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OBPA3EIl
TEXHHYECKO ITIPEJ/IOKEHHE

no obuiecmeena nopvuKa c npeomem:

wllocmaska na ouaznocmuxkymu u koncymamueu 3a CITHH, eupycru xenamumu B
u C, cupunuc u opyzu cexcyanrnio npeoasanu ungexyuu no Hayuonanna npozpama 3a
npeeenyun u xowmpon Ha XHB u cexcyanno npedasanu undexuyuu ¢ Penybnuxa
Bvnzapua 2017-2020 2. 3a nyscoume na cmpanama npes 2018 2.”, no obocobena/u
nozuyuu:

Ne 18 — Tecmoee 3a duaznocmuxa na Xnamuous mpaxomamuc ELISA IgG no 96 mecma

HacTosmoTo TeXHHYECKO NPEITIOKECHUE € TIOJAICHO OT:

¢upma ,EJITA 90 M“ 00/
/raumenosarue Ha yuacmiuxa/
H TIOJIACAHO OT: a-p Teozop UBanos 3am¢upos
/mpu umena/
B KaUeCTBOTO My/HM Ha: Yuopasuren
/omexcrocm/
Cvovpaucanue:

1. JIOKyMeHT 3a YIIbJIHOMOIIIaBaHe, KOraTo JIMIETO, KOETO NojAaBa odeprara, He €
3aKOHHHAT IIPEICTABHTE)I HA YUaCTHHKA,

2. IlpeanoxxeHHe 3a M3NBIHEHHE Ha IOPHYKATa B CHOTBETCTBHE C TEXHHYECKATE
cnenu(UKaIMK 1 H3UCKBaHUATA HA BH3IIOKHUTES; ‘

3. exmnapaiys 3a CbIJIaCHE C KJIay3HTe Ha NPHIIOKEHHS IIPOEKT Ha JOrOBOpP;

4. Jlexnapanms 3a CpoKa Ha BAIMTHOCT Ha odeprara;

5. Odunmanam  JOKYMEHTH, ONHCAaHHS W/WIM O(HIHAIHK KaTalo3H Ha
IIPOM3BOAMUTENS/UTE HA U3ICITUATA.

6. Jlexnapanuus, ¢ NpUIOXEHO H3BjaeueHHe oT Crucnpka no wil, 1.1, 6ykBa "6" or
Hapenbara 3a ycnoBHATa M peaa 3a CbCTaBIHE Ha COMCHK Ha MEAMUMHCKHUTE H3AEIHA 110 WI.
30 or 3MU u 3a onpenensHe Ha CTOMHOCTTA, IO KOATO T€ CE 3aIljlalaTr, OT KOETO H3BJICYECHHE
¢ BHJHA [IpOJaXKHATa IieHa 1o CMHChaa Ha § 1, T. 29a ot 3MU, BB Bpe3ka ¢ § 1, 1. 4 or [IP
Ha HapenGara, 3a Bcsika IO3HIIMA, 32 KOATO € ojaaeHa odepra;

7. 3aBepeHo komue Ha opunHaNeH JOKyMeHT, u3ganeH or UAJIL, ot KoiiTo € BHAHO, Y€ 3a
CBOTBETHOTO MEAUIUHCKO H3Aenue HsaMa peructpupanu gaHHu B UAJI w/umn EUDAMED 3a
HHIHMICHTH/TIOTEHIMAIHN HHIUIECHTH [Ipe3 MOCTIEeIHUTE JABE TOJUHH, KaKTO U OJOKMpaHH MM
U3TETVIEHH TapTHAX OT CHIIOTO MEAMIMHCKO H3JeNHe Ipe3 MOCIHEIHHTE 2 TOIUHH.
IIpencraBenus noxymeHT oT MAJI cineapa na 6b1e u3naneH npeau He NoBede OT €AUH Mecel]
OT 1oJiaBaHe Ha odepTa OT yJaCTHHKA.;

8. Jlexnapauus, B KosTO Aa 6b1€ MOCOYCHO MEAUIIMHCKOTO H3ETHE 3a KOETO CE€ YUacTBa
¥ KOHKpPETHHAT o01ecTBeH GOH Ha CHOTBETHATA AbPXKaBa, 110 KOHTO ce 3arana;

9. MocTpa 0603Ha4yeHa 1O HaYHH, OT KOMTO J1a € BUAHO Ha KO€ NPEIJIOKEHHE OTTOBaps

(omnocumo 3a obocoberu nosuyuu Ne Ne 2 u 29);

10. 3aBepeno xonue Ha BanuaeH ceptudukar BJIC EN ISO 13485:2012 / ISO 9001:2012

WM [O-HOB WJIM €KBHBAJIEHTEH, ¢ 00XBAaT CBIJIACHO NpeaMmera Ha 00ocC PO3HUMH

KOATO C€ y4acCTBa, U34aACH Ha HMCTO HA IIPOU3BOJUTEILA.
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11. 3aBepeHo Komue Ha JeKiapanusra 3a CbOTBEICTBHE C Hupextusa 98/79/EC,
W3nagena oT npomsBouTens W xomne Ha EC ceprudukar 3a CHOTBETCTBHE C JlupexTrBa
98/79/EC, m3names oT HoTHduImpan oprad mo cmuckia na 3MM (omnocumo 3a nosuyuu
NoNe ]l 2,34, 57,89 11,12, 13,16, 17,18 19, 20, 21, 38 u 41);

12. 3aBepeHo KomWe Ha JCKJIapalusTa 3a ChOTBETCTBHE C HupextuBa 98/79/EC,
M3JaJIeHa OT POU3BOIUTEILA (OMHOCUMO 34 NOZUYUU NeNel4, 15, 27, 34, 35, 36 u 37);

13. Jleyapanus, e JHArHOCTHKYMHTE i€ OBJAT B CHOTHOIICHHE 30% roneMu KpM
70% MaJIKH OTIaKOBKH (OMHOCUMO 3G OUAZHOCMUKYMUMeE no 060cobenu nozuyuu NeNe 1, 3, 7
u 15 3a nupeuuna duaznocmuxa na CIIHH, xenamum B, xenamum C u cugpunuc),

14. Jlexnapanus, 9€ AHarHOCTHKYMHTE Ca OKOMILICKTOBAHH CBC CHOTBETHHA 6poii
1aK¥ ¥ BPBXYeTa M BCHYKH TECTOBE, 33 M3IBIHCHHETO HA KOWTO CC M3MCKBAT, IMC Obaar
OKOMILIEKTOBAHH ChC CHOTBETHHS Opoii BppX4yeTa, ChobpasHo Opost Ha TECTOBETE (omnocumo
3a duaznocmuxymume no o6ocobena nosuyus Ne 14 3a TIIXA);

15. Jlexnapanus, B KOATO € IIOCOYCHO, Y€ aKO 33 u3paboTBaHE HA HAKOH TECTOBE HAMA
HAIMYHA anaparypa, e ObJe MpeJcTaBeHa TakaBa N W© OBbAe MOAIbpKaHa 32 BPEMETO, B
KOeTO ce H3paboTBaT TECTOBETE (8 NPUNOAHCUMUME CIL

16. Jlexnaparus, B KOATO € HOCOUCHO, € e N
HaIMYHATA HW3BBHrapaHIIMOHHA amaparypa, Ha KO¥
(ganM4HAaTa anaparypa € ChbIJIaCHO IPHIIOXKCHHC Ne 2); ’

17. Jlexnapanus, B KOSTO € IOCOYEHO, Ye MPEIOCTARPHATA 33 CMETKA HA M3MBIHUTEILA
amaparypa, Ha KOATO Hie ce paboTH ¢ TeCTOBETe IIe 6bIe C TEXHWYECKH IapaMeTpH He HO-
HHCKH OT T€3H Ha CHIIECTBYBAIIATA (6 MPWIOJCUMUME CILY4AU),

18. Jlexnapanus, B KOATO € MOCOYEHO, Y M3NBIHMTENS e NPENoCTaBH amapar 3a
apromatuHa ekcrpakinms Ha PHK, ako 3a TecToBeTe 3a BHPYCCH TOBap ce€ H3UCKBa
excrpakuus Ha supycHa PHK (¢ npuroocumume cayvau);

19. Jexnapanus, B KOATO € IOCOYEHO, Y€ H3NBIHHTEN I¢ OCHIYPH IIpOrpaMHUpPaHETO
Ha HAMMYHATA alapaTypa 3a U3paGoTBaHEeTO ¥ CHHXPOHH3MPAHETO Ha IOCTABEHUTE TECTOBC,

20. Jlexnapanus, B KOATO € NOCOYEHO, 3€ MUArHOCTHKYMHTE IO 0b6ocobeHa Mo3uIUA
Ne 7 3a nbpBUYHA IHArHOCTHKA HA XCNATHT B /HBsAg / - EJIU3A u o6ocobena no3unug Ne 8
32 NOTBBpAMTENHA AuarHocTHKa Ha HBsAg me 6nar odepupaHy KOMIUIEKCHO H IIE Ca OT
€/IMH [TPOU3BOIHUTEIL (8 HPULOICUMUME cnyvau);

21. Jlexnapanus, B KOSTO € IIOCOYCHO, U€ TECTOBETE 110 06oco6ena mosurms Ne 41 ca ¢
YyBCTBUTE/IHOCT paBHA WJIH IO-BHCOKa OT 99%, cnenMHUYHOCT PaBHA HIH IO-BHCOKA OT
96%. TecroBeTe 3a MOTBBPAUTENHA AUArHOCTHKA Ha XWB1/2 uadexnus me ce M3IbIHABAT
BbPXY CTPHIIOBE HaTOBAPCHH C PeKOMOWHAHTHH XVB-1/2 autureHu. PeareHTUTE B KUTA 1IE
ca roToBu 3a ymoTpeba 6e3 IpenBapHUTENIHO Pa3pekiaHC. [IpouexypaTa 3a U3MBIHCHHE €
aBTOMATH3MpaHa. PesynTaTuTe INE ce OTYATAT UPE3 CKAHMpaHEe H KOMIIOTbPHA nporpaMa H
Ilie ce JOKYMEHTHPAT Ha XapTHEH HOCHTEN (8 NPULOdCUMUME cayvau);

22. Jleknapauys, B KOATO € NOCOYCHO, H€ IO o6ocobena mosuuua Ne 2 € Obp3
KaueCTBEH TECT 3a OTKPUBAHE Ha aHTHTENA CPEILy BHpYCa NMPUTHHSABAIL AMYHCH neuuT y
goeka, TUNoBe 1 1 2. YyBCTBHTEIHOCT paBHA MK MO-BHCOKA OT 99%. CrnenuduyHOCT paBHa
JLTH [O-BHCOKa OT 98%. BB3MOXKHOCT J1a OTKPHBA CTIELHPHIHA antu-XVIB aHTHTENA B IpOOH
ot nepudepna kpsB. [Iponeaypara 3a H3NBIHEHAE /1a HE H3NUCKBA CHENHATHO J1aGopaTOpHO
oGopyABaHe 3a W3IBIHCHHE HA TECTa (aBTOMATHMYHM MHIETH, HHKYOaTop, MEHKBp U AP.).
TectoBeTe mie 6BAAT KOMIUIEKTYBAaHH C aBTOMATHYHH JIAHIETH 3a B3CMAHC Ha npobu oT
nepudepHa KpbB. BeHuku peakTHBH 32 u3paboTBaHe Ha mpoGH OT LA KPbB, MUIa3Ma M
TEpYM Lie GBIaT BKTIOYEHH B JWATHOCTMYHHA TecT-KUT. IIpolemypara 3a H3IIBIHCHUC HA
cia},’fge HaJBUIIaBa 5 MMHYTH. BpeMeTo 3a OTYMTaHE Ha pe3ynTarg HeE Hajsumasa 20

LD)KA 32 CMETKA Ha M3ITBJIHATEISA
meN\¢e u3paboTBaT TECTOBETE




MUHYTH OT NpPHKJIIOYBaHe Ha MpOIENAypaTa Mo W3paboTBaHE HA TECTa (8 npunosicumume
cyuau);

23. Jlexnaparus, B KOSTO € IOCOYEHO, Y€ TECTOBETE 33 ONPENETAHE HAa BUPYCEH TOBAp
ga HIV no o6ocobena nmo3unud Ne 38 e ce M3NBIHABAT HA'BIHO aBTOMAaTHYHO H LIC ca C
I0JHA TPaHuIa Ha AeTeKuus 10 50 BUPYCHH KONHs HA MUTHIIATEP.

24. Jlexapalus, B KOATO € IIOCOYEHO, Ye TeCTOBETE Mo 060c00eHa MO3HIHS Ne 42 ca
HAa [pUHIMIA HA KalWIIpHa Tel-eJeKTpodopesa CEKBEHMpaHe NpH MHHHAMAIHO
¢[HOBPEMEHHO 3apeXaHe oT 6 IpoOH 3a M3C/IEABAHE (8 NPULOdNCUMUME cayvau),

25. Jleknapanus, B KOSTO € IOCOYEHO, Y€ TECTOBETC 3a AMArHOCTHKA HA XCHATHT B
OTroBapAT HAa M3HCKBAHETO 33 WYYBCTBUTEIHOCT paBHA Ha WM IOJ 0,130 TU/ml.
NOBBLPXHOCTEH aHTUIeH HA XENMaTUT B M cnenu(puyHOCT HE NO-MajKa OT 99 % (omnocumo 3a
obocobenu nosuyuu NeNe 7 u 8);

26. Jlexnapanus, B KOSTO € IIOCOYEHO, Y€ TECTOBETE 3a IbPBHYHA JUArHOCTHKA Ha
CIIUH - EJIU3A mno o6ocobeHa mosumus Ne 1 ca THN aHTHICH - AHTHTANIO.
UyBCTBHTENHOCTTA Ha TecTa 3a aHTuTeNara e 100%, crenudUYHOCTTA HE € Mo-HHUCKa 0T 99%.
YyBCTBUTEIHOCTTA 32 AeTeKuus Ha XVIB anTurena e no 2 IU/m.

Jara
Hme u pamunus
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®UPMA ,,EJITA 90 M“ 00
(HauMeHO8aNUE HA Y4ACTMHUKA)

OBPA3EIL]

NPEJUIOKEHHUE 3A M3NBJIHEHHUE HA MMOPBYKATA

JlonynoanucanusAT/aFa a-p Teonop isanos 3ampnpos
(mpume umena)

B KAuecTBOTO cd Ha Ymnpasurea B/Ha dupma ,,

EJITA 90 M* OOJI, EUK (BYJICTAT)

130469816, chc ceamMiie U ajpec Ha YNpaBicHUC rpaj Codmus, yauua ,JlyHas,, Nel9,

Bx.A, er.l, am.2, y4YacTHHK B 00ImEeCTB

¢Ha mopbuKa C npeaMeT: ,,[Iocmasxa Ha

OUAZHOCMUKYMU U KOHCyMamueu 34 CITHH, supycnu xenamumu B u C, cucpunuc u opyzu
Hayuonanna npozpama 3a peseHUUA U KORMpoa Ha

CEKCYanHo npedasanu uH@exyuu no
XHB u ceKkcyanHo npe0aeaHu UH

¢exyuu 6 Penybnuxa Boneapua 2017-2020 2. 3a

HyJjcOume Ha cmpaHama npes 2018 2.”, exniousauia 44 obocobenu no3uyuu 3a obocobena
nosuyus Ne 18 — Tecmoge 3a OUAZHOCHIUKA HA Xnamuoua mpaxomamuc ELISA IgG

YBAJKAEMHU JAMH U TOCIIOJIA,
C HaCTOSIIOTO HPEACTABAME HAINETO TEXHHHYECKO NPEIIOKEHHE 33 M3NBIHEHUE HA
obexTa Ha obsaBeHaTa oT Bac o0lecTBeHa OPhUKa.

HanMeHoBaHHE IO

Ne
cnenHpHKANHA

KoanuecTBO

Mspka 10

TIPEAJIOKEHME HA
YUYACTHHKA
TIPOU3BOJUTEJL,
MAPKA, MOJEJ
(KAT. Ne)

TecroBe 3a OMAarHOCTHKa Ha
18 | Xnamumus Ttpaxomaruc EJIM3A
IgG 961

Opoii 1920 Tecra

ELISA Chlamydia trachomatis
IgG,
ITpousBoauTen:
EUROIMMUN - I'epmanus
®dopmart 96 AMKU
kar.Ne E12191-9601 G

(Vyacmuuyume cneoéa 0a RONbIHAM epaga ,,
mooen (kam. Ng)“ camo 3a 060cobenume nO3UYUY, 34 KOUMoO yy
Jlexnapupame, Y€ BCHYKH MEAUIMHCKHA u3AeIns, KOUT

Ilpednooicenue Ha y4acmHuKa: npou3eooumen, Mapka,
acmeam)
0 MMaT CpOK Ha roJHOCT, KbM

JaTaTa Ha JOCTaBKa Iie OBJaT ¢ OCTaTh4eH CpOK Ha FOAHOCT HE TO-Manbk oT 75% oT

00SIBEeHHUS OT TIPOU3BOAUTEIL;

Jlextapupame, de IpeJiaraHuTe H3JIEH Me TPHTe
cepTHdUKAT 32 KaYECTBO OT IPOU3BOAUTEI,
Jlexnapupame, Ye 3a BCEKH M

o0sBABa I'IpOI/I3BOI[CTBCHI/I$I CpOK Ha TOAHOCT.

I[emapnpaMC, ye JHArHOCTHKYMHTE Ca nocjieaHo 1I

skaBaT KbM MOMEHTa Ha J1I0CTaBKa
U3JaJIcH 33 BCAKa OTJCJIHA TapTHAQA, )
arHoCTHKYM HIC npeaoCcTaBuIM IOKYMCHT, B K i €

OKOJIEHHE II0 OTHOIICHHC

IOKA3aTCINTE 34 ‘I}’BCTBI/ITCJIHOCT, Cl'IeI_II/I(I)H‘IHOCT, HAOE)KIAHOCT U B’B31'Ip01/I3BOILI/IMOCT KBM

naraTa Ha odepHpaHe;

Jlexnapupame, 4e e OCHTYpHM oOyueHHEe Ha mepe

TECTOBE.

OHAaJIa 3a pa60Ta C JOTOBOPHPAHHUTC

Jara

Nme u pamuas

[Toanuc Ha JMLETO U nedar

14 /05 /2018
JI-p Teonop 3ambup

........................................
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021232 26 94 Phone: +381 112832 650
Tel.: (+359 2) 9839649, 9832209 +4021232 26 95 Fax: +381 112832850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office@elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

OBPA3EIl

I[EKJIAPAHI/IH

3a ChIJlacHe ¢ KIay3uTe Ha MPHIIOKCHUA IIPOCKT Ha JOroBOp

Nonynoanucanust: Teonop WBanoB 3aMUPOB (mpume umeHa)
B KAUECTBOTO CH Ha YNPaBHTEN
(OnvoicHocm)
na ,,EJITA 90M*“ OO -
(HaumeHoBaHUE HA yuacmHuKa)

Y9aCTHUK B TIpollelypa 3a Bb3jarane Ha olIecTBeHa MophuKa ¢ OpeaMeT: ,/JocmasKka Ha
OUAZHOCHUKYMU U KOHCYMAMUeu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
CeKCYANHO Npedasanu uHgdexuuu no Hayuonanna npozpama 3a PE6EHUUA U KOHMY Ha
XHB u cexcyaino npedasanu uHpexuuu 6 Penybnuxa Bvazapus 201 7-20 :
Hy3cOume Ha cmpanama npes 2018 2.”, exnousauia 44 060cobenu nozuyuu 3a 006oc
nozuyusa Ne 18,

AEKJAPUPAM,YE:

3aH03HaT ChbM CBC C'bIH:p)KaHI/IeTO Ha npoeKTa Ha I[OFOBOpa )5 aneMaM YCJIOBI/ISITa B
HETO.
TIATA: 14.05.2018 T. TIOJIITHC u

TMEYAT:

2

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruar "Akcaxo8”; 1D No: BG 130 469 816
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str.
Tel.: (+3592) 9839649, 9832209
Fax: (+3592) 9832211

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

ELTA 90 Medical Research S.R.L
Nr.22A, Nicolae G. Caramfil
Sector 1, Bucharest; ROMANIA
Tel: +4021232 26 94

ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Belgrade; SERBIA
Phone: + 381 112832 650

Tel.: (+359 2) 9839649, 9832209 +402123226 95 Fax: +381112832 850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E.mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076
OBPA3EL
JEKJIAPALIAS

3a CpoKa Ha BJIMJHOCT Ha odepTara

Jloy HOATIHCAHWSAT: Teonop
B KAUECTBOTO CH Ha yNMpaBUTENd

Wsanos 3aMUpOB (mpume uMeHa)

(Onvocnocm)

na ,,EJITA 90M“ OO/ -

(HaumMeHOBaHUE HA YUACMHUKA)

y4aCTHHK B IPOLERYPa 32 BBL3JIaraHe
OUAZHOCMUKYMU U KOHCYyMamuegu 3a
CeKCyanHo npeoasanu uHexuuu no

HycOume Ha cmpanama npes 2018 2.
nosuuua Ne 18,

Ha oflecTBeHa Mopbyka ¢ NMPEAMET:
CIIHH, eupycnu xenamumu B u C, cugpunuc u opyzu
Hayuonanna npozpama 3a npeseHyuA U KORmpon Ha
XHUB u ceKkcyanno npeoasanu uHexyuu 6 Penybnuka

Jocmaska Ha

Bvazapun 201 7-2020 2. 3a

¥ gRIIOHEAUA 44 o60ocobenu no3uyuu 3a obocobena

AEKJIAPHPAM, TE:

CpOK”bT ga BaJUIHOCT HaA gacrosuiata

opepra € 4 (ueTmpu) Meceld, CIUTAHO oT

narara, KosATo e rocoucHa 3a Jara Ha TOJIy4aBaHC Ha odpepTaTa u HpCIICTaBIIﬂBa BpEMETO,
npes KOETO CMC O6B’bp?>aHI/I C }’CJIOBI/ISITa Ha HpeIICTaBCHOTO OT Hac HpeIlJ'IO)KSHI/IC.

JIATA: 14.05.201 8r.

NOAIMC u

[TEYAT:

IRAN (8 aeBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VHUKPEAUT BYABAHK,

¢uauas "akcaxo8’;  ID No: BG 130 469 816



5/11/2018 EUROCIMMUN: Products

Products: Chlamydia (ELISA)

indications > Infections > Bacteria

Order no. Antibody specificity/ reagent/ analyte Ig class Speciles Format
El12191-9601 A Chlamydia trachomatis IgA semi-quantitative 96 x 01
semi-quantitative
E12191-9601 G Chlamydia trachomatis 19G 2/20/200 RU/mi 96 x 01
2/20/200 RU/m|
E12191-9601 M Chlamydia trachomatis igM semi-quantitative 96 x 01
incl. lgG/RF absorbent semi-quantitative
E12192-9601 A Chlamydia pneumoniae IgA semi-quantitative 96 x 01
semi-quantitative
£12192-9601 G Chlamydia pneumoniae igG 2/20/200 RU/m! 96 x 01
2/20/200 RU/ml
E12192-9601 M Chiamydia pneumoniae IgM semi-quantitative 96 x 01
incl. IgG/RF absorbent semi-quantitative

EUROIMMUN AG + Seekamp 31 » 23560 Luebeck « Germany * Tel. +49 451 5855-0 « Fax +49 451 5855-591 « info@euroimmun.de
General Delivery Conditions ° Legal information * Declaration of Privacy

https:/lwww.euroimmun.comlprodukte/indikationen/infektions-sero|ogie/ak—gegen—ch|amydienlelisa/weitere-produkte.html



FATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 23226 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381 11 2832 850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPALIWA

Jonynoanucanust Teonop VsaHoB 3ampupos

(mpume umena)
B KQUeCTBOTO CU Ha Ynpasuten, Ha ,,EJITA 90M“ 00J1, EUK (BYJICTAT) 130469816 , cbC
ceJUTHILIE U aapec Ha yIpaBjIeHUE IP. Cous, n.x. 1000, yi. ,Jdynas“ 19, Bx. A, et.1, am.2 ,
YYaCTHHK B OOLIECTBEHA [IOPBUKA C PEIMET: ,Jdocmasxka Ha OUazZHOCMUKYMU U
koncymamueu 3a CIIHH, eéupycnu xenamumu B u C, cugpunuc u opy2u cekcyaino
npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHuua u xonmpon Ha XHB u

ceKcyanno npedasanu ungexyuu 6 Penybnuxa Bunzapusa 2017-2020 2. 3a Hyscoumg\ia
cmpanama npes 2018 2.”,

JEKJIAPHPAM, YE:

OcepupanuTe MEJULMHCKH U3/E/Hs €2 BKIIOYCHH B CIIMCHKA 11O un. 1, 1. 1, 6ykBa "6" ot
Hapen6aTa 3a ycinoBHATa M pela 3a ChCTaBSHE Ha CIMCHK Ha MEAULUHCKHATE U3JETHUS MO 1.
30a oT 3aKoHa 3a MequuMHCKUTe u3nenus /3MHW/ u 3a ompenensHe Ha CTOMHOCTTA, 0 KOATO
Te ce 3amAINAT, ¥ Opuiaram u3siedenye oT CIUCHKA MO 4l 1, T. 1, 6ykBa "6" ot Hapenbara
33 YCJIOBMATA M Pelia 33 ChCTABAHE Ha CIIMCHK HA MEIMIIMHCKUTE m3nenus no wi.30a or 3SMHU
¥ 3a OIpeleNsHe HA CTOWHOCTTA, IO KOATO T€ Ce 3aIlIallaT, OT KOCTO U3BJIEUYECHUE € BHIHA
npojaxHara IieHa [0 CMHChJIa Ha §1, 1. 29a or 3MU, BEB BpB3Ka C §1, 7.4 or JIP Ha
Hapenbarta.

Hata: 14.05.2018 r. JEKJIAPATOP:...........5
I'p. Codus /T1-p Teomop 3amd

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VYHUKPEAUT BYABAHK, duruan "Akcako8"; 1D No: BG 130 469 816
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ENEKTPOHHA BA3A AAHHM HA METVLRHCKATE U3RENHA,
PEMYE/MKA ELAIFAPUA ANNALIAHW C OBU|ECTBEHW CPEACTBA

W3MbAHATENHA arekums no

NexapcTBaTta
£ KoHTAKTM NPOGMN HAJASBUTEN g W3x0n (T, VKASAHWA 3APAGOTA s >
HAYANO MEANLVHCKN U30ENWS LIABAICHY 1 JOKYMEHTW HOPMATWBHA YPEBA HOBWHI K CbOBLUEHNA
TLpCeHe B CaTa...
Tbpch B MEAUUMHCKM N3AEMA Twpcy B canTa
nrPoeUN Hauang / MeanunHCky n3nenua ] MeanuMHCKO u3nenne

EURDIMMUN AG
MEAWLMHCKO U3AENUE

» Mpodun Ha 3assuTen

IS DAHHN 3A 3AMUCA / INFORMATION FOR THE RECORD
MeanLIMHCKY n3aenva

: [laHHu 33 Med. u3fenus . .
. HoMep Ha MeanUUHCKO wanenve / Number of medical device [lata Ha Cbaasane / Creation date

¥ 3anBneHns 3a perucTpaLnd 46278 12/12/2016 11:54
T TNpodunm N\aTa Ha qopmynsp / Form date [laTa Ha 3anvc Ha MW / Record date MD
™ [poMAHa Ha napona 08/12/2016 11:01 12/12/2016 11:54
L IR TR L TR TP Homep Ha 3aseuTen / Requestor number ToTpeburencko nme / Username
1648 user_18A88D

Homep Ha dopmynsp / Number

55959

LOAHHA 3A U3LENNETO / INFORMATION FOR THE MEDICAL DEVICE

Tun waenTudukatop / Identity type VneHTudukatop / 1dentity

Koa Ha u3fenve B CncsKa / Medical device code

06B5V15-01-01-05-0008025

JIAHHW 3A NPOU3BOANTENA / IDENTIFICATION OF THE MANUFACTURER

ViMe Ha NPOU3BOAMTENS, MBNHO / Manufacturer name, long

EURCIMMUN AG / EURCIMMUN AG

ViMe Ha NpoV3BOANTENA, kpatko / Name of the manufacturer, short
EUROIMMUN AG / EUROIMMUN AG

Bua koa / Code type Kog / Code
EVIK / EIK 135116900

Kop wa cTpanaTa f/ Country code

DE

r'paa / City MoweHcku koA / Postal code
Libeck / Libeck 23560

Ynuua, Homep / Street, number Mowercka kyTns / PO box t"”

Seekamp 31 / Seekamp 31

Jmue 3a koHTakT / Contact person Tenedor / Phone

Cagla Egretaud / Cagla Egretaud +49 451 58 55-0

dakc / Fax £-mail / E-mait

+49 451 58 55-581 cag\a.egretaud@euro;mmun,fr

[AHHU 3A TMLETO, KOETO NYCKA W3AENMETO HA NA3APA / IDENTIFICATION OF THE PERSON PIA
PRODUCT ON THE MARKET

VIMe Ha MMUETO, KOETO MYCKa M3ASNMETO Ha nasapa / Name of the person placing the product on the mari(e’ .
"ENTA 90M” QOL / ELTA SOM LTD.

Bua koa / Code type Koa / Code

https://meddev.bda.bg/bg/my_md_details/46278 7 11.5.2018 .



EWK / EIK

Ko Wa cTpawara / Country code
BG

Koa Ha obnact / Region code
SOF

I'paa / City

Codus / Sofia

Ynvua, Homep [ Street, number
yn. "Aysas" N 19/ 19, Dunav
fiviue 3a KOHTaKT / Contact person
papocTvH Panes / Radostin Radev
dakc / Fax

+35929832211

Page 2 of 3

130469816

O6wuHa / Municipality

/

foweHcky Ko / Postal code
1000

NowweHcka kyTus / PO box

Tenedon / Phone
+359 2 983 9649
E-mail / E-mail

office@elta90.eu

[IAHHW 3A THPTOBEUA HA ELPO / IDENTIFICATION OF THE WHOLESALER

Vime Ha TbproBeua / Wholesaler name
"ESTTA 9OM" OOA / ELTA 9OM LTD.
Bua koa / Code type

EUK / EIK

Kon Ha crpanara / Country code
BG

Kop wa obnacT / Region code

SOF

rpan / City

Cogus | Sofia

Ynuua, Homep / Street, number
yn. “AyHas" N 19/ 19, Dunav
Nunue 38 koHTakT / Contact person
PapocTuH Pages / Radostin Radev
dake / Fax

+359298322 11

Homep Ha paspeuwieHve 3a THPrOBUS Ha EAPO C MEAUUMHCKA
wagerms | Number of authorization/certificate for wholesale
trade with medical devices

v-P-T/MW /050

Koa / Code

130469816

OBuwwmHa / Municipality

/

MowweHcky kog / Postal code
1000

Mousercka KyTus / PO box

TenedoH / Phone
+359 2 983 9649
E-mail / E-mail
office@elta®d eu

[laTa Ha paspelueHme 3a THProBUA Ha €fip0 C MEANLIMHCKM
wanenvs / Date of authorization/certificate for wholesale trade
with medical devices

20/09/2007

https://meddev.bda.bg/bg/my_md_details/4

OBLLW MEAWLIMHCKY AAHHA 3A U3AENNETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropvs Ha MEAMLMHCKOTO wznenve / Category of the medical device
06 - VK BUTPO AMBrHOCTUHHA wanenus / In vitro diagnostic devices
Puck knacudmxarop / Risk clasification

PeakTuBK 1 NPOBYKTY OT PESKTUBM, BIMIOYATENHO COTBETHITE KBNWEPATOPH ¥ KOHTPOAHM matepuant 3a onpeaensHe Ha
CneaHmvTe HOBEIIKN UHBDEKLMM: LMTOMEranoBnpyc, XNamMuans / Reagents and reagent products, including related calibrators and
control materials, for determining the following human infections: cytomegalovirus, chlamydia

AHaTOMUuHa rpyna / Anatomical group
Paann / Various

Tun ko / Code type

EDMS 15»01701-05-005
leqepuuna rpyna / Generic group Mogen / Modéi o,
/ /
Vime / Name

ELISA anti-Chlamydia trachomatis 1gG / ELISA anti-Chiamydia /
trachomatis 1gG

ONMUCAHUE HA MEAVUMHCKOTO W3AE/ME / DESCRIPTION OF THE MEDICAL DEVICE



Cucras [ Ingredient

/

Bpoih M3nenus 8 eAHa OnNaKoska / Number in one package
96

Pasmep / Size

/

CrieundryHr O3HaYUeHUs / Specific indications

/

XapakTepnucTuky / Characteristics

[+ Crepunmoct / Sterility

i iamepsaw / Measuring
[7: flexapcrBeHo Beluecrso / Drug substance

rage s 01>

Bua Ha Matepvana / Material type

Tonemuna / Volume
/
Terno / Weight

/

{_: Matepunan aT XMBOTHUHCKHU npouaxoa / Material of animal origin

o [lOM3WHO NPEeAnMCcarne / Domestic prescription
1" BONHUYHO NPEANUCaHNE / Hospital prescription

NPEAHA3HAYEHO AEACTBME, ONPEAENEHO OT NPOV3BOAWTENS / INTENDED ACTION BY THE MANUFACTY!

MpeaHasHauenve / Purpose

/

ynorpeSa / Usage

MeorokpaTHa ynotpeba / Reusable
KatanoxeH HoMep / Number in catalog

E12191-9601 G

YCroBus Ha Coxpatenve | Storage conditions
/
[pyrw / Others

/

MPUHALTEKHOCTY, KOHCYMATHUBN / ACCESSORIES, CONSUMABLES

{ . MpUHAGNEXHOCTH, KOHCYMBTUBH | Accessories, consumables

OBLLY THPrOBCKU IAHHNA / GENERAL TRADE INFORMATION

Homep Ha perncrpauus 8 AN unK yBEAOMNEHNE A0 VAR /
BDA registration number

[laTa Ha NyckaHe Ha nasapa & Penybrmka Benrapus / Release
date for the market in Republic Bulgaria

MponaxHa uera ¢ AAC (BGN) / Selling price with VAT (BGN)
420.00
Homep Ha CE ceptudukat / CE certificate number

HL 60076864 0001

Bewuxu npaea 3anasenn © 2018 WN3MBIHUTENHA AFEHUNA NO NEKAPCTBATA

BGO51PO001-6.2.14 "Cb3AaBANE KA ENEKTPOHHE Baza faHHA HA MEAVUMHCKY USAEINS, 3annauary C wﬁwémi
MpoeKTHT L& OCLWECTBABa C huHaHcoBaTa NoAKpEna Ha OnepaTusna MNporpaMa “Pa3BUTHE Ha YOBEWKM PeCcypcn’”, ChhuHaHCMpaHa oT

[laTa Ha peruerpauvs B VAN unn yBeAOMNEHNE A0 wAN / BDA
registration date

[laTa Ha NpexpaTABaHe Ha paspeLueHre/yaocToBepenne 3a
THPrOBHS € MEANLIMHCKY WIAEMS J Date of termination of the
permit / certificate of trade in medical devices

MpopaxHa ueHa ¢ 00C (EUR) / Selling price with VAT (EUR)
210.00

[aTa Ha waTH4aHe Ha CE ceprudmkar / CE certificate
expiration date

28/05/2017

LIS

y

EBpOnenckig Counanex doHAa HA EBponenckus Cbro3

Ece

EBPONENCKI COUMANER ®OHA

https://meddev.bda.bg/bg/my_md__details/46278

EBPONENCKY CHIO3

11.5.2018 r.



PENYBJINKA Bb/ITAPUA
-" N3nbAHNTENHa areHums No nekapcreara
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

MAN - 1904 [t Y. 07 180
a0

J1-P TEOIOP 3AM®HPOB
YIIPABUTE

JEJITA 90M” OOJ

PAIIOH OBOPHILE

VI, IVHAB” Ne 19, BX. A, ET.1, ATL.2
1000 COPUS

Ha sam Ne 50/25.04.2018 r.

OTHOCHO: Hckaxe ¢ Bx. Ne IAL-17505/25.04.201 8 3a pelocTaBsHe Ha HHpOpMALKA 32
perucTpHpanH JaHuy B V3meHuTenHaTa areHind no nexapctea (MAJI) n EUDAMED 3a
MHIWLACHTH/TOTEHIMATHH MHIMACHTH C MEIHIMHCKH H3ICH, KAKTO 1 3a GIOKUpaHH WK
M3TErJICHY NapTHAH

VBAKAEMH J-P 3AM®UPOB,

B oTroBop Ha Bauie ickaHe ¢ FOpENOCOICHHS HOMEP Bu yBeoMsiBaM ClI€AHOTO:

[Ipu manpaBeHa CHpaBKa KbM JaTa 26.04.2018r. ce YCTaHOBH, Y€ NPpe3 MOCICAHUTE
nse roauan 8 AT 1 B EUDAMED HsiMa perucTpHpany JaHHHU 33 HHIMIEH TH/TIOTEHIIHATHH
MHIHMIEHTH, KaKTO ¥ 3a GIIOKHpaHy WIH U3TETICHH NapTHIH 3a u3bpoenure B Tabnuiara mo-
[OJTy MEIMUMHCKH U3/IeNHs C [IOCOUCHHATE KaTaJIOXXHH HOMepa:

CranchbK Ha MEIHIIHHCKHATE H3AeIuA

T1LproBcKo HAHMEHOBaHME HA Kart. HOMep IIpon3soauTe
NPOAYKTA
ELISA HIV 1&2 Ag&Ab IVCOMB.CE.96 Dia.Pro Diagnostic Bioprobes
IVCOMB.CE srl, Utanus
ELISA HCV Ab CVAB.CE.96 Dia.Pro Diagnostic Bioprobes
CVAB.CE srl, Utanus
ELISA HBsAg SAGIULTRA.CE.96 | Dia.Pro Diagnostic Bioprobes
SAGIULTRA.CE srl, Utanus
HBsAg confirm SCONF .CE, Dia.Pro Diagnostic Bioprobes—.
SCONEF.CE.40 srl, tanus C\
ELISA Chlamydia trachomatis 1gG E12191-9601 G Euroimmun, I'epmManus
ELISA Chlamydia trachomatis 1gM E12191-9601 M Euroimmun, I'epmManus A
ELISA Chlamydia trachomatis IgA EI12191-9601 A Euroimmun, I'epmManns
ELISA Toxoplasma gondii 1gG E12410-9601 G Euroimmun, ['epmanus
ELISA Toxoplasma gondii IgM EI2410-9601 M Euroimmun, I'epmManus
ELISA Toxoplasma gondii IgA E12410-9601 A Euroimmun, I'epm
Thayer-Martin Agar 11040 ‘.
) AT R
Xx%%@%%éij//
Youre™




Chocolate Agar

10023 Liofilchem, Utanns

“I MIC Test Strip Cefixime 92060 Liofilchem, Wranus
MIC Test Strip Ceftriaxone 92043 Liofilchem, Urtanus
MIC Test Strip Azithromycin 92030 Liofilchem, Utanua

C yBaxeHHue,

Codus 1303, yn. Jamsan [pyes Ne 8, Ten.: (02) 8903 555, dakc: (02) 8903434

8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,

e-mail: bda@bda.bg

2/2




EATA S0 M

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

Fax: (+359 2) 9832211

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

ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Be/grade; SERBIA
Phone: +381 112832 650

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

Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381 112832850
Fax: (+ 359 2) 9832211 Fax: + 4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

\

JEKJIAPALIAA

Jonynonnucanust Teonop Usanos 3am¢pupos :

(mpume umena) J
B Ka4ecTBOTO cH Ha Ynpasuredn, Ha ,,EJITA 90M*“ OO[, EUK (BYJICTAT) 130469816 , cbe
ceanuie M aapec Ha ynpasienue rp. Codus, m.K. 1000, yn. ,Jlynas“ 19, Bx. A, er.1, an.2,
yYacTHHK B OOLIECTBEHa IOPBUKA C TpEIMET: ,JlocTaBka Ha JHATHOCTHKYMH H
xoucymatupu 3a CIIMH, eupycau xenmatutu B u C, cupuiInc M JPYTH CEKCyaaHo
npeaaand uHpexmuu no Hanuonanna nporpama 3a npeBeHuHst H KOHTPOJ Ha XHUB n
ceKCyaaHo npenasanu undexiuu B Peny6anka bbarapus 2017-2020 r. 3a Hy’)KAMTE Ha
crpanarta npe3 2018 r.”,

JEKIIAPUPAM, YE:

Oo6mecTBeH poHx AbpkaBa

H30K bearapus

Jara: 14.05.2018 r. JEKJIAPATOP.:........ :
I'p. Codus /I-p Teonop 3y

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



"H-JIAATYA" EOOJ E-LINGUA Ltd.

rp. Codus, Gy. Snxo Caxb3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
ren./pakc: (02) 846 84 12 tel/fax: (+359 2) 846 8412

e-mail: office@elingua.bg; www.elinguabg  e-mail: office@elingua.bg; www.elingua.bg
AreHIHS 32 PeBOAH Translation Agency
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TUVRheinland
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3 CepTuduuupallusT Oprad Ha
TUV Rheinland LGA Products GmbH

\
g CEPTH®UKAT

¢ HACTOSIIOTO yJJOCTOBepﬂBa, ye KOMMNAHUATA

| EUROIMMUN

i . Medizinische Labordiagnostika AG

! 3eexamn 31

4 23560 JIrobGex

F‘ Tepmanus g\
|
|

: ¢ yCTAaHOBMJIA M TIPUJIAra CHCTeMa 3a ynpasJieHHe Ha KaieCTBOTO
‘ Ha MeJMLIMHCKYTE U3Jenus
3a cjeHus o0XBar:

R T daatd

1, ey

1
| : Jleraitnyre ca B IPUIOKEHHUETO

HpellOCTaBeHPI ca JioKa3aTeJscTBa, ye U3UCKBAHUATA, MMOCOYEHH B

T e T

EN ISO 13485:2012

e g

|

! )
j EN ISO 13485:2012/AC:2012 !
Ezi / ca M3ITbIHEHH. ' \ii
Ei CicTemaTa 3a YIpaBieHue Ha KaueCTBOTO NOANEKH Ha rojMiileH Hai30p. t‘
b i
F'i B cusa oT: 19.05.2017 1. i’
E} PerucrpalHOHEH HOMED Ha cepruduxara:  SX 60118882 0001 ’
‘ WsBbpiniet e onuT, Jokian Ne: 21264033 001 i

CeprudukarsT € BaTUACH 10 30.93.29,1‘9“ T.

T

ey i
... 7. 'Ceprugmuupam opras

*. foOnuc ne'ce ueme, nevam/
Tt menk. €Ben Xopman

((paas

Hemckun
opraH no axpeauTauuute
D-ZM-14169-01-02

Jara: 19.05.2017 1.

TUV Rheinland LGA Producfs ibH znﬁumpace 2 — 90431 Hiopubepr
Ten.: +49 221 806-1371, daxc: +49 221 806-3935, e-mail:cert-validity@de.tuv.com, http://www.tuv.com




T T T R TITRE X T I

R i Lo S AR o A SCat SR 4

[

IIpuaoxedne KbM
Ceprudukar
Pernctpauusa Ne
JoxJjan Ne

Oprannszauus:

O6xBar:

. 1/3, pea.0

TUV Rheinland
LGA Products GmbH
Tumumpace 2, 90431 HiopuGepr

SX 60118882 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 JIxobex

I'epmauus

TTpoexTtupane U pa3paboTKa, IPOU3BOJICTBO, CEPBU3 U npojax6y Ha
MMYHOOHOXMMUYHH CHCTEMH, IMyHO(IyOPECIIEHTHH TECTOBE, CHCTEMH 32

MOJIEKyJIAPHA IMArHOCTHKA/ TeHETUYHHI TECTOBE H TECTOBE 3a ONpEAEsHe Ha
naroredd ¥ aHanusatopi/ codpTyep 3a HH BUTPO IHarHOCTHKA.

BxiioueHy 00eKTH:

-~  EUROIMMUN Medizinische Labordiagnostika AG
3onenbepr 9, 23627 I'poc 'pronay, 'epmManus

Jletinoctu: [IpoM3BOACTBO M KOHTPOJ Ha Ka4ecTBOTO

—  EUROIMMUN Medizinische Labordiagnostika AG
Bopn 24, 23627 I'poc I'pronay, I'epmanus

JleiinocTy: TIpou3BOACTBO M CepBU3 Ha COPTYEPHH PELIEHUs 32 NPUTIOKEHUS
IIpH YH BUTPO AMATHOCTHKA.

(( DAkkS Cepruduumpain opras

/noonuc He ce yeme, neuam/

Hemcku Jurn. urk. Ceen Xogman
opras no akpeauTauuute

D-ZM-14169-01-02
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IIpunoxeHne KbM
Ceprrdukar
Perucrpauus Ne
Jowxaanx Ne

Opranusauus:

Oo0xBar:

V4

( DAKKS

Jata: 19.05.2017 1.

Hemckn
opraH no akpeauTauuuTe
D-ZM-14169-01-02

Joxyment: 2/3, pen.0

TUV Rheinland
LGA Products GmbH
Tuanmpace 2, 90431 Hiopubepr

SX 60118882 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 Jliobex

I'epmanns

Bximouenu obexry:
_  EUROIMMUN Medizinische Labordiagnostika AG
UInocuipace 11, 91257 Ilernuu, I'epmanns

Jlennocty: [Tpou3BOACTBO ¥ CEPBU3

_  EUROIMMUN Medizinische Labordiagnostika AG
Bepkuipace 2-22, 23942 Jlacay, I'epmanus

TletinocTy: [IpOU3BOACTBO, KOHTPOI HA Ka4eCTBOTO, CKIIAMPaHe 1
JcTprOyLHs

_  EUROIMMUN Medizinische Labordiagnostika AG
Kpennen 1, 02747 XepuxyT, I'epManus

Heitnoctr: I1pou3BoacTBO

Cepruduuupain opras

/noonuc He ce yeme, nedam/

Jyno. vk, Ceen XodmaH
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IIpunoxkenne KbM
CepTudukar
PerncTpauns Ne
Joxnag Ne

E e S M

i OpraHusaius:

S

O6xBar:

TR T TR

T M= 2

V.

TUV Rheinland
LGA Products GmbH
Tuanmpace 2, 90431 Hiopubepr

SX 60118882 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 JIrobex

Tepmanus

BkntoueHH 00eKTH:
—  EUROIMMUN Medizinische Labordiagnostika AG
[UmuitcauTuan 1, 02748 BepHuar, I'epMaHns

Jlerinocty: IIpon3BoacTBO

—  EUROIMMUN Medizinische Labordiagnostika AG
Tpase 1, 23 923 3enmcnopd, I'epmanus

Ieiinocty: IIpoekTHpaHe H pa3paboTKa, ¥ POU3BOACTBO

JTlokymenT: 3/3, pen.0

3

K (( DAKKS R, Cepruduuupam oprat

¥ . PR

B : Ao T /nodnuc ne ce ueme, nevam/

it Hemcku B . Jinnn. uax. Ceen Xodman

i opraH no akpeauTayuuTe e SRS
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Fi Ilara: 19.05.2017 r.

& -

E[&“"’t"‘i AT SRR F ko TN . A KGR AR T TR TR R B TR R LT TR e 3T EE .;:) B ey :.‘il - % Rl oY "&;‘ A T CET
e : ERE

@/\

" 7
Monnucanata, Kpucruna BpaToiiuesa, yaocTOBEpsABaM BEPHOCTTA H;?/ b

aHrIMACKY Ha GLnrapcxu e3UK Ha TIpHIOXKCHHA,

/aeTipn/ CTpaHHLH.

ITperonau: Kpuctuna bparoituesa

< Ty

el

HIA (o)
AoRymeny: CepTH m&e T%%T &

k npesoa oT

e lcpeTou or 4
W

o e gy e S v e

A S AL




®
TUVRheinland

Certiticate
The Certification Body of
TUV Rheinland LGA Products GmbH Y

hereby certifies that the organization

EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Libeck
Deutschland

has established and applies a quality management system for medical devices
for the following scope:

see attachment

Proof has been furnished that the requirements specified in

Q/ EN ISO 13485:2012
: / EN ISO 13485:2012/AC:2012
" are fulfilled. The quality management system is subject to yearly surveillance

Effective Date. 2017-05-19
Certificate Registration No.. S$X 60118882 0001
An audit was performed. Report No : 21264033 001

This Certificate 1s valid until 2019-03-30
Certification Body

!- . : B 'J--_.‘,A . ) ., )
(DAKks -
v . Deutsche 5
Akkreditierungsstdlle -
D-ZM-14168-01-02; s

LS P

Date 2017-05-19

.. &
TUV Rheinland LGA Products GmbH - Tillys*.ialie 2-90431 1

Tel +40 221 B06-1371 Fax +49 221 806-3835 e-mail cert-validity @de tuv com hitp /iwww tuv com/safety
R T T IR e T e s G sia m g Feem e F iy e . - - /:——‘ o




TUVRheinland

TOV Rheinland Poc. 1/3. Rev.0
LGA Products GmbH
TillystralBe 2, 90431 Nﬁrnberg

Attachment to
Certificate

Registration No.: SX 60118882 0001
Report No.: 21264033 001
Organization: EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liubeck

Deutschiand

Scope: Design and development, production, service and sales of

(:

Date: 2017-05-19

immunobiochemical systems, immunofluorescence test systems,
molecular diagnostic/genetic test systems and

test systems for the determination of pathogens

and analysers/software for in vitro diagnosis

Sites 1included:

EUROIMMUN Medizinische Labordiagnostika AG
Am Sonnenberg 9, 23627 Grof Grdnau, Germany

Activities: Production and quality control

- EUROIMMUN Medizinische Labordiagnostika AG
Am Born 24, 23627 Grofi Grdnau, Germany

Activities: Production and service for software solutions
for IVD applications

Certification Body;

DAKKS
Deutsche

Akkrediterungsstelle
D-2M-14165-01-02




TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

[

(( DAKks

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2017-05-19

;/ﬁA\;g
TUVRheinland

2/3, Rev.0

TUV Rheinland poc.
LGA Products GmbH

SX 60118882 0001
21264033 001

EUROIMMUN ~
Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck

Deutschland

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Schlofstrafe 11, 91257 Pegnitz, Germany

Activities: Production and sexvice

- EUROIMMUN Medizinische Labordiagnostika AG
WerkstrafRe 2-22, 23942 Dassow, Germany

Activities: Production, quality control, warehousing and
distribution

- EUROIMMUN Medizinische Labordiagnostika AG
Im Kreppel 1, 02747 Herrnhut, Germany
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TUVRhemIand

Rev.0

TUV Rheinland boc. 3/3,
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60118882 0001
Report No.: 21264033 001

Organization: EUROIMIMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Liibeck
Deutschland

Scope: Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Pliefnitztal 1, 02748 Bermnstadt, Germany

Activities: Production

- EUROIMMUN Medizinische Labordiagnostika AG
An der Trave 1, 23923 Selmsdorf, Germany

Activities: Design and development and production

(( DAKKS

Deutsche .
*  Akkrediterungsstelle .
D-ZM-14169-01-02
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"H-JIMHT'YA" EOOJ E-LINGUA Ltd.

('} u@ rp. Codus, 6yn. Auxo Caxbios 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
b / Ten./jpaxc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12
e-mail: office@elingua.bg; www.elinguabg  e-mail: office@elingua.bg; www.elingua.bg
ATeHIHA 3a MPEBOAR Translation Agency

[IpeBo OT aHIIMACKY €3UK

i
#

-

|

F\ | TUVRheinland
4 -

CEPTUDPUKAT

i _ ) CepTudHIHPAUIUAT OPraH Ha
g TUV Rheinland LGA Products GmbH

¢ HACTOHAILIOTO YAOCTOBEPABA, 1€ KOMITaHHATA

EUROIMMUN

: : Medizinische Labordiagnostika AG
$ 3eexamn 31

! 23560 JIrbex

: T'epmanus

€ yCTAHOBHJIA M TIpHJIara CHCTEMA 33 yNpaB/eHHe Ha KayeCTBOTO
Ha MEOULMHCKHUTE H3HeN s
33 cle/lHug 00XBaT:

3 - Jletaiinute ca B IPHJIOKEHHETO

T3y e e T

b Hpezxomaaeﬂu ca fokasarTelsicTBa, Y€ M13UCKBaHHUATA, ITOCOYEHH B

EN ISO 9001:2008

:_'f Ca M3IbJIHEHH.

Cucremara 3a yrnpaBJIeHHE Ha Ka4ueCTBOTO MOJIEXKU HA TOAMIICH HAA30P.

B cuna ot: 19.05.2017 r.
Pernctpanyonen HoMep Ha cepruduxara:  SY 60118897 0001
Wspnpiied e oauT, Joxinan Ne: 21264033 001
CeptuduxarsT € BAIHIEH I0: 14.09.2018 1.

oy

ST

Cepruduunpany opran
/nodnuc xe ce weme, neuam/
Jata: 19.05.2017 . - Junn. urk. Ceen Xodman

AL TR WL e T

Y

i

Ten.: +49 221 806-1371, daxc: +49 221 806-3935, e-mail:cert-validity@de.tuv.com, http://www.tuv.com/safety

i

TUV Rheinland LGA Products GmbH — Tunnmpace 2 — 90431 Hropu6epr ; S\
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IIpuioikenne KbM
CeprHuxar
Perncrpauus Ne
Hoxnag Ne

OpraHuzaums:

OoxBar:

Jara: 19.05.2017 r.

TUVRheinland

HokymenT: 1/3, pen.0

TUV Rheinland
LGA Products GmbH
Tuaumpace 2, 90431 HiopubGepr

SX 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 Jlio6ex

I'epmaHusn

TpoekTHpane U pa3paGoTKa, IPOH3BOACTBO, 0GyHEHHE, CEPBU3 1 NIPOAAKOH
Ha HIMyHOGHOXMMUYHH CUCTEMH, HMYHO(IYOPECLEHTHH TECTOBE, CHCTEMH 32
MOJIEKyJIApHa AMarHOCTHKA/ FeHETMYHH TECTOBE M TECTOBE 3a ONpENEnsHe Ha
[atoreHy ¥ aHanusatopu/ codryep 3a MH BUTPO JUATHOCTHKA IIPH XOpa ¥
HBOTHH.

BxroueHn o0eKTH:

-~  EUROIMMUN Medizinische Labordiagnostika AG
3onenbepr 9, 23627 I'poc I'pponay, I'epManms

Je#nocty: ITpon3BoACTBO M KOHTPOJ Ha Ka4€CTBOTO

-  EUROIMMUN Medizinische Labordiagnostika AG
BopH 24, 23627 I'poc I'peoHay, I'epManus

JlewtHocTH: TIpOU3BOACTBO M CEPBU3 Ha COQTYCPHH PEUICHHS 32 NPUIIOKEHHH
TpH WH BUTPO JHArHOCTHKA.

Cemebnuupam opras
\ /nodnuc ne ce weme, nevam/
s \\Ilpmn unx. CeeH XodmaH

g A, e 4

e e T

ey e ey e

[P,

- e




g T

R

Ipuioxenne kpMm
Ceprndukar
Perncrpauns Ne
Joxnax Ne

Oprasmzauus:

O6xBar:

TUVRheinland

-2

HlokymenrT: 2/3, pea.0

TUV Rheinland
LGA Products GmbH
Tuanmpace 2, 90431 HiopuGepr

SX 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 JIbex

I'epmauns

Bxkouenu obekT:
- EUROIMMUN Medizinische Labordiagnostika AG
Inocmpace 11, 91257 [ernun, I'epmanus

Heiinoctu: IIpon3BoACTBO U cepBU3

- EUROIMMUN Medizinische Labordiagnostika AG
Bepkupace 2-22, 23942 Jlacay, I'epmaHus

Hefinoctu: ITpon3BoJcTBO, KOHTPOJ Ha Ka4ECTBOTO, CKIAAUPaHe U
aucTpubyuus

- EUROIMMUN Medizinische Labordiagnostika AG
Kpenmnen 1, 02747 XepuxyT, I'epmanus

Heitnoctu: Ipon3Boacteo

CepTuduunpau opran

/moonuc He ce yueme, nevam/
Jumn. nmx. Ceern XogpMan
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TUVRhemlaﬁH

ki Hoxyment: 3/3, pen.0

TUV Rheinland
LGA Products GmbH
Taaumpace 2, 90431 Hiopu6epr

Npuioxenne kum

Ceprudukar

Perncrpauns Ne SX 60118897 0001
HJoxnan Ne 21264033 001

TS T IRy v

{  Opranmsanus: EUROIMMUN !
; Medizinische Labordiagnostika AG ’
: 3eexamn 31

23560 JIobex

I'epmaunsn

" Oo6xBar: Bxrrouenn 06exTy: £
: — EUROIMMUN Medizinische Labordiagnostika AG
Hnnitcantuan 1, 02748 Bepuwar, I epManu |

Heiinoctu: [Tpoussoactso

H
[E — EUROIMMUN Medizinische Labordiagnostika AG ;
il Tpase 1, 23 923 3enmcaopo, I'epmanus

Heiinoctu: Tlpoextnpane u paspa6oTka, ¥ IPOU3BOACTRO

T L T R
TR

Cepraduunpawm opran :

2
| N
E, /noonuc ne ce ueme, nevam/ ‘
| Hara: 19.05.2017 r. Hun. umx. Ceed Xodman ;
E, b

¢
fLAl‘ N (S Iy TA. T R TR e B Tk e AR B oS il W eHa i UF L BIETATR AL X A AN SRR e LLTL L ol o I Ear A . ;i

[loanucanara, Kpucruna Bparom{eaa yzlocroaep;maM BEPHOCTTA HAa M3BBPIUEHHS OT MEH NpPEeBOf OF-
aHITIMACKK Ha OBJITapcKH e3uk Ha' npwwxceﬂm ,aqumem Cepm@mxar IbT C€ ChCTOM QT
/ueTupu/ cTpaHuiy. o ELIA ’

Ipesonau: Kpuctuna Bpatoiiuesa
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TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization \

EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Lubeck
Deutschland

has established and applies a quality management system
for the following scope:

see attachment

Proof has been furnished that the requirements specified in

EN ISO 9001:2008

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date 2017-05-19
Certificate Registration No SY 60118897 0001
An audit was performed Report No.© 21264033 001

This Certificate I1s valid until 2018-09-14

Date 2017-05-19

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nn

Tel +49 221 806-1371 Fax +49 221 808-3935 e-mail.cert-validity@de tuv com hitp Ilwvg(_tgy“c\o»mlsafety,. i
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TUVRheinland

TUV Rheinland Do 1/3, Rev.0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Date: 2017-05-19

SY 60118897 0001
21264033 001

EUROCIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Lubeck

Deutschland

Design and development, production, training, service

and sales of immunobiochemical systems, immunofluorescence
test systems molecular diagnostic/genetic test systems

and test systems for the determination of pathogens

and analysers/software for in vitro diagnosis in

humans and animals

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Sonnenberg 9, 23627 Grof Grdnau, Germany

Activities: Production and quality control

~ EUROIMMUN Medizinische Labordiagnostika AG
Am Born 24, 23627 Grof Grdnau, Germany

Activities: Production and service for software solutions
for IVD applications

! 3
‘ TUVHhmnbnd
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Attachment to
Certificate

Report No.:

Organization:

Scope:

Date: 2017-05-19

Registration No.:

TUV Rheinland Poc. 2/3, Rev
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

SY 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Schlofstrafle 11, 91257 Pegnitz, Germany

Activities: Production and service

- EUROIMMUN Medizinische Labordiagnostika AG
WerkstraRe 2-22, 23842 Dassow, Germany

Activities: Production, quality control, warehousing and
distribution

- EUROIMMUN Medizinische Labordiagnostika AG
Im Kreppel 1, 02747 Herrnhut, Germany

Activities: Production




Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Date: 2017-05-19

TUV Rheinland poc. 3/3. Rev.0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

SY 60118897 0001
21264033 001

EUROCIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Pliefinitztal 1, 02748 Bernstadt, Gexrmany

Activities: Production

- EUROIMMUN Medizinische Labordiagnostika AG
An der Trave 1, 23923 Selmsdorf, Germany

Activities: Design and development and production




o G @ "H-JJHHT'YA" EOOJ E-LINGUA Ltd.
@ MEKH u a rp. Codus, Gyn. Auxo Caxnios 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
¥ AELA S Y ten./dakc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12
j ¢-mail: office@elingua.bg; www.elinguabg  e-mail: office@elingua.bg; www.elingua.bg
’ AreHuug 3a npeBogH Translation Agency

ITpeBoa OT aHNINHACKH €3UK

EC CEPTUOUKAT

AunpexTnBa 93/42/EEC, Anexc I1, ¢ n3xatouenne Ha Pasnenn 4 u 6,
CHcTeMa 32 ITBJIHO OCHTYPSIBaHE HAa Ka4eCTBOTO
MeaMUMHCKH M3eJHs 32 HH BHTPO AMArHOCTHKA

Perunctpanuonen Ne: HL 60118880 0001
Hoxuag Ne: 21264033 001

IlpouspoauTen: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 LJIroGex
I'epmanus

—  HMmyHOOHOXVMHYHH TECT CHCTEMH
—  HmyHOdIyopecUeHTHH TECT CHCTEMH
—  TecT cucTeMH 3a OTIpECIAHE Ha MaTOreHy

Jamens CepTudukar ¢ perucrpannonen Homep: HL 60076864 0001

Jlata na pasmanocr:  17.05.2022 r.

C HacToAmOTO HOTHOMUMPAHMAT OPraH JeKJjapupa, 4Ye 3a H3GpoeHHTe NPOAYKTH €2 CMaseHn
HIMCKBaHNATAa Ha Anekc II, ¢ m3xmoyenne na Pasgenn 4 n 6 or JupextnBa 93/42/EEC.
TocoYeHHAT MO-Tope NPOM3BOAHNTE) € BbBeJ H NPHJIAra CHCTEMa 32 OCHIYpsIBaHe HA KaWeCTBOTO,
KOSITO MOAJEXKH HA NEPHOAHYEH Haa3op, onpenenen ot Anexc II, Pa3ges1 5 or cmomeHarTaTa
AMpexTHBa. 32 MycxaHe Ha Na3apa Ha n3jenus o CHHCHK A, KOHTO ca 00XBaHATH OT HACTOAINMS
cepTudnkar, ce n3nckpa EC CepTuduKaT 3a M3NHTBAHE HA THOA, CBhIJIACHO M3HCKBAHHMATA HA
Anexe IV, pa3nen 4 ¥ noTBLPkAEHAE OT NPOH3BOAHTEIIS HA MPOAYKTHTE, CBIIACHO Pa3znen 6.

JlaTa Ha Bau3ane B cuya:  18.05.2017r. Hotudunupan oprax
/nodnuc ne ce weme, nevam/
Hara: 18.05.2017 r. Jnna. unk. Ceen Xodpman

TUV Rheinland LGA Products GmbH ~ Tillystrape 2 — 90431 HiopuGepr

TUV Rheinland LGA Products GmbH e HoTH®MuUpaH opraH ¢ HAEHTHHKAIKOHEH HOMED 0197
_—CBIIACcHO Jlupextupa 93/42/EC OTHOCHO MEAMUMHCKUTE HIAENHS 32 MH BUTPO AMArHOCTHKA.

.
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TUVRheinland

Joxymenr: 1/4, pen.0

TUV Rheinland
LGA Products GmbH
Tummmpace 2, 90431 Hiopubepr

IIpnaoxkenue KbM

Ceprndukar
Perucrpauus Ne  HL 60118880 0001
Joknaa Ne 21264033 001

Opranmsauusi:  EUROIMMUN
Medizinische Labordiagnostika AG

3eexamn 31
23560 Jobek

) 7 T'epmauns
Coo- 2?

BxiiroueHH 00eXTH:

- EUROIMMUN Medizinische Labordiagnostika AG
3onenbepr 9, 23627 I'poc 'pronay, I'epMaHus

Heitnocty: IIpou3BoACTBO ¥ KOHTPOJ Ha Ka4e€CTBOTO i
b

- EUROIMMUN Medizinische Labordiagnostika AG
Kpennen 1, 02747 Xepuxyt, ['epmManus i

Heitsocru: IIpon3BoacTeo A

-~ EUROIMMUN Medizinische Labordiagnostika AG
IInocupace 11, 91257 Iernuu, I'epManus

Jeitnoctu: ITpou3BOACTBO ¥ CEPBU3
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Hokymenr: 2/4, pen.0

TUV Rheinland
LGA Products GmbH
Tuaumpace 2, 90431 Hiopubepr

IIpnaoxenne KbM

Ceptugnxar
Peructpaunsa Ne  HL 60118880 0001
Joknag Ne 21264033 001

Oprannzanus: EUROIMMUN
Medizinische Labordiagnostika AG i

3eexamn 31 ;
23560 JIobex ;

A I'epmanns ’
e -
' ‘

Bxmouenn obekTH:

— EUROIMMUN Medizinische Labordiagnostika AG
Bepxmipace 2-22, 23942 Jlacay, I'epmanus

Hewinocru: JeitHoctu: IIpon3BoaCTBO, KOHTPON Ha Ka4eCTBOTO, CKJIAAMPaHe U auctpubyuus

A A i

~ EUROIMMUN Medizinische Labordiagnostika AG ,
[Mnudicuuruan 1, 02748 BepHuiar, ['epmanns t

He#inoctu: [1pousBoacTBo

— EUROIMMUN Medizinische Labordiagnostika AG
Tpase 1, 23923 3enmcaopd, ['epmanns

HeitnocTu: IlpousBoacTBO

/nodnuc He ce lleme, o
Jata: 18.05.2017 r. Jiumn. uHXk. CBeH qu) ¢
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TUV Rheinland
LGA Products GmbH
Tuanmpace 2, 90431 Hiopu6epr

Hpunaoxenne Kbm

Cepruguxar
Perncrpauns Ne HL 60118880 0001
Hoxian Ne 21264033 001

Opranusauus: EUROIMMUN

Medizinische Labordiagnostika AG

3eexamn 31
23560 Jobex
Br/Iroyeny onpoaykTy:

I'epmanusn

Anti-CMV ELISA (IgG, IgM, Avidity IgG, CSF IgG)
Anti-Chlamydia ELISA (IgA, IgG, IgM)
Anti-Chlamydia trachomatis ELISA (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae ELISA (IgA, IgG, IgM)
Anti-Toxoplasma gondii ELISA

(IgG, IgM, Avidity IgG, CSF IgG, IgA)

Anti-Rubella Virus ELISA

(I8G, IgM, Avidity IgG, CSF IgG, Glycoprotein IgM)

Anti-CMV-IIFT (IgA, 1gG, IgM, Avidity IgG)
Anti-Chlamydia trachomatis UFT (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae UFT (IgA, IgG, IgM)
Anti-Toxoplasma gondii UFT (IgG, IgM, Avidity IgG)
Anti-Rubella Virus UFT (IgG, Avidity IgG)

Hara: 18.05.2017 r.

noonuc He ce weme, nevam,/
‘Aunn. vk, Ceed Xodpman

TUVRheinland

Hokyment: 3/4, pen.0
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TUVRheinland |
3 Hoxymenr: 4/4, pen.0 E
3 :
TUV Rheinland
LGA Products GmbH
Tuaumpace 2, 90431 Hropabepr

: IIpnaoxenne KoM )
1 Cepruduxar
é. Peructpauns N HL 60118880 0001

Noxnan Ne 21264033 001 b

Oprannzanus: EUROIMMUN

}
Medizinische Labordiagnostika AG :k ‘
g 3eexamn 31 b
1 23560 Jlobex i
A i

4 /% T'epmannsn

BxtoueHn onpoayKTH:

Anti-Chlamydia trachomatis MIF (IgA, IgG, IgM)
Antl-Chlamydia pneumoniae MIF (IgA, IgG, IgM)
Anti-Chlamydia psittaci MIF (IgA, IgG, IgM)

Anti-Rubella Virus Westernblot (IgG)

Anti-Chlamydia trachomatis-EUROLINE-WB (IgA, IgG)

Multimarker korTpony 3a Euroimmun ELISA

EUROLINE Anti-TO.R.C.H.-Profile (IgG, IgM)
EUROLINE Anti-TO.R.C.H. 10- Proﬁlﬁ:(lg\)

/// ‘c\;f‘T

T T T A T T W TR T T

LA

EUROATrray STI

CepTnduuupail opras

1 . /nodnuc He ce yeme, nevam/ o
Hara: 18.05.2017 r. Junn. uk. Ceen Xodman ‘t/ )

i

!‘ 504 % S AT B L L Ty MM Rkl s AT B e b &, VT RS SRR TR o I o TR - P e SR e T S A Ty o ok e g L 15

Moanwcanara, Kpuctnua BpatoiiueBa, yJOCTOBEPABaM BEPHOCTTA2 HAa M3BBPHICHHS OT MEH NPEBOR OT
aHrJMICKN Ha GBArapcKH e3WK Ha mpuioxkeHus gokyMent: Cepruduxar. [IpeBoasT ce cheTon OT 5 (11eT)
CTpaHUILIM.

TIpeoaau: Kpuctrna bparoiiyeBa




. ®
EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6

Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60118880 0001
Report No.: 21264033 001
Manufacturer: EUROIMMUN 1
Medizinische Labordiagnostika AG |
Seekamp 31
23560 Liibeck :
Deutschland ’
Products: - Immunobiochemical test systems

- Immunofluorescence test systems
Test systems for the determination of pathogens

2 Replaces certificate, registration no.: HL 60076864 0001
(see attachment for products and sites included)
Expiry Date: 2022-05-17

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List
this certificate an EC design-examination certificate acdegrding to Annex IV, see

verification of manufactured products according to sectioh. 6 is required.
i 5,

Effective Date: 2017-05-18

Date: 2017-05-18

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.




Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

¥

Sites included:

TUVRheinland

TUV Rheinland poc. 1/4, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

- EUROIMMUN Medizinische Labordiagnostika AG
Am Sonnenberg 9, 23627 GroR Grdnau, Germany

Activities: Production and quality control

- EUROIMMUN Meidzinische Labordiagnostika AG
02747 Herrnhut, Germany

Im Kreppel 1,

Activities: Production

- EUROIMMUN Medizinische Labordiagnostika AG
Schlofstrafe 11, 91257 Pegnitz, Germany

Activities: Production and service

Date: 2017-05-18




TUV Rheinland poc-

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Sites included:

HL 60118880 0001
21264033 001

EUROCIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck

Deutschland

- EUROIMMUN Medizinische Labordiagnostika AG
WerkstraRe 2-22, 23942 Dassow, Germany

Acivities: Production, quality contrecl, warehousing

and distribution

- EUROIMMUN Medizinische Labordiagnostika AG

Am Pliefnitztal 1,

Activities: Production

- EUROIMMUN Medizinische Labordiagnostika AG
An der Trave 1, 23923 Selmsdorf, Germany

Activities: Production

Date: 2017-05-18

02748 Bernstadt, Germany
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TUV Rheinland
LGA Products GmbH

TillystraRe 2, 90431 Nirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

Anti-CMV ELISA (IgG, IgM, Avidity IgG, CSF IgG)
Anti-Chlamydia ELISA (IgA, IgG, IgM)
Anti-Chlamydia trachomatis ELISA (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae ELISA {IgA, IgG, IgM)
Anti-Toxoplasma gondii ELISA

(IgG, IgM, Avidity IgG, CSF IgG, IgA)

Anti-Rubella Vvirus ELISA
(IgG, IgM, Avidity IgG, CSF IgG, Glycoprotein IgM)

Anti-CMV-IIFT (IgA,
anti-Chlamydia trachomatis IIFT (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae IIFT (IgA, IgG, IgM)
Anti-Toxoplasma gondii IIFT (IgG, IgM, Avidity IgG)
Anti-Rubella Virus IIFT (IgG, Avidity IgG)

Date: 2017-05-18

IgG, IgM, Avidity IgG)
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TillystraRe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

TUV Rheinland
LGA Products GmbH

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Litbeck

Deutschland

Anti-Chlamydia trachomatis MIF (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae MIF (IgA, IgG, IgM)
Anti-Chlamydia psittaci MIF (IgA, IgG, IgM)

Anti-Rubella Virus Westermblot (IgG)

Anti-Chlamydia trachomatis-EUROLINE-WB (IgA, IgG)

Multimarker Controls for Euroimmun ELISA

EUROLINE Anti-TO.R.C.H.-Profile (IgG, IgM)
EUROLINE Anti-TO.R.C.H. 10-Profile (IgG)

EUROCArray STI

Date: 2017-05-18

i e i,

R
TUVRheinland
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o e-lingua

Translation Agency

IIpesoo om anenuiicku e3ux

Medizinische

EUROIMMUN kzbordiagnostika

HV 1501 F_GB_A02.doc

CE

NEKJAPAIIASA 3A CbOTBETCTBHE

EUROIMMUN AG

% Seekamp 31, D-23560, JhioGek, NepManus

JEeKNapupa, e NPOAYKTHT:

Anti-Chlamydia trachomatis ELISA
(qupexTusa 98/79/EC 3a uH BUTPO AMATHOCTHYHUTE MEAMLMHCKH W3enus, AHekc 11, cnuckbk b)

E12191-9601 A (ELISA IgA)
EI12191-9601 G (ELISA IgG)
EI 2191-9601 M (ELISA IgM)

HanmenoBauue Ha poAyKTa, HOMEpP Ha NOpbUKaTa

OTroBaps Ha U3NCKBAHUATA HA HHPCKTMB&Z

JupexTuna 98/79/EC 3a MH BHTPO AMATHOCTHYHHTE MEMIIMHCKY H3eaus, AHekc IV
ot 27 okTomBpu 1998 1.

Jobek, 09.09.2003 T, /noonuc He ce yeme/ /nodnuc ne ce yeme/
MsicTo ¥ JaTa Ha W3JaBaHe " Bondranr Uinymbeprep Cysane Anekcanaposuy

Unen va CbBeTa Ha Unen Ha CbBeTa Ha

JIMPEKTOPHTE JIUPEKTOPHUTE
o

Ioonucanama Hpen Jhobomuposa TIeopeubea y&ocmoeepﬂewu eéepHocmma Ha npesooa om
anznuiicku Ha 6v12apCKU e3UK HA NPULOJKCe uﬂt)oxzyy #im, IIpeoovm ce cbcmou om 1 cmpanuya. %
Ipesooay: oo
Hpen I'eopzuesa g

T waYa'Lu

(-5 / e =,_“.7
"H-JIMHT'YA" EOOJ, rp. Coyko Caxz30B 10, Bx. "\'re.n /?a( 9441794'1? @ oﬁ'@ ; www.elingua.bg
Y Qr e N
''''' Opnh
- £886.25 \ ¢




PEUROIMMUN  tabersissnosies W
| A

C €oo

Declaration of Conformity

EUROIMMUN AG
Seekamp 31, D-23560 Libeck, Germany

declare that the product

Anti- Chlamydia trachomatis ELISA
(IVDD 98/79/EC, Annex |l, List B)

N

%/ El 2191-9601 A (ELISA IgA)
El 2191-9601 G (ELISA IgG)
El 2191-9601 M (ELISA IgM)

(product name, order no)

meets the demands of Directive

Directive 98/79/EC on in vitro diagnostic medical devices, Annex IV
of 27 October 1998
P

Libeck, 09.09.2003

(Place and date of issue)
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HEKJTAPALIVA

Honynommucaruar Teonop Msanos 3am¢pupos

(mpume umena)
B Ka4€CTBOTO CH Ha Ympasures, Ha ,,EJITA 90M*“ OO, EUK (BYJICTAT) 130469816 , cbe
cepamie v anpec Ha ynpasienue rp. Codpus, mx. 1000, yn. , Jdynas“ 19, Bx. A, er.1, an.2 ,
YYaCTHHK B OOINECTBEHa MNOpBYKA C INpeaMeT: ,/Jocmaéka Ha OUAZHOCMUKYMU U
koncymamusu 3a CIIHH, eupychu xenamumu B u C, cuuauc u opyzu cexcyanno
npeoaganu ungpexyuu no Hayuonanna npozpama 3a npesenyusa u xonmpon na XUB u
cexcyanno npeoasanu ungpexyuu 6 Penyonuxa Bvnzapusa 2017-2020 2. 3a uyscoume na
cmpanama npes 2018 2.”,

% AEKTTAPHPAM, YE:

aKo 3a H3pa60TBaHe Ha HAKOH TECTOBC HsIMa HaJIW4HA aniaparypa, HHe INe NPeIOCTaBUM H IIe
IoAAbpIKaMe€ TaKaBa 3a BPEMETO, B KOETO lIE ce I/I3pa6OTBaT caMO JOCTaBCHHUTE OT Haila
CTpaHa TECTOBE.

Hara: 14.05.2018 1.
I'p. Codpus

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



EATA 90 M

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

Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 Fax: + 381112832850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com

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

HEKJIAPALIA

Honynognucanust Teogop VBanoB 3am¢pupos

(mpume umena) —_
B Ka4eCTBOTO CH Ha Ympasurtel, Ha ,,EJITA 90M* OO, EUK (BYJICTAT) 130469816, csc
cellaMIle M aapec Ha ynpasieHue rp. Cogus, n.x. 1000, yu. , dysas“ 19, Bx. A, et.1, an.2,
YYaCTHHK B oOIlecTBeHa NOpbUKa C InpeaMer ,/Jocmagka Ha OuAZHOCMUKYMU U
koncymamueu 3za CIIHH, supychu xenamumu B u C, cuguauc u Opyzu cekcyanno
npeoasanu undexkuuu no Hayuonanna npozpama 3a npeseHyua u konmpon na XHUB u
cexcyanno npeoasanu unexyuu ¢ Penybnuxa bwvneapua 2017-2020 2. 3a nyscoume Ha
cmpanama npe3 2018 2.7,

JEK/IAPHPAM, YE:

Ie moAabplKaMe 3a Halla CMETKa HaJlM4HaTa U3BBHTapaHIMOHHA anapaTtypa Ha KOATO LI€ CC
I/I3p360TBaT AJOCTAaBSAHHUTEC OT HAaC TCCTOBE.

Hara: 14.05.2018 1. JEKJIAPATOP:
I'p. Codus

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



FATA 90 M

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

Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: + 381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax:  +381 112832 850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com

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

AEKIIAPALIVA

Honynoanucanusr Teonop Msanos 3amdupos

(mpume umena)
B Ka4eCTBOTO CH Ha Ynpasurel, Ha ,,EJITA 90M“ OO/, EUK (BYJICTAT) 130469816 , cbe
cenanuuie ¥ aapec Ha ynpasienue rp. Codus, n.x. 1000, yi.,Jdynas“ 19, Bx. A, er.1, an.2 ,
Y4aCTHHK B oOllecTBeHa MNopbuka ¢ npeamer,/Jocmaeka na OuazHocmukymu u
koncymamusu 3a CIIHH, eupycnu xenamumu B u C, cugunuc u opyzu cexcyanmo
npedasanu ungpexyuu no Hayuonanna npozpama 3a npesenyun u konmpon na XHB u
CeKcyanno npedasanu ungexuyuu ¢ Penybnuxa Bvazapus 2017-2020 2. 3a nyscoume Ha
cmpanama npes 2018 2.”,

JAEKTTAPHPAM, YE:

IIp€aocTaBCHara 3a Haula CMETKa arnaparypa, Ha KOsITO IIe ce pa6OTI/I C JOCTAaBCHUTE OT HacC
TCCTOBC, IIE € C TCXHUYECKH NMapaMeTPH HE I10- HUCKM OT TE3H Ha ChHICCTBYBAIIATA.

Hata: 14.05.2018 r.
I'p. Codpns

IBAN (8 seBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruan "AkcakoB’;  ID No: BG 130 469 816



FATA 90 M

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

Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax:  +381112832 850
Fax: (+3592) 9832211 Fax: +4021232 26 96 office @eltag0ms.com

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

JEKJIAPALIAS

Honynoanucanust Teogop MiBanos 3amdupos
(mpume umena)

B Ka4€CTBOTO CH Ha Ympasuren, Ha ,,EJITA 90M* OO/l, EMK (bYJICTAT) 130469816 , cbe
celalMIIE ¥ aapec Ha ympasienue rp. Codus, m.k. 1000, yu. ,Jynas“ 19, Bx. A, er.1, an.2 ,
YYaCTHMK B oOmiecTBeHa MOphYKAa C IMpeaMer ,/locmaska Ha OUAZHOCMUKYMU U
koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cugunuc u opyzu cekcyanno
npeoaganu undpexyuu no Hayuonanna npozpama 3a npesenyus u Konmpon na XUB u
cexcyanno npeoasanu ungexkuyuu 6 Penybnuxa Bvazapus 2017-2020 2. 3a Hyscoume Ha
cmpanama npe3 2018 2.”,

HAEKIIAPHPAM, YE:

i€ OCHUrypuM ImpOorpaMHpaHETO Ha HaJIW4dHaTa amnaparypa 3a H3pa6OTBaHeTO H
CUHXPOHHU3HPAHETO HA AOCTABECHHUTE OT HAC TCCTOBE.

Hata: 14.05.2018 r. JEKJIAPATOP: ......ccccoeceeee [N
I'p. Codus /-p Teomop 3ambupos —

IBAN (6 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duauan "AxcaxoB’;  ID No: BG 130 469 816
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LGN ?@" AANTTD (Sb/)\kog

OBPA3ELl] *°*
®UPMA ,,EJITA 90 M“ 00[
(HaumeHosanue Ha yUaCmHUKa)

EHOBO NPEVIOKEHUE

JloNynoANHCAHHAT/aFa a-p Teonop ABaHoB 3am¢puposn
(mpume umena)

B KauecTBOTO CH Ha YNpaBHTE] s/na ¢upma ,EJITA 90 M“ OO, EMK (BYJICTAT)
130469816, cChC celanuie H ajpec Ha YNpaBjICHUC rpaa Codns, yiuua »JlyHaB,, Ne19,
Bx.A, er.l, am.2, y4JacTHHK B oOmecTBeHa TOpBUKa C TPEAMET: wlocmaska Ha
OUAZHOCMUKYMU U KOHCYyMamueu 3a CITHH, eupycnu xenamumu B u €, cugpunuc u opyzu
CEKCYyaIHO npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHyuA U KOHMpPOn Ha
XHB u ceKcyanHo npeoasanu ungpexyuu ¢ Penybnuxa Buvnzapua 2017-2020 2. 3a
Hy»coume Ha cmpaHama npes 2018 2.”, exnioueawa 44 obocobenu nosuyuu 3a
o6ocobena/u- no3uyua/u:

Ne 16 — Tecmoge 3a OuUGZHOCMUKA HA Xnamuous mpaxomamuc ELISA IgM no 96 mecma
Ne 17 — Tecmoege 3a OUAZHOCHMUKA HA Xnamuoun mpaxomamuc ELISA IgG no 96 mecma
Ne 18 — Tecmoge 3a OUAZHOCHUKA HA Xnamuoun mpaxomamuc ELISA IgA no 96 mecma

VBAYKAEMH JAMU M T'OCIIOJIA,
C HACTOAMOTO BH Npe/cTaBsMe HAIIETO HEHOBO MPEATOKCHHAS 3a y4acTHeE B
obsBeHaTa OT Bac mpolieypa 3a Bb3jarane Ha 00ImecTBeHaTa NOPhUKa KakTo CJIE/BA:

EjuHMYHA [eHa [0 060cobena MOo3HIHA Ne 16 — Tecmoege 3a OuazHocmuKa Ha Xnamuoun
mpaxomamuc ELISA IgM no 96 mecma B pasmep :

2.20 a8 (CIOBOM ABA JieBa H ABANCCET croranxn) 6e3 JJIC

¥ 2.64 aB (CIOBOM /IBA JieBa H MECTAECET U YeTHPH CTOTHHKH) C HAYMCIICH JJC.

EjuandHa leHa no o6ocobeHa Mo3uiu Ne 17 — Tecmose 3a OUAZHOCMUKA HA Xnamuoun
mpaxomamuc ELISA IgG no 96 mecma B pasMep :

2.20 ;B (CTOBOM /iBA JieBa H ABA/ECET crorunxn) 6e3 JJIC

¥ 2.64 JiB (CTIOBOM B JI€Ba H MIECTACCET H YeTHPH CTOTHHKH) C HATHCIICH JJC.

EpusnyHa 1ICHa 110 o6ocobena nosutys N 18 — Tecmose 3a ouaznocmuxa Ha Xnamuous
mpaxomamuc ELISA IgA no 96 mecma B pasMep :

2.20 aB (CTIOBOM ABa JieBa H ABaJ€CET crorunxn) 6e3 JJIC

¥ 2.64 J1B (CTIOBOM /IBA JieBa H IeCTAeCeT H YeTHPH CTOTHHKH) C HAYACIICH JUIC.

34 KOMIIEKCHO Oghepupanume no3uyuy, unpopMmayusma 3a eOUHUNHAMA Yena ce nosmapa MOAK08A MM,
KOAKOMO €A KOMATIEKCHO oghepupanume nO3Uuil.

O6ma KOMILIEKCHA OLCHKAa Ha ¢IMHHYHHTEe CTOMHOCTH npeAcTaB/sABAIMA cbop or
¢hLOTBETHHTE €NHHHIHH CTOMHOCTH HA OTAeJHHTE IO3HIHH, KOHTO C€ JOCTABAT
KOMILJIEKCHO:

6.60 nB (CTOBOM HIECT Ji€BA H meCTACCET crorunkn) 6e3 JJIC
Ionwvnea ce npu KOMAIIEKCHO oghepupare Ha NO3UYUU.




O61maTa 1eHa 32 H3IBIHEHHE HA BCHUKH JICHHOCTH OT IPeAMETa Ha obocobeHara mo3unys €:
10 560.00 ;1B (CIOBOM AeceT XHJSAH NETCTOTHH H MIECT/eCeT JieBa M HyJa CTOTHHKH) O€3
JIC

# 12 672.00 aB. (c;IOBOM ABaHaJeceT XHJIAMH MECTCTOTHH H CEXCMACCET H JABa JIeBa H
HyJIa CTOTHHKH) C HA4YUCJIeH JUIC.

Taka NpeITOXeHATe LEHH BKIOYBAT BCHYKM DPa3XOIM JO KpacH MOIydate:
CTOMHOCTTA HA CTOKATa, ONAKOBKa, 3aCTPaxOBKa M TPAaHCHOPT 10 KpaeH IOIydaTel, IpH
CPOK Ha FOMHOCT HE I0-MalbK OT 75 % (cemempaeceT W IET HA CTO) OT OOSBEHHS OT
IPOM3BOIMTENA KbM JlaTaTa Ha BCAKa JOCTaBKa. B mpemioxkeHaTa IeHA €a BKIIOYCHH
IporpaMHpaHeTo ~ Ha  HalMYHATAa  amaparypa,  MOJJpBXKKara Ha  HaJIM4YHATa
M3BBHrapaHIHOHHA anaparypa, Ha KOATo Iie ce n3paboTBaT odepHpaHHUTE TECTOBE, KAKTO H
oGydeHHe Ha MepcoHana 3a paboTa ¢ TeCTOBETE.

TocoyeHUTe SAUHMYHY [ICHA He MOAJIEXAT HA NPOMAHA Npe3 Leius CPOK Ha JeHCTBHE
Ha JIOrOBOpA 3a H3ITBIHEHHE HA NOPhYKATa.

TIpe/UIOXKEHUTE IIEHH Ca ONpPEACTCHH MU IBIHO CBOTBETCTBHE C yCJIOBHATA OT
JNOKyMEHTAIHATA [0 MPOoLeAypara.

I[IpH HECHOTBETCTBHE MEXIY MPEIIOKEHUTe CNHHUIHA U o0ma 1eHa, BaIUAHA INE
6be eqMHUYHATA [IeHa Ha odeprara.

[IpE HECHOTBEICTBHE MEXTy MNpPEQJIOXKEHaTa LEHA, H3NMHCAHA CIOBOM M [ieHaTa,
HocoyeHa ¢ IHQpH, BATHAHA Ie Ob/e eHaTa, II0COUCHa CIIOBOM.

3ameKaBaMe ce, ako HamaTa odepra Obje NPHETa, fa W3NBIHAM H Tpe/aleM
JOTOBOPEHHTE KOIHMYECTBA NEHHOCTH, CBIVIACHO CPOKOBETE H YCIOBHATA, 3ajlerHaid B
JIOroBOpAa.

TIpu ycnosue, de 6beM u30paHH 32 U3MBIHATEN HA o0ImecTBeHaTa opbuka, HHe CMe
CBLIIACHH 7a NONIHIIEM H MNpeJoCTaBHM TapaHUHs 3a H3IBIHCHHC Ha 3aIbIDKCHUATA IO
zoroBopa B pasmep Ha 3 % OT CTOHHOCTTA MY, 6e3 JIJIC B exHa oT GOPMHTE MOCOYCHH B 1L
111, an. 5 ot 30IL

CMeTKaTa, 10 KOATO e OhAaT H3BBPIIBAaHU pasilalllaHysTa 110 10T0BOPa, ako oBaeM
OIpe/ie/IeHH 3a M3IbJIHUTEN Ha HOpbUKaTa:
Banxa: ,, YunKpeaur Byiéank“ AJL,
IBAN BG 09 UNCR 9660 1037 9234 10, BIC UNCRBGSF.
Tutynap Ha cmeTKara: ,EJITA 90 M“ 001

3aGenexkka 1: 3a MO3HIMHTE, KOUTO & odeprpaT KOMILIEKCHO €& MPEICTaBs 0010 IIEHOBO
NPEILUIOXKEHAE U Ce OTOENA3BaT, KAKTO CAMHUIHHTE H obmuTe IeHH 3a BCSKa OT/CIHA
no3uums 6e3 u ¢ JJIC, Taka 1 06112 KOMIUICKCHA croitaoct 6e3 u ¢ JJJIC, npencrasisBama
c60p OT CBOTBETHHTE OOIM CTOHHOCTH Ha OTACIHHMTE MO3HIMH, KOHMTO C€ JOCTaBAT
KOMILIEKCHO.

3aGeqexka 2: OOmara meHa 3a M3DBIHCHHE Ha BCHYKH JelHoCTH OT MmpeAMETa Ha
oBGocobeHaTa TMO3MIMA c€ H3YMCIABA KaTo MPOHM3BENCHUE Ha CIMHMYHATA 1LICHA H
KOJIMYECTBOTO.

3abenexka 3: YYaCTHMIMTE, PETUCTPHPAHU IO JJIC, orGens3BaT HAIMYHETO HA TaKaBa

perncrpains.

Hata 14/05/2018
Nme u pamuus JI-p Teonop 3amdupos

IMoamuc Ha JHIETO U IeYat o teearatasasesesssaranerebearatese e




