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TEXHHYECKO ITPEJJ/IO’KEHHE

no o6ujecmeena HOpvUKA C npeomMem:

wJdocmaeka Ha OUAZHOCMUKYMU U KOHCYMamueu 3a CIIHH, gupycru xenamumu B
u C, cugpunuc u opyzu cekcyanno npeoasanu ungexyuu no Hayuonanna npozpama 3a
npesenyua u konmpon ha XHB u cexcyanno npedasanu undexuuu ¢ Penyonuxa
Bunzapua 2017-2020 2. 3a Hy»coume Ha cmpanama npes 2018 2.”, no obocobenu nozuyuu
Ne 9 u 10,

HacToAIOTO TEXHUYECKO MPEIOKEHHE € TIONAJIEHO OT: AHTHUCEJI BBJITAPUA OO]T

/HAUMEHOBANUE HA YHACTHUKDY

u nomvcano ot: Cusana Jlro64uosa CarryHapopa
/mpu umena/

B KaueCTBOTO H Ha: YIIPaBHTE]
fomexcrocmy/

Cvovporcanue:

1. JIOKyMeHT 3a YI'BIHOMOINABaHe, KOraro JIMIETO, KOETO Molasa odpeprata, He ¢
3aKOHHMAT IPEACTABUTEN HA YUaCTHHKA, T/

2. Tlpennoxxenne 3a H3MBJIHEHHE HA IOpBUKATa B CHOTBETCTBHC C TEXHUYECKH
crenupUKaLUK 1 H3UCKBAHUATA Ha BB3JIOXKHUTEIL,

3. Jlexnapanus 3a ChIVIACHE € KJIAY3UTE Ha MPUJIOKEHUS TPOCKT Ha JI0rOBOp;

4. Jlexnapanus 3a CpoKa Ha BJIMIHOCT Ha odepraTa;

5. OHUIHATHY JOKYMEHTH, OMHCAHNS W/HIIH OQUIHATHY KaTaJI03H Ha IIPOM3BOIUTEINS/UTE
Ha U3JIeNIUATA.

6. Jlexnapaiusi, ¢ IPHJIOXEHO H3BJEICHHE OT Cnucpka no wn.l, T.1, 6yksa "6" oT
Hapenfara 3a yCJIOBHATa H PEa 32 ChCTABSHE Ha CIMCHK Ha MEAUIMHCKHTE H3ACIHA no wi. 30
or 3MMU u 3a onpesiensHe Ha CTONHOCTTA, IO KOATO T€ CE 3allIallaT, OT KOCTO H3BJICHCHHAC ©
BH/IHA NPOJIAXKHATA [IEHa 10 CMUChIa Ha § 1, T. 29a ot 3MU, BB BpB3ka ¢ § 1, T. 4 ot JIP Ha
Hapenbara, 3a BcsiKa NO3MILMA, 32 KOATO € MONaJICHA obdepra;

7. 3aBepeHO KONKE Ha OQUIIHANICH NOKYMEHT, U3MaJCH OT UAIJL, ot Ko#TO € BHIHO, Y€ 32
CHOTBETHOTO MEIUIIMHCKO M3JE/INE HAMa PErUCTpHpaHy IaHHH B UAJI w/umn EUDAMED 3a
VHIMIEHTH/TOTEHIMATHY HHITUIEHTH IIPe3 MOCIEHATE IBE TOAMHH, KAKTO 1 OJIOKMpaHH UK
M3TErJIHd TApTHAH OT CBHLIOTO MEIHMIMHCKO H3JENUE Mpe3 MOCICAHUTE 2 TOIMHH.
Ipencrasenus noxyment ot MAJI ciensa na Oble W3aAcH Mpe He oBeYe OT €AMH MeCell
OT TojaBane Ha odepra OT y4aCTHHKA.;

8. Jleknapauus, B KOATO Ja GBJe MOCOYEHO MEUITMHCKOTO H3/ETHE 38 KOCTO ce yJacrBa
¥ KOHKPETHHAT obiiecTBeH GoH/ Ha CHOTBETHATA ABPXKaBa, 10 KOMTO ce 3a1uiama;

9. MocTpa 0603HaueHa [0 HAUMH, OT KOHTO Ja € BHHO Ha KOC MPE/UIOXKCHHC oTroBaps

(omHocumo 3a obocobenu nozuyuu Ne Ne 2 u 29); \
10. 3aBepeHO KOMHE Ha BAHJICH CepTH(UKAT BJIC EN ISO 13485:2012 / ISO 9001:2042 555
R >

WM I0-HOB MJIM €KBHBAJICHTEH, C o0xBaT CBIVIACHO IIpeIMETa Ha o6ocobeHara IIO3I/I].[’

I

KOSITO ce y4acTBa, M3aZlcH Ha HMMETO Ha NIPOU3BOIUTCIIA.
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11. 3aBepeHo Komue Ha JEK/IApAIIUATa 38 ChOTBETCTBHE C Jupexrusa 98/79/EC, u3nanena
ot npoussoautens u komue Ha EC cepru(HKaT 32 CHOTBETCTBHE C Jupextusa 98/79/EC,
M3ManeH OT HOTHQHUIMPAH OpraH 1o CMHChIIA Ha 3MMU (omuocumo 3a nosuyuu NeNe 1, 2, 3, 4,
5.7.89 11,1213, 16,17, 18 19, 20, 21, 38u4l);

12. 3aBepeHo KollMe Ha JeKiapanuara 3a CHOTBETCTBHE C Jupextusa 98/79/EC,
M3/Ia/IeHa OT [IPOM3BOAUTENSA (OMHOCUMO 3G NO3UYUU NeNeld, 15,27, 34, 35, 36 u 37),

13. Jlexnapauusi, e AMarHOCTHKYMHUTE IIE 6baar B choTHOLIEeHUE 30% rojeMu KuM
70% MAaJIKH OIIAKOBKH (OMHOCUMO 3a OUASHOCMUKYMUmMe no o6ocobenu nosuyuu Nehe 1, 3, 7
u 15 3a nepeuuna ouaznocmuxa na CIIHH, xenamum B, xenamum C u cugpunuc),

14. Jlexnapaups, de TMArHOCTHKYMHTE €& OKOMILIEKTOBaHH CBC CHOTBETHHA opoit
[JaKM W BPbXYETAa M BCHUKA TECTOBE, 33 M3IBIHCHHETO HA KOMTO CE M3WCKBAT, INC obaar
OKOMILIEKTOBAHHU ChC CHOTBETHHMS Opoil BpbXyeTa, ChoOpasHo Opost Ha TECTOBETE (omHocumo
3a QuazHocmukymume no 060cobena no3uUYus Ne 14 3a TIIXA),

15. Jlexnaparusi, B KOSITO € ITOCOYCHO, Y€ ako 3a n3paboTBaHe Ha HAKOM TECTOBE HAMA
HaJM4YHA amaparypa, me Obae IpeJCTaBeHa Takasa d INe Obae NOJIbPKaHa 32 BPEMETO, B
KOETO ce M3pab0TBAT TECTOBETE (8 NPUNLOCUMUME cayyau)

16. Jlexapamus, B KOSTO € IIOCOYEHO, Ye Llie Ce MOIbpXka 34 CMETKA Ha H3ITBJIHATEA
HANMYHATA H3BbHIapaHIIMOHHA alaparypa, Ha KOATO 1e ce H3paboTBaT TECTOBETE (HATMYHATA ,{
amapaTypa € ChIUIacHO mpuioxeHne Ne 2); . ‘

17. Jlexnapauys, B KOSTO € IIOCOYEHO, Y€ NPEIOCTABEHATA 33 CMETKA Ha I/I3H’I>JIHPITCJ’I§/
amaparypa, Ha KOSTO e ce paboTH C TECTOBETE IIe OBbIc C TEXHUYECKH I1apameTpu }éej%’-

HUCKH OT T€3U HA CHILECTBYBAIIATA (8 NPUIOdCUMUME CLYHaU);

18. Jlekapamps, B KOATO € MOCOYEHO, Y€ M3NBIHATENA LIe NPe/0CTaBy anapar 3a
apToMaTHuHa excrpakius Ha PHK, ako 3a TecToBeTe 32 BUPYCEH TOBAp CE M3UCKBA €KCTPAKIHsA
na Bupycua PHK (e npunoocumume ciyvau);

19. Jlexnapanus, B KOSTO € IIOCOYEHO, Ye H3MBIHUTEIS e OCHIyPH TIPOTpaMHpaHETO
Ha HAMYHATA ANapaTypa 3a U3paboTBAHETO M CHHXPOHM3NPAHETO Ha IOCTABCHHUTE TECTOBC;

20. Jlexapanusi, B KOSTO € IOCOYEHO, Y€ MHArHOCTUKYMHT 060cobena mo3ums Ne
7 3a IppBUYHA JUATHOCTHKA HA XenaTuT B /HBsAg / - EJIN3 3umus Ne 8 3a
NOTBBPAUTENHA TUarHocTika Ha HBsAg e 61at odepupasy KOMIUIEKCHO/H III€ ca OT EAMH
IPOU3BOUTEIN (6 NPULOJCUMUME cnydau);

21. Jlexnapalus, B KOSITO € IIOCOYEHO, Y€ TECTOBCTE 110 obocobepa ng3unus Ne 41 cac
YyBCTBATEJHOCT PaBHA HJIM [10-BHCOKA OT 99%, crieuPpUIHOCT PaBHFUIIH Y10-BUCOKA OT 96%.
TecToBeTe 3a MOTBBPAUTENHA THATHOCTUKA HA XVB1/2 undexnus e c¢ H3MBIHABAT BHPXY
CTPHIIOBE HATOBApEHH C PEKOMOHMHAHTHH XUB-1/2 anturenu. PeareHTUTL B KUTA 1€ €4 TOTOBH
3a ynotpeba 6e3 IpeaBapuTENIHO  PaspeKAaHe. IIpouenypara/ 3a H3IBJIHEHHE €
ABTOMATH3MpaHa. Pe3y/ITaTHTE 1€ Ce OTYMTAT Ype3 CKAHUPAHE U KOMITFOThpHA Iporpama H e
ce JOKYMEHTHPAT Ha XapTHEeH HOCHTEI (8 npuiodcumume caydau);

T
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22. Jleknapaiysi, B KOSITO € IIOCOYEHO, 1€ 110 o60cobena nmo3unus Ne 2 e 6bp3 Ka4eCTBEH
TecT 33 OTKPHBAHE HA aHTHTENA Cpelly BHpyca NPHYHHSBAIL MMYHEH neUUuT y 4YOBEKa,
tunose 1 1 2. YyBCTBUTETHOCT paBHA MJIH NI0-BUCOKa OT 99%. Crieru(pUYHOCT paBHA WM I10-
BHCOKa OT 98%. BhaMoxHocT ma oTkpusa crenuduynn anti-XVB anTHTena B npodu ot
nepudepra kpuB. [Ipoleaypara 3a M3NBIHEHHE [ HE H3UCKBA CICLHMATHO 1ab0paToOpHO
06opy/BaHe 3a M3MbIHEHHE HA TeCTa (aBTOMATHYHH ITHIICTH, HHKY6aTOp, WEHKsp U Ap.).
TectoBeTe e OBAAT KOMIUIEKTYBaHH C aBTOMATHYHU JAHLECTH 3a B3EMAHC Ha npobu oT
nepudepHa KpbB. BcHuky peakTHBY 32 H3pabOTBAHE HA npoGH OT 1Is/Ia KPEB, [UIa3Ma U CEpyM
Ie 6BIAT BKIIOYCHH B JMATHOCTHYHHS TeCT-KUT. IlpoueaypaTa 3a H3IBIHCHAC Ha TECTA HO
HaJBHMINABa 5 MUHYTH. BpemeTo 3a OTYMTAaHE Ha pe3ylTara HE HaJBHINABA 20 MHHYTH OT
MPHKJTIOYBAHE Ha NPOLEAypaTa o U3paboTBaHe Ha TecTa (6 npunoCUMUME CILYHAY);

23. Jlexiaparus, B KOSTO € IIOCOUEHO, 9€ TECTOBETE 33 ONpPEACNITHE Ha BUPYCCH TOBAp

aa HIV mo o6ocobena mo3uuus Ne 38 e ce U3MBIHABAT HAMBIHO aBTOMATHYHO M IIE €a €
[OJIHA TPaHHIA HA JeTeKIHs 10 S0 BUPYCHH KOMHUS Ha MUTHIHMTEP.
24. Jlexnapans, B KOSTO € IIOCOYCHO, 4€ TECTOBCTE 1O o06ocobena nmosuiysa Ne 42 ca

¢

-

Ha IpHHIIMIIA Ha KalujspHa FC.H-CIICKTpO(l)Op(Ba CEKBEHHpaHC TP MUHUMATHO €JHOBPEMCHHO M

3apexiane OT 6 IPOOH 3a H3CIIEIBAHE (8 HPUIOHCUMUME cayvau); =

25. Jlexaapaiusi, B KOSTO € IOCOYEHO, Y€ TECTOBETE 32 IHArHOCTHKA Ha XETaTHT B
OTroBapAT HAa M3UCKBAHETO 3a YYBCTBHUTEIHOCT paBHA Ha WM 10X 0,130 IU/ml. noBBEpXHOCTEH
AHTHIeH Ha XemaTHT B M crnenupuyHOCT He mo-Manka ot 99 % (omuocumo 3a obocobenu
nosuyuu NeNe 7 u 8);

26. Jlenapanus, B KOSTO € [OCOYEHO, Y€ TECTOBETE 3a MbpBU'HA JHATHOCTHKA Ha
CTIMH — EJIU3A 1o 060cobena no3nius Ne 1 ca THIT aHTHTeH - aHTHTSIO. UyBCTBHTEIHOCTTA
Ha TecTa 3a anTHTeaTa € 100%, cnelnHUHOCTTa He € Ho-HucKa OT 99%. UyBCTBUTEIHOCTTA
3a nerexuus Ha XUB anturena e moxa 2 IU/m.

[l

i

i "‘F’;:';;%
Hara 14/05/2018r. e

Wme u pamumnus Cuinsana CanyHapoBa

TToAmmuC HA JTMIETO U IMEYUAT  ceovvrrernrmonnreeneiasieiiscrnasaneesd
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AHTHUCEJ BBJITAPUA OO0
(HauMeH0BaHUE HA YYACMHUKA)

NPEJUIOKEHUE 3A U3ITbJIHEHME HA TIOPBYKATA

Jonynoanucanara Cuisana Jlro69osa Canynaposa

(mpume umena)
B KayecTBOTO cH Ha Ympasuten B/Ha AHTUCEJI BBJIITAPUSA OOL, EUK (BYJICTAT):
121152973, chbe ceqanuine u axpec Ha ynpasienue: rp. Codus, yin. Unnycrpransa 11, er. 8,
y4acTHHK B OOIIeCTBEHa NOPBUKa C MPEIMET:

wJocmaska Ha OUAZHOCMUKYMU U KOHCyMamueu 3a CITHH, supycnu xenamumu B u C,
cuunuc u Opyzu cexcyanHo npedasanu ungexyuu no Hayuonarna npozpama 3a
npesenyus u konmpon na XHB u cexcyanno npedaganu ungpexyuu ¢ Penybnuxa bvazapun
2017-2020 2. 3a Hyscoume na cmparnama npes 2018 2.”, no o6ocobenu nozuyuu Ne9ul0, /

YBAXKAEMH JAMU U TOCIIO/JA, /
&

C HaCTOSLIOTO NpPEACTaBSIME HALIETO TEXHHUYECKO MPEUIOKEHHC 33 H3IIBIHCHHE Ha
obexTa Ha o0gBeHaTa oT Bac ofimecrBeHa mopbyka.

OPENJIOXEHHUE HA
YUACTHHKA |
IIPOU3BOJUTEL, |
MAPKA, MOJEJI |
(KAT. Ne) ]

Msp | KoanuecTBo

Ne HanmeHnoBaHHe o cnenupukauus a 102

Abbott Molecular,
Abbott Real Time HBV Amplification
Reagent Kit,
kaT. Noe 2G34-90 OKOMNEKToOBaH C
HeobxoaumuTe kanmbpaTopu n
6poit 192 KOHTPONH:
toBap 3a HBV Abbott RealTime HBV Calibrator Kit,
kaT. Ne 2G34-70.
n
Abbott RealTime HBV Control Kit,
Kar, Ne 2G34-80

TecToBE 33 KOJITUYECTBEHO ONpeac/IAHe Ha BUPYCEH

Abbott Molecular,

10 | Koncymarusu 3a pabora no nosuuus 9 6poti 192 ot m ampl%z'rfparatlon System

kaT. Ne 6K12-24

(Yuacmuuyume cnedea 0a nonvansm epagpa ,, [Ipednooicenue Ha y4acmuuxa: npous, 00umen, Mmapka, mooern (K
MNe)“ camo 3a 060cobenume no3uyuy, 3a KOUMO yHacmeam) {
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lIeKJIapnpaMe, 4e BCHUKU MEIUIMHCKH HU3Jc/usd, KOUTO HMaT CpOK Ha roJHOCT, KbM
JlaraTta Ha 10CTaBKa 1I¢E OBIAT ¢ OCTaTh4YEH CPOK HA TOTHOCT HE no-MaJsK oT 75% ot o0sBeHUA

OT IPOU3BOOUTEII,

IICKJ'IapI/IpaMC, ye Npecajiaranure U3ICau 1€ NpuTeKaBaT KbM MOMEHTa Ha AOCTaBKa
cepmq)m(aT 3a KQUECTBO OT MPOU3BOIUTEIL, U31aeH 3a BCAKa OTAC/IHA NapTHIa,
Hexnapnpme, ye 33 BCEKH AMArHOCTHKYM IIC NpEAoCTaBAM JOKYMCHT, B KOHTO c€

00sBgBa NPOH3BOJACTBCHUSA CPOK Ha rogHOCT.

Hemapnpme, ye JWArHOCTUKYMHTE Ca IOCJICAHO TOKOJICHHE MO OTHOUICHUE Ha
II0Ka3aTejIuTe 3a YyBCTBHUTCIJIHOCT, CIICI.II/I(I)I/I"IHOCT, HAIE)XIHOCT U BB3MPOH3BOAUMOCT KBM

nararta Ha odepupaHe,

Jlexnapupame, de Lie OCUTypHM 00y4eHHE Ha MepcoHala 3a paboTa ¢ JOroBOpHpaHHUTe

TECTOBEC.
ot
Tlata 14/05/2018r. BN cemVe

Wme u pamunus

IMoamuc Ha AULIETO H NICYAT

_,..._
/'TPHS Yre

Cunsana CamnyHapoBa

....................................

~
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JEKJIAPATIUSA

3a ChIVIACHE C KJIAY3UTC Ha IIPUJIOKCHHUA IIPOEKT Ha JOT'OBOP

Jonynoanucanara: Cunsana Jliobuosa CanyHapoBa
(mpume umena)

B KAYE€CTBOTO CH Ha YIIpaBUTEIN

(OnvoacrHocm)
na AHTUCEJI BBJITAPUA OO/ -

(Haumenoeanue Ha YHACMHUKQ)

YYAaCTHMK B IIPOLIE/ypa 3a Bb3JaraHe Ha OOIIECTBEHA MOPBYKA C TPEAMET: wlocmagka Ha
ouaznocmuxymu u koncymamueu 3a CIIHH, eupycrnu xenamumu B u C, cughunuc u opyzu
cekcyanno npedasanu ungexyuu no Hayuonaina npozpama 3a npeéeHYUA U KOHMpo Ha
XHB u cexcyanno npedasanu ungexyuu 6 Penyonuxa bvnzapua 201 7-2020 2. 3a Hyscoume
Ha cmpanama npes 2018 2.”, exniousauia 44 o6ocobenu nosuyuu 3a 060cobenu nozuyuu Ne /(

9ulld %

JEKJUAPHUPAMYE:

3amo3Har ¢CbM ChC CHABPKAHHCTO Ha IIPOCKTA HaA JOropopa H nmpucMaM ycCJlOBHATA B
HCTO.

JIATA: 14.05.2018 1. [TOMITUC u ITEYAT:

Powr ¢
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JEKJIAPAIIUA
3a CpOKa Ha BAMIHOCT Ha odeprara

JlonynoanucanaTa: CunBaHa JTio6yoBa CamnyHaposa
(mpume umena)
B KaUeCTBOTO CH Ha YIPaBUTEN
(Onvorcnocm)
na AHTUCEJI BBJIFAPWA OO/ -
- (HaumeHoEaNUe HA YHACHMHUKA)

’ YY4aCTHMK B IPOLENypa 3a Bb3JIaraHe Ha obIIecTBeHa TIOphUKa C NMPEIMET: ,/Jocmaska Ha
ouaznocmuxymu u koncymamueu 3a CITHH, eupycru xenamumu B u C, cucpunuc u opyzu
cexcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHuuA u KOHMPO. Ha
XHB u cexcyanno npedaganu uHgeKyuu 6 Penyé6nuxa Bvnzapusn 201 7-2020 2. 3a Hyscoume
Ha cmpanama npes 2018 2.”, sxniousauia 44 060cobenu nozuyuu 3a 060cobenu no3uyul Ne
Qull

AEKJAPHPAM,YE: B

CpOKBT Ha BATHHOCT Ha HACTOSIIATa OepTa € 4 (yeTMpH) Mecella, CYMTAHO OT JaTaTa,
KOSITO © [OCOUeHa 3a JIaTa Ha NOJTydaBaHe Ha odepTaTa u IPSICTaBIABa BPEMETO, IIPE3 KOCTO
cMe 0BBBP3aHH C yCIOBHATA HA MTPEACTABEHOTO OT HAC HPEIIOKCHHE.

A AT
W TN,

JIATA: 14.05.2018 1. [IOIIMUC u TIEYAT:

e
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ATRCH

RealTime HBV

Abbott RealTime HBV e UHBMTPO NonuMepasHo BepwkHO peakunoHeH (PCR) metoa 3a
KonM4YecTBeHo onpeaensHe Ha xenatut B BupycHa (HBV) AHK B yoselwka nnasma nnu
cepym ot HBV-uncektupanu niamsuaun. AHanusa c Abbott RealTime HBV e
npefHasHaveH 3a u3nonssaHe 3aefHo C KMUHWYHAaTa KapTuHa u Apyru nabopatopHu
MapKepy KaTo nokasaTen 3a NporHosa Ha 3abonsiBaHeTo U 3a ynotpe6a kaTto NOMOLLHO
CpeacTBO NPV OLEHKA Ha BUPYCHWUA OTFOBOP KbM aHTUBMPYCHa Tepanis, U3MepeH Hpes
NpOMeHV B Nnasma unm cepymuute Husa Ha HBV [IHK. Tosn aHanus He e
npefHasHadYeH 3a N3nonasaHe kato CKpUHMH TecT 3a HBV unu kato AnarHocTu4eH
TECT 33 NOTBLPXKAABaHe Ha NpucbcTBMeTo Ha HBV nHbekums.

EdextusHocT* Ha Abbott RealTime HBV

10 IU/mL 3a o6em ot 0.5 mL npoba
YyscTBUTENHOCT

15 IU/mL 3a o6em ot 0.2 mL npoba
IﬁMHeeH obxsar J|10 IU/mL (1.00 log IU/mL) go 1 mununapa 1U/mL (9.00 log IU/mL) J
ﬁ_lpeulllaHOCT “CTaHAapTHO OTKNOHEHME Mexay aHanuante < unn = Ha 0.25 log IU/mbL l
[Creumdmanoct  [100%! |
;2:2:3;:3 TouHO KONMYECTBEHO onpeaensiHe Ha reHotunose A B, C,D, E, F, G, H
Tun npoBa Cepym (cubpaH B cepyMHu cenapupaluy enpyseTku) u MNnasma (EDTA,

ACD v enpyBeTku 3a NoAroToska Ha nnasma)

CeeToBHa 3apaBHa opraHusauvs (WHO) MexayHapoaeH craHpapT 3a
CranpaprusaLis xenaTtuT B BupycHa JHK (97/746)

BuvTpelueH [lo6aBs ce KbM nuanc Gycdepa No BpeMe Ha ekCTpakLUua u ce 0TKpuea Ha
KOHTpOnN BCWUYKM HMBA

* [laHHW 33 eheKTUBHOCTTE, NOKa3aHK OT BLTPELUHa NpoBepKa.

1 CneunduuHocTTa Ha RealTime HBV aHanusa e oueHeHa upes TectsaHe Ha 59 HBYV cepoHeratnBHu
cepymu v 58 HBV cepoHeratusHy npobu ot nnasmu. HBV [IHK He e oTkpuTa, koeTo Boan A0 100%
(117/117) cneunduyHoCT.

Onucaxve
Abbott RealTime HBV Amplification Reagent Kit (CE)- 4 onakoBku, Bcekv oT no 24 02G34-90
TecTa
Abbott RealTime HBV Control Kit {(CE)- 8 ceta ¢ 3 HuBa 02G34-80
Abbott RealTime HBV Calibrator Kit (CE)- 4 ceTa ¢ 2 HuBa _~ ") | 02G34-70




REALTIME HBYV VIRAL LOAD

DESCRIPTION

Out N §

CE Marked
For In Vitro Diagnostic Use

The Abbott RealTime HBV Viral Load Assay is for quantitation of Hepatitis B virus
in chronically infected HBV individuals.

Qy instructions for Use

VIEW ORDERING INFORMATION

The Abbott RealTime HBV assay delivers accurate quantitation of genotypes A, B,C,D,E, F, G, H

and consists of three reagent kits:

« Abbott RealTime HBV Amplification Reagent Kit

+ Abbott RealTime HBV Control Kit
« Abbott RealTime HBV Calibrator Kit

Accurate measurement may detect early resistance.

(bg,, mty

Change in HBY DNA

Antiviral Drug

12 weeks of therapy EASLY or
< 2 tog decreass sfter

24 weaks of therapy (AASLDY
Consider aifernative {reatment
Partial response =

> 1 fog decrease but stil
detectable after € mosdhs?

Consider change of therapy

Lk AS, ot &, reteiogy 2007 46, SOT-53., 2. BASL. J Hepatal, 209 50: £27-242. 3. Lok AS. ef of. Hapataiogy. 2008; 50: 581652,

Detection and Quantitation of HBV Genotypes

Vwologic breakthrough =
> 1 logincrease abova nagk

Change therapy

S
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Genotype dilution linearity was demonstrated by diluting eight specimens, one of each genotype A through
H, to target concentrations of 4.47 log IU/mL, 3.47 log IU/mL, 2.47 log IU/mL, and 1.17 log 1U/mL. Three
replicates were tested at each concentration for each genotype. The correlation coefficients ranged from
0.99510 0.999.

Correlation to Comparator Assay

Asoort Reallime MBY gog ILdmLt

000 160 200 300 400 500 &0 700 B0 ADD
Comparsior 2 Jlog Html)

Specimens from 106 HBV positive patients were tested with the Abbott RealTime HBV assay and a
comparator assay (Comparator 2). Three samples were above the comparator assay's upper limit of
detection and were excluded from the correlation analysis.

Linear Range

The upper limit of quantitation (ULQ) for the Abbott RealTime HBV assay is 1 billion IU/mL and
the lower limit of quantitation is equivalent to LOD (10 IU/mL for the 0.5 mL sample preparation
procedure, 15 IU/mL for the 0.2 mL sample preparation procedure).

0o

Aot ReulTime MOV (g ki)

00 1D A S0 AR S R 2 RN A0 M
Tager Conosntraton Jog Hink}

A 13-member panel prepared by diluting an HBV positive specimen targeted from 9.13 log IU/mL to 0.29
log IU/mL in HBV negative human plasma was tested. Six replicates of each panel member were tested (3
replicates per run, 2 runs total). The Abbott RealTime HBV assay was shown to be linear in plasma across
the range of HBV' DNA concentrations tested.

Intended Use

WS
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The Abbott RealTime HBV is an in vitro polymerase chain reaction (PCR) assay for the
quantitation of Hepatitis B Virus (HBV) DNA in human plasma or serum from HBV-infected
individuals. The Abbott RealTime HBV assay is intended for use in conjunction with clinical
presentation and other laboratory markers as an indicator of disease prognosis and for use as an
aid in assessing viral response to antiviral treatment as measured by changes in plasma or serum
HBV DNA levels. This assay is not intended for use as a screening test for HBV or as a diagnostic
test to confirm the presence of HBV infection.

DESIGN
SPECIFICATIONS

ORDERING INFO

Abbott RealTime HBY Amplification Reagent Kit (IVD)

UNIT ORDER # GTIN
4 packs, 24 tests each 02N40-90 00884999003071

REQUEST INFO

Abbott RealTime HBV Amplification Reagent Kit (CE)

UNIT ORDER # GTIN
4 packs, 24 tests each 02G34-90 00884999001701

REQUEST INFO

Abbott RealTime HBV Control Kit (1IVD)

UNIT ORDER # GTIN
8 sets of 3 levels 02N40-80 00884999003064

REQUESTINFO

Abbott RealTime HBV Control Kit (CE)

UNIT ORDER # GTIN
8 sets of 3 levels 02G34-80 00884999001671

REQUEST INFO

Abbott RealTime HBV Calibrator Kit (IVD)

INIT ORDER # GTIN
_sets, Cal Aand Cal B 02N40-70 00884999003057

REQUEST INFO

Abbott RealTime HBV Calibrator Kit (CE)

UNIT ORDER # GTIN
4 sets of 2 levels 02G34-70 00884999001640

REQUEST INFO

Abbott RealTime HBY Application CD-ROM (CE)

UNIT ORDER # GTIN
1 CD-ROM 08L35




REALTIME HBV VIRAL LOAD

Qu 83

CE Marked
For In Vitro Diagnostic Use

The Abbott RealTime HBYV Viral Load Assay is for quantitation of Hepatitis B virus
in chronically infected HBV individuals.

% Instructions for Use

VIEW ORDERING INFOPMATION

DESCRIPTION
DESIGN +
SPECIFICATIONS -
e e - —
ABBOTT REALTIME HBY PERFORMANCE? }
L 16 $U/mL for 0.5 mL sample volume i é
Sensitivity i
15 1U/mL for 0.2 mL sample volume i
; e . ul R g - - - - e i e o e s —_ - I
! Linear Range { 101U/mL (1.00 log 1U/mL) to 1 billion 1U/mL (9.00 log 1U/mL) |
SO S e d
Precision ‘ Inter-assay SD < or = 0.25 log IU/mL ‘
e i e - E
Specificity 100%' %
e -
Genatype Accurate quantitation of A,B,C,D,E,F,G,H |
i
Detection | Accurate quantitation of genotypes A, B, C, D, E, £, G, ;
e o e e - ,,.‘, e o et e s A e ot e+ e ! St =1 _..2
X Serum {collected in serum separator tubes), and Plasma (EDTA, ACD and plasma :
Specimen Type

preparation tubes)

Standardization

DNA (97/746)

World Health Organization (WHO) International Standard for Hepatitis B Virus

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

i |
*Performance data shown from internal verification.

! The specificity of the Abbott RealTime HBV assay was evaluated by testing 59 HBV seronegative serum
and 58 HBV seronegative plasma specimens. HBV DNA was not detected, resulting in 100% (117/117)

specificity.

ORDERING INFO

Abbott RealTime HBV Amplification Reagent Kit (IVD)

UNIT ORDER # GTIN
4 packs, 24 tests each 02N40-90 00884999003071

REQUEST INFO

SIS
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Abbatt RealTime HBY Amplification Reagent Kit (CE)

UNIT ORDER # GTIN
4 packs, 24 tests each 02G34-90 00884999001701

REQUEST INFO

Abbott RealTime HBV Control Kit (IVD)

UNIT ORDER # GTIN
8 sets of 3 levels 02N40-80 00884999003064

REQUEST INFO

Abbott RealTime HBV Control Kit (CE)

UNIT ORDER # GTIN
8 sets of 3 levels 02G34-80 00884999001671

REQUEST INFO

Abbott RealTime HBV Calibrator Kit (IVD)

- '{NIT ORDER # GTIN
sets, Cal A and Cal B 02N40-70 00884999003057

REQUEST INFO

Abbott RealTime HBV Calibrator Kit (CE)

UNIT ORDER # GTIN
4 sets of 2 levels 02G34-70 00884999001640

REQUEST INFO

Abbott RealTime HBV Application CD-ROM (CE)

UNIT ORDER # GTIN
1 CD-ROM 08L35

REQUEST INFO

N



mSample Preparation Systems DNA
Cucrema 3a noarotoska Ha [IHK npo6u
Kat.Homep: 06K12-24

4 x 24 npena

DU N2 1O




ALL CONSUMABLES

CONSUMABLES

ORDERING INFO

Abbott m2000 Low Residual Volume Sample Rack Posts (CE)
UNIT ORDER # 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 00884699023802

REQUEST INFO

m2000 Halogen Lamp, Replacement

UNIT ORDER # GTIN
1each 09K33-01 00884999032071

_ ' REQUEST INFO

m2000 Optical Calibration Kit

UNIT ORDER # GTIN
1each 04J71-93 00884999006577

REQUESTINFO

m24sp 1.4 ml Internal Control Vial

UNIT ORDER # GTIN
03N19-01 00884999004016

REQUEST INFO

m24sp 1.4 ml Internal Control Vial Cap

Ou &
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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 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

REQUESTINFO

mSystems 96 Deop Well Plates

UNIT ORDER # GTIN
32 Plates 04J71-30 00884999006485

REQUEST INFO

mSystems 96-Well Optical Reaction Plates

UNIT ORDER # GTIN
o Plates 04J71-70 00884999006522

REQUEST INFO

mSystems Biohazard Bags

UNIT ORDER # GTIN
50 Bags 04J71-45 00884699006492

REQUEST INFO

mSystems Disposable Tips (DiTis): 1mL

UNIT ORDER # GTIN
2304 Tips 04J71-10 00884999006430

REQUEST INFO




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

REQUEST INFO

mSystems Wrench

UNIT ORDER # GTIN
1each  0IN71-01  00884999000841

REQUEST INFO

Sequencing Consumables Kit (GPR)

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

REQUEST INFO

w 3\@ o)
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“AHTUCEIT
AHTUCEI] BBJITAPUS1 004
NPELCTABUTENHN - QUCTPUBYTOPHU HA HAYYHA ATAPATYPA, XUMUYHU - BUOJTIOrMHHU MATEPUATIA

AEKJIAPALIMSA

IMoanucanara: Cunsana Jlro6yosa CanyHaposa 4
(mpume umena) /6'/
B Ka4ECTBOTO CU Ha YIpaBUTEI
- (Onvocnocm)

na yuactauk: "AHTUCEJI BBJII'APYA" OO/,

B IpolleAypa 3a Bb3JaraHe Ha OOLIECTBEHAa IOphYKa C MpeaMeT: ,/Jocmaska Ha
ouaznocmuxymu u koncymamuseu 3a CITHH, supycnu xenamumu B u C, cugpunuc u opyzu
ceKkcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeéeHyus u KOHMpon Ha
XHB u cexcyanno npedasanu undexyuu 6 Penyonuxa bvnzapus 2017-2020 2. 3a nyscoume
Ha cmpanama npe3 2018 2.”

JEKJIAPUPAM:

HacToAIIAaTa OpoLeaypa o o6ocodeHa mo3umuA Ne 9 ca BKIIOYESHH B CIHCHKA .
Oyxsa "6" or Hapenbara 3a ycioBUATa W pea 3a ChCTaBsHE HA CIHCHKA HA MCIHIMHCKATS
u3nenus o wi. 30 a ot 3MMU u 3a onpenensHe Ha CTOMHOCTTA, A0 KOATO T€ CE 3anyaiar.

HpnnaraM H3BJICUEHHE OT CHHCBKA, OT KOHUTO € BHIHA HpOoJa)KHara IICHA

MIPOAYKTHTE.
Jara; 14.05.2018 . TIEKJIAPATOP: .........7.... ST
(noamuc, neyar)
web site: www.antisel.bg e-mail: antisel@antisel. bg

AHTUCEI BBIIFAPUSL, 2p. Cocbusi 1202, yn. “UHdycmpuanna” Ne11, BusHec ueHmbp Bacurnee llna3a, 8 em.
men.: 02/ 953 12 24, 02/439 03 76, 02/ 439 03 77, ¢hakc: 02/952 41 83, antisel@antisel.bg, www.antisel.bg 58



PENYB/INKA BBJITAPUSA
W3nbnHuTenHa areHUmMs No nekapcreaTta

JIaHHHM 32 HOBO MeMIHMHCKO H3/eHe 3a BKJIIOYBaHe B CIHCHKA Ha Me AMIMHCKH H3/eTHs,
3anJamaHy mo peja Ha Hapeja6ara mo 4. 30a 3SMH

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

| manau 3a komnerenTaus opran / Identification of the Competent Authority
Kon Ha kommietenTHUst opran / Competent authority code

BG / CAO1 %ﬁ

me Ha KoMmmeteHTHHA opran / Competent Authority's name

H3nwanumeana azenyus no aexapcmeama / Bulgarian Drug Agency

Kon Ha crpanara / Country code

BG

'pan / City

Cogpus / Sofia

Viuna, Homep / Street, number
Zaman I'pyee 8 / Damyan Gruev 8
Tenedon / Phone

(02)890 34 83

E-mail / E-mail

| medical@bda.bg

Jlanun 3a mea. uzgesne / Data for med. device
Tun 3assnenue / Application type

p—

IMomencku kox / Postal code
1303

daxc / Fax

(02)890 34 34

v ITspBo NpefocTaBsiHe Ha MHpopmatms / First application

[l Hndopmupane 3a mpomsHa / Information of change

] Homep Ha npeaxomHo 3asenenne / Number of previous application

] 3anMuaBaHe C TocouBate Ha ocHoBaHusTa / Deletion. Please write/the groynds

CrIJiacye 3a OMy4YaBaHe Ha KOPECIOHJIEHIHA 110 ¢IEKTPOHEH IMbT / Consenft to receiye
Icorrespondence electronically ‘j

| 4 Ha/Yes [l He/No
|3assuTen / Requestor

IIponsBoauTe Ha MEIULIAHCKH U3Ae/us / Manufacturer of medical devices

] Jnne, yIrbTHOMOLIEHO OT IPOM3BOAMTENS / Authorized person

D TpousBoauTEN Ha U3AEHA, n3paboTeHH M0 IopbyYKa / Manufacturer of custom-made

{
{

devices

O JIune, KoeTo KoMIUTeKTyBa uafenms / Person who assembles system or kits of medical
devices

U Jluue, koeto crepumusupa uagenus / Person who sterilises medical devices

] Twproeel Ha €APO ¢ METUIMHCKY U3JEJUA / Wholesaler of medical devices .

I{annn 3a nponssoaures / Identification of the manufacturer
|¥me Ha npomspomuTens, meiaHo / Manufacturer name, long
| Abbott Molecular Inc. / Abbott Molecular Inc.

L i e

" “crpanaua 1/5 ]




PENYBJINKA BBJITAPUA
W3nbnHuTenHa areHUMA No nekapcraeaTa

| Ime u kox Ha npousBomuren / Manufacturer's name and code
364184946

| Kox Ha crpanara / Country code : Kon Ha obnact / Region code

TTomencku kop / Postal code
Hec Ineitac / Des Plaines

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

Tenedon / Phone
+40215293016

JIuue 3a konrakT / Contact person
Anppes Banarep / Andreia Valter

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

®Paxkc / Fax

lacing the product on the market

| laHHH| 32 IMIETO, KOETO MyCcKa n3Aeaunero Ha mazapa / Identification of the person

| Kon Ha ctpanara / Country code
|BG

SOF

|Tpan / City
| Codous / Sofia

| Ymua, HoMep / Street, number

| JTuue 3a xonraxt / Contact person
Muna Crosnosa / Mina Stoyanova

Tenedon / Phone
+35929531224

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

1 ®akc / Fax

{/laHHH 3a ThProBena Ha eapo / Identlficatlon of the wholesaler

| me u xox (ETH/JIHYWEHK) Ha Teprosena Ha eapo / Wholesaler's name and cod;

AHTHUCEJI Brarapus 001 / ANTISEL Bulgaria Ltd, 121152973
{Kon Ha crpanara / Country code ! Kon Ha obsiact / Region co%
BG SOF

I'pan / City Iomencku kox / Postal code
| Codms / Sofia

| Ynuua, Homep / Street, number [Momencka kytus / PO box

Tenedon / Phone
+35929531224

|JInue 3a xonraxt / Contact person
Mmuna CrosanoBa / Mina Stoyanova

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

®dakc / Fax

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

: HOMCp U JaTta Ha paspelneﬂue/ YAOCTOBCPEHUE 3a THPIrOBHA Ha €ipo C MC,IH/II_H/IHCKI/I I/I3IICJIPIH /

1 O6mu me qnuuackn qannu 3a uzaeaero / General medical informat "

crpatuma 2/ 5
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PENYBJ/INKA BbJIFTAPUSA
WUsnbnHuTenHa areHums no nekapcreaTta

Kareropus Ha MemuumHckoto usgenve / Category of the medical device

06 - Mn BuTpo quarHoctnunu u3esns / In vitro diagnostic devices

Puck knacudmkarop / Risk clasification

PeaKkTHBH U MPOAYKTH OT PEeaKTHBH, BKJIIOUHTENHO CHOTBETHATE KAIMOpaTopy U
OHTPOJIHH MaTepHaJH 32 OTKPHBaHe, NOTBbLPKaBaHe H KOJMIECTBEHO ONpeesHe
2 YoBemKH npo6u oT Mapkepu Ha uHd exunn na HIV (HIV 1 u/ 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

AnatomuyHa rpyna / Anatomical group -
KpbB 1 kprBoo6pasysamu oprann / Blood and bloed forming organs =5

Tun upentudukarop / Identity type

GMDN

Nnentudukarop / Identity

48307

Kon Ha usnenue B cnuchka / Medical device code

06A2B4830719367
I'enepuuHa rpyna / Generic group

Wwme / Name
Abbott Real Time HBV Amplification Reagent Kit / Abbott Real Time HBV Amplification

eagent Kit
AnrepHaTBHO uMe / Alternative name

Mopen / Model

=

Onucanne Ha MeauIuHCcKoTO M3aeane / Description of the medical device
CncraB / Ingredient

Buj Ha Matepuana / Material type

Bpoit m3enus B eHa orakoska / Number in one package
IlonemuHa / Volume

Pazmep / Size

Terno / Weight

Cnemuduann o3HaueHns / Specific indications

| Xapakrepucruky / Characteristics
1 Crepummocr / Sterility

1 Wamepsam / Measuring

1 JlexapcrseHo BewectBo / Drug substance

B §

crpannna 3 /5

.

-



PENYBJ/IUKA BBJITAPUA
M3nbnHUTENHa areHums No nekapcrsaTta

Martepuan oT XHBOTMHCKM 1ponsxont / Material of animal origin

IlomaniHo npeanucanue / Domestic prescription

BonamuHo npeamacanue / Hospital prescription

IlpeanasnadeHo JgeficTBHe, ONpeeJeHO OT NPOU3BOAUTENA / Intended action by the

manufacturer
{[IpennasHauenue / Purpose

| Vcoeus Ha cexpanenue / Storage conditions

{ Ynorpeba / Usage
EnnoxpatHa ynotpe6a / Single use .,///'G‘/—

| Apyru / Others

Karanoxen Homep / Number in catalog
12G3490

| pnanannexnocTu, koncymarusn / Accessories, consumables
TIpuHAIIEKHOCTH, KOHCYMaTHBH / Accessories, consumables

] O6mm THprosexu nannu / General trade information
| Homep Ha perucrpamms B MAJI unu yBenomnenue no MAJI/ BDA registration number

; Jlata Ha peructpamms B UAJI wm yBenomnenue no UAJT/ BDA registration date

IlaTa Ha myckaHe Ha nasapa B PenyGmika Beirapus / Release date for the market in Republic
‘[Bulgaria

/| laTa Ha npekpaTsBaHe Ha pa3pelieHNe/yI0CTOBEPEHHE 32 ThPrOBUA C MEMIMHCKU U3/1C/UA /
ate of termination of the permit / certificate of trade in medical devices

Tpomaxua uena ¢ JIJIC (BGN) / Selling price with VAT (BGN)
1125200.00

Hpomaxna uena ¢ JIC (EUR) / Selling price with VAT (EUR)
12884.56

|Homep na CE cepruduxkar / CE certificate number

507.170330
Ilata Ha wsrnuane Ha CE ceprudukar / CE certificate expiration date

129/03/2022

Jlekaapupam, de NPeI0CTABEHATA B 3aABJEHHETO HH(DOPMALMA € BAPHA U U3/1€THATY,
YI0/JIe’KAINM HA BKJIIOYBaHe B CIHCHKA , 0TTOBAPAT HA H3HCKBAHUATA HA 3aKOHA 32
MeJUIIMHCKH H3eMs1, NPHJI0KHMH 33 TAX.

P

cTpannua 4 /5
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PENYBJINKA BBbJITAPUA
W3rmbnHuTenHa areHuus no nekapcreata

JlaTa / Date:

09/05/2018

3assuren, nme u pamvuiaus / Notifier's name and surname:

IMoanuc u meyar / Signature and seal:

cTpannua 5 / 5



PENYBJINKA BBbJITAPUA
W3nbnHUTeNHa areHumns No NekapcreaTa

lIamm 32 HOBO MeQUIIMHCKO H3JeJHe 32 BKIKYBaHe B CNMMUCHKA HA MEMIIMHCKH N3 J€JIH,

3anJiamiaHy no peaa Ha Hapea6ara mo 4. 30a 3MU

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

| lannn 3a komneTenTuus oprat / Identification of the Competent Authority ‘
| Kon na komnerentaus opran / Competent authority code =
{BG / CAO1

{VIme na xomnerenTHMA opran / Competent Authority's name
H3nwsanumenna azenyus no rexapcmeama / Bulgarian Drug Agency
{Kon nHa cTpanara / Country code
|BG

|I'pan / City

|Cogpusn / Sofia

| Yuua, Homep / Street, number

| Aamsan I'pyes 8 / Damyan Gruev 8
| Tenegon / Phone

(02)890 34 83

E-mail / E-mail

medical@bda.bg

- [Momencku xkox / Postal code
, 1303

- ®axc / Fax

. (02)890 34 34

A

lannn 3a men. uzaeune / Data for med. device
| Tun 3asBnerne / Application type

¥l ITspBo npefocTaBsiHe Ha uHGopManus / First application

i Wudopmupane 3a mpomsHa / Information of change

Ml Homep Ha npeaxoano 3assienue / Number of previous application

] 3anMyaBaHe ¢ TIocoyBaHe Ha ocHoBaHusATa / Deletion. Please write the grounds

| Cbriacue 3a nonyuasane Ha kopecnoHaeHIMs 10 enekTpoHeH 1eT / Consent to regeive l
korrespondence electronically :
¥ Ha/Yes [T} He/No

|3asBuTtea / Requestor N

1 ] TTpousBoaUTEN HA METULIMHCKU U3/eus / Manufacturer of medical devices

[ Jlvue, yrreIHOMOLIEHO OT npousBoauTens / Authorized person

R TIpon3BOmMTEN Ha M3AeNMs, u3paboTeHu 1o mopbyka / Manufacturer of custom-made
devices

0 JIuue, koeTo KoMIuIeKTyBa uagienust / Person who assembles system or kits of medical
devices

] JIuue, koeTo crepuwnanpa usnenus / Person who sterilises medical devices

¥ Thpropell Ha eapo ¢ MeauLMHCKY u3gemis / Wholesaler of medical devigls N

" | Jannn 3a npoussoaurens / Identification of the manufacturer

"|ime na Tnpou3BOMTENs, ThJHO / Manufacturer name, long
Abbott Molecular Inc. / Abbott Molecular Inc.

ik

ctpanuua 1 /5



PENYB/IUKA BbJITAPUA

M3nbnuutenHa areHUns no fiekapcrearta

364184946

" | iMe u ko Ha mponseoauten / Manufacturer's name and code

‘| Ko Ha crpanata / Country code
US

- Kon na obnact / Region code

pan / City
Hec Ineiinc / Des Plaines

: ITomencku kop / Postal code

Vuna, Homep / Street, number

: [Tomencka kytus / PO box

JIune 3a koHTakT / Contact person
Angpes Baarep / Andreia Valter

‘: Tenedon / Phone
+40215293016

®akc / Fax

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

placing the product on the market

Vme u kox (ETH/JIHY/EUK) Ha npencrasutens / Representative name and code
AHTHUCEJI Bvarapus OO / ANTISEL Bulgarla Ltd, 121152973

JlaHHM 32 JHIIETO, KOETO NYCKa U3/1eJIHeTO Ha a3apa / Identification of the person

Kon Ha ctpanara / Country code
BG

Kon Ha obnact / Region code
SOF

I'pan / City
Codmus / Sofia

THomencku kox / Postal code

Vimua, Homep / Street, number

IMorencka kytus / PO box

Jlunie 3a kontakt / Contact person
Muna CrosanoBa / Mina Stoyanova

| Tenedon / Phone
3 +35929531224

®daxkc / Fax

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

Jlannu 3a THpProBeia Ha epo / Identlﬁcatlon of the wholesaler
Vime u kon (ETH/JIHY/EUK) na Thprosena Ha eapo / Wholesaler's name and cod
AHTHCEJ Brarapus OO0/ ANTISEL Bulgarla Ltd, 121152973

Kon Ha crpanara / Country code
BG

SOF

I'pan / City
Codus / Sofia

IMomencku kox / Postal code

Vi, HoMep / Street, number

[Momencka kytus / PO box

JIune 3a kontakT / Contact person

Muna Crosnosa / Mina Stoyanova

Tenedgon / Phone
+35929531224

®daxc / Fax

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

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

Homep 1 nata Ha pa3pemeHue/ynOCTOBepeHne 3a TBPrOBHUS Ha PO C MEIMIMHCKY U31e/ms /
Number and date of permit/certificate for wholesale of medical devices e,

P

O6mu MeJUIMHCKH XaHHHN 3a n3xeauero / General medical information
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PENYBJINKA bBJITAPUA
W3nbnHuTENHa areHUus No nekapcTeaTa

| Kateropus Ha MeguumHckoTo u3geme / Category of the medical device

106 - n BHTPO quarHocTHyHu u3aeaus / In vitro diagnostic devices

| Puck xnacuduxarop / Risk clasification

| PeakTHBH M IPOJYKTH OT PEAKTHBH, BKJIIOYHTEJIHO CHLOTBETHATE KaaubpaTopu
[COHTPOJIHM MaTePHAIH 32 OTKPHBaHe, NOTBLP3k/IaBaHe H KOJIMIECTBEHO ONpe/iesiHe
JHA YoBemKH npo6u oT Mapkepy Ha undexunn 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 —
| Anatomiruna rpyna / Anatomical group

|Pa3uu / Various

| Tun upenTudukarop / Identity type

{ Abbott Real Time HBV Calibrator Kit / Abbott Real Time HBV Calibrator Kit
| AnrepHaTuBHO UMe / Alternative name

| Mopen / Model

{ Omucanue Ha MequiIuHCKOTO N3aeaue / Description of the medical device o
f Cperas / Ingredient

Bun na marepuana / Material type
| Bpoit u3menus B egHa onakoska / Number in one package
|Tonemuna / Volume
Pa3smep / Size
| Terno / Weight
| Crem¢uyny o3HaYeHUS / Specific indications

| Xapaxrepuctuku / Characteristics

CrepuiHoct / Sterility

e Usmepsain / Measuring

B [} JlexapcrBeHo BemectBo / Drug substance

crpannua 3 /5



PENYBNTUKA BbJITAPUA
W3nmenHuTenHa areHUus no niexapcreaTa

Marepuan oT KHBOTHHCKH Iponsxon / Material of animal origin
JomamHo npeanmucanue / Domestic prescription
Bonuuuro npeamuicanue / Hospital prescription
‘| [Ipenna3znaueno aeiicteue, onpeaeeHo oT POU3BOIATEIA / Intended action by the
manufacturer
[pennasnauenue / Purpose

Ycnosus Ha chxpaHenue / Storage conditions

Ynorpeba / Usage 1
Ennoxkpartna ynorpe6a / Single use D .-

Hpyru / Others

Karanoxen Homep / Number in catalog

2G3470

IIpuHagiexHoCTH, KOHCYMaTHBH / Accessories, consumables
[MpuHaanexXHOCTH, KOHCYMaTHBU / Accessories, consumables

O6mn Thproscku nannu / General trade information
Homep Ha peructpauus B MAJI wm ysenomnenue go UAJI/ BDA registration number

Ilata Ha peructpaums B UAJI wn ysenomnenue 1o MAJI/ BDA registration date

IlaTa Ha myckaHe Ha nasapa B Pemy6mika Buirapusi / Release date for the market in Republic
Bulgaria

JlaTa Ha IIpeKpaTsABaHe Ha pa3pelieHue/yI0CTOBEPEHHUE 3a ThProBHsA ¢ MEAULIMHCKH 3G/ U /
Date of termination of the permit / certificate of trade in medical devices

Iponaxsa nena ¢ JAC (BGN) / Selling price with VAT (BGN)
4320.00

Tponaxua nena ¢ JJIC (EUR) / Selling price with VAT (EUR)
2208.78

Howmep Ha CE cepruduxar / CE certificate number

507.170330

Iata Ha ustnuane Ha CE cepruduxar / CE certificate expiration date
29/03/2022

Jlek1apupam, Ye MPeJOCTaBeHATa B 3aABJeHHETO HH( OPMANUs € BAPHA M U3/1eIHATR,
I0/IEK AN HA BKIOYBAHE B CIHCHKA , 0TTOBAPSAT HA H3NCKBAHUATA Ha 3aKOHa 32
MeJMIUHCKH H3deJus, NPHJI0XKHMH 32 TAX.

I affirm that the information provided in this form is accurate and the device to be included in the
list meet the requiremnets of the Medical Devices Law which apply to them. ' q‘°/\ e
L Sy

Hr
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PENYBJ/IUKA BbJITAPUA
M3nbnHUTENHa areHuus No iekapcreata

Jlara / Date:

09/05/2018

3asure, ume H dpamuams / Notifier's name and surname:

Ioanuc u neyar / Signature and seal:

crparmnna 5/ 5 78 .



PENYBJ/INKA BBJITAPUA
WsnbnHuTEenHa areHUuMs no nekapcrsaTta

JlaHAM 32 HOBO MeUIIMHCKO M3/eJiHe 32 BKII0OYBaHe B CNIHCHKA HA MeIUIINHCKH H3Ae11s,
3anjalany no peaa Ha Hapea6ara mo ua. 30a 3MU

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

.1 .| lanan 3a komneTenTHAsA opran / Identification of the Competent Authority
Kon Ha kommniereHTHUA opraH / Competent authority code

1BG/ CA01

{ ime Ha komneTenTHrA oprad / Competent Authority's name

|H3nsanumenna azenyus no aexapcmeama / Bulgarian Drug Agency

|Kon Ha crpanara / Country code
1BG

|T'pan / City

| Copus / Sofia

| Vnua, Homep / Street, number
aman Ipyes 8 / Damyan Gruev 8
| Tenedon / Phone . ®akc / Fax

1(02)890 34 83 ‘ 1(02)890 34 34

| E-mail / E-mail 7
{medical@bda.bg /
Jlannu 3a mea. uzaenune / Data for med. device

| Twn 3asmnenue / Application type

- TTomencku kox / Postal code
1303

II1pBo npenocTaBsHe Ha uHbopmarms / First application

Nndopmupane 3a npomsHa / Information of change

] HoMmep Ha npenxomHo 3asiaeHne / Number of previous application

i 3anmuaBaHe ¢ ocoyBaHe Ha ocHoBaHusTa / Deletion. Please write the grounds

| Corinacue 3a molyyapaHe Ha KOPECTIOHIEHIHS 110 eNleKTpoHeH 1sT / Consent to receive,
correspondence electronically

¥l Jla/ Yes [[] He/No

|3asBuren / Requestor

IMpou3BoauTEN HA MEIULIUHCKH U3JIETUA / Manufacturer of medical devices

[l Jluue, ymsaHOMOTIEHO OT mpo3oauTens / Authorized person

1 TIpowsBomuTeN Ha U3JENHsl, H3paGOTEHH 10 MopbyKa / Manufacturer of custom-made

devices
] Jluue, KoeTo KOMIUIEKTyBa u3nenus / Person who assembles system or kits of medical

devices
[7]  Jluue, koeto cTeprmsupa uszienus / Person who sterilises medical devices _ _

i/ Tobprosel Ha eapO ¢ MEAMIIMHCKY U3JEHA / Wholesaler of medical dev1§e§/"‘“\"§
| Manuu 3a npoussoaurens / Identification of the manufacturer o >

| iMe Ha NpON3BOIUTE]IS, ITHITHO / Manufacturer name, long
| Abbott Molecular Inc. / Abbott Molecular Inc.

W
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PENYB/NKA BBJITAPUA
W3nbnHUTENHa areHUmWs No NlekapcreaTa

Kareropus Ha MemuumHckoTo uszienme / Category of the medical device

06 - n BuTpO qUarHo cTHYHH u3aeans / In vitro diagnostic devices

Puck knacudukarop / Risk clasification

PeaKTHBH H IPOJYKTH OT PEaKTHBH, BKJIIOYHTEJIHO CHOTBETHATE KAIMOpaTopu 1
OHTPOJIHA MaTepHAaJIH 32 OTKPHBaHe, NOTBbPK/JaBaHe U KOJIMIECTBEHO onpe/ieisiHe
a YoBemKH npo6u ot Mapkepn na und exuun 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

Anatomuyna rpyrna / Anatomical group

Pa3nn / Various

Tun unentudukatop / Identity type

GMDN

Unentudukarop / Identity

41992

Kon Ha m3nemve B crchka / Medical device code

06A2V4199226648

Tenepuuna rpyma / Generic group

HNwme / Name

Abbott Real Time HBV Control Kit / Abbott Real Time HBV Control Kit
AnrepHatusHo uMe / Alternative name

Mogaen / Model //

Onncanne Ha MequuuHCKoTO H3aeane / Description of the medical device /
Cncras / Ingredient

Buj Ha Matepnana / Material type
Bpoit u3nenusa B enHa ormakoska / Number in one package
Tonemuna / Volume
| Pa3mep / Size
Terno / Weight
Crnetmcuynum o3HaueHus / Specific indications
Xapakrepuctuky / Characteristics
1 Crepuisocr / Sterility

1 Usmepsam / Measuring
1 JlexapctseHo Bewmectso / Drug substance

crpanuua 3/ 5



PENYB/INKA BBJITAPUSA
M3mbnHuTenHa aresuns no nexkapcreaTta

Jlara / Date:

09/05/2018

3aasure, aMe 1 pammns / Notifier's name and surname:

Toanuc u neyar / Signature and seal:

crpanuua 5/ 5



PENYBNMUKA BbJITAPUA

’ N3nbnHuTEeNnHa areHUns No neKapcreara
REPUBLIC OF BULGARIA
Bulgarian Drug Agency

o UAN- 419615 / 09. 05 f3r

I'- ’)KA CWJIIBAHA CAITYHAPOBA

YIIPABUTEJI HA ,AHTHUCEJI BbJI'APUSI” OO
VI ,MHIYCTPUAJHA” Ne 11

BU3HEC IEHTHP BACUIEB ILIA3A, ET. 8

1202 T'P. CO®PHUA

Ha Bam U3x. Ne 32/27.04.2018 r.

OTHOCHO: rckase ¢ Bx. Ne MAJI-18323/27.04.2018 r. 3a mpenocTaBsHe Ha HHOpMALKA 32
PETMCTPUpaHy [aHHY B V3IbIHWTENHATA aTCHIKA MO JeKapcTBa (MAJT) w/mmue EUDAMED 32
MHIMICHTH/TIOTEHIMAHE WHIMACHTH C MEJULUMHCKE WM3/enus, ONOKHpaHH HJIM H3TCIJICHH
HapTUAN }

YBAXKAEMA I'-J KO CAITYHAPOBA,

Ipu nHanpasena cnpaska kbM Aata 03.05.2018 r. ce ycTaHOBH, 4€ [pe3 MOCICAHATE ABC
romuaun B MAJI u EUDAMED HsAMa perucTpupany HOaHHH 32 HMHUHISHTH/TIOTEH U ATHH
MHIMACHTH, KaKTO U 3a OIIOKHpAHH WIM H3TCIJICHH MApTHIIH 33 CICAHUTE MCIMIIHHCKH 1768

e

Abbott Molecular Inc.,}léA

- Ilpoussog

Abbott RealTime HCV Amplification Reagent Kit, kat. Ne

P

4186~ 90
Abbott RealTime HCV Calibrator Kit, xat. Ne 4]J86- 70 Abbott Molecular In74 USA
Abbott RealTime HCV Control Kit, xkat. Ne 4J86- 80 Abbott Molecular )récl, USA
Abbott RealTime HBV Amplification Reagent Kit, kat. Ne Abbott Moleculat Incl. USA
2G34- 90 _
Abbott RealTime HBV Calibrator Kit, kat. Ne 2G34- 70 Abbott Moleculak Inc., USA
Abbott RealTime HBV Control Kit, xat. Ne 2G34- 80 Abbott Molccularm., USA
Abbott RealTime HIV-1 Amplification Reagent Kit, xat. Ne
02G31- 010 Abbott Molecular Inc., USA
Abbott RealTime HIV-1 Calibrator Kit, xat. Ne 2G31- 70 Abbott Molecular Inc., USA
Abbott RealTime HIV-1 Control Kit, kar. Ne 2G31- 80 Abbott Molecular Inc., USA
Abbott mSample Preparation Systems, kat. Ne 4J70- 24 Abbott Molecular Inc., USA
C ysaxenue, AN WA
LN U2 e
JIOLl. ACEHA CTOMMEHOBA, 1@ ST NB T N\
H3nonnumenen oupexmop A T /‘? | ‘ %\x
K L::: k-,.\ ‘ : ;-.; Q_ . T AR
AN \\u’ T

N e
Codusa 1303, yn. flamsH Fpyes N¢ 8, Ten.: (02) 8903 555, q)a&\\”(o;;)@gosw_}
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax<#-359.2:890343

e-mail: bda@bda.bg

R 3.



‘!
“AHTUCEJT
AHTUCE] BBJIFAPHSA 00
ﬂPE,aCTABM TENY - HMCTPMEYT OPU HA HAYYHA AINTAPATYPA, XUMUYHU - BNOJIOT NYHU MATEPUATIN

JAEKJIAPAIIASA
4%
INoanucanara: Cunsana Jlio64yosa CamnyHapoBa 5
(mpume umena) /

B KAYE€CTBOTO CH Ha YIIpaBHTEN
(OnvoicHocm)

na yyactHuk: "AHTUCEJI BBJIFAPUA" OO/,

B Ipoledypa 3a Bh3jlaraHe Ha OOLIECTBEHa IOpbYKa ¢ NpeaMer: ,/ocmaeka Ha
ouaznocmuxymu u Koncymamueu 3a CITHH, supycnu xenamumu B u C, cupunuc u opyzu
cexcyaino npedasanu undexyuu no Hayuonanna npozpama 3a npeseHyun u KOHmpon Ha
XHB u cexcyanro npedasanu ungexyuu 6 Penyonuxa Bvnzapus 2017-2020 2. 3a nyssicoume
Ha cmpanama npe3 2018 2.”

3a 060co6ena nmosummst Ne 9 - TecToBe 3a KOJIMYECTBEHO OMPEEIISIHE HA BUPYCE
HBV

JEKJIAPUPAM:

MemuuuackaTe u3nenus, xouto ¢pupma "AHTUCEIL BBIITAPUA" OOMl/odepuga B
HACTOSIIIIATA [IPOIle[ypa ca BKIIOUEHH B CIHMCHKa 1o un 1, T.1, Gyksa "0" ot apenbarg 3a
YCIIOBHATA ¥ PE/ia 32 ChCTABSHE HA CTIACHK Ha METHIMHCKATE W3/eus 1o wi. 383 oT 3 EI/I U
3a oIpeleisHE HAa CTOMHOCTTa JO KOSTO T€ ce 3amawar. Te ce 3ammamar oT CIIeIHHS
obmecTBeH GoHa Ha Abpkasa wienka Ha EC - bromkera Ha MUHHCTEPCTBOTO Ha 31paBeTo B
PymbHUS. -

Jara: 14.05.2018 r.

(mopuc, 1e4ar)

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

AHTUCEN BBJIFAPUS, 2p. Cogpusi 1202, yn. “UHdycmpuanna” Ne11, BusHec yeHmsp Bacunee lnasa, 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 A~




FULL MAX 13 EOOD @Y MAKC 13 EOO/

174, PROF.N.DERZHAVIN ST., SOFIA VJ1."ITPO®.H. JEP)KABHH" 174, COOHA
Tel/Fax: +359 2 857 2880, fullmax@del.bg Ten./®@axc +359 2 857 2880, fullmax@delbg

Mpesod om axanulicku:

ABBOTT Molecular Inc.
1300 Hiict Toxu ABeHio '
Hec Inetinc, Ununoiic 60018 CAILLL

UL LLC® (UL) UznaBa To3u cepTHhHKAT Ha TOpeHocodeHara GupMa, Clief KaTo H3BBPIIH
OLleHKa Ha CHCTEMara 3a MOAbP)KaHe Ha KauecTBOTO Ha (upMara M YCTaHOBH CBOTBETCTBHE
CBC:

ISO 13485:2016
EN ISO 13485:2016 7

ITIpoexTHpaHe, pa3paboTKa W MPOH3BOACTBO HA HHBHIPO JHaTHOCTHYHH PEAKTHBH, TECTOBE,
KATOBe, HHCTPYMEHTH ¥ codryep. MHcTanauus U cepBU3MpaHe HA HH-BUTPO NHArHOCTHYHH
HECTPYMEHTH M codTyep. IIpoeKTHpaHe ¥ NpPOM3BOACTBO HA CTEPHTHH TaMIOHH.
JucTpubyLis Ha HHBUTPO AMATHOCTHYHH HHCTPYMEHTH, COQTYep, PEAKTHBH H TECT KUTOBE.

C DOUBIHATEHE MECTONONOKEH s onncany B [Ipunoxenue 1 o1 1:

@aiin Homep: A14808 - Crapr Ha uakbia: 16 Jexemspu 2017
Ceprudrat Ne 11873023. PDWS Edextusra nara: 16 lexemspu 2017
Hara na mstuyase: 15 Jexemspu 2020

Otopusupano oT:
TTonmuc: /e ce uere/
Maiixba k. Yuuaasp, ILE.
MeHnKBP ri106aaHU peryjJaToOpHH YCJyrH
WatbkHar wien Ha Texandecku otaen Ha UL Life and health Sciences
ULLLC

Tasu cucrema 3a perucrpauds Ha KaueCTBOTO € BKJIOYEHA B [[MPEKTOpHUATAa HAa PErHCTPUPAHHTE
¢upmu Ha UL m ce oTHacs 3a NPEeAOCTABAHETO HA CTOKM /WM YCJAyrH ONHCAHH B TpPEAMETa Ha
PETHCTpalusA OT afpecuTe ONMUcanu 1o rope. C H34aBaHETO Ha To3H cepTUHKAT GupMaTa AeKiIapHpa,
4e e 3aMask PerHCTPALHATa CH B CHOTBETCTBHE ChC NMPHIIOKHMHTE H3UCKBaHuA. To3H ceprudukar
He ce IpeXBBpIs U octaBa coberenocT Ha UL LLC.

ULLLC
333 Ildpunrcren Poyn

N



ABBOTT Molecular Inc.
1300 Hiict Texu ABeHIO
Hec Tnetnc, Ununoiic 60018 CAILL

Hpunoxenne 1 or 1

Oduuuanen opuc 1 | 1800 Bpymen ApeHio . é/
MecronoJioxkenue Enk I'pyys Bummk, Wnuuoiic 60007, CALI
M3pppmBa: Ckianosa JeHHOCT /
Odunnanen oduc 2 1350 Hiict Trxu ABenio

MecromonoxeHue Hec Ilneitac, Mmnoiic 60018, CALLL

M3pbpmBa: [TpomaxOu U YOBEIIKH PECYPCH

IIponsBoacreen oduc 1 100 A6GoT napk poya
MecTtonosioxkenne Crpana APO1A, Crpana APO1A, Craa LL 16
A660T Ilapk, Ununoiic 60064, CAILL

HMsebpumiBa: [Tposepka Ha KOHTPO/a Ha KaYECTBOTO HAa HHBUTPO THATHOCTHYHH TECT KHUTOBE

®aitn Homep: A14808 Crapr Ha nukbia: 16 Jexemspu 2017
Ceprudrar Ne 11873023.PDWS EdexrtusHa nara: 16 [lexemspu 2017
’ JlaTa Ha matnyane: 15 J{ekemppu 2020

Tasu cucrema 3a permcTpalds Ha Ka4decTBOTO € BKIIOYEHA B [JMPEKTOpHATA HA PETMCTPHPAHHTE
dupmu Ha UL u ce oTHacd 3a MpeAOCTAaBIHETO HA CTOKH /WM YCJIYTH ONHCAHH B MpEeAMeTa Ha
PErHCTpPanus OT agpecHTe orucanu no rope. C U3NABAHETO Ha TO3H cepTHdHUKAT PUpMaTa feKiapupa,
4e INe 3arasu PerucTpalHaTa CH B ChOTBETCTBHE ChC MPUWIOKHMATE H3UCKBaHHA. TO3M cepTHHKAT
He Ce TIpexBBpIIs M ocTaBa cobeteHocT Ha UL LLC.

ULLLC
333 Ilpunrcren Poyn
Hopr6pyyx, IL 60062-2096 CAIL

Honynoonucanama Hamanus Ljeemxosa AnOpeesa yoocmoeepsigam 8epHOCMmMA HA npeooa
Om QHZAUTICKU e3UK Ha npunoxcerus Ookymenm, 1SO cepmuguxam. IIpesodvm ce cvbemou om
2 cmpanuya. .
IIpesooau: «
Hamanus LJeemxosa Anopeesa
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CERTIFICATE OF REGISTRATION

Abbott Molecular Inc. ‘. /77

1300 East Touhy Avenue
Des Plaines, IL 60018 United States

UL LLC® (UL) issues this certificate to the Firm named above, after assessing the Fim'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
@ V g f‘/ At @
UKAS Michael J. Windler, P.E.
o Manager of Global Regulatory Service Validate Certifigate:
Distinguished Member of the Technical Staff h
4426 UL Life and Health Sciences here
ULLLC

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

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

LV e
TerEL 333 Pfingsten Road

* - Northbrook, IL 60062-2096 USA

00-MB-50043 (ssue 13.0 UL and the UL logo aretrademarks of Underwriters Laboratories Inc, © 2011.

23.



CERTIFICATE OF REGISTRATION

Abbott Molecular Inc. 3

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
focated ati Building AP01A, Building AP01A, Room LL 16
' Abbott Park, IL 60064 United States

Performing: QC testing of in vitro diagnostic test kits

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

This quality system registration is included in UL's Directory of Registered Firms and applies to the provision of goods and/or ser\(icgs
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.

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

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

37.



" " FULL MAX 13 EOOD ®YJI MAKC 13 EOOJ]

174, PROF.N.DERZHAVIN ST., SOFIA YIL"IIPO®.H. JEP’KABHH" 174, COOHA
Tel./Fax: +359 2 857 2880, fullmax13@abv.bg Ten./@axc +359 2 857 2880, fullmax13@abv.bg

Mpesoa oT aHrnMiAcku eaunk

EC CEPTUOUKAT

Abbott Molecular Inc.
1300 East Touchy Avenue
Des Plaines il 60018

CALY

EC CepTtucukar 3a nposepka Ha gu3aiH

Mpunoxerue 1V, pasnen 4 ot QupexTvea Ha Cbeeta 98/79/EC 3a MEANLIMHCKN U3AENNN 33 UH BUTPO
uarHocTuka

OnvcaHve Ha u3genveTo:
TecT Ha NONMMepa3Ha BepUXHa peaKkuusa 3a KONUYeCcTBEeHOTO onpenensiHe Ha BUPYC Ha
xenanuT B B yoBewka nnasma ot nuua, 3apa3eHu ¢ BUpYC Ha xenaTut B

s 2 MerJ‘l: )
) Abbott RealTime HBV Komnnekr 3a kanu6pupane 2G34-70
Abbott RealTime HBV KonTtponen xomnnexr 2G34-80
Abbott RealTime HBV Komnnexr peaktusu 3a amnnudpukauus 2G34-90
Ne Ha aocue A14808 HavanHa gata Ha uuksbna 30 mapTt 2017r.
Ne Ha cepTudukar 507.170330 [ata Ha Bnusane B cuna 30 mapt 2017r.

HaTa Ha ustuyaHe 29 mapTt 2022r.

OTtopusunpaH ot
{nodnucano: C.H. Tonkin)
C. X. ToHKkuH

MeHnpibp cepTuduuymupase
3a n ot umeTo Ha UL International (UK) Ltd

[leknapupawme, ye e u3BLPIlEHa NpoBepka Ha AM3aiHa Ha yCTPOWCTBaTa, N3GpoeHn nopea,
poknan Mpoekt Ne 4787898990, cbrnacHO M3MCKBAHMATA HA HALMOHANHOTO 3aKoHoparencreo,’
Ha KOETO Ce MoAYMHABA AONYNOANUCAHWAT, TpaHCcnoHupawm Mpunoxenue IV, pasfien 4 or
RupekThBa Ha Cheeta 98/79/EC 3a n3nenus 3a MH BUTPO AMArHOCTHKA. YaocToBepsiBame, ye
AW3alHDBT Ha u36poeHMTe U3denus e B CHOTBETCTBME CLC CbOTBETHMTE pasnopen6u Ha
Npunoxenue |V, paznen 4 Ha cnomeHaTata AMPEKTHBA TakKa, KakTo e TpaHcnoHypaHa B
HaUMOHANHOTO 3akoHoApaTencTBo. To3u ceptudukat e uzgagen ¢ (0) npundwenus,
#abposaBalln HoOMepaTa Ha MogenuTe.

HoTtuduumpad oprax

0843
UL International (UK) Limited
Wonersh House, The Guildway, Old Portsmouth Road,
Guildford, Surrey, GU31LR, BenukoBputanus

{lonynoanucanrara Banepus MopaaHosa KaGakosa, 3aknet npesogay, yAOCTOBEPABAMBEPHOCTTA Hax (i

nPeBOAA OT @HIIIMACKN €3UK Ha NPUMOXEHNS JoKyMeHT, EC-cepTudmkar 3a npoeepka Ha ausa

11peBOABT Ce CheTyyn 97)1 CTpaHuua. .
&

flpesopau:
Banepwa WopaaHoga Kabakosa

0.




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:
Polymerase chain reaction assay for the quantitation of Hepatitis B virus
in human plasma from HBV infected individuals

Model:
Abbott RealTime HBV Calibrator Kit 2G34-70
Abbott RealTime HBV Control Kit 2G34-80

Abbott RealTime HBV Amplification Reagent Kit 2G34-90

File Number A14808 Cycle Start Date 30 March 2017

Certificate No.  5§07.170330 Effective Date 30 March 2017

. Expiry Date 29 March 2022
Authorised by

C.H. Tonkin
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 pefreport Project No
4787898990, following the requirements of the national legislation to which the undersigned is subject; transposing
Annex 1V section 4 of Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices. We certify that the design
of the device(s) listed conforms with the relevant provisions of Annex IV section 4 of the aforementioned directive as
transposed into national legislation. This certificate is issued with (0) attachments listing model numbers.

Notified Body

0843 UL International (UK) Limited
: IVDD A4 $4 DE 00-NB-F00S1 Issue: 60 Wonersh House, The Guildway, Old Portsmouth Road,
Guildford, Surrey, GU3 LR, United Kingdom



FULL MAX 13 EOOD ®YJI MAKC 13 EOOJ[

174, PROF.N.DERZHAVIN ST., SOFIA YI."[IPO®.H. JEPKABHH" 174, COOHA
Tel./Fax: +359 2 857 2880, fullmax@del. bg Ten./@axc +359 2 857 2880, fullmax@del.bg
lpesod om aHanulicku:

Abbot 1300 E. Toxu AseHro
Molecular Hec Inefinc, 1160018

224-361-7115

,Z[ewlapamm 33 CbOTBETCTBHE

IVDD Kareropus: Anexc I, Cnncwvx A

Mpaeno ume Ha TIPOU3BOAMTEIS: Abbott Molecular Inc.

Ilpasen anpec Ha npoussoauTens: 1300 Hiict Toxu Agento, ec Tneitne, U1 60018 CALLL
Mme Ha oTopusupanus npeactasuten B Espona: ABBOTT GmbH & Co. KG,

AIIpeC Ha OTOPU3MpPAHHSA IPEACTABUTEN B Espona: Makc-TTnank Punr 2, D-65205 BuecGanen, 'epmanus
Cuncbuen Homep(a) Ha u3genunaTa Hme(na) u onucanue(s) Ha H3AeaHATA

2G34-70 Abbott Realsime HBV Calibrator kut

2G34-80 Abbott Realtine HBV Control kut

2G34-90 Abbott Realtime HBV Amplification reagent xut
Hotudummpam opran naptusop Ha komnanusTa: UL International (UK) Ltd

Anpec Ha Hotnbnuupaiuus oprau: Wonersh House, The Guildway, Old

Portsmouth Road, Guildford, Surrey, /
GU3 1LR, O6eaunero Kpanctso

Homep na Hotuduuupaius oprau: 0843
Hme Ha npurexatens ua TexHuveckata Aokymentauus: Abbott Molecular Inc.

Anpec Ha npuTexaTens Ha TeXHMYECKATa AoxymexTauus: 1300 Hitct Toxu Asento, Jec Tneitnc, MJI 60018
CALL

A3 NONYMOAIHCAHUAT, ¢ HACTOALIOTO AeKIapupaM, Ye HHBUTPO-AHArHOCTHUYHUTE MEAULIHHCKY H3OETUs
Onmucann rno-rope W wocewd CE  mapkupave, OTroBapaT Ha  NpPUAOKUMUTE pasnopendu Ha
Medizinproduktegesetz (Axr MeauuuHcku Hspenus, l'epmanus) tparcnosupaum Ha EC Jupextusa 98/79/EC
OTHACsIA Ce 32 HHBUTPO AWArHOCTHYHH MEAULIMHCKH H3AENHS.

[Tonnuc: /ne ce uere/

[Tean0 ume: Heitsun Kumec

[losuuwusa: Crapiun JTupexrop, OcurypsBaHe Ha KA4€CTBOTO
Hata Ha usnasane: 18/4/2013r.

Mscro: Abbott Molecular Inc. Hec neitue, UJ1 60018 CALL

Honynoonucanama Hamanus L{semxosa Anopeesa yoocmogepssam éeprocmma Ha Npeoda ont AHAULICKU e3UK
Ha npunooicenus Ooxkymenm, Oexanpayus 3a coomeememeue. Ilpesodvm ce cvemou om 1 cmpanuya.

Ilpesooqu: — e,
Hamanus Ilsemxosa Andpeesa

;\D



"} Abbott

Molecular

1300 E. Touhy Avenue
Des Plaines, IL 60018
224-361-7115

Declaration of Conformity

VDD Category:

Legal Manufacturer's Name:
Legal Manufacturer's Address:

Name of Authorized Representative in Europe:

Address of Authorized Representative in Europe:

Annex Il List A

Abbott Molecular Inc.
1300 E. Touhy Ave.
Des Plaines Il USA 60018

Abbott GmbH & Co. KG
Max-Planck-Ring 2 D-65205
Wiesbaden- Germany

NG

ne(s) and Description(s) of Device

Abbott RealTime HBV Calibrator Kit

Abbott RealTime HBY Control Kit

Abbott RealTime HBV Amplification Reagent Kit

Notified Body Company affiliation
Notified Body Address

Notified Body Number

Name of technical documentation owner
Address of technical documentation owner

I, the undersigned, hereby declare that the in

devices.

This declaration is made in accordance iu.th Annex IV of the IVD Directive 98/79/EC.

A e

Signature: /

UL International (UK) Ltd

Wonersh House, The Guildway, Old
Portsmouth Rd, Guildford,

Surrey, GU3 1LR, United Kingdom

0843
Abbott Molecular Inc,

1300 E. Touhy Ave.
Des Plaines Il USA 600

vitro diagnostic medical device(s) described abgye and
bearing the CE-Marking, conform with the applicable provisions of Medizinproduktegesetz
Devices Act Germany) transposing EC Directive 98/79/EC concerning in vitro diagnostic

T

Full Name (printed):

David Kimes

Position: Sr. Director, Quality Assurance

Date: L{/ﬁ 8/«—30 {3

Date Issued: 4 0s/1>

Place: Abbott Molecutar Inc. Des Plaines || USA 60018

Abbort RealTime HBYV
Apri] 2013
HBV_2G34_Ch73_R4_ra00]

Declaration ofConformity/
S

R 4y
Page 2 of 25
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*AHTUCEIT
AHTHUCEJ BBJIFTAPUSA oo4g
TPELACTABUTEIIN - ANCTPUBYTOPU HA HAYYHA AlTAPATYPA, XUMUYHU - BUOJTIOTNYHU MATEPUATIN

JEKJAPALMS

[Moanucanara: Cunpana Jlio64oBa CamyHapoBa
(mpume umena)
B Ka4Ye€CTBOTO CH Ha YIIpaBHUTEN
(OnvoicHocm)

- Ha yyacTHuk: "AHTUCEJI BBJITAPUSA" OO/,

B IIpoHEedypa 3a Bb3jaraHe Ha OOIIECTBEHa IOphYKAa C MpeaMer: ,,/Jocmaska na
OuaznocmuKymu u koncymamueu 3a CIIHH, supycnu xenamumu B u C, cugpunuc u opyzu
CeKcyanno npedasanu unexyuu no Hayuonanna npozpama 3a npeeenyua u KORMpon Ha
XHB u cexcyanno npedasanu ungexyuu ¢ Penyonuxa Bvazapus 2017-2020 2. 3a nyscoume
Ha cmpanama npes 2018 2.”

JEKJIAPUPAM:

3a u3paborBanero Ha npepiaranute ot "AHTHUCEJI BBJITAPUS" OOJ] tecToBe HSMA
HaimuyHa anaparypa. "AHTHUCEJI BBJII'APHYS" OO/ 1mie npexocTaBy u OANBPIKA anapaTypa
3a BPEMETO, B KOETO ce U3paboTBaT NOCTABIHHUTE OT HAC TECTOBE.

Jara: 14.05.2018r. JEKIIAPATOP: .....cccciiiiiinnn
(nmonmuc, neyar)

e-mail: antisel@antisel.bg

web site: www.antisel.bg
AHTUCE]I BBJITAPUA, 2p. Cocpus 1202, yn. “UHdycmpuanna” Ne11, BusHec yuenmbp Bacunee lMnasa, 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 Al
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*AHTUCEST"
AHTHACEI BBJIFAPUSA 004
NPEACTABUTEIM - AACTPUBYTOPU HA HAYYHA AITAPATYPA, XUMWUYHU - BUOTTIOrUYHN MATEPUAINA

JAEKJIAPAILIMSA

Iloanucanara: Cunsana Jlro6uora CanyHaposa
(mpume umena)
B KQYECTBOTO CH Ha YIIpaBUTEN
(OnvorcHocm)

T Ha yuactHHK: "AHTUCEJI BBJIT'APUSA" OO/,
B Ipoledypa 3a BB3jaraHe Ha oOOIIECTBEHA IOpbYKa C MNpeaMmeT: ,/Jocmaexa Ha
ouaznocmuxkymu u koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cugpunuc u opyzu
ceKcyanno npeoasanu undexyuu no Hayuonanna npozpama 3a npeeeHyua u KORmMpoa Ha

XHUB u cexcyarno npedasanu ungexyuu é Penyonuxa bvazapua 2017-2020 2. 3a nyscoume
Ha cmpanama npe3 2018 2.”

JAEKJIAPUPAM:

ChIICCTBYBaAlara.

Jara: 14.05.2018 r. JEKJIAPATOP: ............
(oarMc, neyar)

e-mail: antisel@antisel.bg

web site: www.antisel.bg

AHTUCEJ BBJIFAPHS, 2p. Cogust 1202, yn. “Uudycmpuanna” Ne11, BusHec ueHmbp Bacunee [1nasa, 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
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CAHTUCEIT
AHTUCEN BBJIFAPUA 004
MPELCTABUTE/N - AUCTPUBYTOPH HA HAYYHA AMTAPATYPA, XAMUYHU - BHOJIOrMYHN MATEPHUAITA

AHTHUCEJ BBJI'APHASA OO X
(HaumeHo8aHUe HA YHACMHUKA)

LIEHOBO NPEJIJTOXEHUE

Jonynoanucanara Cunsana Jlro6uosa CanyHaposa
(mpume umena)
B kadecTBOTO cu Ha Ympasuten B/Ha AHTUCEJI BBJICAPHA OO, EMK (BYJICTAT):

121152973, cbe cepanuiie U anpec Ha ynpasienue: rp. Copus, yn. Uanycrpuansa 11, er. 8,
YYaCTHHK B OOILIECTBEHA NOpBYKA C NpeaMeT: n/ocmaska Ha Ouazrocmukymu u
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cuuauc u opyzu cexcyanno
npedaséanu undpexkyuu no Hayuonanna npozpama 3a npeéeHyua u KOHmMpo1 Ha XHUB u
cexcyanno npedaeanu ungexyuu 6 Penybnuxa bvncapua 201 7-2020 2. 3a Hyxucoume Ha
cmpanama npes 2018 2.”, exnoueawia 44 o6ocobenu no3uyuu 3a 0bocobenu_nozuyuu N 9
ull

YBAXKAEMMH JAMHU U I'OCIIOJIA,

C nHacrosmoro Bu npeacTaBsIMe HAIETO LIEHOBO pEANIOKECHUE 3a YHaCTHC B
obssenaTa ot Bac nponeaypa 3a Bp3jlaraie Ha 00lllecTBEHATA IopBYKa KaKTo cjeaBa:

EnunrudHA 1ieHa 1o o6ocobena mo3uius Ne 9 B pasmep:

102,55 11B. (CJIOBOM CTO ¥ IBa JIB. ¥ neTAeceT u net c1) 6e3 JJIC
Y 123,06 1B. (CIIOBOM CTO ABAJAECET U TPH JB. U mIecT cT) ¢ HauucneH JUJIC.
EnuanuHa HeHa o 06ocobeHa nosumus Ne 10 B pasmep:

27,15 1B. (CITOBOM JBAJIECET M CE/IEM JIB. ¥ IETHAJIECET CT.) be3 JUIC
132,58 8. (CTOBOM TPHIECET H [1Ba JIB JIB. H IIETJECET U OCEM CT) C HAUUCIICH JIC.

34 KOMIIEKCHO Oghepupanume nO3UYUY, UHGHOPMAYUAMA 30 eOUHUYHAMA YEHa Ce ROBMAPsL MOIK0BA NbIMY,
KOIKOMO ¢a KOMAAEKCHO OQhepupanime NO3UYUU.

O0ma KOMILUIEKCHA OI¢HKa HAa eAHHHYHHTE CTOHHOCTH npeacTraB/jagBama CﬁOp oT
CHbOTBETHHTE CAUHHYIHH CTOMHOCTH HAa OTAEJHUTE MNO3HIIHH, KOMTO C€ J0CTaBAT
KOMILJICKCHO:

129,70 51B. (CITOBOM CTO JIBANECET U ACBET JIB. M CENIEMIIECET CT.) oe3 JIJ1C
Ionwenea ce npu KOMNIEKCHO Oghepupane Ha RO3UYUU.

OO6uiara 1eHa 3a U3I'BJIHCHUE Ha BCHIKHA AeHHOCTH OT IIpeaMeTa Ha obocobeHara No3uNHuA €:

oe3 AJC

web site: www.antisel. bg
AHTUCEJ BBJIFAPUS, 2p. Cochusi 1202, yn. “UndycmpuanHa” Ne1l, Bu3Hec yewmsp Bacunees [Ina3a, 8 em.
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HTUCEJT

AHTUCEN BBJIFTAPUA 004

NMPELQCTABUTEINN - QUCTPUBYTOPU HA HAYYHA ATAPATYPA, XUMHUYHU - BUONTOMrMYHU MATEPUATIN

u 29 882,88 nB. (c;10BOM ABafeceT M JEBET XWISIH OCEMCTOTHH OCEMJECET U ABa JIB. H
oceMJieceT U oceM cT.) ¢ HauucieH JJIC.

Taka npeanoXXeHUuTe [IEHU BKIFOYBAT BCHUKH Pa3X0AHM 0 KpacH M0JIy4aTel: CTORHOCTTa
Ha CTOKAaTa, OIIaKOBKa, 3aCTpaxoBKa U TPaHCHIOPT 0 KpaeH MoJIydaTell, IPX CPOK Ha FOAHOCT
HE IMO-MaabK 0T 75 % (ceneM IeceT U MeT Ha CTO) OT OOSBEHHUS OT IPOU3BOIUTENA KbM Jarara
Ha BCAKa JOCTaBKa. B mpensoxkeHara IieHa ca BKJIIOYEHH NPOTPaMHPAHETO HAa HaJM4HATA
amaparypa, MOJAphKKaTa Ha HajlMYHAaTa H3BBHIApaHLMOHHA anapaTrypa, Ha KOATO ILIe Ce
u3paboTBaT OepHPAHUTE TECTOBE, KAKTO B 00yUeHHE Ha ITepCOHaa 3a paboTa ¢ TECTOBETE.

[ocoueHHTE SAMHUYHY IEHH He MOJIeKAT Ha MPOMAHA IIpe3 LeJIHs CPOK Ha ACHCTBHE HA

JIOr0BOpA 33 H3MBJIHEHHE Ha IOPHYKATA.

[pemnoxxeHUTE LEHH ca OIpENeNeHH NpH HBIHO CBOTBETCTBHE C YCIOBHSTA OT
JOKYMEHTAIUATa 110 IIpolleypara.

[IpH HECHOTBETCTBHE MEXKIY NIPEIUIOKEHUTE eIMHUYHA M 001113 LieHa, BaJIIHa 11ie Obae
eTMHUYHATA [IeHa Ha odepTaTa.

IIpn HeCHLOTBETCTBHE MEXJY MpEIOKEHaTa I[IeHa, HM3IMCaHa CJIOBOM M IEHAaTa,
niocoueHa ¢ nupy, BaHAHA 1€ OB [EHaTa, TOCOYEHA CIIOBOM.

3agekaBaMe ce, ako Hamarta odepra ObJe nIpHeTa, Aa HM3IBIHHM H IIPEAajieM
JIOTOBOPEHUTE KOJIMYECTBA JEHHOCTH, CBITIACHO CPOKOBETE M YCJIOBHATA, 3a€THAIN B
JIOTOBODA.

ITpu ycnoBue, ye ObeM U30paHM 3a M3IIBJIHUTET HA OOINECTBEHATA IIOPBYKaA, HHE CME
CHIJIaCHM Jia 1IOANMINEM H IPEJIOCTABUM TapaHIUs 33 H3NBJIHEHHE Ha 3aJbIDKCHHATA IO
Jorosopa B pasmep Ha 3 % ot croiiHoctTa My, 6e3 JIJIC B eqHa oT POPMHTE MOCOYEHH B 4L
111, an. 5 ot 30I1.

CMeTkara, o KosaTo e 6bJaT H3BbPIIBaHU pa3IUIaliaHUATA 110 I0r0BOPa, ako ObIeM
oIpezeeHH 3a H3IBJIHUTEN Ha IOpbYKaTa:
banka: [IMPEOC BBJITAPUA ALl
IBAN: BG22PIRB80331604742423
BIC: PIRBBGSF
Turynsap na cmerkara: AHTUCEJI BBJI'APUS OO/

3aenexika 1: 3a MO3UIMHTE, KOUTO ce opepupaT KOMIUIEKCHO ce MpeAcTaBs oOILIo LEHOBO
TIpEUIOXKEHHE U Ce OTOEIISA3BAT, KAKTO ENHHUYHHUTE M OOIIKTE LEHH 32 BCAKA OTAEIHA MO3HLUA
6e3 u ¢ JJIC, Taka u obina komiuiekcHa croifHoct 6e3 u ¢ JIJIC, npeacrasnssama c6op ot
CBHOTBETHHUTE OOIH CTOMHOCTH Ha OTICIHUTE MO3HIMH, KOHTO C€ JOCTABAT KOMILIEKCHO.
Zabeaexka 2: OOmara IeHa 3a H3MNBIHEHHE HA BCUYKH JAEHHOCTH OT MpeaMeTa Ha
obocobeHaTa MO3UIMS C€ M3YMCIAIBA KAaTO [POM3BEACHHE HAa €IMHHYHATA Il€HA M
KOJIHYECTBOTO.

3agenexka 3: Yuactuuuute, peructpupanu mo JIJIC, orGens3Bar HanMyHMeTO Ha Takasa
perucTpanms.

Hara 14/5/2018r.
Hme u pamuius Cunpana CamyHapoBa

TloAmHe HA IMHETO U TICUAT ~  ccovvrevvennieeerenissennnaensennes

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

AHTUCEI BBIITAPUS, 2p. Cogpusi 1202, yn. “Undycmpuanna” Ne11, BusHec yeHmsbp Bacunee [1nasa, 8 em.
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