHTO ce
00sBSIBA IPOU3BOJICTBEHHS CPOK Ha FOIHOCT.

Jlexnapupame, 4e JHAarHOCTHKYMHTE Ca MOCICAHO [IOKOJIEHHE IO OTHOLUCHHE Ha
[TOKa3aTeuTe 38 UYBCTBHUTENHOCT, CMEUMPHIHOCT, HANSKAHOCT H BB3IPOHU3BOJUMOCT KBbM
narara Ha odepHpaHe;

Jlexiapupame, 4e Iie OCUTYPHM 00yUeHHe Ha IepcoHaia 3a pa6oTa ¢ JJOrOBOPHPAHUTE

TECTOBE.

Jlata 14/05/2018r.

Hme 1 pamuing Cunsana CamyHapoBa
TIOAMKC HA JIHLIETO H MEUAT ~ eeeeeensssssssnsmsnsnssesscssenes
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JNEKJIAPALS

3a Chbrjlacue ¢ KIay3uTe Ha NIPUIIOKEHHS NPOCKT Ha JOTroBOp

TNonynoanucanarta: CuinBaHa JIro64yoBa CanyHapoBa
(mpume umena)

B KAUeCTBOTO CH Ha YIIpaBUTE]

(OnvorcHocm)
na AHTUCEJI BbJITAPUS OO/ -

(HaumeHoBanue HA yHACMHUKA)

yUaCTHHK B Mpoledypa 3a Bb3/laraHe Ha ObIIECTBEHA MIOPbUKa C MPEAMET: ,,/Jocmaska Ha
OUAZHOCMUKYMU U KOHCyMamueu 3a CITHH, eupycnu xenamumu B u C, cugunuc u opyzu
cexcyanHo npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHyUA U KOHmpoJ Ha
XHB u cexcyanno npedasanu UHQexuuu e Peny6nuxa Bvnzapus 2017-2020 2. 3a Hydcoume
na cmpanama npes 2018 2.”, éxnoueamia 44 o6ocobenu no3uyuu 3a 06ocobenu nozuyuu Ne

Sué
NJEKJAPUPAMYUE:
3arno3HaT CbM CbC CHABPKAHUCTO Ha IIpOCKTa Ha J0orosopa v nprueMam yCJIOBHATA B
HETO0.
JIATA: 14.05.2018 1. [MOATINC u [TEYAT:

|'\\

\

[y %}
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JEKJAPALIUS
3a CpOKa Ha BJIMJHOCT Ha odepraTa

Tonynonnucanata: Cunsana Jlro6uosa CanynapoBa
(mpume umena)

B KQ4EeCTBOTO CH Ha YIIpaBHTENl

(OnworcrHocm)
wa AHTUCEJI BBJITAPUA OO/ -

~ (HaumeHOBaHUe HA YHACHHUKA)

Y4aCTHHK B IIpOIENypa 3a Bb3jarane Ha OBIIECTBEHA OPHUKA C HPEAMET: ,/JocmasKka Ha
ouaznocmuxymu u koncymamueu 3a CIIHH, eupychu xenamumi B u C, cugpunuc u opyzu
cexcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeéeHuuR u KOHmMpO Ha
XHB u cexcyaano npedasanu uHpexyuu 6 Penybnuxa Bvneapua 2017-2020 2. 3a HyxscOoume
na cmpanama npe3 2018 2.”, éxnousauia 44 060cobenu nozuyuu 3a 060cobenu nozunuu Ne
Sué

JEKJAPUPAMYE:

CpOKBT Ha BATUJHOCT Ha HaCTOSIIATa ofepra e 4 (yeTUpM) MECeLia, CUMTAHO OT J1aTaTa,
KOSTO € TIOCOYEHa 3a JaTa Ha IoIydaBaHe Ha odepraTa ¥ NpEJCTaBsaBa BPEMETO, IIPE3 KOCTO
cMe 0OBBP3aHH C YCIOBHATA Ha IIPEJCTABCHOTO OT HAC HPEIOKCHHC.

JIATA: 14.05.2018 r. [TOAIUC u [IEYAT:

web site: www.antisel.bg e-mail: antisel@antisel. bg
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Abbott RealTime HCV

TecTbT 3a BUpYyceH ToBap Abbott RealTime HCV e unsntpo obpaTHO TpaHCKpunTaseH-
nonuMepasHo BepwkHO peakumoHeH (RT-PCR) meTon 3a KonniecTBeHo onpeaensHe
Ha xenatut C BupycHa puboHyknenHosa kKucenuHa (HCV PHK) B 4YoBeLukn cepym u
nnasma ot HCV-uHdeKTmpaiu nhamsuan. Ananusa Ha BupycHus Tosap C Abbott
RealTime HCV e npeaHasHadeH 3a ynotpeba kaTo NOMOLLHO CPEACTBO NP NE4EHNEe
Ha HCV-uHdeKTUpaHn naumeHTn, NOANOXKEHU Ha aHTUBMPYCHa Teépanus. AHanusa Ha
BupycHUs ToBap ¢ Abbott RealTime HCV He e npeaHasHa4eH 3a CKpUHUHT Ha KPbB,
nnasma unv TbKaHu Ha goHopu 3a HCV unu aa ce n3nonssa KaTo AMarHocTuieH Tect
3a NoTBbLPXKAAaBaHe Ha npucbeTereTo Ha HCV nHdekuma.

[ EcexTuBHocT* Ha Abbott RealTime HCV J
ayscrurennoer |18 L 52 00N or 02 ML npoca
[Nuneen obxear __ |12 IU/mL (1.08 log IU/mL) #o 100 munuoka IU/mL (log 8.0 IW/mL) B
MpenHasHayeH 3a NOCTUraHe Ha CTaHAAPTHO OTKMOHEHNE MEXIY
ananuaute (SD) oT no-manko unu pasHo Ha 0.25 log IU/mL ot HCV PHK
MpeumsHocT Islj/nmplfﬁm cbabpxatyn HCV koHueHTpauumm ot 100 fo 100 mununoHa
CTaHAapTHO OTKNOHEHWE MEXAY aHanuauTe npu 5.97 log IU/mL = 0.04
CTaHAapTHO OTKNOHEHWE MEeXAYy aHanuauTe npu 1.96 log IU/mL = 0.09
[CneundpmuHocT ||z 99.5% |
;Z::::::a TouHO KONMUYECTBEHO onpeaensHe Ha reHoTunose 1, 2,3,4,5n6
[Cranpaptusaumn_||Bropu WHO mexayHapoaeH ctargapt 3a HCV RNA (NIBSC 96/798) ]
BuTpeleH [o6aBs ce kbM nuauc Bydepa no Bpeme Ha eKCTpakyus 1 ce 0TKpnsa
KOHTpON Ha BCUYKW HNBA

* [laHHW 33 eheKTUBHOCTTA, NOKa3aK OT BbTPeLLHa NpoBepkKa.

1 - CneumcuyHocTTa Ha Abbott RealTime HCV axanusa e ougHeHa Ypes TecTeaHe Ha 56 HCV
cepoHeraTueryu cepymu 1 56 HCV cepoHeraTusHu Nnasmu. HCV PHK He e oTkpuTa, koeTo Boau Ao 100%
(112/112) cneuudnyHOCT B TOBA NPEACTABUTENTHO NpOy4BaHe.

OnucaHue

Abbott RealTime HCV Amplification Reagent Kit (CE)- 4 onakosku, BCEkW OT o 04J86-090

24 Tecra

Abbott RealTime HCV Control Kit (CE)- 8 ceta ¢ 3 HuBa 04J86-080

Abbott RealTime HCV Calibrator Kit (CE)- 12 ceta ¢ 2 HuBa 04J86-070




REALTIME HCV VIRAL LOAD

VIEW ORDERING INFORMATION

DESCRIPTION -
Leading Science

The Abbott RealTime HCV assay delivers accurate quantification of genotypes 1,2, 3,4,5 and 6,
and consists of three reagent kits:

+ Abbott RealTime HCV Amplification Reagent Kit
. Abbott RealTime HCV Control Kit
« Abbott RealTime HCV Calibrator Kit

Precisely Quantitates HCV Levels At Clinical Decision Points®

The Abbott RealTime HCV assay demonstrated greater precision than other HCV assays at clinical
decision points (6 HCV genotype 1 samples, 10 aliquots measured in 10 independent runs,
respectively).?

Reliably Assesses Viral Load

The Abbott RealTime HCV assay is highly precise in reliably assessing viral load.

GT-1 HCV RNA [IU/mL]

S I N T [

CTMv2 RealTime Versant

¢ onsiderable differences in assay precision
Jexample at 251U/mL)

CE Marked

For In Vitro Diagnostic Use

% Instructions for Use

O Neh

For HCV management, especially given the high cost of therapies, excellent
performance at clinical decision points is critical for providing reliable results (at 25
IU/ML) to assess SVR. The Abbott RealTime HCV assay delivers accurate
quantification of GT 1-6.
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RealTime (Abbott} Vo 27%
CTM v2 (Roche) 53% :
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Versant (Siemens) , 49% :

Detection and Quantitation of HCV Genotypes
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Genotype dilution linearity was demonstrated by diluting six specimens, one of each genotype 1 through 6,
Lo target concentrations of 5.0 log 1U/m), 3.5 log IU/ml, 2.0log 1U/m}, and 1.0 log 1U/ml. Four replicates
were tested at each concentration of each genotype. The correlation coefficients ranged from 0.994 to

0.998.

Correlation to Comparator Assay
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Specimens from 131 HCV infected patients were tested with the Abbott RealTime HCV assay and a
comparator assay per NCCLS Document EPg-A2.

EASL HCYV Viral Load Testing Recommendations?

The European Association for the Study of the Liver (EASL) recommends HCV RNA monitoring to

as5€e8s:

+ Baseline viral load (just prior to therapy)
» Treatment efficacy

. Treatment success (end of treatment and SVR assessment)

HCV Viral Load Treatment Monitoring During Therapy*

Excellent analytical performance at clinical decision points (25 IU/ML) is important in providing
Yiable results in assessing SVR at these specific time points:

HCV Viral Load Treatment Monitoring Time Points

Bascline

Trestment Ry;gimcn' Vi and GT

Triple Therapieo v v ' v v v | v
IFN-free Regimiens v v e Y o e e e e = = ¥ v
----- = WK12, WK24,EOT ded timepoints differ depending on iation guidels (EASL, APASL, AASLD)

EOT = end of treatment (week 12, 24, or 48). For IFN-free therapy regimens, week 2 testing is for patient
adherence. VL = Viral Load, GT = Genotype, SVR = Sustained Virologic Response. For IFN-free therapy
regimens, week 2 testing is for patient adherence, week 12 is assumed end of treatment (ED).EASL Clinical
Practice Guidelines Journal of Hepatology 2014 vol. 60 j 392-420. EASL HVC Treatment
Recommendations, April 2014. Available at http:// www.easl.eu/_newsroom/latest-news/ easl-
recommendations-on-treatment-of-hepatitis-c-2014. Accessed January 9, 2015. AASLD/IDSA/ TAS-USA.
Recommendations for testing, managing, and treating hepatitis C. http:// www.hevguidelines.org. Accessed
on January 29, 2014. AASLD/IDSA HCV Guidance Panel (2015), Hepatitis C guidance: AASLD-IDSA
recommendations for testing, managing, and treating adults infected with hepatitis C virus. Hepatology,
62: 932-954. doi:10.1002/hep.27950

Intended Use

Vi



The Abbott RealTime HCV viral load assay is an in vitro reverse transcription-polymerase chain
reaction {RT-PCR) assay for the quantitation of hepatitis C viral ribonucleic acid (HCV RNA) in
human serum and plasma from HCV-infected individuals. The Abbott RealTime HCV viral load
assay is intended for use as an aid in the management of HCV-infected patients undergoing
antiviral therapy. The Abbott RealTime HCV viral load assay is not for screening blood, plasma,
serum or tissue donors for HCV, orto be used as a diagnostic test to confirm the presence of HCV
infection.

References
1. Wiesmann F et al, Variation analysis of six HCV viral load assays using low viremic HCV
samples in the range of the clinical decision points for HCV protease inhibitors. Med

Microbiol Immunol. 2015 Aug;204(4):515-25. DOI 10.1007/500430-014-0364—2. Epub 2014
Nov 15.

2. Adapted from Wiesmann F et al. Poster #465. ESCV 2013. Comparison of viral load assays
for the quantification of HCV genotypes 1-4 in the setting of low viremic samples.

3. European Association for the Study of the Liver. Recommendations on treatment of
Hepatitis C, 2015. Littp:/ www casl.en/ rescarch/ our-contributions/ch nical-practice-

suidelines detail/ recommendat mns—nn-rreunnant—uf-hep:\titis-c-:zm;;. Accessed June 2016.

4. European Association for the Study of the Liver. EASL Clinical Practice Guidelines:
Management of hepatitis C virus infection. J Hepatol. 2014; 60(2):392-420.

" DESIGN

SPECIFICATIONS

ORDERING INFO

Abbott RealTime HCV Amplification Reagent Kit (IVD)
UNIT ORDER # GTIN

4 packs, 24 tests each 01N30-090 00884999000728

REQUEST INFO

Abbott RealTime HCV Amplification Reagent Kit (CE)
UNIT ORDER # GTIN

4 packs, 24 tests each 04J86-090 00884999007079

REQUEST INFO

Abbott RealTime HCV Control Kit (VD)
_JNIT ORDER # GTIN

8 sets of 3 levels 01N30-080 00884999000711

REQUESTINFO

Abbott RealTime HCV Control Kit (CE)
UNIT ORDER # GTIN
8 sets of 3 levels 04J86-080 00884999007031

REQUEST INFO

Abbott RealTime HCV Calibrator Kit (IVD)

UNIT ORDER # GTIN
4 sets, Cal A and Cal B 01N30-070 00884999000704




REQUEST INFO

Abbott RealTime HCV Calibrator Kit (CE)

UNIT ORDER # GTIN
12 sets of 2 levels 04J86-070 00884999006997

REQUEST INFO

Abbott RealTime HCV Application CD-ROM (CE)

UNIT ORDER # GTIN
1 CD-ROM 01L69

REQUEST INFO

Abbott RealTime HCY m2000 Application CD-ROM (IVD)

UNIT ORDER # GTIN
1CD-ROM 04N45

REQUEST INFO

OV N2 5




REALTIME HCV VIRAL LOAD

CE Marked
For In Vitro Diagnostic Use

For HCV management, especially given the high cost of therapies, excellent
performance at clinical decision points is critical for providing reliable results (at 25
TU/ML) to assess SVR. The Abbott RealTime HCV assay delivers accurate
quantification of GT 1-6.

Qp Instructions for Usc

VIEW ORDERING INFORMATION

DESCRIPTION
DESIGN +
SPECIFICATIONS -
ABBOTT REALTIME HCV PERFORMANCE® ,
. | 12 1U/mL for the 0.5 mb sample volume
Sensitivity

1
; 30 [U/mL forthe 0.2 mbL sample volume

12 1U/mL (1.08 fog IU/mL) to 100 millien 1U/mL. (log 8.0 WU/mL) »

i

Linear Range

Designed to achieve an inter-assay standard deviation (SD) of less than or equai to
0.25log IU/mb. of HCV RNA for samples containing HCV concentrations from 100
to 100 mithion IU/mL.

Inter-assay SD at 5.97 log IU/mL = 0.04

inter-assay SD at 1.96 log IU/mL = 0.09

299.5% 1

i

1

i

i

H

|

i

i

i Precision i
N i
t

H

s
H
i
1
|
|
i

i

' 3 Specificity
Genotype

Detection 1: Accurate quanhﬁcatlon of genotypes 1,2,3,4,5and 6 !

Second World Health Organization international standard for HCV RNA (NIBSC
96/798)

Standardization

Internal . R .
Added to lysis buffer during extraction and detected at all levels i
Control I |
| |

e S
*Performance data shown from internal verification.
"The specificity of the Abbott RealTime HCV assay was evaluated by testing 56 HCV seronegative serum
and 56 HCV seronegative plasma specimens. HCV RNA was not detected, resulting in 100% (112 /112)
specificity in this representative study.

ORDERING INFO

Abbott RealTime HCV Ampliﬁcation Reagent Kit (1ivD)

UNIT ORDER # GTIN 7
4 packs, 24 tests each 01N30-090 00884999000728 e e

G~



REQUESTINFO

Abbott RealTime HCV Amplification Reagent Kit (CE)

UNIT ORDER # GTIN
4 packs, 24 tests each 04J86-090 00884999007079

REQUEST INFO
N\
Abbott RealTime HCV Control Kit (VD) \
UNIT ORDER # GTIN

8 sets of 3 levels 01N30-080 00884999000711

REQUEST INFO

Abbott RealTime HCV Control Kit (CE)
UNIT ORDER# . GTIN
8 sets of 3 levels 04J86-080 00884999007031

REQUEST INFO

Abbott ReaiTime HCV Calibrator Kit (IVD)
UNIT ORDER # GTIN

4 sets, Cal Aand Cal B 01N30-070 00884999000704

REQUEST INFO

Abbott RealTime HCV Calibrator Kit (CE)
UNIT ORDER # GTIN

l2setsof 2levels  04J86-070  00884999006997

REQUEST INFO

Abbott RealTime HCV Application CD-ROM (CE)
UNIT ORDER # GTIN
1CD-ROM 01169

. REQUEST INFO
Abbott RealTime HCV m2000 Application CD-ROM (IVD)
UNIT ORDER # GTIN
1 CD-ROM 04N45

REQUEST INFO




mSample Preparation Systems RNA

Cucrema 3a noarotoBka Ha PHK npo6u
Kar. Homep: 04)70-24

4 x 24 npena

Ju NG




ALL CONSUMABLES

ORDERING INFO

Abbott m2000 Low Residual Volume Sample Rack Posts (CE)

UNIT ORDER 4 GTIN
2 Posts per pkg 05N22-01 00884999014725

REQUEST INFO

Abbott m2000 Low Residual Volume Tube {CE)

UNIT ORDER # GTIN
10 tubes per pkg 05N29-01 00884999014831

REQUEST INFO

Abbott mSample Preparation System (DNA) (CE)

UNIT ORDER # GTIN
4 packs, 8 tests each 06K12-024 00884999023802

REQUEST INFO

m2000 Halogen Lamp, Replacement

UNIT ORDER # GTIN
1each 09K33-01 00884999032071

REQUEST INFO

m2000 Optical Calibration Kit

UNIT ORDER # GTIN
1 cach 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

CONSUMABLES

U NG

&



UNIT  ORDER#  GTIN
03N20-01 00884999004023

REQUEST INFO

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  00884999006416

REQUEST INFO

mSystems 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 Wil Plates

UNIT ORDER # GTIN
32 Plates 04J71-30 00884999006485

REQUEST INFO

mSystems 96-Well Optical Reaction Plates

UNIT ORDER # GTIN
0 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 00884999006430

REQUEST INFO

u \e

b
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mSystems Disposable Tips (DiTis): 200pL

UNIT ORDER # GTIN
2304 Tips 04J71-17 00884999006454

REQUEST INFO

mSystems Master Mix Tubes/Caps

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

REQUEST INFO

mSystems Optical Adhesive Covers

UNIT ORDER # GTIN
100 Covers 04J71-75 00884999006539

REQUESTINFO

mSystems Wrench

TUNIT ORDER#¥  GTIN

1each 01N71-01 00884999000841

REQUEST INFO

Sequencing Consumables Kit (GPR)

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

REQUEST INFO

[
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CAHTUCEIT
AHTUCE] BBJITAPUSA 004
NPELQCTABUTEIIU - QUCTPUBYT OPU HA HAYYHA AMNAPATYPA, XUMUYHU - BUOJIOT | NYHU MATEPUATIN

JEKJIAPATIMA

IMonnucanara: Cunsana Jlro6gyosa CanyHaposa
(mpume umena)
B KQUYeCTBOTO CH Ha YIpPaBUTEN
- (OnvorcHocm)

Ha yuacthuk: "AHTHUCEJI BBJITAPUA" OO/,

B Ipolledypa 3a Bb3jaraHe Ha OOIIECTBEHAa TOpbYKa C TpenMer: n/Jocmaska Ha
ouaznocmuxymu u koncymamueu 3a CITHH, supycnu xenamumu B u C, cugpunuc u opyzu
cexcyano npedasanu undexyuu no Hayuonanna npozpama 3a npeseHyus U KOHMpoL Ha
XHB u cexcyanno npedasanu ungpexuuu é Penyonuxa bvrzapun 2017-2020 2. 3a Hyncoume
Ha cmpanama npe3 2018 2.”

JEKJIAPUPAM:

MeuimuckuTe m3nenus, kouto gupma "AHTUCEJ BBJITAPUA" OO] odepupa B

1 HACTOSIIIIATA IPOIEAYpa Mo 0Gocodena mosuius Ne 5 ca BKIIOYEHH B CIIUCHKA [O L. L1,

6ykpa "6" ot HapenOara 3a ycnoBusTa U pefia 3@ ChCTaBAHE Ha CIHCHKA HA MEIMLMHCKATE
usnenus no wi. 30 a or 3MU u 3a onpeieIsHe Ha CTOWHOCTTA, O KOATO T€ C€ 3ariamar.

IIpunaraM M3BI€YeHHE OT CHHCBKA, OT KOMTO € BHIHa NpPOJAXHATa LEHAa Ha
TPOAYKTHUTE. 5

Jara: 14.05.2018 . JEKJIAPATOP: ......\//. Deree g
(ojmuc, neyar)

4

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

AHTUCE BBLJIFAPHSA, 2p. Coghus 1202, yn. “Undycmpuanna” Ne11, Busnec yeHmbp Bacustes Mna3za, 8 em.
men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ¢parc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg




PENYB/IMKA BbJITAPUA
W3nbnHWTENHa areHums no nekapcrearta

Jlannau 32 HOBO MEJMUMHCKO H3/(eue 32 BKJIIOYBAHE B CIIHCHKA HA MeUIIMHCKH U3 eJIHH,
3anamaHu Mo peja Ha Hapea6ara no 4. 30a 3MHA

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

| laHHM 32 KOMIIETEHTHHMS Opraf /Tdentification of the Competent Authority
| Kox Ha kommneTenTHus oprad / Competent authority code

|BG/CA01
‘I "Ime na kommnietenThus oprad / Competent Authority's name
| Hanwanumeana azeHyus no aexapcmeama / Bulgarian Drug Agency

{Kon Ha crpanara / Country code

TTomencky kox / Postal code
1303

daxc / Fax

(02)890 34 34

Vmna, Homep / Street, number
Tlamsn I'pyee 8/ Damyan Gruev 8
Tenedou / Phone

(02)890 34 83

E-mail / E-mail

medical@bda.bg

JlanHHE 3a MeJl. U3/ejue / Data for med. device
Tun 3asBnenve / Application type

i ITypBO NMpeaOCcTaBsHE HA nagopmarus / First application

i HndopMupate 3a IpoMsiHa / Information of change

O Homep Ha NpeXOIHO 3asBJICHUC / Number of previous application

] 3amuaBaHe ¢ TTOCOYBaHE Ha OCHOBAHMUATA / Deletion. Please write the grounds

Crracue 3a ro/lyJaBaHe Ha KOPECTIOH/ICHIIMA MO eNCKTPOHEH BT / Consent to receive

correspondence electronically
! Hla/ Yes '] He/No

|3assuTen / Requestor
™ TTpou3BoauTe)l Ha MEJMIMHCKH nanenus / Manufacturer of medical devices

] Jiuue, yITbIHOMOILIEHO OT IPOM3BOMMTENS / Authorized person
] TIpou3BogUTEN Ha U3AETHS, n3paboTeHu 10 NTopbKa / Manufacturer of custom-made;

devices
M JInie, KOETO KOMIUIEKTYBA U3AETHA / Person who assembles system or kits of medt

devices
. JInie, KOETO CTEPUIM3UpA N3IENHs / Person who sterilises medical devices

/] Taproseil Ha €APO C MEAULIMHCKY H3NEAA / Wholesaler of medical devices

3 . |JlaHHHU 32 NPOU3BOAUTENS / Tdentification of the manufacturer
- |ime na npoussoguTeNs, ITHJIHO / Manufacturer name, long
Abbott Molecular Inc// Abbott Molecular Inc.

S/

ctparuna 1 /5



PEMYBJINKA BbJ/ITAPUA
W3mbnHUTENHa areHUus No fiekapcreata

[me u xon Ha npousBoayTEN / Manufacturer's name and code
364184946

| Kon Ha crpanara / Country code Kon na obnact / Region code

|us

JTuue 3a kourakt / Contact person
Muna Crosnosa / Mina Stoyanova

>

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

Pakc / Fax

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

HOMep ¥ aTra Ha pa3pemeHne/yn00TOBepeHne 3a THpProeMsi Ha enpocC MEAUIIUHCKU U3ICTUA /

[ O6mm MeauMHCKY TaHHHA 32 n3neaneto / General medical information

crpasmua 2 /5

{Tpan / City Tlowencku kop / Postal code N\
-| Hec Maeiinc / Des Plaines
‘7 | Vna, HoMep / Street, number Tlomencka kyrus / PO box
JTuue 3a xoutakT / Contact person Tenedon / Phone
Anppes Baarep / Andreia Valter - +40215293016
daxc / Fax E-mail / E-mail
andreia.valter @abbott.com
Jlannu 3a JIMIETO, KOETO MyCKa n3aeaneTo Ha naszapa/ Identification of the person
placing the product on the market
WUme u xon (ETH/JIHY/EHK) Ha NpeACTaBUTENA / Representative name and code
AHTHMCEJI Buarapus OO/ ANTISEL Bulgaria Ltd, 121152973
Kon Ha crpanara / Country code T#a® Kon Ha obmact / Region code
.| BG =4 SOF
|Tpan / City Tlomencku kon / Postal code
Codusn / Sofia
Vomua, Homep / Street, number Tomencka kytust / PO box
| JTunie 3a xonrakt / Contact person TenedoH / Phone
| Muna Crosinosa / Mina Stoyanova 435929531224
®axc / Fax : E-mail / E-mail
s sts_mina@yahoo.com
JTanuy 3a THProsena Ha eIpo / 1dentification of the wholesaler
| Vime u xox (ETH/JTHY/EUK) Ha THproBetia Ha €1po / Wholesaler's name and code
AHTHUCEJI Brarapus OO0/ ANTISEL Bulgaria Ltd, 121152973
| Kon na crpanara / Country code ' Kon na obmact / Region code
|BG . SOF
pan / City TTomencku kon / Postal code
Codus / Sofia
Vimua, Homep / Street, number Tomencka kytus / PO box
N



PENYBJINKA BBJITAPUA
W3nbnHuTenHa areHums no nekapcrearta “\
)

Kareropus Ha meauuunckoto usgenue / Category of the medical device

06 - Un BuTpo auarnoctuunu usnenus / In vitro diagnostic devices

Puck knacudukarop / Risk clasification

PeakTHBH M NPO/JYKTH OT PEeaKTHBH, BKIIOYNTEIHO ChOTBETHATE KaauOpaTopH H
OHTPOJHMA MATEPHAJIN 32 OTKPNBaHe, MOTBhPXK/1aBaHe M KOJHYECTBEHO onpeelissHe
a yoBemKH Npo6n ot Mmapkepu Ha un¢ ek Ha HIV (HIV 1 n / Reagents and reagent
roducts, including related calibrators and control materials, for the detection,
onfirmation and quantification in human specimens of markers of HIV infection (HIV 1
nd 2), HTL

AHnaromuyHa rpyna / Anatomical group

KpbB u kpbBoo6pasysamu opranu / Blood and blood forming organs

Tun upenrnduxarop / Identity type

GMDN

Unentuduxarop / Identity

48374

Kon Ha m3nenue B criucbka / Medical device code

06A2B4837455314

I'enepuyna rpyna / Generic group

Nwme / Name
Abbott Real Time HCV Amplification Reagent Kit / Abbott Real Time HCV Amplification

|Reagent Kit

AnrepHatBHO UMe / Alternative name

Monen / Model

CrienpUIHN O3HAYEHMUS

OnucaHne Ha MeMIHHCKOTO n3jeane / Description of the medical device
CncraB / Ingredient

Bun Ha marepmnana / Material type
Bpoit uanenus B egHa onakorka / Number in one package
Tonemuna / Volume

Pasmep / Size

Terno / Weight
Specific indications

Xapakrtepuctuku / Characteristics
71 CrepumHocr / Sterility
[7]  Hzmepsau / Measuring
1 JlekapctBeno BemectBo / Drug substance

crpanuua 3/ 5




PENYBNVKA BbJITAPUA
M3ﬂ'anHTeﬂHa areHyus no ﬂEKapCTBaTa 1
A

A

Matepuan ot XuBOTHHCKH nipousxon / Material of animal origin \
Jomamno npeamucanue / Domestic prescription |
{71  Bonuuuno npenmucanue / Hospital prescription
Ipenna3nadeHo aeficTBHE, onpeaeeno ot npoussoanrtens / Intended action by the
manufacturer
IMpennasnauenue / Purpose

YcnoBus Ha cexpaHeHue / Storage conditions

Ynorpe6a / Usage
Ennokpatna ynorpe6a / Single use

| Iipyru / Others

Katanoxen Homep / Number in catalog
14J8690
IMpuHaieskHo CTH, KOHCYMaTHBH / Accessories, consumables
TMpuHaaIeXXHOCTH, KOHCYMaTHBH / Accessories, consumables
| O6mu Trproscku gaHHu / General trade information
Homep na peructpaums B UAJI wm ysenomerue no MAJI / BDA registration number

Jlata Ha peructpamus B UAJI unu yBegomnenue fo MAJI/ BDA registration date

JlaTa Ha rycKaHe Ha nasapa B Perry6muxa Brirapus / Release date for the market in Republic

| Ilata Ha peKpaTABaHe Ha pa3pelleHUe/yJOCTOBEPEHUE 3 ThProBUA C MEAULIMHCKH U3zienust /
Date of termination of the permit / certificate of trade in medical devices

[Tponaxna uena ¢ JJJIC (BGN) / Selling price with VAT (BGN)
28800.00

ITponmaxHa uena ¢ [JJIC (EUR) / Selling price with VAT (EUR)
14725.21

Howmep Ha CE ceprudukar / CE certificate number

443.150721 Q
IlaTa Ha u3t4ane Ha CE cepruduxar / CE certificate expiration date
21/07/2020 B

IIeKJlapnpaM, ye NpeAoCTaBeHAaTa B 3aABJCHUETO mubopmamm e BApHA H H31€¢JINATA,
o/IJIeKallli HA BKIIOYBaHe B CIIUCHKA , OTTOBAPST HAa U3UCKBAHHUATA HA 3axkoHa 32
MEQUMIMHCKH U3 eJaus, IPpHI0KUMH 32 THAX.

I affirm that the information provided in this form is accurate and the device to be:included in the

e

L et}
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PENYBJ/INKA BBLJITAPUSA
W3nbnHUTeNHa areHUMs no nekapcreaTa

Jara / Date:

09/05/2018 ANAN

3aseuren, uMe n dpamuaus / Notifier's name and surname:

Iloanuc n neyar / Signature and seal:

cTpanuua 5 / 5 Z_rl




PENYBJ/INKA BBJITAPUA

W3nmbnHUTENHa areHuusa no fiekapcreaTta \
NN

JlaHH# 32 HOBO MeUIMHCKO H3/(e]Me 32 BKIIOYBaHe B CIACHKA Ha MeJMIMHCKH H3ae
sanaland Mo pexa Ha HapeabaTa mo Y. 30a 3MH

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

*| lanHH 32 KOMIETEHTHHS OpraH / Identification of the Competent Authority
Kon Ha komrieTenTHUs oprad / Competent authority code
|{BG / CA01

{Vime na xommerenTtHus opran / Competent Authority's name
| Hanwanumeana azenyus no rexapcmeama / Bulgarian Drug Agency

| Kon Ha ctpanara / Country code
1BG

{'pan / City
Cogpus / Sofia

Vmua, Homep / Street, number
Jamsn I'pyee 8/ Damyan Gruev 8

' Mowmencku xox / Postal code

1 Tenedon / Phone
1(02)890 34 83

‘[E-mail / E-mail
| medical@bda.bg

JlaHHH 3a MeJ]1. H3/]eane / Data for med. device
Tun 3asBnenue / Application type

TIspBO NpefioCTaBsAHe Ha MHpopMAIUA / First application

Undopmupane 3a IpoMsHa / Information of change

HoMep Ha IpeJIXOAHO 3asBJICHUC / Number of previous application
3anMuaBaHe ¢ TIOcoUBaHe Ha ocHoBanusATa / Deletion. Please write the grounds

| Crriacue 3a monyuapaHe Ha KOPECTIOHIEHIIHA 110 EICKTPOHEH ITBT / Consent to receive

correspondence electronically
V! Na/ Yes ] He/No

B

3aasuren / Requestor
[MpousBoaUTEN HA MEULIMHCKH U3ACIUA / Manufacturer of medical devices

M JInue, yIbIHOMOILIEHO OT IPOU3BOUTEIA / Authorized person

devices

devices
i JInue, KoeTo crepuisupa mazienus / Person who sterilises medical deviceg

vl ThHprosell Ha €ApO ¢ MEAULMHCKH U31CTHA / Wholesaler of medical de\l@ j

TIpoM3BOMTEN HA M3JIEITHSA, U3Pa0OTEHH 10 NTOPBIKA / Manufacturer of custom-made

[
] JInie, KOETO KOMIUIEKTYBa U3fenus / Person who assembles system or Kits of medical

TIaHHH 32 IPOU3BOUTES / Identification of the manufacturer
WMe Ha npoU3BOAUTENA, wo / Manufacturer name, long
Abbott Molecutax Inc;; ’Abbott Molecular Inc.

o

—F

crpaguua 1/5



PENYBJ/INKA BbJITAPUA
W3MbNHUTENHA areHums no nekapcereata

j Kateropus Ha MEMIIMHCKOTO U3JC/IME / Category of the medical device

|06 - it BUTPO AHArHOCTHYHH H31€THA / In vitro diagnostic devices

Puck knacuduxarop / Risk clasification
| PeakTBY 1 NPOAYKTH OT PEAKTHBH, BKIIOUHTEIHO ¢hOTBETHHTE KAJIHOPATOPH H

OHTPOJIHA MAaTEPHAIHN 32 OTKPHBAHE, MOTBLPK/AaBaHe H KOAHIECTBEHO ONPEACTTHE
2 YOBEMKM MpoOy oT MapKepH HA nndexipn Ha HIV (HIV 1 n / Reagents and reagent
roducts, including related calibrators and control materials, for the detection,
‘lconfirmation and quantification in human specimens of markers of HIV infection (HIV 1

and 2), HTL

AnatomuuHa rpyna / Anatomical group
Pa3uu / Various

Tum unerTndurarop / Identity type
GMDN

Upentudukarop / Identity

41979
Kon Ha u3fienye B CTUCHKA / Medical device code

06A2V4197921722
Tenepuana rpyna / Generic group

Ume / Name
Abbott Real Time HCV Calibrator Kit / Abbott Real Time HCV Calibrator Kit

AJTepHATUBHO M€ / Alternative name

Mogen / Model

Onucanne Ha MeJUIHHCKOTO H3/1e/ M€ / Description of the medical device

| Bun ma matepuana / Material type

Bpoii u3fenus B efiHa OrakoBka / Number in one package
Tonemuna / Volume

Pasmep / Size

Terno / Weight

| Cnetmdpuranu oznavenus / Specific indications

XapakTepuctuku / Chara ristics
CrepunHocT / Sterflity




PENYB/IUKA BBJITAPUA
M3nbnHuTENHA areHums no fekapcreaTta

Hara / Date:

09/05/2018

3assured, nme u ¢pammuns / Notifier's name and surname:

Ioanuc u meuat / Signature and seal:

crpannua 5 /35
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PENYBJ/INKA BbJITAPUA
W3nbnHuTenHa areHumsa no nekapcrearta

IIpoMsHA HA JaHHMU 32 MeJUIIHHCKO U3eHe, BKJIIOYEHO B CIHCHKA HAa MeIHIIHHCKH H
3aMUIama’y o peaa Ha Hapea6ara mo wi. 30a 3MHA

Change data for medical device for joint in/exclusion the list of medical devices reimbursed acc
the regulation in order with art. 30a of MDL

1 |J{annn 3a komMneTenTHHsA opran / Identification of the Competent Authority
. ""’|Kon Ha koMmieTenTHIa opran / Competent authority code
BG / CA01
Nme Ha xomnieTeHTHHS opral / Competent Authority's name
H3nwanumenna azenyus no arexkapcmeama / Bulgarian Drug Agency

Kop Ha ctpanara / Country code

BG

I'pan / City

Cogpus / Sofia

Vnuua, Homep / Street, number
Hamsan I'pyee 8 / Damyan Gruev 8
Tenegon / Phone

(02)890 34 83

E-mail / E-mail

medical@bda.bg

Jannu 3a mea. u3aesme / Data for med. device
Tun 3asBnenue / Application type

* TTomencky kox / Postal code
. 1303
- dakc / Fax

ITspBo npenocTassHe Ha HHopMmarws / First application

Nndopmupane 3a npomsHa / Information of change

HoMep Ha npexxojHo 3asBieHue / Number of previous application 63714

] 3anruasaHe ¢ rocouBae Ha ocHoBanuATa / Deletion. Please write the grounds

| Cpriiacue 3a noJryuaBaHe Ha KOPECTIOHAEHIINA IT0 eNeKTpoHeH 1T / Consent to receive
- correspondence electronically

¥ Ta/ Yes [L] He/No ‘\

' |3asiBuTen / Requestor {
1 O I[TpousBoauTen Ha MeauUMHCKU u3fenna / Manufacturer of medical devices " 7
[7]  Jluue, ymsiHOMOIIEHO OT npousBoautes / Authorized person
] [poussoauTen Ha U3neNHsi, U3padboTeHH ro nopwsuka / Manufacturer of custom-made
devices
o Jluie, KoeTo KOMILIEKTyBa u3siesns / Person who assembles system or Kits of medical
devices

] Jlune, KoeTo crgpwmsmnpa usnenus / Person who sterilises medical devices
Twprosen HA£IPo ¢ MeqMURHCKH u3aemus / Wholesaler of medical devices -5
aHHH 3a yzﬁo uyeas / Identification of the manufacturer 5
3

MMe Ha npex3Boapitend, mbiaHo / Manufacturer name, long
Abbott Molecular Inc. / Abbott Molecular Inc.

cTpanuna 1 /5 1 ”5



PENYB/IMKA BbJITAPUA
W3nbnHuTenHa areHuma No nekapcreaTa

WMe u kox Ha mpoussoauTtesn / Manufacturer's name and code
364184946

Kon Ha ctpanara / Country code Kon Ha o6nact / Region code

UsS

I'pan / City
Hec Maelinc / Des Plaines

TTomencku kox / Postal code V‘-)\

¥Ymua, nomep / Street, number

Jlune 3a koxrakT / Contact person

Anpapes Banarep / Andreia Valter +40215293016

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

®axc / Fax

JaHHH 32 JHIETO, KOETO MycKa u3JeueTo Ha nasapa / Identification of the person
placing the product on the market

Uwme u xon (ETH/JIHY/EUK) Ha npeacrasutens / Representative name and code
AHTHUCEJI Bvarapusst OO/ ANTISEL Bulgaria Ltd, 121152973

Kon Ha ctpanara / Country code Kon Ha o6snact / Region code
BG SOF

I'pan / City IMomencku kox / Postal code
Codus / Sofia

Y mua, Homep / Street, number

Jlune 3a xoHTakT / Contact person
Muna CrosinoBa / Mina Stoyanova

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

| ®akc / Fax

JlaHHHM 32 THProsena Ha eapo / Identlficatlon of the wholesaler
HNwme u xon (ETH/JTHY/EUK) Ha ThproBena Ha eapo / Wholesaler's name and code
AHTHUCEJI Bvarapus 001/ ANTISEL Bulgaria Ltd, 121152973

Kon Ha ctpanara / Country code Kon Ha o6nact / Region code

BG SOF (N

I'pan / City [Momencku kox / Postal code <\\/P

Codus / Sofia
Vua, Homep / Street, number IMomencka kytus / PO box

Tenedon / Phone
+35929531224

JIuue 3a konTakT / Contact person
Muna CrosinoBa / Mina Stoyanova

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

®Pakc / Fax

Howmep n nara Ha pa3pemeHMe/y1100TOBepéHne 33 TPrOBUS Ha €JpO ¢ MEAULIMHCKHM u3ziems /
Number and date of permit/certificate for wholesale of medical devices
IV-P-T-170, 13/05/2008 [ e

O61mu MeIMIUHCKH Aapfiu 3a uszaeaneto / General medical info n ab ut\the device

L CEF"-’;
HT/‘ FeTel I A

crpannua 2/ 5
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PENYB/INKA BBJITAPUA
W3nbnHuTenHa areHums no nekapcrsaTta

Kateropus Ha MeauumrckoTo uzgenue / Category of the medical device

06 - Un BuTpo auarnoctuunu u3aeaus / In vitro diagnostic devices

Puck knacudukarop / Risk clasification

PeaKTHBY H POAYKTH OT PeaKTHBH, BKIIOUUTENTHO ChOTBETHUTE KAIHOpaTOpH I
KOHTPOJIHH MaTepUaJiK 32 OTKPHBaHe, NOTBBPIK/1aBaHe H KOJHYECTBEHO ONpeesiHe
Ha YoBemKH npobu ot Mapkepu Ha nHdexun Ha HIV (HIV 1 u / 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

Anaromuuna rpymna / Anatomical group

{ Pa3nu / Various

Tun unenrudukarop / Identity type

GMDN

Nnentudukarop / Identity

141980

Kon na m3gemue B crimceka / Medical device code

| 06A2V4198086396

| Tenepmana rpymna / Generic group

1 me / Name

| Abbott Real Time HCV Control Kit / Abbott Real Time HCV Control Kit
| ArrepHaTuBHO UMe / Alternative name

| Momen / Model

TOnucanne na megummnckoTo usaeane / Description of the medical device
| CncraB / Ingredient

| Bun na Matepnana / Material type

: Bpoit n3ienua B eaHa onakoska / Number in one package
|Tonemuna / Volume

; Pasmep / Size

| Terno / Weight

| Cnetudurann osnauenms / Specific indications

ey

Xapaxrepucruky / Characteristics
CrepusHoct / Sterility
Usmepeaiu / Measuring
JlexapctBeHo Bemectso / Drug substa

g

ctpanuna 3 /5



PENYBJ/INKA BbJITAPUA
W3mbnHUTenHa areHUmMa no nekapereaTta

Marepuan ot xuBOTHHCKM Tpon3sxof / Material of animal origin
JomaniHo npeanucanue / Domestic prescription
[T  Bonununo npearmcanue / Hospital prescription

A\

/

‘manufacturer
| [Ipennasnavenue / Purpose

| YcnoBus na cpxpanenue / Storage conditions
Ynorpeba / Usage
Ennokparna ynorpe6a / Single use

| Apyru / Others

|Karanoxen HoMep / Number in catalog
.| 4J8680

{IIpeanasnadeHo aeiicTBue, onpeaeeHo ot npon3soautes / Intended action by the

| IpurapaexnocT, KoHcymaTneH / Accessories, consumables
‘ [MpuHamexHOCTH, KOHCYMaTHBH / Accessories, consumables

O61nu Thprosckn gaHHu / General trade information
|Howmep Ha peructpanms B UAJI v yBenomnenue no MAJI / BDA registration number

f‘ Hara Ha peructpauus B UAJI wmu yBenomnenue 1o UAJI / BDA registration date
fBulgaria

[Date of termination of the permit / certificate of trade in medical devices

ITponaxna nena ¢ JJIC (BGN) / Selling price with VAT (BGN)
14320.00

| IMpopaxna uena ¢ AJC (EUR) / Selling price with VAT (EUR)
12208.78

Howmep Ha CE ceptudukar / CE certificate number

443.150721

Hata Ha u3tnuane Ha CE cepruduxkar / CE certificate expiration date
-121/07/2020

| laTa Ha myckaHe Ha masapa B PenyOmika Boarapus / Release date for the market in Republic

: )IaTa Ha [IPECKpAaTABAHE Ha pa3peHICHI/Ie/y110CTOBCpCHI/Ie 3a TbProBUA ¢ MEIUIUHCKH U3ETTNA /

Jdexaapupam, 4e mpeJoCcTaBeHATa B 3asiBJIeHHEeTO MH( opManysi e BAPHA U H3/1eJIHATA,
MO/JIEKAlH Ha BKJIIOYBaHE B CMUCHKA , OTTOBAPSAT HAa H3HCKBAHUATA HA 3aK0Ha 3a
MeJHIMHCKH H31eJusl, IPHJI0KHMH 32 TAX.

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




PENYBJINKA BBLJITAPUA
M3mbnHuTesnHa areHUus no nexkapcreata

Jlara / Date:

11/05/2018

BasaBuTeJ, nme U hamuans / Notifier's name and surname:

IMoanuc u meuar / Signature and seal:

Signature

crparuua 5/ 5 17



PEMYBNUKA BBITAPUSA

" MN3nbaHnTEenHa areHUMa No neKkapcreara
REPUBLIC OF BULGARIA
Bulgarian Drug Agency

o MAN- /95/3/&9. ONNLls

I'- JKA CWJIBAHA CAITYHAPOBA

YIIPABUTEJI HA ,AHTUCEJI BBJIFAPHUA” 00
V.  ,2MAHAYCTPUAJHA” Ne 11

BM3HEC HEHTHP BACWIEB ILIA3A, ET. 8

1202 T'P. COOUA

Ha Bam Usx. Ne 32/27.04.2018 1.

OTHOCHO: nckane ¢ x. Ne MAJI-18323/27.04.2018 r. 3a mpexocTapsHe Ha HHGOpMANHU 32
PErUCTPHUpPAHH JaHHU B VI3MbiHMTEHATa arcHIMs 110 JICKapeTBa (MAJT) w/wmm EUDAMED 3a
VHIUIEHTH/IOTEHIMANHN HHUKACHTH ¢ MEIUUMHCKY H3JIenus, OJOKHpaHM WIM H3TETNICHH
HapTUIU

YBAXKAEMA I'-)KO CAITYHAPOBA,
[Ipu nanpaseHa crpaBka kbM gata 03.05.2018 r. ce ycTaHOBH, Y€ Ipe3 MOCIEIHUTE 1BE
- romuad B UAJI u EUDAMED HAMa perncTpupaHd NAHHH 33 HHLHMACHTH/NOTEHIHANHHA
MHIUIEHTH, KaKTO ¥ 3a OJIOKMPaHH MM H3TEITIEHH MApTH/IY 32 CJACAHUTE MEAUIIMHCKY HU3/ICIIHA.

‘Menni nuckonsnenne i s Tipou3BORATET |
Abbott RealTime HCV Amplification Reagent Kit, kat. No Abbott Molecular Inc., USA
4J86- 90
Abbott RealTime HCV Calibrator Kit, xat. Ne 4J86- 70 Abbott Molecular Inc., USA
Abbott RealTime HCV Control Kit, kat. 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, xat. Ne 2G34- 70 Abbott Molecular Inc., USA
Abbott RealTime HBV Control Kit, xat. Ne 2G34- 80 Abbott Molecular Inc., USA
- | Abbott RealTime HIV-1 Amplification Reagent Kit, xar. No 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, xat. Ne 2G31- 80 Abbott Molecular Inc., USA
Abbott mSample Preparation Systems, kat. Ne 4J70- 24 Abbott Molecular Inc., USA
/:ﬁ:i:\\
C yBaxeHue, ’fﬁ/,}i] :g\ \
' S TINEN

JIOILl. ACEHA CTOUMEHOBA/I1®

Hsnonnumenen Oupexmop 7 {
/ 7
{

Cogpus 1'7’°§51§'Y,’%24r|oye3 Ne 8, Ten.: (02) 8903 555, darw:(02),8903434 * \s\
8, Damyan Gruev Str., 1303, /Sofia, Bulgaria, tel: + 359 2 8903555, fax™+-359.2 8903434 /
e-mail: bda@bda.bg ia TR




SAHTUCET

AHTHUCEN BBJIFTAPUS 004

NPEACTABUTENN - QUCTPUBYTOPU HA HAYYHA AMNAPATYPA, XUMUYHH - BUOTTOTNUYHU MATEPUATIN

JTEKJIAPALIMST

Ilonnucanara: Cunpauna Jlro6uosa CanyHaposa
(mpume umena)
B KaU€CTBOTO CH Ha YIpaBHTEN
(OrvorcHoCcm)

- Ha yuacTHUK: "AHTUCEJI BBJIAPUSA" OO/,

B IpoLEeAypa 3a Bb3jlaraHe Ha oOIlecTBEHAa INOpbYKa C mpeaMmer: ,/Jocmaeéka Ha
ouaznocmuxymu u koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cugpunuc u opyzu
cekcyanno npedasanu ungexkyuu no Hayuonanna npozpama 3a npegeHyuUA U KOHMPOI HA
XHB u cexcyanno npedasanu ungpexyuu 6 Penybnuxa Bvncapua 2017-2020 2. 3a nyscoume
Ha cmpanama npes3 2018 2.”’

3a 00ocobena mo3uuus Ne S - TectoBe 3a KONMMYECTBEHO ONpeEIENITHE Ha BUPYCEH TOBap 3a
HCV

JAEKJIAPUPAM:

Memnmunckure uznenus, kouto ¢pupma "AHTUCEJI BBJITAPUA" OO/l odepupa
HaCcTOAIlaTa Ipolielypa ca BKIIOUEHU B cnuchka no 4wi. 1, 1.1, 6yksa "6" ot Hapenbara 3a
YCIOBUSATA U peJia 3a ChCTaBsSHE Ha CIIMCHK Ha MEAUIUHCKUTE u3nenus no wi. 30 a or 3SMU
3a olpelesiiHE Ha CTOMHOCTTA JO KOATO T€ C€ 3aliamar. Te ce 3amnamar OT CIeTHHS\
obmecTBeH (oHI Ha abpxkaBa wieHka Ha EC - bromkera Ha MUHHCTEPCTBOTO Ha 3/[paBETO B
PymbHHS.

IEKJIAPATOP: ..\./ %

Jlara: 14.052018 . o
TIO/ITKC; TIedar)
web site: www.antisel.bg e-mail: antisel@antisel.bg

AHTHUCEI BBIITAPUS, 2p. Cocpusi 1202, yn. “UndycmpuanHa” Ne11, Busnec yeHmbp Bacuneae [lna3sa, 8 em.
men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ¢paxc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg

o,
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FULL MAX 13 EOOD DYl MAKC 13 EOOA

174, PROF.N.DERZHAVIN ST., SOFIA YI1."OPO®.H. TEP’KABHH" 174, COOHA
Tel/Fax: +359 2 857 2880, fullmax@del.bg Ten/@axc +359 2 857 2880, fullmax@del.bg

Mpeeod om aHenuticku:

ABBOTT Molecular Inc.
1300 Uiict Toxu ABeHIO
Hec Tlneiinc, Ununoitc 60018 CAILL

UL LLC® (UL) V3naBa 1031 cepTUdHKAT Ha TopenocodenHara pupma, ciel KaTo W3BbpIIA
OLIEHKA Ha CHCTeMaTa 3a MOABp)KaHEe Ha KaueCTBOTO Ha (UpMara M yCTAHOBH CHOTBETCTBHE
CBC: ,

ISO 13485:2016
EN ISO 13485:2016

[IpoextHpane, pa3paboTka ¥ HPOU3BOACTBO HA HHBUTPO AHATHOCTHYHH PEAKTHBH, TECTOBE,
KHTOBE, HHCTPYMEHTH M codryep. MHcTananus u ceppu3Hpane Ha MH-BUTPO HATHOCTHYHH
HHCTpYMEHTH K codryep. IIpoeKkTHpaHe H IIPOM3BOACTBO HA CTEPUIHH TaMIIOHH.
Huctpubyiia Ha HHBHTPO IHATHOCTHYHHM HHCTPYMEHTH, COQTYep, PEAKTHBH H TECT KHTOBE.

C IOIBIHUTEIHH MECTOIOJIOKEHUS OITHCAHU B Hpunoxenue | ot 1:

®@aiin Homep: A14808 Crapr Ha nuksbia: 16 JexkemBpu 2017
Ceprudxar Ne 11873023.PDWS EdexruBna nata: 16 lexemspu 2017
[arta Ha ustngane: 15 lekempu 2020

Otopu3upaHo oT:
Hommuc: /xe ce yere/
Maiixba [x. Yunpasp, ILE.
MeHumxBP rj106a/HH peryIaTopHH YCJIyru
WztrskHat uned Ha Texuugecku otaen Ha UL Life and health Sciences
ULLLC ™

Tasu cucteMa 3a permcTpals Ha KayecTBOTO € BKIOYEHA B JIHPEKTOpHMATA HA PETMCTPHpPAHHTE
¢upmu Ha UL u ce OTHacs 3a MPeOCTaBSHETO HA CTOKH W/HJIHM YC/IYIH OIMCAHM B TpelMeTa Ha
PErucTpalys OT aapecuTe onucaHu no rope. C H3gaBaHeTo Ha TO3M cepTH(UKAT pupMarta nekyiapupa,
4e e 3aMma3y PErucTPalUATa CH B CHOTBETCTBHE CHC NMPHIOKHMMHUTE H3UCKBaHHA. To3u ceprudukar
He ce MpeXBBPA U ocTtaBa cobersenoct Ha UL LLC.

UL LLC
333 Ildunrcren Poyn
pTOpPYYK, IL 60062-2096 CAILl

oy



ABBOTT Molecular Inc.
1300 Hitct Toxu ABeHrO
Hec Ineituc, Ununoiic 60018 CAILL

Hpnnoxenne 1 or 1

Oduunasen oduc 1 | 1800 Bpymen Asenio

MecTomnoJioxeHue Eax I'pyys Buampxk, Wannoiic 60007, CAILI

M3sbpmBa: Cxnanosa geffHOCT

Odunuanen oduc 2 1350 Hiicr Toxu ABeHio
Mecrononoxenue Hec ILnefinc, Wiannoiic 60018, CAII]

MzebpmiBa: TIponaxGu ¥ HOBEWKH pecypcH

IponsBoacteen odmc 1 100 A660T mapk poyx
MecTomosio:xkeHne Crpapna APO1A, Crpana APO1A, Cras LL 16
A66oT IMapk, Mnunoiic 60064, CAII{

I/I3B1>p[l]Ba: HpOBCpKa Ha KOHTPOJIA HA Ka4€CTBOTO Ha HHBHTPO NHATHOCTUYHHU TECT KUTOBE

®aitn Homep: A14808 Crapt Ha nuksbia: 16 Jexemspu 2017
Ceprudxar Ne 11873023.PDWS EdexTuBHa nara: 16 exemspu 2017
Jlata Ha ustuyane: 15 exemppu 2020

Tasu cuctema 3a perucTpaums Ha Ka4ecTBOTO € BKIIOUEHA B JIMpEKTOPHATA HA PErHCTPHpAHHTE
¢upmu Ha UL 1 ce OTHacs 3a MPeNOCTABAHETO HA CTOKM W/WIH YCIy'H ONMCAHM B MpeIMeTa Ha
PErUCTpanus OT aJipeCUTe ONKMCaHH Mo rope. C H3AaBaHeTo Ha TO3M cepTH(HUKAT GpuUpMaTa IeKIapHpa,
¢ IUC 3aMa3y PerkcTpaLuiaTa CH B ChbOTBETCTBHE ChC NPHIOKHMHTE H3NCKBaHHA. T03U cepTH(HKAT
He ce npexBBpii H ocTaBa coberBeHocT Ha UL LLC.

ULLLC
333 IIdunrcren Poyn
Hopt6pyyx, IL 60062-2096 CAIL]

Honynoonucanama Hamanus Ljeemrosa Andpeesa yoocmosepssam eeprnocmma na npegoda
om anenuticku e3ux Ha npunodcenus dokymenm, ISO cepmugpuxam. Ipesodbm ceeyemau om
2 cmpanuya. . i N ,
Ilpesoday: )
Hamanus LJeemxoea Anopeesa




CERTIFICATE OF REGISTRATION

Abbott Molecular Inc. A
1300 East Touhy Avenue \
Des Plaines, IL 60018 United States

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

'

o 53
‘. UKAS Michael J. Windler, P.E. ———
MR Manager of Global Regulatory Service Validate Certificate:
2 Distinguished Member of the Technical Staff h
4426 UL Life and Health Sciences here

UL LLC

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.

RAPATIET,

ULLLC
L 333 Pfingsten Road
Northbrook, IL 60062-2096 USA

o

3#

N 2

00-M8-50043 Issue 13.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2011.

Yl



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.

100 Abbott Park Road
Building AP01A, Building AP01A, 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 will
maintain its registration in accordance with the applicable requirements. This certificate is not transferable and remains the propenrty of
uLLLC.

m¢‘7%
gyﬁ\\\a

X . N
i
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>

ULLLC
) 333 Pfingsten Road
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[TpeBog OT aHrmMuitcKkn e3unk

EC CEPTUPUKAT

Abbott Molecular Inc.

1300 East Touchy Avenue
Des Plaines IL 60018

USA

EC CepTtudukar 3a nposepka Ha gu3aiiH S~
Mpunoxenne 1V, pasgen 4 ot Qupektusa Ha CueeTa 98/79/EC 33 MeANUMHCKM U3AENNS 38 UH BUTPO
AvarHocTuka

Onucanve Ha uzgenueTo:

WH BMTPO TecT Ha nonumepasHa BepukHa peakums ¢ o6paTHa Tpauckpunums (RT-PCR) 3a
KonuyecTBeHOTO onpenensaHe Ha puboHyknenHoBa KucenuHa Npu BUpycC Ha xenatut C (HCV
RNA) B yoBewku cepym v nnasma oT NUua, 3apa3eHu ¢ BUPYC Ha xenaTUT C

Moaen:
4J86-70 Abbott RealTime HCV Komnnekr 3a kanubpupane
4J)86-80 Abbott RealTime HCV KoHTponeH komnnekT
4.J)86-90 Abbott RealTime HCV KomnnekT peaktuBu 3a amnnudukaumns
Ne Ha focue A14808 Ha4yanHa para Ha uukbna 21 10HK 20151
Ne Ha cepTudukar 443.150721 [laTa Ha Bnu3aHe B cuna 22 wonun 2015r.
[arta Ha ustnyaHe 21 onn 2020r.
OTopuavpaH oT A
(nodnucano: Paul O’'Dea) ﬁj
Mon O’fea
Menupxbp ceptudmumnpate

3a v ot umeTo Ha UL International (UK) Ltd

i Aeknapupame, Ye e U3BbpIIeHa NPoBepKa Ha AW3aiiHa Ha ycTpoicTBara, m3bpoeHu cnopen
i noknapg 4786957944, cbrnacHO M3UCKBaHUATA HA HALUMOHANHOTO 3aKOHOAATENICTBO, Ha KOETOo
ce nNoA4YMHABA NONYNOANUCAHUAT, TpaHcnoHupawm Mpunoxenue IV, pazaen 4 ot [lupexTusa
Ha CbBeta 98/79/EC 3a n3nenus 3a uH BUTPO AMArHOCTHKA. YAOCTOBepsAABaMe, Ye AN3aWHBLT Ha
u3bpoeHnte ulgenusi e B CbOTBETCTBME CHC CLOTBETHUTE pasnopeadbu Ha lMpunoxexue 1V,
passen 4 Ha cnoMmeHaTaTa AWPEKTMBA TaKa, KaKTO € TpaHCMOHMpPaHa B HAUMOMaNHOTO
3akoHopaTencTso. To3u cepTudukaT e uznaneH ¢ 0 npunoxeHus, n3bposBalwM HoMeparta Ha

moaenure.
=7
/ UL International (UK) Limited

* Wohersh House, The Guildway, Oid Portsmouth Road,
Guildford, Surrey, GU31LR, BenunkobputaHus

Hovudmumpan oprax
0843

Oonynoanucanara Banepvs Nopaarosa KaBakosa, 3akneT npesoaad, yAoCTOBEpSBaMBEPHOCTA?

npesoAa OT aHIMUACKW E3UK HA NPUNOXKeHUs QOKYMeHT, EC-cepTucukar 3a nposepka Ha An3g

MpeBoabT ce ChCT, OTA)CTpaHMLla._,; :
3 ] . -~

S

Mpesojay:
Banepwus NoppaHos



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 hepatitis C viral ribonucleic acid (HCV RNA) in
human serum and plasma from HCV infected individuals

Model:

4J86-70 Abbott RealTime HCV Calibrator Kit

4J86-80 Abbott RealTime HCV Control Kit

4J86-90 Abbott RealTime HCV Amplification Reagent Kit

File Number A14808 Cycle Start Date 21 June 2015

Certificate No.  443.150721 Effective Date 22 July 2015
Expiry Date 21 July 2020

Authorised by

A

Paul O'Dea
Certification Manager
For and on Behalf of UL International (UK) Ltd

We hereby declare that a design examination has been carried out on the device(s) listed per report 4786957944

following the requirements of the national legislation to which the undersigned is subject, transposing Angex IV <.
section 4 of Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices. We certify that the des{y
device(s) listed conforms with the relevant provisions of Annex IV section 4 of the aforementioned

Notified Body

0 843 UL International (U '
IVDD A4 §4 DE 00-NB-F0051 Issue: 4.0 Wonersh House, The Guildway, Old Portsmouth Road,

Guildford, Surrey, GU3 1LR, United Kingdom

vS
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TETFTTUVINST., SOFIA VA."IIPO®.H. JEPKABHH" 174, COOXS
o T 380 Sullmax@del bg Ten./@axc +359 2 857 2880, fullmax@del.bg
Hpeeod om aHaulcKuy:
Abbott Molecular Inc.
Abbot 1300 E. Tox# ABeHIO
Molecular Jec Tneiinc, HJI1 60018

224-361-7115, CAILL

)lelc.rlapamm 3a CLOTBETCTBHE

IVDD Kareropust: Awnexc 11, Criucpx A
IIpaBHO MMe Ha IPOU3BOAMTENS: Abbott Molecular Inc.
ITpaBeH afpec Ha POM3BOAUTENS: 1300 Uiict ToxH ABeHIO, [ec Hnem{c W 60018 CALL
HMme Ha oTopH3upanus npenctasuren B Espona: ABBOTT GmbH & Co. KG,
Allpec Ha OTOpH3MpaHUs NpencTaBuTeN B EBpona: Maxc-ITnank Panr 2, D-65205 BuecGanet, I'epmanud
CnucbueH Homep(a) HA H3ieAUATA Wme(112) u onucaHHe(s) Ha H3AeIUATA
4J86-90 Abbott Realrime HCV Amplification reagent xut
4J86-80 Abbott Realtime HCV C&Q | KHT
4186-70 Abbott Realtime HCV Calib R}%
)
Hortudunwmpain oprai napTHe0p Ha KOMMaHUATA: UL International (UK) Ltd
Anpec Ha Hotuduuupaiuus opran: Wonersh House, The Guildway, Old

Portsmouth Road, Guildford, Surrey,
GU3 1LR, O6enunnero Kpanctso

Howmep Ha Hotuduuunparus opras: 0843

Vime ua npuTexaTtens Ha TexHuueckaTa fokyMentauus:  Abbott Molecular Inc,
AJpec Ha TIpUTeKaTeNs Ha TeXHNUYeckaTa AokymeHTauns: 1300 HiicT Thxu Asenio, Jlec Mneitinc, LI 60018

CALL

A3 [OAYNOANHCAHWAT, C HACTOAWIOTO AEKIApupaM, Y€ WHBUTPO-ANArHOCTHYHHTE MELHLIMHCKM H3ICIH

onusaHk  sio-rope W Hocew CE  mapkupane, OTroBapsT Ha  NPUNOXHUMHTE pasnopenbu  Ha
Medizinproduktegesetz (Axt Meauuuncku Uspenus, Tepmanus) Tpancrosupauy Ha EC Hupektnsa 98/79/E

OTHACAWA Ce 33 HHBUTPO AHATHOCTHYHH MEAHLIMHCKH W3AENHs.

Tasu newnapauus e cbcraseHa B CbOFBETCTBHE CbC AHeke IV Ha IVD anpekrusara 98/79/EC.

Tlonnuc: /He ce yere/
ITenuo ume: Hrynuo Cans
TMosunma: Crapwwu Qupe TypsiBaHe Ha KauecTBOTO (Q
Tlata: 18/5/2015r. :
Hara Ha n3nasane: 18/5/2015r.

Mscto: Abbott Molecular Inc. [lec Mneitne, WJ1 60018 CAILLL

Honynoonucanama Hamanus Ljsemxosa Andpeesa yoocmogepagam 6epHOCHNG Ha npesoda Om AHZAUUCKY e3UK

Ha npunovicenus, doxymenm, dexapayus 3a cvomeememaue. Ilpesodvm ce cvemou om I cmpaHuL;a
Ilpeeoday:

Hamanus I{semxosa Andpeesa A\ B
| 7



Abbott Molecular Inc

1300 East Touhy Avén

Des Plaines, IL 6001 \
USA \

Declaration of Conformity for Annex A/B IVDs

VDD Category: Annex Il, List A
Legal Manufacturer's Name: Abbott Molecular inc.
Legal Manufacturer's Address: 1300 E. Touhy Ave.

Des Plaines Il USA 60018
Name of Authorized Representative in Europe; Abbott GmbH & Co. KG
Address of Authorized Representative in Europe: Max-Planck-Ring 2 D-65205

Wiesbaden- Germany

4J86-90 Abbott RealTime HCV Amplification Reagent Kit
4J86-80 Abbott ReaiTime HCV Contro! Kit
4J86-70 Abbott RealTime HCV 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 Molecular inc.
Address of technical documentation owner 1300 E. Touhy Ave.

Des Plaines il USA 60018

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 medica
devices.

I, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above and%

This declaration is made in accordance with Annex 1V of the IVD Directive 98/79/EC.

Signature: :\ 1

Full Name (printed): Julio S;lwé.n T~
Position: Senior Director, Quality Assurance

Date: ’ & - H AT -0\

Date Issued: (e - A — 2T

Place: , Abbott Molecular Inc. Des Plaines Il USA 60018



SAHTUCEIT

AHTUCEI BBJITAPUST OO
NPEACTABUTEIN - QUCTPUBYTOPU HA HAYHHA ATTAPATYPA, XUMWUYHU - BUOJIOMMYHN MATEPUANUA

JEKJIAPALIS

Iloanucanara: CuiiBana Jlro64oBa CanyHapoBa
(mpume umena)
B KaYe€CTBOTO CH Ha YIpaBHUTEN
(On1vorcHocm)

- Ha yyactHHK: "AHTUCEJI BBJITAPUA" OO/,

B Qpolelypa 3a Bb3jaraHe Ha OOLIECTBCHAa IOpBYKa C MpeaMmer: ,,JJocmaexka Ha
ouaznocmuxymu u koncymamusu 3a CITHH, eupycnu xenamumu B u C, cupunuc u opyzu
CeKcyanHo npedasanu unexuuu no Hayuonanna npozpama 3a npeeeHyus u KoHmpon na
XHUB u cexcyanno npedasanu ungpexyuu ¢ Penyonuxa Bvazapus 2017-2020 2. 3a nyscoume

Ha cmpanama npe3 2018 2.”

JEKJIAPHPAM:

3a u3paboTBanero Ha npenaranute ot "AHTUCEJI BBJITAPUSA" OO/J] TecToBe HIMa
HanuyHa anapatypa. "AHTUCEJI BbJIAPHA" OO/ me npeJocTaBu 1 NOAABLPXKA anapaTypa
3a BPEMETO, B KOETO ce U3paboTBaT JOCTaBIHHTE OT HAC TECTOBE.

Jlata: 14.05.2018 . IEKJIAPATOP: .....)... AT

(\
(noxmn\c Teyar) \a\/\

7

/

e-mail: antisel@antisel.bg

web site: www.antisel.bg
AHTUCEN BBIIFTAPHA, 2p. Coghust 1202, yn. “UHdycmpuansa” Ne11, Busnec yenmwp Bacunea na3za, 8 em.
mer.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ¢haxc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg

55



%
CAHTUCES"
AHTUCEN BbJIrAPUs1 00
NPEACTABUTEIIN - HANCTPUBYTOPU HA HAYYHA ATTAPATYPA, XUMUYHU - BUOITOrMYHA MATEPUAITN

JAEKJIAPAIIUA

Ilonnucanara: CunBana Jlro64yoBa CanyHapoBa
(mpume umena) J
B Ka4e€CTBOTO CH Ha YIIpaBUTEI
(OnvorcHocm)

Ha yyactHuk: "AHTUCEJI BBJII'APUSA" OO/,

B IIpoledypa 3a Bb3laraHe Ha oOllecTBEHAa MNOpBYKA € HpeaMer: ,/Jocmaska Ha
ouaznocmuxymu u koncymamusu 3a CIIHH, eupycnu xenamumu B u C, cupunuc u opyzu
ceKkcyanno npeoasanu unpexyuu no Hayuonanna npozpama 3a npeseHyua u KOHmMpon Ha
XHB u cexcyanno npedasanu ungexyuu ¢ Penyonuxa bovnzapua 2017-2020 2. 3a nyxucoume
Ha cmpanama npe3 2018 2.”

JAEKJIAPUPAM:

IIpenocraBenara or "AHTHUCEJI BBJII'APUSA" OO/l anaparypa, Ha KOATO LIE Ce
paboTH ¢ NOCTaBIHUTE TECTOBE IIE€ € ¢ TEXHHYECKH MapaMeTpu He MO HHCKH OT Te3H Ha

ChIICCTBYBANIaTa. !
GHA 47295

3 X

[$ 3

\g s/

\ 4

Jlara: 14.05.2018 1. HEKJIAPATOP: ..\l

(moxnwmc, neyar)

= N
( -
s \
web site: www.antisel.bg e-mail: antisel@antisel.bg

AHTUCE] BBIITAPHS, 2p. Cogpust 1202, yn. “UHdycmpuanHa” Ne11, Busnec yeHmup Bacunee [1nasa, 8 em. -

men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, chaxc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg



\ ®
YAHTUCEIT
AHTUCEN BBIITAPHST 00
NPELACTABHUTEIN - QUCTPUBYTOPHU HA HAYYHA ATTAPATYPA, XUMUYHU - BUOJIOrMYHN MATEPHUATIN

JAEKJIAPAIIUSA

ITonnucanara: CunBana Jlro64yoBa CanyHapoBa
(mpume umena)
B Ka4YE€CTBOTO CH Ha YIpaBUTE]
(OnvorcHocm)

- Ha yyacTHUK: "AHTUCEJI BBJII'APUS" OO/,

B Ipoleaypa 3a Bb3jlaraHe Ha OOIIECTBEHa IOpbYKa € IpeaMer: ,/Jlocmaséka Ha
ouaznocmuxymu u koncymamueu 3a CITHH, eupychu xenamumu B u C, cugpunuc u opyzu
ceKcyanno npeoaeanu ungpexyuu no Hayuonanna npozpama 3a npeeenyus u KOHmMpon Ha
XHUB u cexcyanno npeoasanu unexyuu ¢ Penyonuka bBovnzapus 2017-2020 2. 3a Hyscoume
Ha cmpanama npes 2018 2.”

JAEKJIAPUPAM:

"AHTUCEJI BBJII'APUS" OO/ me npenocTasy anapar 3a aBTOMaTH4Ha €KCTPaKIHs

Ha PHK.
Jara: 14.05.2018 .
web site: www.antisel.bg e-mail: antisel@antisel.bg
AHTUCE] BBJITAPUSI, 2p. Cogpust 1202, yn. “Undycmpuanna” Ne11, Busnec yeHmnp Bacunes [Ina3sa, 8 em. =0

men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ¢hakxc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg
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CAHTUCEJT
AHTUCEN BBIIFAPUS1 008
NPEQCTABHTEIN - [ANCTPUBYTOPH HA HAYYHA ATNAPATYPA, XUMUYHH - BUONIOrUYHN MATEPUATIA

AHTHUCEJ BBJTAPUS OO
(HaumeHOBaHUE HA yuacmHuxa)

IEHOBO IPE/VIOKEHVE

Tlonymoanucanara Cuysana JTro6uopa CamnyHapoBa
(mpume umena)
B KAYECTBOTO CH Ha YIpaBHTes] B/HA AHTUCEJ BBJIITAPYS OOJ1, EUK (BYJICTAT):

121152973, cbe cenauile M anpec Ha yupaBIeHHE: Ip. Codusi, yn. UnpycTpuansa 11, et. 8,
yuacTHUK B OOIICCTBEHa TIOpBUIKa C npeaMet: ,,/locmaska  Ha OUAZHOCMUKYMU U
KOHCcymamusu 34 CITHH, eupychu xenamumu B u C, cuguauc u Opyzu CeKcyaino
npedasanu unperyuu no Hayuonanna npozpama 3a npeseHyua U KOHMpo Ha XHUB u
CeKCyanHo npeoasanu ungpexyuu 6 Penybnuxa Bvnzapua 2017-2020 2. 3a HyJicOume Ha
cmpanama npes 2018 2.”, skniousauia 44 obocobenu nozuyuu 3a 060cobeHu no3uuuu NS
ub

VBAKAEMHU JAMH U IOCIIOJA,

C HACTOAIIOTO B Tpe/IcTaBsMe HAIIETO LEHOBO NPE/IOKCHAC 3a y4yacTHE B
ofsiBeHaTa oT Bac nporneaypa 3a Bp3/arane Ha obIiecTBeHATa IOphUKa KaKTo Clie/pa:

EuHuuHA 1ieHa 10 060co0cHa MO3HITHA Ne 5 B pazmep:

102,10 1B. (CIOBOM CTO H JiBa JIB. ¥ I€CET ct) 6e3 JJIC

1 122,52 1B. (cOBOM CTO ABAJECET U /1Ba JIB. 1 meTaeceT M JBE CT) ¢ HAYUCIIEH JJC.
EuEMYHa IeHa 110 060c00eHa MO3HLHA Ne 6 B pasmep:

11,25 nB. (CTIOBOM €AMHANCCET JIB. U nBanecet u net ct) 6e3 JJIC
1 13,50 5B. (CTOBOM TPHHANECET JIB. M NIETACCCT cr) ¢ mauncnen JJIC.

3a KOMNAEKCHO od)epupanume nO3UYUU, qu)opMauwzma 3a eOUHUYHama yeHa ce nogmapa monkosa novmu,
KOJIKOMO €A KOMMWIEKCHO od)epupanume no3uyuu.

O6ma KOMIUIEKCHA OIEHKA Ha ¢IMHAYHHTE CTOHHOCTH npeAcTaB/IABaMma cbop or
CHLOTBETHHTE CIHHHYHH cTOHHOCTH HA OTAeJHHWTE INO3HIHH, KOHTO c¢€ JOCTABAT
KOMILIEKCHO:

113,35 1nB. (CIOBOM CTO W TPHHAACCET JIB. H TpUMeECeT H TET CT.) 6e3 JJC
[Tonvnga ce npu KOMNIEKCHO oghepupare Ha NOIUYUL.

(QO0uarTa 1ieHa 3a H3IbIIHEHHE HA BCHYKH NeHHOCTH OT npesMeTa Ha obocobeHaTa mo3uuuA €.

32 644,80 nB. (CIOBOM TPHACCET H JBe XWIAAW LIECTOTHH YETHPUICCET H YeTUPH n;a;,é’
ocemaecer ct) 6e3 JIJIC A

web site: www.antisel.bg

AHTUCEN BBIITAPHSA, 2p. Cocpus 1202, yn. “Undycmpuanta” Ne11, Bu3Hec UyeHmMbP Bacunee fna3a, 8 em.” o
e mrm am a4 nasasn N2 TR N2/ 420 N2 77 chaxc: 02/952 41 83. antisel@antisel.bg,www.antisel.bg




SAHTUCEIT

AHTUCEN BbJIFAPUS1 OO

MPENCTABUTEIN - ANCTPUBYT OPYU HA HAYYHA AMAPATYPA, XUMUYHH - BHOINTOrNYHN MATEPHAIIA

M 39 173,76 nB. (CnoBOM TPHUACCET H JeBeT XWISIH CTO CelNeMACCeT H TpH JIB. H
cefleM/IeceT | LIECT CT) C HAdHCIICH Jaac.

Taxa IpeIoKEHHTE LIEHH BIIIOBAT BCHUKH Pa3X0JIH JI0 KpacH noyHarelL: CTOMHOCTTA
Ha CTOKATa, OTIaKOBKa, 3aCTpaxoBKa 1 TpaHCIOPT [0 KpacH TioJydaTe’1, IPA CPOK Ha TOAHOCT
He [10-MaNBK OT 75 % (cenemaeceT u et Ha CT0) OT O0sABEHHA OT IPOM3BOHUTENA KbM AaTaTa
4a BCAKA JOCTaBKa. B mpe/ioeHaTa [leHa ca BKIIIOUCHH npOrpaMUpaHeTo Ha HajMdHaTa
amapaTypa, MOJAPBKKaTa Ha HATMYHATA M3BBHIApaHIHOHHA amapaTypa, Ha KOATO IIe CC
u3paboTBaT OepUpaHHUTE TecTOBE, KakTo 1 00yueHUe Ha riepcoHana 3a paboTa ¢ TeCTOBETE.

[locouyeHNTE eAMHAYHN IICHU HE [O/IEKAT HA MPOMSHA NPe3 NN CPOK Ha JIeicTBHE Ha
JOrOBOpA 33 U3MBJHECHHUE Ha gophYKaTa.

TIpe/sioXEHUTE LICHH Ca OIpefIeNIeHH MpH IIBIHO CHLOTBETCTBHE C YcloBHsATa OT
JAOKYMCHTAIUATA 110 npoueaypara.

[Ipu HeCHOTBETCTBAE MEXLY TIpeyIOKEHHTE SMHIHHA 1 o61i1a neHa, Banu/Ha me 6b1e
eMHAYHATA IICHA Ha o(eprarta.

Tlp¥ HECHOTBETCTBHC MEXIY IpeIOKeHaTa 1ICHa, {3MMcaHa CIOBOM U IICHATa,
mocodeHa ¢ nudpH, BaTuIHa HIC 6blle LieHara, I0coueHa CJIOBOM.

3ap/DKapaMe Cce, aKo Hallata opepra Obie npuera, a M3'BIHAM K TIpEeNajfieM
JOTOBOPEHHTE KOJIAIeCTBa JEHHOCTH, CBITIACHO CPOKOBETC ¥ YCIOBHATA, 3ajerHald B
JOroBOpA.

Tlpu ycioBHe, "¢ 6baeM M3GpanH 3a H3NBIHATE]L Ha ofIecTBEHATa NOpbyKa, HAC CME
chIIaCHU Ja MOANMUIIEM H TIPEIOCTaBHM TapaHiud 32 JM3MbIHEHHE Ha 3aIbIDKCHUATA IO
ZIOTOBOpa B pasMep Ha 3 % OT CTOHHOCTTA MY, 6e3 JIJIC B eana oT dopmuTe IOCOUECHH B LI
111, an. 5 ot 30IL

CMeTKaTa, 10 KOATO me OB1aT W3BBPUIBAHH PasIUIAIaHUATA TIO JIOrOBOpa, aKko OBAeM
onpe/ieNeHH 3a H3MbIHUTEN Ha NOpBYKATa:
Banka: [TIMPEOC BBJITAPYA ALL
IBAN: BG22PIRB80331 604742423
BIC: PIRBBGSF
TuTynsip Ha CMETKATa: AHTHUCEJ BBJITAPUA 00

3aGenexka 1: 3a TOSHIUNTS, xouto ce odepupat KOMIUIEKCHO c€ TpencTans 00110 IEHOBO
TIpe/UIOXKEHHE 1 CC oTOeNA3BAT, KAKTO EAMHUIHATE 1 o6 MTe [IeHH 3a BCAKA OTACIHA O3HIKS
6es u ¢ JJIC, Taka ¥ ob11a KOMITJIEKCHA cToitHocT 0e3 U C JUIC, npencrasssalia cbop oT
CHOTBETHATE OOIIH CTOWHOCTH Ha OTAETHHUTE TO3UIH, KOHMTO ce JOCTaBAT KOMILIEKCHO.

JaGenexka 2: OOumara neHa 3a H3ObIHEHHE Ha BCHYKH JefHOCTH OT MNpeaMeTa Ha
obocobenara mo3unms Ce€ J3UMCIABA KATO IPOM3BEACHHE Ha efWHAYHATA UCHA H

KOJIMYECTBOTO.
JaGenexia_3: YUIaCTHHILHTE, perucTpupaHy Mo JJIC, orGenaspar HATMUHETO Ha TakKasa
perucTpanus. -
Jlata 14/5/2018r. 2
Vime 1 pamMHIIAS Cunpana CamyHapoBa !

s

[lopnuc na JHIETO M TIEUAT  eeeeveeeeseeenn

e-mail: antisel@antisel.bg

—_—— web site: wwW. antisel.bg

AHTUCEN BB -APUSI, 2p. Cogpus 1 202, yn. “Mndycmpuanua” Ne11, BusHec ueHm®ubp Bacuriee [1na3a, 8 em.
S aem ann4 na/A20 N2 TR 02/4390377, ¢hakc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg
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