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OBPA3ELl
TEXHHYECKO IIPE/J/IO’KEHHE

no oﬁmecmeena nopw4Ka c npedmem:

wJAocmaeka na ouaznocmuxymu u koncymamueu 3a CIIHH, supycnu xenamumu B
u C, cugpunuc u opyzu cexcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a
npesenuus u xoumpon na XHB u cexcyarno npedasanu ungpekyuu ¢ Penybauka
Buwnzapun 2017-2020 2. 3a uysucOume Ha cmparama npe3 2018 2.”, no obocobena/u
nosuyuu:

Ne 16 — Tecmose 3a Ouaznocmuxa na Xaamuous mpaxomamuc ELISA IgM no 96 mecma

HacTtos1moro TeXHu4ecKo NpEUI0KECHHUE € NOAAICHO OT:

¢upma ,,EJITA 90 M“ OO
/HAUMEHOBAHUE HA YHACTHUKA/
H TIOTIMCAHO OT: n-p Teonop Banos 3amdupos
/mpu umena/
B KQUeCTBOTO My/HM Ha: Yupasarena
/omvaicrocm/
Covovpacanue:

1. JIOKyMEHT 3a yIbJIHOMOINaBaHe, KOraro JIAIETO, KOCTO MozaBa odeprarta, HE €
3aKOHHHSAT MPEACTABHTEN HA YJaCTHHUKA;

2. TlpennoxeHue 3a U3IBIHEHHE HA MOPHUYKATa B CHOTBETCTBHE C TEXHUYECKHTE
cnenuQUKalAE H H3MCKBAaHMATA Ha BB3JIOKHTENLS;

3. Jlexnapanus 3a ChITIACHE C KIIay3HTe Ha MPHIOKCHHS IPOEKT Ha JOrOBOD;

4. Jlexnmapanus 3a cpoka Ha BaJIJHOCT Ha odeprara;

5. O¢uuuatim JOKYMEHTH, ONMCaHHs W/wm OQHIHMATHA  KaTalo3u Ha
NPOM3BOJUTEIL/UTE HA U3/CITUATA.

6. Jlexnapanus, ¢ NPHIOKEHO H3BJIeUCHHE OT Cnucpka no wii, .1, 6ykBa "6" or
Hapen6ara 3a ycioBuATa H Pelia 32 ChCTaBAHE HA CIIMCHK HA MEAMIMHCKUTE H3JCIHA O 1. - "/
30 or 3MH u 3a onpejieisHe Ha CTOMHOCTTA, 10 KOSTO T€ CE 3allIallaT, OT KOSTO H3BJICICHHUC ~ =
¢ BHHA IPOJAXHATA LleHa [0 CMHCHIa Ha § 1, T. 29a oT 3MU, BeB Bpp3Ka c § 1, 1. 4 ot JIP
na Hapen0ara, 3a Bcsika IHO3MIIHS, 32 KOATO € NOJaNeHa odepra;

7. 3aBepeHo Konue Ha opUIMANCH JOKYMEHT, H31a/ICH OT HAJIL, ot xo#fTO € BHAHO, Y€ 3a
CHOTBETHOTO MEIMIMHCKO H3aeHe Hama perucrpupany gaHuu B MAJl wunn EUDAMED 3a
MHIMACHTH/TIOTCHIMAIHN HHITMACHTH Npe3 MOCISAHAUTE ABE TOAMHH, KaKTO 1 OJIOKUpaHH UIH
M3TErVICHH DAapTHAd OT CBINOTO MEIMUIMHCKO H3JCTHe Ipe3 IOCICAHHTS 2 TroaWHH.
Ipencrasenus noxymert ot MAJI cesa ja 6b/ie H31a/ICH PN HE MOBEHE OT CIMH MECel
0T nojiaBaHe Ha odepTa OT yUYaCTHHKA.;

8. Jlexyapanus, B KOATO Ja GbJie TOCOIEHO MEAHIHHCKOTO H3JIENIHE 3a KOETO Ce yHacTBa
M KOHKPETHHAT 00IecTBeH QOH/I Ha ChOTBETHATA AbPXKasa, 10 KOMTO Ce 3aruiaing,

9. Mocrpa 0603Ha4eHa 0 Ha4YMH, OT KOHTO 1a € BUAHO Ha KO€ MPEIONKEHHE OTTOBapA

; (omrnocumo 3a 060cobenu nosuyuu Ne Ne 2 u 29);
/ 10. 3aBepeno xonue Ha BamzeH cepTudukar BJIC EN ISO 13485:2012 / I1SO 9001:2012

JIM TIO-HOB HJIM €KBHBAJICHTEH, ¢ 00XBAT CHIVIACHO NMpEeaMeTa Ha 000co0eHaTa HO3Y
KOSITO C€ y4acTBa, H3/1aJcH Ha MMETO Ha IPOH3BOJUTE]IA.
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11. 3aBepeHo Komme Ha JeKjiapauusAra 3a CbOTBETCTBHE C Nupextusa 98/79/EC,
W3majieHa oT mpomsBoxuTens u komue Ha EC cepru¢mkar 3a CHOTBETCTBHE C- JlupexTrBa
98/79/EC, u3mageH OT HOTHMIMpaAH OpraH IO CMHCBIA Ha 3MU (omnocumo 3a nosuyuu
NoNe ] 23,45 7 89 11,12, 13,16, 17,18, 19, 20, 21, 38 u 41);

12. 3aBepeHO KoNMEe Ha A€KJIapalyira 3a ChOTBETCTBHE C Jupextusa 98/79/EC,
W3JaneHa OT IPOU3BORUTENSA (OMHOCUMO 3G NOZUYUU NeNel4, 15, 27, 34, 35, 36 u 37);

13. Jlexnapanus, 4¢ AHATHOCTHKYMHTE ILC 6saaT B ¢poTHOIIEeHHE 30% rojemMu KbM
70% MaJIKH OMAKOBKM (OMHOCUMO 3a OUAZHOCMUKYMUmMe no obocobenu nosuyuu NeNe 1, 3, 7
u 15 3a nvpeuuna OuazHOCMuKa Ha CITHH, xenamum B, xenamum C u cugpunuc);

14. Jlexnapanus, 4e JMAarHOCTHKYMMTE Ca OKOMILIEKTOBAHM CBC CHOTBETHHA Opoii
IIAKA ¥ BPBXYETa M BCHUYKH TECTOBE, 33 M3IIBIHCHHETO HA KOWTO CE M3UCKBAT, IIC o6baaT
OKOMILIEKTOBaHH ChC CHOTBETHUA Opoit BpbxueTa, choOpasHo Gposi Ha TECTOBETE (omHocumo
3a duaznocmuxymume no obocobena nosuyus Ne 14 3a TIIXA),

15. Jleknapanus, B KOATO € MOCOYEHO, Y€ aKo 3a H3paGoTBaHE HA HAKOM TECTOBE HAMA
HaTMYHA anaparypa, me ObJe NpeAcTaBeHa TaKkaBa H INC Obe NOIbpXKAHA 32 BPEMETO, B
KOETO ce U3paBoTBaT TECTOBETE (6 NpUIodcUMume cayyau)

16. [lekapanus, B KOSTO € IIOCOYEHO, Y€ IIe Ce MOUThPXKa 32 CMETKa Ha H3IBIHATEIIA
BaMuHATAa HM3BBHrAapaHIMOHHA amaparypa, Ha KOATO Ime ¢¢€ u3paboTBaT TECTOBETE
(HanM4HATA anapaTypa € ChbIacHO MPUIIOKCHHE Ne 2);

17. Jlexnapaims, B KOSTO € [IOCOUEHO, Ye IIPeOCTaBeHaTa 32 CMETKA Ha U3NBIHATEIA
amaparypa, Ha KOATO I ¢ pabOTH C TECTOBETE IHe ObIe ¢ TEXHHYECKH IapaMeTpH HE I0-
HECKH OT Te3H Ha CHLIECTBYBAIATA (6 NPWIOJCUMUME CLyuau),

18. Jlexnapanus, B KOATO € HOCOYEHO, Y€ H3IBIHMTEIN INE MpPEJOCTABH allapat 3a
aproMaTHuna excrpakmua Ha PHK, ako 3a TectoBeTe 3a BHPYCCH TOBap C€ H3HCKBA
excrpakuus Ha upycHa PHK (6 npuroocumume cayvau);

19. lexnapanys, B KOATO € MOCOYEHO, Y€ H3NBIHUTEIA IIC OCHTyPH porpaMHpaHeTo
Ha HATMYHATA aNapaTypa 3a K3paboTBAHETO M CHHXPOHM3HPAHETO HA IOCTABEHUTE TECTOBE;

20. Jlexnapanus, B KOSTO € IIOCOYEHO, Y€ THArHOCTHKYMHTE 110 ob6ocobena Mo3HIiuA
Ne 7 3a TBpBHYHA AMArHOCTHKA Ha xenatut B /HBsAg / - EJIN3A u o60coGena mo3mmus Ne 8
3a NOTBBpJUTENHA AarHocTeka Ha HBsAg me 6b1ar odepupaHH KOMIUIEKCHO H INE ca OT
eZIVH TIPOU3BOIHTE] (6 NPWIoKHCUMUME cydau);

21. Jlexnapauus, B KOATO € MIOCOYEHO, Y€ TECTOBETE 110 06ocobena ro3umms Ne 41 cac
YyBCTBHUTEIHOCT paBHA WM NO-BUCOKa OT 99%, crenupUUIHOCT paBHA MM IIO-BHCOKA OT
96%. TecTroBeTe 3a MOTBHPAMTEIHA THArHOCTHKA Ha XWB1/2 vndexnus me ce U3NbIHABAT
BBPXY CTPHIIOBE HATOBapeHH C pexomGuHanTHH XVIB-1/2 aHTHTeHH. PeareHTrTe B KUTa IIE
ca roToBH 3a ynorpeba 6e3 mpenBapHTEIHO paspexJaHe. [IpouenypaTa 3a U3NBIHECHAE €
aBTOMATH3HpaHa. Pe3yinTaTHTe 1€ ce OTYMTAT 4Ype3 CKaHMpaHE H KOMINOTHpHA nporpaMa H
1e ce JOKYMEHTHpAT Ha XapTHEH HOCHTEN (6 NpULodcUuMume cayvau);

22. Jlexnapanus, B KOATO € IOCOYEHO, 4€ IO o6ocobena mosumus Ne 2 € Obp3
KauecTBEH TECT 3a OTKPMBAHE HA aHTHMTEINA CPElLy BHPYyCa NMPAIHHIBAIL HMyHCH nedumut y
goBeka, TunoBe 1 1 2. YyBCTBUTEIHOCT PaBHA MIIH NO-BUCOKA OT 99%. Crieniu¢puIHOCT paBHa
JAJTH TIO-BHCOKa OT 98%. BB3MOXKHOCT Jja OTKpHBA CrielAbUIHH anTH-XVB anrutena B mpobu
ot nepudepHa KphB. [Iponenypara 3a H3MBIHEHHE [ia HE H3UCKBA CIICIHATHO 1ab0paTopHO
obopyaBaHe 3a M3IbJIHEHHE Ha TECTa (aBTOMATHYHH THIETH, HAKY6aTop, MEeHKLp U Ip.).
TectoBeTe IMe OBIAT KOMIUIEKTYBaHH C aBTOMATHYHH JAHIETH 33 B3CMaHC Ha mpobu oT
nepudepHa KpbB. BCHUKH pEaKTHBH 3a u3paboTBaHe Ha MpobU OT LANa KPEB, IIa3Ma H
cepyM e GBlaT BKIIQUEHH B AMATHOCTHYHHMA TECT-KHT. IIpoueaypara 3a H3NBIHCHAC HA

3 eMeTo 3a OTYMTAaHEe HA pe3yiTara He Hajpumasa 20
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MUHYTH OT NPHKIIOYBAHE Ha NpOLEAypaTa no u3paboTBaHe Ha TecTa (6 NpurONCUMUME
cnyuau);

23. Jlexnapanus, B KOSTO € IIOCOYEHO, Y€ TECTOBETE 32 ONpPEAEIIIHE Ha BUPYCEH TOBap
ga HIV no o6ocobena nozunust Ne 38 111e ce M3MBIHABAT HAIIBJIHO aBTOMAaTUYHO H 1IIE €a C
J0JIHA TPaHHiA Ha JeTeKuus 10 50 BUPYCHH KOMUSA Ha MHTUIUTED.

24. Jlexnapaius, B KOATO € TIOCOUEHO, 4 TeCTOBeTe o 06ocobena nosuuus Ne 42 ca
Ha TpMHIMOA Ha KalOWwuipHa Tej-eleKTpodope3a CeKBEHMpaHE INPH MHUHHMAIHO
eIHOBPEMEHHO 3apex/aHe oT 6 MpoGH 3a U3CIIEBAHE (8 NPUIOJICUMUME CILYHAU);

25. Jleknapaiys, B KOATO € IIOCOYEHO, Y€ TECTOBETE 3a AMArHOCTHKA Ha XCMaTuT B
OTroBapsAT Ha H3MCKBAaHETO 3a WYYBCTBHUTEIHOCT paBHa Ha HIH TOJ 0,130 IU/ml.
MOBBPXHOCTEH AHTHTEH Ha XenatuT B u crenuduyHOCT He no-Manka ot 99 % (omnocumo 3a
o6ocobenu nozuyuu NeNe 7 u 8);

26. Jlexnapauusi, B KOSTO € IOCOYEHO, Y€ TECTOBETE 3a MbPBHYHA AMArHOCTHKA Ha
CIMUH - EJIN3A mno o6ocobema mo3umuss Ne 1 ca THm QHTHUI€H - aHTHTAIO.
UyBCTBHTENHOCTTA Ha TeCTa 3a aHTHTeNaTa € 100%, cnenuduIHOCTTa HE € N0-HUCKa OT 99%.
UyBCTBHTEIHOCTTA 3a fieTeKuus Ha XUB anrturena e nox 2 IU/m.

Jlata 14/05/2018
Wme 1 pamuius H-p Teonop 3amdupo ;
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OBPA3EL]
®UPMA ,,EJITA 90 M“ OO
(Haumeno8aHUE HA YHACMHUKA)

NPEJIJIOKEHHE 3A W3ITbJIHEHUE HA IOPBYKATA

JonynoAnUCaHUST/aFa a-p Teonop UBanos 3amdupos
(mpume umena)

B KauecTBOTO cd Ha Ympaeuren B/Ha ¢upma ,EJITA 90 M“ OOJ, EHK (BYJICTAT)
130469816, cbc cepanuie u aapec Ha ynpapicHue rpax Codmnd, yanna »JyHaB,, Nel9,
Bx.A, er.l, am.2, y4acTHMK B OOIIECTBeHa MOPBYKA C IPEAMET: wocmaeka Ha
ouaznocmuxymu u koncymamusu 3a CIIHH, supycru xenamumu B u C, cugpunuc u opyzu
ceKcyanHo npedasanu ungexyuu no Hayuonanna npozpama 3a npeeeHyus u KOHmMpoa Ha
XHB u cexcyanrno npedasanu ungexyuu 6 Penybnuxa buvncapus 2017-2020 2. 3a
HyscOume na cmpanama npe3 2018 2.”, sxuousawa 44 obocobenu no3uuuu 3a obocobena

nozuyua Ne 16 — Tecmose 3a duaznocmuxa na Xnamuoun mpaxomamuc ELISA IgM }
YBAKAEMH JAMHU U T'OCTIOJA, (7
C HACTOAIIOTO IPENCTaBIME HANIETO TEXHHYECKO MPEATOKEHHE 32 M3IBIHCHHC ma -
o6ekTa Ha oOgBeHara oT Bac o61uecTBeHa MOphUKa. ./
NPEJJIOXEHHUE HA
HaunmenoBanne no KoandecTBO Y"IACTHHKA
Ne cnenudukanus Maspka 100 IMPOU3BOJUTE,
MAPKA, MOJAEJ
(KAT. Ne)
ELISA Chlamydia trachomatis
IgM,
TectoBe 3a OMarHOCTHMKa Ha Mpowsomuen:
16 izl]\in;p;:m tpaxomatuc EJIM3A 6poit 1920 tecta EURO _ Tepmanus
®opmar 96 amMkH
kar.Ne EI 2191-9601 M

(Vuacmnuyume cnedéa da nonvanam zpagpa ,, IIpednooicenue na yuacmuuxa: npouseooumen, Mapxa,
Mooen (kam. Ne) “ camo 3a 060cobenume no3uyuy, 3a KOUmo yuacmeam)

Jlexnapupame, dye BCHYKH MEIUIMHCKM H3AENHA, KOUTO MMAT CPOK Ha TOTHOCT, KbM
JaTaTa Ha JOCTAaBKA [ie OBJAT C OCTAaThYEH CPOK Ha TOJHOCT HE Hmo-MameK oT 75% ot
00SIBEHHS OT IPOU3BOAUTENIA;

Jlexnapupame, ue IpeUlaraHuTe H3/IENUs IIe IPUTEkKABAaT KbM MOMEHTa Ha JI0CTaBKa
cepTU(}HKAT 3a Ka4eCTBO OT MPOM3BOAMTEILA, H31aJICH 32 BCAKA OTAC/IHA [1apTU/AA,;

Jlexnapupame, e 3a BCEKH JUMArHOCTHKYM Ill€ NMPEAOCTaBHM JOKYMEHT, B KOUTO ce
00sBsBa NPONU3BOJACTBEHHS CPOK HA TOJHOCT.

Jlexnapupame, ue AHArHOCTUKYMHTE Ca IOCICTHO IOKOJIEHHE II0 OTHOLICHHE Ha
TOKA3aTeJMTE 3a YyBCTBUTEIHOCT, CHEIH(HIHOCT, HAZAEKAHOCT H BB3IPOM3BOIUMOCT KbM
Jarara Ha opepupasne;

Jleknapupame, ye 1ie OCHUIypuM oOydeHre Ha nepcoHaa 3a paboTa ¢ 10roBOpHpaHUTe
TECTOBE.

Hata 14/05/2018 7 M€
Ume 1 hamMuus II-p Teonop 3axgiupos
X
[TOANHC HA JIALETO K NIEUAT eoeveeecrenemrensent S D Tl e
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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: + 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
OFBPA3ELN
JAEKJIAPAIIUSA
3a ChIJIaCHE C KIIAY3HUTE Ha NPpUIOKECHUA IIPOCKT Ha JOroBop
Honynoanucanuar: Teogop ViBaHoB 3aMbHUPOB (mpume umena) \/
B KAYE€CTBOTO CH Ha yIpaBUTEI 4/
(Onvorcnocn) O

Ha ,,EJITA 9O0M*“ OO[ -
(HaumeHoBanue Ha YHACMHUKA) .
YY4aCTHHK B MpOIEAypa 3a Bh3JaraHe Ha OOLIECTBEHA NMOPBYKA C MPEIMeET: ,,ﬂocmaeka Ha
ouaznocmuxymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
ceKxcyanno npedasanu undexyuu no Hayuonanna npozpama 3a npegeHyua u KORMpoJu Ha
XHUB u cexcyanno npedasanu undexyuu ¢ Penybnuxa Bvazapua 2017-2020 2. 3a

HyscOume Ha cmpanama npe3 2018 2.”, exnousawia 44 o6ocobenu nosuyuu 3a 060cobena
nozuyun Ne 16,

AJEKJAPUPAMYE:
3amo3HaT ChM ChC CHABPKAHHETO Ha IPOEKTa Ha JOroBOpa W IIpHUeMaM YCJIOBHSTA B
HEro.
JATA: 14.05.2018 r. [MOAIINC u

ITEUAT:

IBAN (6 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢unruanr "Akcako8’; 1D NG: 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: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381 112832850
Fax: (+359 2) 9832211 Fax: +4021232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

OBPA3EL]

JEKJIAPALIMS

3a CpoKa Ha BATHIHOCT Ha odeprarta

Nonynoanucauust: Teonop VBanos 3aMpupoOB (mpume umena)
B KQUECTBOTO CH Ha YIPABUTEI

-~

(OnvorcHocm) >:
Ha ,.,EJITA 90M“ OO/ -

e
(HaumenoBanue Ha YHACMHUKA) Y

yYacTHHK B TIpOLEZlypa 3a Bh3JaraHe Ha OOWIECTBEHA NOPBUKA C MPEAMET. ,,,ZIoc/maaKa Ha
ouaznocmuxymu u koncymamueu 3a CITHH, eupycrhu xenamumu B u C, cucpunuc u opyzu
cexcyanno npedasanu ungexyuu no Hayuonanna npozpama 3a npeeeHyuA U KOHMpon Ha
XHUB u cexcyanno npedasanu ungexyuu 6 Penybnuxa Bvazapua 2017-2020 2. 3a
Hyscoume na cmpanama npe3 2018 2.”, exniousauia 44 060cobenu nozuyuu 3a 06ocobena
nosuyua Ne 16,

NJEKJAPHUPAMYUE:

CpoxsT Ha BaJIMJHOCT Ha Hacrosumlara odepra e 4 (J4ETHpH) Mecela, CUMTAaHO OT
JaTaTa, KOSATO € [0COYeHa 3a JaTa Ha IOjy4YaBaHe Ha odeprara ¥ NpeICTaBIIBA BPEMETO,
Tpe3 KoeTo cMe 0OBBP3aHHU C YCIIOBHATA Ha PEACTABCHOTO OT Hac MpeIoKEeHHIE.

JIATA: 14.05.2018 1. MOAMUC u
[MEYAT:

miz

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VHUKPEAUT BYABAHK, dusuan "Akcako8”; 1D No;//éG 130 469 816




5/10/2018 EUROIMMUN: Products

Po g meronines sy Lo e /ugwg/ﬁg/mé%

Products: Chlamydia (ELISA)

indications > Infections > Bacteria

Order no. Antibody specificity/ reagent/ analyte Ig class Species Format

E12191-8601 A Chlamydia trachomatis igA semi-quantitative 96 x 01
semi-quantitative

E12191-8601 G Chiamydia trachomatis IgG 2/20/200 RU/ml 96 x 01
2/20/200 RU/ml

EI2191-9601 M Chlamydia trachomatis IgM semi-quantitative 96 x 01
incl. IgG/RF absorbent semi-quantitative

£12192-9601 A Chlamydia pneumoniae IgA semi-quantitative 96 x 01
semi-quantitative

El 2192-9601 G Chlamydia pneumoniae 19G 2/20/200 RU/ml 96 x 01
2/20/200 RU/mi

E12192-9601 M Chlamydia pneumoniae IgM semi-quantitative 96 x 01
incl. 1gG/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 ,.2 )
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FEATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+359 2) 9832211 Sector 1 Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: + 381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +2381 112832850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @eltad0ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPALIAA

Honynonnucanust Teonop MBanoB 3amdpupos

(mpume umena) ot
B KA4€CTBOTO cU Ha Ynpasurel, Ha ,,EJITA 90M*“ OO/1, EUK (BYJICTAT) 130469816 , cbe - R
ceJlalHIIe U afpec Ha ynpasiedne rp. Codus, m.x. 1000, yiu. , Jdynas“ 19, Bx. A, er.1, an.2 ; -
YYaCTHHK B OOIIECTBEHA HOPBYKA C IPEAMET: ,,/[Jocmaska Ha OUAZHOCMUKYMU U
Kkoncymamueu 3a CITHH, supycnu xenamumu B u C, cupunuc u opyzu cexcyaino
npedasanu ungexuuu no Hayuonanna npozpama 3a npesenyua u konmpon na XUB u
cexcyanno npeoasanu ungpexyuu ¢ Penyonuxa boneapun 2017-2020 2. 3a nyscoume na
cmpanama npes 2018 2.”,

JAEK/TAPUPAM, YE:

OdeprpaHuTe MEIUIMHCKY M3MIENIMS Ca BKIIFOYEHH B CNHChKa 1o 9. 1, T. 1, Oyksa "6" ot
Hapen6ara 3a ycnoBusTa B peJia 3a ChCTaBSIHE Ha CIIUCBK HA METUIUHCKATE H3ACIHS 10 Wi
30a ot 3akoHa 3a MenauimHcKuTe u3genus /3MH/ u 3a onpenensine Ha CTOMHOCTTA, 10 KOATO
Te Ce 3aIUIalliaT, ¥ IpuaaraM ussneyenue oT Cnucpka no wi. 1, 1. 1, 6yksa "6" or Hapenbara
3a YCJIOBHSATA M PeJa 3a ChCTABAHE HA CIIMCHK Ha MEIMIUHCKUTE m3nenus rno 4i.30a or 3MHU
W 32 ONpENENIIHEe Ha CTOMHOCTTA, IO KOSITO TE CE 3alljallaT, OT KOETO H3BJICYCHHE € BHIHA

NpOJaXHATa II€Ha 1o cMuchia Ha §1, T. 29a ot 3MM, BBB BpB3ka ¢ §l, 1.4 or [/IP Ha
Hapenbara.

Jlara: 14.05.2018 r.
I'p. Codus
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ENEKTPOHHA BA3A AAHHW HA MEAMLIMHCKATE W3ENAA,
PENYBNANKA BBATAPUA 3A“n Alu AH“ c OBNKTBEHM CMCTBA

N3nmbAkvTEHa areHuus no

nexkapcrsata
£ KOHTAKTH NPOGWI HA 3ARBUTEN g V3XOA (7, yxA3aHMA 3A PABOTA IS ]
HAYANRO MEOMLMHCKW U30EMA WABNOHK 1 LOKYMEHTH HOPMATUBHA YPEJIBA HOBWUHW W CHOBLLEHS
TopceHe B caltTa...
TbpCy B MEAVLMHCKN M3AENUA Tvpeu B canta
neooUN Hauano / MeaUIMHCKN MIJENUa / MEAMLMHCKO u3penve

EUROIMMUN AG
MEANUMHCKO U3AEMNE

» Mpodwn Ha 3aRsuTen
i JIAHHW 3A 3ANUCA / INFORMATION FOR THE RECORD
* MeavUMHCKU uagenvs

» [annu 32 Mea. vigenus X .
HoMEp Ha MEAVLIMHCKO U3penve / Number of medical device Data Ha ce3gasarie / Creation date

T+ 3asBNEHVA 33 PerucTpaums 46279 12/12/2016 11:55

® Npopum fata Ha (opMynsp / Form date [flaTa Ha 3anmc Ha MA / Record date MD

» Mpomska wa napona 08/12/2016 11:06 12/12/2016 11:55 ;
x5, T e, EaTE T LT Homep Ha 3assuTen / Requestor number Novpeburencko ume / Usemame (j

1648 user_I8A88D
Homep Ha dopmynap / Number

55962

JAHHW 3A U3AENVETO / INFORMATION FOR THE MEDICAL DEVICE

Tun naeHTudmkaTop / Identity type VineHTudmkaTop / Identity

Koa Ha usnenve B CNUCHKa / Medical device code

06B5V15-01-01-06-0060795

[IAHHW 3A NIPOU3BOANTENA / IDENTIFICATION OF THE MANUFACTURER

WMe Ha npou3BoauTens, mbnHo / Manufacturer name, long

EUROIMMUN AG / EURCIMMUN AG

IME Ha NpOY3BOAWTENR, KPATKO / Name of the manufacturer, short
EUROIMMUN AG / EUROIMMUN AG

Bug xoa / Code type Ko / Code
EVK / EIK 135116900

Kop Ha cTpavarta / Country code

OE

rpaa / City MoweHckw xog / Postal code
Lubeck / Liibeck 23560 :,3
Ynuua, Homep / Street, number MoweHcka kytus / PO box b

Seekamp 31 / Seekamp 31

e 3a xonTakT / Contact person Tenegor / Phone

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

daxc / Fax E-mail / E-mail

+49 451 58 55-5%1 cagla.egretaud@eurmmmun.fr

NAHHM 3A JMUETO, KOETO MNYCKA W3AEMMETO HA MA3APA / IDENTIFICATION OF THE PERSON PLACING THE
PRODUCT ON THE MARKET

AME Ha TWMLIETO, KOETO NYCKa UBARIMETO Ha nasapa / Name of the person placing the product on the market
“ENTA 90M" OO / ELTA 90M LD

Bua koa / Code type Koa / Code

https://meddev.bda.bg/bg/my_md_details/46279
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EVK [ EIK 130469816

Koa Ha crparaTa / Country code

BG

Koa Ha obnacT / Region code O6wwHa / Municipality

SOF /

pag / City NoweHexm kop / Postal code
Cotwms / Sofia 1000

Ynuua, romep / Street, number Mowencka kyTus / PO box

yn. "Qynas" N 19/ 19, Dunav

Nuue 3a koHTakT / Contact person TenegoH / Phone
PapocTuk Pages / Radostin Radev +359 2 983 9649
dakc / Fax E-mail / E-mail
+359298322 11 office@elta90.eu

[LAHHW 3A THPIOBELIA HA EAPO / IDENTIFICATION OF THE WHOLESALER

Wme Ha Teproseua / Wholesaler name

"ENTA 9OM" OOL, / ELTA 90M LTD.

Bua koa / Code type Kon / Code ‘,‘V
ENK / EIK 130469816 . //)
Koa Ha cTpamaTa / Country code 4 L)

8G y; .

Koa Ka obnact / Region code O6wwHa / Municipality *

SOF /

Fpaa / City MougeHcku koA / Postal code

Cotua / Sofia 1000

Ynuua, HoMep | Street, number NoteHcka kyTua / PO box

yn. "Qynas” N 19/ 19, Dunav

Nuue 3a xoHTakT / Contact person TenedoH / Phone

PapocTur Pages / Radostin Radev +359 2 983 9649

Pakc / Fax E-mail / E-malil

+359298322 11 office@eltad0.eu

Homep Ha pa3pellieH1e 33 ThProBUA Ha &APO C MEAULIMHCKN [laTa Ha Pa3peLLeHne 33 THProBUS Ha eAPO C MEANLIMHCKM
wanenus / Number of authorization/certificate for wholesale wanenns / Date of authorization/certificate for wholesale trade
trade with medical devices with medical devices

1V-P-T/MU /050 20/09/2007

OBLUW MEANUMHCKI AAHHW 3A W3AENWETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MEANLIMHCKOTO wanenvie / Category of the medical device
06 - ViH BUTPO AMArHOCTUYHY nasenmns / In vitro diagnostic devices

Puck knacudukarop / Risk clasification

PearThe 1 NPCAYKTY OT PEAKTUBH, BKIUOUHTENHO CHOTBETHUTE KAnMBPATOPY ¥ KOHTPONHYI METEPKaNK 3a Onp

e
CRepHTE HOBEIKM UH(BEKUMI: LUTOMETA/NIOBUDYC, xnamuans / Reagents and reagent products, inclding related ¢

control materials, for determining the following human infections: cytomegalovirus, chlamydia j‘/

AHaToMMuHa rpyna / Anatomical group o

PazHit / Various

Tun koa / Code type CroiiHocT Ha koa / Code va’u;\\

EDMS 15-01-01-06-00 b

TewepuuHa rpyna / Generc group Mogaen / Model

/ /

Vime / Name AnTepHatveHo ume / Alternative name Sy /
&

ELISA anti-Chiamydia trachomatis IgM / ELISA anti-Chlamydia  / 1%"-41/‘

trachomatis IgM

OMUCAHUE HA MEAULIMHCKOTO M3AE/ME / DESCRIPTION OF THE MEDI DEVIC]

m |

https://meddev.bda.bg/bg/my_md_details/46279 11.5.2018 r.
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Cuvcras / Ingredient Bua Ha mMaTepuana / Material type
/

Bpoit uanenms B eaHa onakoska / Number in one package ronemuHa / Volume
96 /

Pa3mep / Size Terno / Weight
/ /

CreunduuHv o3Haqerus / Specific indications

/

XapaktepucTuky / Characteristics

[+ Crepunrocr / Sterility

7" viamepsaw / Measuring

[ Nexapcreero Bewectso / Drug substance

i Marepuan ot xusoTUHCKK Apouaxon / Material of animal origin
[..: Domawwwo npeanvcarme / Domestic prescription

™" BonnuaHo npeanucanuwe / Hospitat prescription

NPEAHA3HAYEHO AEACTBWE, ONPELENEHO OT NPOW3BOANTENS / INTENDED ACTION BY THE MANUFACTURER

MNpeaHa3arauexme / Purpose

/

Ynorpeba / Usage

MHorokpaTHa ynoTpeba / Reusable
KaTanoweH Homep / Number in catalog

El 2191-9601 M

YCnoeus Ha CexpareHue / Storage conditions >
/ //1
[pyru [ Others ke

/

MPUHALJTIDKHOCTY, KOHCYMATUBH / ACCESSORIES, CONSUMABLES

' NpuHagnexHOCT, KOHCYMaTVBK | ACcessories, consumabies

OBLUW THPFOBCKW AAHHW / GENERAL TRADE INFORMATION

Homep Ha perucTpaums B VAN unn yeeaoMnenve A0 wan/
BDA registration number

[DlaTa Ha nyckaHe Ha nasapa B Penybnuka Bunrapus / Release
date for the market in Republic Bulgaria

NpopaxHa uera ¢ AAC (BGN) / Selling price with VAT (BGN)
522.00
Homep Ha CE ceptudmkar / CE certificate number

HL 60076864 0001

Bewuki npasa 3anasenu © 2018 W3MBHUTENHA ATEHLIAA MO NEKAPCTBATA

BGOS51PO001-6.2.14 "Cb3aBaHe Ha ENEKTPOHHS 6333 ABHHM HA MEAULIMHCKMA u3nenus, 3annawani ¢ 0BWECTBEH CPGACT!
[POEKTET CE& OCLLIECTBABA ¢ PUHAHCOBATE NOAKPENA Ha Onepatusha MporpaMa "PassuTie Ha HOBEILKK pecypcu’”, ChprHaHCMpana

EBponeickis counaner HoHA Ha EBPONECKNA Chi03

. ECE"

£BPOMNENCKI COUMANEH OOHL

4

4,

https://meddev.bda.bg/bg/my_md_details/46279

Nara Ha pernctpauus 8 VA1 uni yeeaoMnenve Ao VAN / BDA
registration date

[lata Ha NpekpaTsBaHe Ha Pa3pelueHne/yaocToBeperme 3a
THPrOBUA C MEANLIMHCKM M3aems | Date of termination of the
permit / certificate of trade in medical devices

MpoaaxHa uea ¢ AC (EUR) / Sefling price with VAT (EUR)
261.00

NaTa wa u3tnuare Ha CE ceprvdukat / CE certificate
expiration date

28/05/2017

7

W
P
ov LY

EBPOMENCKN CbIO3

5.2018 r.



PENYBNVKA BBJITAPNA
-" M3nbAHNTENHA areHIYnA NOo sieKapcTBarta
Qs REPUBLIC OF BULGARIA

Bulgarian Drug Agency

MAN - 104 [ty 07 1 3
A0

JI-P TEOJOP 3AM®HPOB
YIIPABHUTEJ

»EJITA 90M” OO]

PAHOH OBOPUIIE

VI ,AYHAB” Ne 19, BX. A, ET.1, AIl.2
1000 CO®HNS

Ha pam Ne 50/25.04.2018 1.

OTHOCHO: Hckane ¢ Bx. Ne IAL-17505/25.04.2018 3a npepocraBsse Ha HHPOpMatus 3a
perucTpupan JaHH¥ B V3nenHuTenHata arenuus no nekapcersa (MAJI) 1 EUDAMED 3a
MHIMJEHTH/MOTEHIMAIHA HHIMASHTH C MEUIHHCKH H3JeNHs, KaKTo U 3a 610KHpaHH HiIHn
U3TETJIEHH NapTHAX

YBAXKAEMMU I-P 3AMO®HPOB,

B otroop Ha Bame uckane ¢ ropenocodesus Homep By yBenomsasaM cineHoTo:

Ilpn HanpaBena crnpaBka kbM jAarta 26.04.2018r. ce ycTaHOBH, Y€ Npe3 MOCHETHHUTE
nee rogunn B UAJT u 8 EUDAMED HsMa perucTpupaHy JaHHH 32 HHIHACHTH/TOTCHIHAIHH
WHUMIECHTH, KaKTO U 3a GJIOKApaHH WM W3TETJICHU NapTHAH 3a H36poeHHTe B Tabnunara mno-
JIOJIy MEIUIIMHCKY M3JIENHs C TOCOUEHHTE KaTaJIoKHHU HoMepa:

CnuchbK Ha MEANIHHCKHTE H3JC/Ius

Tbproecko HaMMeHOBaHHE HA Kart. Homep IHpousBoauren

NPOAYyKTa

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, Uranus

ELISA HBsAg SAG1ULTRA.CE.96 | Dia.Pro Diagnostic Bioprobes
SAGIULTRA.CE srl, Utanus

HBsAg confirm SCONF.CE, Dia.Pro Diagnostic Bioprobes
SCONF.CE .40 srl, Urannsa

ELISA Chlamydia trachomatis IgG EI2191-9601 G Euroimmun, I'epmanns

ELISA Chlamydia trachomatis IgM EI12191-9601 M Euroimmun, I'epmManu

ELISA Chlamydia trachomatis IgA EI12191-9601 A Euroimmun, I'epmanus

ELISA Toxoplasma gondii IgG E12410-9601 G Euroimmun, I'epmannsg m %

ELISA Toxoplasma gondii IgM EI 2410-9601 M Euroimmun, [ epMan vo \

ELISA Toxoplasma gondii IgA EI 2410-9601 A Euroimmun, TepMatfi®/p... 4 | \2

Thayer-Martin Agar 11040 Liofilchem, I/I'ramm[ wil - A1 ],




" | Chocolate Agar 10023 Liofilchem, Urtanus
"| MIC Test Strip Cefixime 92060 Liofilchem, Utanus
MIC Test Strip Ceftriaxone 92043 Liofilchem, Utanus
MIC Test Strip Azithromycin 92030 Liofilchem, Uranus

C yBaxenue,

JOH. ACEHA CTOUMEHOBA, 1@

H3nvanumenen Oupexmop

Codusa 1303, yn. Hamsn I'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




FATA 90 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
Tel.: (+ 359 2) 9839649, 9832209

Fax: (+359 2) 9832211

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

Nr.22A, Nicolae G. Caramfil
Sector 1, Bucharest; ROMANIA
Tel: +4021 232 26 94

+4021 232 26 95
Fax: +4021 232 26 96
Mobile phone: +40 7313 16076

ELTA 90 Medical Research S.R.1. l

JIEKJIAPALIASA

Honynoamucanust Teomop MBanos 3amdupos
(mpume umena)
B Ka4e€CTBOTO CH Ha YnpasuTel, Ha ,,EJITA 90M*“ O0JI, EUK (bYJICTAT) 130469816 , cne
CeAamuue 1 anpec Ha ynpasienue rp. Copus, n.x. 1000, yx. ,Jynas“ 19, Bx. A, er.1, an.2 ,
Yy4aCTHHK B oOOlieCTBEHa mNOpbYKa ¢ npeamer: ,JlocraBka Ha AHATHOCTHUKYMH M
koncymatusu 3a CIIUH, BupycHu xemarutn B u C, cudmanc u APYTrH CeKCyaJIHO
npexaBany nHdexunn no Hanmonanina nporpama 3a npeBeHuus u kouTpos Ha XHB u
CeKcyaHo npeaaBaHu uHpexknuu B Peny6ianka Buarapus 2017-2020 r. 3a HYKJAUTE HA

cTpaHaTa npe3 2018 r.”,

HAEK/IAPHPAM, YE:

ELTA 90 Medical Science DOO
Svetoq Klimenta 26

11050 Belgrade; SERBIA
Phone: +381 11 2832 650
Fax: 4381112832 850
office @elta90ms.com

S5
i
/

A

O6wmecTBeH dong

AbpxaBa

H30K

bearapus

Hara: 14.05.2018 r.
I'p. Codus

HAEKJIAPATOP:....|{;
/-p Teomop

mg_)HOB —

IBAN (8 re6a): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, usuas "AxcakoB";

ID No: BG 130 469 816



"H-JIAHT'YA" EOOJ E-LINGUA Ltd.

rp. Cogus, 6yn. Anxo Caxnios 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
tea./paxc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12

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

AreHIHS 33 NPeBONH Translation Agency
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/ TUVRheinland

CEPTUO®UKAT

_ Cepradunmpamusr opras Ha
TUV Rheinland LGA Products GmbH

¢ HACTONIIOTO YAOCTOBEPABA, Y€ KOMIIAHHATA

EUROIMMUN 3
Medizinische Labordiagnostika AG : ‘ F
3eexamn 31 i

23560 JIobex 13
T'epmanusn p

€ YCTaHOBWJIA ¥ TIpUJIara CHCTEMa 3a YNPaBJIEHHEe Ha Ka4eCTBOTO
Ha MeIMIMHCKHTE H3Jens
3a cJIefHHUs 00XBaT:

TS

Jetaiinure ca B IPWIOKEHHETO

I'lpeJmCTaBe}m ca JI0Ka3aTeNiCTBa, Ye U3NCKBAHMATA, IOCOYEHU B

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012 k

T IR KT IO Y ORI

Cca U3NbJIHEHH.

CucTemara 3a ynpasJieHHe Ha KauecTBOTO NOJJIEXKH Ha rouIleH Haa30p. E
B cuna oT: 19.05.2017 r. i:
PerucTpaluoHeH HoMep Ha ceprudukara: SX 60118882 0001 ;
Wssbpiien e oanT, Joxazg Ne: 21264033 001
CepTuKaThT € BAIMAEH H0: 30.03.2019 r.

CepTHdHuuMpall OPraH
/nodnuc ne ce ueme, nevam/
unsy. k. CeeH XopMan

Hemcku
OpraH no akpeauTaLuuTe
D-ZM-14169-01-02

Hara: 19.05.2017 r.

TUV Rheinland LGA Products G
Ten.: +49 221 806-1371, dakc: +49 221 806-3935, e-




AN ST AN AR
TETTANY

e AT AT Y

Iy,

i

IIpuioxenune KM
Ceptudnxar
Perucrpauns Ne
Hokaan Ne

Opranusaunsi:

OoxBaTt:

({ DAKks

Hara: 19.05.2017 r.

Hemckn . 27
OpfaH Mo aKPEANTALMUTE m =
D-ZM-14169-01-02

S TS e oy PO S ST - P L RS PO 8 el Eme o i g

TUVRheinland

L7
o Hoxymenr: 1/3, pen.0

J

TUV Rheinland
LGA Products GmbH
Tummmpace 2, 90431 Hiopubepr

SX 60118882 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 JIwGex

T'epmanun

TIpoexTnpaHe 1 pa3paboTka, NPOU3BOACTBO, CEPBH3 M NPOJaXOH Ha
HMYHOOHOXMMHYHH CHCTEMH, NMYHO(TyOpeCLIEHTHH TECTOBE, CUCTEMH 3a
MOJEKYJIApHA ANArHOCTHKa/ TeHETHYHH TECTOBE M TECTOBE 3a ONpPEJCIsAHE Ha
NaTOTEHN U aHam3aTopy/ codTyep 3a UH BUTPO MATHOCTHKA.

Bxoyenu obekTH:

- EUROIMMUN Medizinische Labordiagnostika AG
3oHenbepr 9, 23627 'poc I'pponay, I'epManys

ﬂeﬁHOCTHI Hpomsoucmo Y KOHTPOJ HA KA4Y€CTBOTO

— EUROIMMUN Medizinische Labordiagnostika AG
Bopn 24, 23627 I'poc I'pyonay, I'epmanns

Je#noctr: ITpou3BOACTBO U CEPBU3 Ha COMOTYECPHH pEllieHHs 3a NPUIICKEHHS
NPH MH BUTPO AUATHOCTHKA.

. % Cepraduumpam opran
L BT nodnuc ne ce ueme, nevam/

Gokignr:s




L: ¢ PRI BN AR K, S i T R,

IIpuaoxenue Kum
Cepruduxar
Perncrpaums Ne
Jdoxnag Ne

Opranuzanus:

O6xBar:

Harta: 19.05.2017 r.

A5 TOVRheinland
/

/ Hoxymenr: 2/3, pen 0

¥

TUV Rheinland
LGA Products GmbH :
Twimmpace 2, 90431 HiopuGepr

SX 60118882 0001
21264033 001 3

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 Jiobex

I'epmanusn

Bxmoyenn obexTH:
— EUROIMMUN Medizinische Labordiagnostika AG
LWnocwpace 11, 91257 Heruun, lepmanus

Hetinoctu: TIpou3BOACTBO ¥ cepBu3

- EUROIMMUN Medizinische Labordiagnostika AG :
Bepxuipace 2-22, 23942 Jlacay, I'epmanus ]

HeiinocTy: TIpon3BoaCcTBO, KOHTPOJ Ha KA4ECTBOTO, CKIANHPaHE 1
Juctpubyuus

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

Heiinoctu: Ipoussoactao

Ceprudnunpam oprau
" =/NnQonuc He ce yeme, neuam/

R i[nnn.ﬁmm. Ceen Xodman
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/7 TOVRheinland

Hokyment: 3/3, pea.0

TUV Rheinland
LGA Products GmbH
Tuanmpace 2, 90431 HiopnGepr

Ilpuioxkenne KpM

Ceprudukar
Perncrpauus Ne S$X 60118882 0001
HNoxnan Ne 21264033 001
Oprannzanms: EUROIMMUN ?
Medizinische Labordiagnostika AG
3eexamn 31
23560 JioGex 1
Tepmanus f
3
Oo6xBaT: Bxmouenu obexTu:

~ EUROIMMUN Medizinische Labordiagnostika AG
IMnuiicanTuan 1, 02748 bepuiuat, 'epmanus

koo sinTd

Jeitnoctu: IlponssoacTeo

— EUROIMMUN Medizinische Labordiagnostika AG ’
Tpase 1, 23 923 3enmcaopd, 'epmanns 4

Heiinoctu: Ilpoextnpane u pazpaboTka, 1 NpOU3BOJCTBO

CepTudunnpawm opray
/noonuc ne ce yeme, nevam/

{( pAKKs

oo s . i Qi AR 2B E N M

Hemcku
OpraH no akpegnraumure
D-ZM-14169-01-02

. uix. Cpen Xopman

Jata: 19.05.2017 r.

E!
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[Noanucanara, Kpuctuna BpatoifueBa, ynocToBepsBaM BEPHOCTTa Ha H3BBPIIEHHA OT MEH MpEBOA OT
aHMMiCKM Ha OBArapckH €3MK Ha NpHIOXKEHH gxmggmea;r: Ceptudukar. [IpeBoapT ce cserou OT 4

/deTHpH/ CTpaHHLK. 5 / (b B A
[IpeBonau: Kpuctuna BparoiiueBa . // \‘23’
; :



TUVRheinland
Certificate \
]
The Certification Body of WV

TUV Rheinland LGA Products GmbH

hereby certifies that the organization

EUROIMMUN
Medizinische Labordiagnostika AG

Seekamp 31

23560 Liubeck
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

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012

are fulfiled’ The quality management system is subject to yearly surveillance

Effective Date. 2017-05-19

i
Certificate Registration No.. SX 60118882 0001 Qﬁ) ;
An audit was performed. Report No : 21264033 001

This Certificate is valid until 2019-03-30

Certification Body

( DAkks

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-05-18

TUV Rheinland LGA Products
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TOV Rheinland Doc. 1/3, Rev.o
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg 7

O

Attachment to
Certificate 2
Registration No.: SX 60118882 0001
Report No.: 21264033 001
Organization: EUROIVIMUN

Medizinische Labordiagnostika AG

Seekamp 31 ‘

23560 Libeck

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

immunobiochemical Systems, immunofluocrescence test systems,
molecular diagnostic/genetic test systems and

test systems for the determination of pathogens

and analysers/software for in vitro diagnosis

Sites included:

- EUROIMMUN Medizinische Labordiagnostika aAg
Am Sonnenberg 9, 23627 Grof Grénau, Germany

Activities: Production and quality control

- EUROIMMUN Medizinische Labordiagnostika Ag
Am Born 24, 23§27 Groff Grénau, Germany

Activities: Production and service for software solutions
for IVD applications (>j
4

( DAKKs

Akkredmerun}'gﬁsteﬂ N
D-ZM-14169-01‘;92@ ~ P

Date: 2017-05-1 9




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

Deutsche

(%bAkkS

Akkreditierungsstelle
D-ZM-14169-01-02

53NN

TUVRheinland

X

TUV Rheinland poc. 2/3, Rev.o
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

o

O

SX 60118882 0001 '
21264033 001

EUROIVIMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschiand

Sites included:

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

Activities: Production and service

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

Activities: Production, quality control, warehousing and
distribution

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

Activities: Production

B

; Certification Body

Date: 2017-05-19




| TUVRheinland

TUV Rheinland poc: 3/3. Rev.o
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate /

Registration No.: SX 60118882 0001 )

Report No.: 21264033 001 -

Organization: EUROIMMUN /
Medizinische Labordiagnéstika AG
Seekamp 31

23560 Liibeck
Deutschland

Scope: Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG

Am Pliefinitztal 1, 02748 Bernstadt, Germany
Activities: Production

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

Activities: Design and development and production

({ DAKKS
“r. . Deutsche

© Akkrediterungsstelle
D-ZM-14169-01-02

Date: 2017-05-19




"H-JIMHTYA" EOOX E-LINGUA Ltd.
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Ten./dakc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12

e-mail: office@elingua bg; www.clinguabg  e-mail: office@elingua.bg; www.elingua bg
AresHns 3a mpeBonn Translation Agency

IlpeBoa oT aurnumiicky e3uk

frlodde e Rl B S ey T S L S e m Y sk e e T T T TN A s s S LT i
b

CEPTUOUKAT fg

. Cepruduumpammnar opran na /
TUV Rheinland LGA Products GmbH

C HACTOHALIOTO YaocroBepsBa, ye Komnammra

/
EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 Jrwobex
I'epmanus

LR M A A e T e, T

€ YCTaHOBHWJIa M MpUJIara CHCTEMA 3a yNpaBJieHHE Ha KAY€CTBOTO
Ha MEAMLWHCKUTE U3JIeNns
3a clieAHUSA 0OXBarT:

A

Hetaiinute ca B npunoxeHueTo

anIIOCTaBCHH Ca oKa3aTesIcTBa, ye H3MCKBaHMATA, MTOCOYEHU B

EN ISO 9001:2008

Ca M3MTbJIHEHH.

Cucremara 3a ynpasJjieHH€ Ha KaYyeCTBOTO NOAJIEXKH Ha I ORHILIEH Haa30p.

B cuna or: 19.05.2017 r.

Peructpaumonen Homep Ha ceptudukara:  SY 60118897 0001

W3ebpuen e oxur, Joknan Ne: 21264033 001 i
CepTuguxarst e Banuzen o 14.09.2018 r. H

Cepruduuupaiy opran
/modnuc ne ce weme, newam/

Hara: 19.05.2017 r. Aunn. unx. Ceen Xogman

TUV Rheinland LGA Products GmbH — Tnanmpace 2 — 90431 Hiopu6epr E
validity@de.tuv.com, http:/f'www.tuv.com/safety




Toml o s B Pt S SO P o Yo

I s e

Ipuaoxenne kpm
Cepraduxar
Perncrpanus Ne
Hoxnang Ne

Opranusauus:

O06xBar:

TUVRheinland

Hoxyment: 1/3, pen.0

TUV Rheinland
LGA Products GmbH
Tranmpace 2, 90431 Hiopu6epr

SX 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 JIo6ex

I'epmannsa

ITpoexTupane n paspaotka, npoussoncteo, o6yyeHue, cepBu3 U npogax6u
Ha HMYHOOHOXMMHMYHH CHCTEMH, HMYHO(YOpECLIEHTHH TECTOBE, CHCTEMH 3a
MOJIEKY/IApHA ANarHOCTHKA/ FeHETUYHH TECTOBE M TECTOBE 3a onpesesHe Ha
NaTOreHn M aHanH3aTOpu/ CopTyep 3a HH BUTPO QHATHOCTHKA 1pH Xopa u
XHBOTHHU.

Bxmouenu obektu:

- EUROIMMUN Medizinische Labordiagnostika AG
3onenbepr 9, 23627 I'poc Mpronay, I epMaHud

HeiiHocTy: ITpOM3BOACTBO M KOHTPOJI Ha KaYeCTBOTO

~ EUROIMMUN Medizinische Labordiagnostika AG
Bopu 24, 23627 I'poc I'psonay, Mepmanns

Heintnocty: TIpoussoacTso M ceppus Ha COOTYEPHHU PEIEHHs 33 NPHIOKEHUS
NIPA WH BUTPO IMarHOCTHKa.

Ceptuédnuupam opran
/noonuc ne ce ueme, nevam/
Hurnn. umx. Ceen Xodman

T

T

LML Z e L S e




TR A

ST St

Hpuaoxenne kuLm

Ceprujnxar

Perucrpauns Ne

Hokaag Ne

Opraumsauus;

Ob6xBar:

\wq Hoxymenrt: 2/3, pea.0
TUV Rheinland »

LGA Products GmbH
Tuanmpace 2, 90431 HiopuGepr i

SX 60118897 0001
21264033 001

EUROIMMUN

Medizinische La bordiagnostika AG
3eexamn 31

23560 JoGex
I'epmanus

Bxioyenu o6extu:

- EUROIMMUN Medizinische Labordiagnostika AG
Mnocwpace 11, 91257 Hernnu, T'epmanus

HAe#inocrn: Ipoussoactso u CepBU3

- EUROIMMUN Medizinische Labordiagnostika AG
Bepkmipace 2-22, 23942 Hacay, I'epmanus

He#inoctu: ITponssoacrso, koutpon na Ka4eCTBOTO, CKNaaupaHe u
JUCTPUOYnHs

- EUROIMMUN Medizinische Labordiagnostika AG
Kpennen 1, 02747 XepHxyt, I'epManus

He#inocrn: IMpoussoacteo

Ceprudmunpam opran

/nodnuc ne ce yeme, neyam/

Aunn. unx. Ceen Xodman




Hpuaoxenne kbm
Ceprudukar

i Pernctpanus Ne

,; Jokaag Ne

Oprannszauus:

O6xBart:

Hata: 19.05.2017 r.

. f
TUV Rheinland I
LGA Products GmbH J
Tunnmpace 2, 90431 Hropu6epr

SX 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 JIrobex

I'epmannsn

Bxnrouenu obextu:

- EUROIMMUN Medizinische Labordiagnostika AG
IlnnficauTnan 1, 02748 Bepumar, I'epmanus

Heitnocru: Ipouseoacteo

- EUROIMMUN Medizinische Labordiagnostika AG
Tpase 1, 23 923 3enmcnopd, Fepmanus

Hefinocrn: INpoextupane n pa3paboTka, 1 NpoH3BoOACTBO

CepTudnunpau opran ;
/nodnuc He ce yeme, newam/ ;l
HAunn. unx. Ceen Xodman "

TUVRheinlang

Hoxymenr: 3/3, pen.0

i
et

Ioanucanara, Kpucruna bpatoiiuepa, ynocropepssam BEPHOCTTA Ha M3BE

GHTIMACKM Ha Gbarapcku
/9eTHpH/ cTpanuum.

Ilpesonau: Kpuctiua Bparoituepa

€3MK Ha NpUIOXKEHHS zquymerm. Q\epmnbnx /4%




"17, i @)
TUVRheinland

Certificate

} The Certification Body of
TUV Rheintand LGA Products GmbH

W

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 Numberg

Tel +49 221 806-1371 Fax +49 221 808-3935 e-mail.cert-vahdity Ihww tpv comy afetf




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

Date: 2017-05-19

TUV Rheinland poc. 1/3, Rev.o
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

N
SY 60118897 0001 '
21264033 001
EURCIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

Design and development, production, training, service

and sales of immuncbiochemical 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 S, 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




e T

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Date: 2017-05-19

TUV Rheinland poc. 2/3, Rev.0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg N/
]

o,

SY 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

Sites included:

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

Activities: Production and service

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

Activities: Production, gquality control, warehousing and
distribution

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

Activities: Production




N ®
TUVRheinland

TUV Rheinland poc. 3/3, Rev.o
LGA Products GmbH
TillystraRe 2, 90431 Nignberg

D

Attachment to :
Certificate /
Registration No.: SY 60118897 0001 '
Report No.: 21264033 001
Organization: EUROIMMUN

Medizinische Labordiagnostika AG

Seekamp 31

23560 Liibeck

Deutschland
Scope: Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Plieflnitztal 1, 02748 Bernstadt, Germany

Activities: Production

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

Activities: Design and development and production

Date:




"H-JIHHT'YA" EOOX

3 2 *
A 1YY | €) rp. Codus, 6yn. Suxo Caxb3os 10
C"'hngua Ten./paxc: (02) 846 84 12

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

E-LINGUA Ltd.

Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
tel./fax: (+359 2) 846 84 12

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

AreHmus 33 NpeBoAR

[IpeBon OT aHIMMHACKH €3UK

!
EC CEPTI/I(I)I/IKAZ[

Translation Agency

e,

TUVRheinland

HAnpextusa 93/42/EEC, Anekc 11, ¢ nskawouenne Ha Pasxenn 4 u 6,
CucTema 3a IbJIHO OCHIYPSBAHE HA KAY€CTBOTO
MeanumMHCKH M31€JIHs 32 HH BHTPO JHATHOCTHKA

Perncrpauuonen Ne: HL 60118880 0001

- Hoxuan Ne: 21264033 001

IlponsBoauren: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 LJIwobex
I'epmanus

HpoaykTn: - HMyHOOHOXMMMYHH TECT CUCTEMH

—  HMyHOGnyopecueHTHH TECT CHCTEMH
- Tect cucteMH 3a OTIpeAEIIAHE Ha MATOT€HH

3amens Ceprudukar ¢ perucrpaunoner Homep: HL 60076864 0001

Jdara Ha Banuanocr: 17.05.2022r.

C nacrosoTo HOTHGHLIMPAHUAT OpraH JAeKJapHPa, 4e 33 M3GpoeHHTE NMPOAYKTH ca CHa3eHH
H3NCKBAHNATA Ha AHexkc II, ¢ uskmouenne Ha Pasgesn 4 u 6 or /IlmpextnBa 93/42/EEC.
\ ITocoueHusnT Mo-rope NpoHU3BOANTE)] € BLBEJ H NPHJIAra CHCTEMA 32 OCHFYpSBaHe Ha KA4eCTBOTO,
_ KOfIT0 NOAJNEKH Ha nepHoAHYeH Haa30p, onpeaenen or Anekc II, Pasmen 5 or cnmomenarata
NHpeKTHBA. 3a nyckaHe Ha nazapa Ha usjesns of COHCBLK A, KOMTO ¢a 00XBAHATH OT HACTOSILIUA
ceprudukat, ce ninckBa EC Ceprudukar 3a m3nnTBaHe Ha THNA, CHIUIACHO M3HMCKBAHHSATA HA

Anexc IV, pasaen 4 » noTBbpXaeHHe OT IPOH3BOANTEIA HA IPOAYKTHTE, cbriacHo Pasaen 6.

Jara Ha BJIM3aHe B CHJIA: 18.05.2017 r.

Hara: 18.05.2017 r.

Hotudnuupan opran
/noonuc ue ce yeme, neyam/
JAnni. naxk. Ceed Xopman

TUV Rheinland LGA Products GmbH - TillystraBe 2 — 90431 HiopuGepr

TUV Rheinland LGA Products GmbH e HoThduuupan opran ¢ naentudukannonen somep 0197
corinacHo JInpexrusa 93/42/EC 0THOCHO MEAMLMHCKUTE W3AEIIHS 32 UH BUTPO IMarHOCTHKA.




R R e A SN IR o T L T M T L T Y S Y s T LY st

P W —C pp—p Y

L S oA

e o s A e R A R I 1

r T T

IIpunoxenue Kum

Cepruduxar
Perncrpauus Ne
Hoxnan Ne

Opranuzauns:

Bxmouenu obexTi:

\'\"\f\

i Jloxymenr: 1/4, pea.0

V

TUV Rheinland
LGA Products GmbH
Tuanmpace 2, 90431 HiopuGepr

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 JIoGek

I'epmannsn

-~ EUROIMMUN Medizinische Labordiagnostika AG
3onenbepr 9, 23627 'poc I'peonay, Nepmanus

Heiinoctu: IIpou3BoACTBO M KOHTPOI Ha KAYECTBOTO

— EUROIMMUN Medizinische Labordiagnostika AG
Kpennen 1, 02747 Xepuxyr, I'epManus

Heitnocru: Ipoussoactso

~ EUROIMMUN Medizinische Labordiagnostika AG /

Hlnocupace 11, 91257 Meruun, Nepmanus

Hernoctu: IIponsBoacTso 1 cepBu3

Cepruduuupa oprax
/modnuc He ce ueme, newam/
Hunn. yrxk. CeeH Xodman

I GBI e T, 2

I s e e p Tt
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TUVRheinland
h] "\ Hoxymenr: 2/4, pen.0
,-‘\)
TUV Rheinland

LGA Products GmbH
Tnmumpace 2, 90431 Hiopu6epr

Ilpunoxenne knm

Ceprudukar
Perucrpaumsa Ne  HL 60118880 0001
Joxnag Ne 21264033 001

Oprannsauus: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 Jo6ex
F'epmanns

Bxmoyenu o6ekty:

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

HeiinocTu: Jleitnocty: Ipoussoacrso, KOHTPOJI Ha Ka4€CTBOTO, CKIIAMPaHe ¥ AUCTPHOY LU

~ EUROIMMUN Medizinische Labordiagnostika AG
InniicanTuan 1, 02748 Bepuuar, Iepmanus

Heiinoctu: IpousBoacTso

— EUROIMMUN Medizinische Labordiagnostika AG
Tpase 1, 23923 3enmcaopd, lepmannsg—-
’/"/ \h“j_{’ !f e

-~

Heiinoctu: [poussoacTrO

Fripy,

/" Cepruduunpam opran
P i /noonuc ue ce veme, nevam/

S

¢+ Huann. uax. Ceen Xogpman

Hara: 18.05.201?'5r,
i f
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¥
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TUVRheinland
\
i Hoxymenr: 3/4, pen.0
i/

b
TUV Rheinland
LGA Products GmbH
Tuanmpace 2, 90431 HiopuGepr

Ilpnaoxkenue kbm
Ceprudukar
Perucrpauus Ne
Hdoxaag Ne

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 JIwbex

TI'epmanus

Opranuzauus:

Brurouenu onpoayxru:

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

(18G, IgM, Avidity IgG, CSF IgG, IgA)

Anti-Rubella Virus ELISA

(IgG, 1gM, Avidity IgG, CSF IgG, Glycoprotein IgM)

Anti-CMV-IIFT (IgA, IgG, IgM, Avidity IgG)

Anti-Chlamydia trachomatis UFT (IgA, 1gG, IgM)
Anti-Chlamydia pneumoniae UFT (IgA, IgG, IeMy ...
Anti-Toxoplasma gondii UFT (IgG, IgM, Avidity 1gG)
Anti-Rubella Virus UFT (IgG, Avidity IgG) H

-

CepTuduuupam oprau
/noonuc ue ce yeme, neuam/

JHara: 18.05.2017 r. Junn. unx. Ceen Xodman

o

PRI o ety

TR T




NS DIRE o 5.t SR Y 0 e ORI £ . o e SRS A Ol * ot Oy B R R S Y A 2 P E N W U W St W T TR RL A0 g N L ED S Cey s

3 TUVRheinland

| I8! 4
\
« 3

; ,) Jloxymenr: 4/4, pen.0
TUV Rheinland ;
LGA Products GmbH )
Tuanmpace 2, 90431 Hiopnbepr
3
IIpnnoxenne KbM §
Cepruduxart L
Perncrpanua Ne  HL 60118880 0001 §

Hoxnag Ne 21264033 001 3

Opranusauus: EUROIMMUN

fbalimatliiebmppey i oot il
oy

Medizinische Labordiagnostika AG ]

@ 3eexamn 31 j
| 23560 Jrobex :
I'epmanns 4

BxJroyeHn onpoayKTH:

Anti-Chlamydia trachomatis MIF (IgA, IgG, IgM)
Antl-Chlamydia pneumoniae MIF (IgA, IgG, IgM) 3
5| Anti-Chlamydia psittaci MIF (IgA, 1gG, IgM)

|

Anti-Rubella Virus Westernblot (I2G) 1

Anti-Chlamydia trachomatis-EUROLINE-WB (IgA, 1gG)

Multimarker korTpon# 3a Euroimmun ELISA

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

EUROATrray STI

H

noonuc He ce weme, neyam/
Hara: 18.05.2017 r. Hurun. umx. CBeH XodMman

B ST e TS LE WX LA e BT i B ST T 3 T e BT S T SO M DO ST IR AT ML e T L M T e IS T ST e i T

TMoanucanara, Kpuctuna Bparoiiuesa, yzocToBepsBaM BEPHOCTTa Ha U3BBPIIEHHA OT MEH NpEBOA OT ;
aHrMICKY Ha GBArapcKM e3HK Ha MpUioxkeHus AokyMeHT: Ceptudukar. IIpeBOABT ce ChCTOM OT 5 (IIeT)
CTpPaHHLM.

IMpeBonau: Kpuctuna bparoituesa
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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
AL
Manufacturer: EUROIMIMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

Products: - Immunobiochemical test systems
- Immunofluorescence test systems
Test systems for the determination of pathogens

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 A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and a

verification of manufactured products according to section 6 is required.

Notified Body
Effective Date: 2017-05-18

Date: 2017-05-18




Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

Sites included:

TUOV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

4
N
i
HL 60118880 0001
21264033 001 |

EUROIMIMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschiand

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

Activities: Production and quality control

- EUROIMMUN Meidzinische Labordiagnostika AG
Im Kreppel 1, 02747 Herrnhut, Germany
Activaities: Production

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

Activities: Production and service

Date: 2017-05-18

Y EEENTENe,
3 e

L,
TUVRheinland

1/4,

Doc., Rev. 0
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TUVRheinland

TUV Rheinland Doc. 2/4, Rev. 0
LGA Products GmbH
TillystraRe 2, 20431 Niirnberg

A
Attachment to /\\
Certificate @O
Registration No.: HL 60118880 0001 ‘
Report No.: 21264033 001
Manufacturer: EUROIMMUN ’
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

Sites included:

- EUROIMMUN Medizinische labordiagnostika AG
Werkstrafle 2-22, 23942 Dassow, Germany

Acivities: Production, quality control, warehousing
and distribution , :

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

Activities: Production

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

Activities: Production

[y
/a
Notified Bodé

Date: 2017-05-18




TUV Rheinland poc-
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

~M
Attachment to WV
Certificate !
Registration No.: HL 60118880 0001
Report No.: 21264033 001
Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG

Seekamp 31
23560 Liibeck
Deutschland

Products included:

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

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

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

TUVRheinland

3/4, Rev. 0

Date: 201 7-05'11_}‘8

o
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TUV Rheinland poc.

LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

f\ﬁix
)
Attachment to v
Certificate
Registration No.: HL 60118880 0001
Report No.: 21264033 001
Manufacturer: EUROCIMMUN
Medizinische Labordiagnostika AG

Seekamp 31
23560 Libeck
Deutschland

Products included:

Anti-Chlamydia trachomatis MIF (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae MIF (IgA, IgG, IgM)
Anti-Chlamydia psittaci MIF (IgA, IgG, IgM)
Anti-Rubella Virus Westernblot (IgG)
Anti-Chlamydia trachomatis-EURQLINE-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)
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EUROIMMUN AG
Seekamp 31, D-23560, Jliobek, I'epmanus

ACKJiapupa, 4€ npoaAYyKTbT!:

Anti-Chlamydia trachomatis ELISA
(Hupextusa 98/79/EC 3a uH BUTPO JUAarHOCTHUHUTE MeAMLMHCKY u3aenns, Axekc I, cnucbk b)

E12191-9601 A (ELISA IgA)
EI2191-9601 G (ELISA IgG)
EI2191-9601 M (ELISA IgM)

HaumeHnoBaHMe Ha NPOyKTa, HOMEP Ha NopbYKaTa

OTroBaps Ha U3NCKBaHuWsATa Ha Ill/lpeKTHBaZ

Jupextuna 98/79/EC 3a HH BUTPO AHATHOCTHYHMTE MeJULHMHCKH H3aeans, Anekc IV
ot 27 oxTomBpH 1998 1.

Jliobek, 09.09.2003 1. /noonuc He ce yeme/ /noonuc e ce ueme/
MscTo n nata Ha u3naBaHe  Bondraur Hlnymbeprep Cy3aHe AnekcanapoBuy
Ynen Ha CbBeTa Ha Unen Ha CbBeTa Ha
JUPEKTOPUTE IIHPEKTOPHTE .
,/ .

Hoonucanama Hpen JTrobomuposa Ieopzuesa yoocmosepsasam eepHOCHIMA Ha npeeo&a .om
aH2IUHCKYU Ha BbA2APCKY e3uUx HA npunosicenusn ooxkymenm. Ilpeeodvm ce cvemou om T cmpanuua ’
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EUROIMMUN AG |
Seekamp 31, D-23560 Lubeck, Germany

declare that the product

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

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

Libeck, 09.09.2003 ' =
(Place and date of issue) Wolfgang Schlumberger, PhD .
- Member of the Board -
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HEKJIAPAITAA

Honynonnucanust Teonop Meanos 3am¢pupos
(mpume umena)

B KaQ4ECTBOTO CH Ha Ympasuredn, Ha ,,EJITA 90M*“ OO/], EUK (BYJICTAT) 130469816 , cxc
ceJanile ¥ aapec Ha ynpasienue rp. Copus, n.x. 1000, yn. ,,Jlynas“ 19, Bx. A, er.1, an.2 ,
y4acTHHUK B oOOIIeCTBeHAa IOpBYKA C TpeaMmer: ,/locmagka HA OuazHOCMUKyMU U
koncymamueu 3a CIIHH, eupychu xenamumu B u C, cugpunuc u Oopyzu cekcyanno
npeoasanu unghexyuu no Hayuonanna npozpama 3a npesenyus u xonmpon na XHB u
cekcyanno npedaeanu unexyuu ¢ Penybnuxa bvnzapus 2017-2020 2. 3a HyscOoume Ha
cmpanama npe3 2018 2.”,

HAEKIIAPHPAM, YE:

aKo 3a I/I3pa60TBaHe Ha HAKOH TECTOBC HsAMA HaAJIMYHA anaparypa, HUC LI NpeaoCTaBUM U IIE
Nogabpp)XaMe€ TakKaBa 3a BPEMETO, B KOETO LIE CE H3pa6OTBaT CaMO JAOOCTaBCHHUTC OT Halla

CTpaHa TECTOBE.
Jara: 14.05.2018 r. IEKJIAPATOP: ...l WA )
I'p. Codus /I-p Teonop 3amupo AN

T

f
IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duruas "Axcako8’;  ID No: BG/130 469 816
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
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AEKJIAPALIA

Honynoanucanusrt Teogop MBanoB 3ambpupos

(mpume umena)
B Ka4€CTBOTO cU Ha Ympasurein, Ha ,,EJITA 90M*“ OO/, EUK (BYJICTAT) 130469816, cne
celanHMile U ajgpec Ha ynpasieHue rp. Copus, n.x. 1000, yn. ,Jynas* 19, Bx. A, er.1, an.2 ,
y4acTHUK B oOLIecTBeHa TMoOpbYKa C MpeaMeT,/Jocmaséka Ha OuazZHOCMUKYMU U
koncymamueu 3a CIIHH, supycnu xenamumu B u C, cugunuc u opyzu cekcyanno
npeoasanu ungexyuu no Hayuonanna npozpama 3a npeseHyua u xkonmpon na XUB u

cekcyanno npeoasanu ungexyuu 6 Penyonuxa bvrzapusa 2017-2020 2. 3a Hyscoume na
cmpanama npes 2018 2.”,

AEKTTAPHPAM, YE:

npeaocraBCHara 3a Hama CMETKa arnaparypa, Ha KOATO IIE CE pa60Ty1 C JOCTaBCHHUTEC OT HacC
TECTOBE, LIIC € C TCXHHYCCKH ITapaMETPH HE 110- HUCKH OT T€3H Ha ChLIECTBYBAIlATA.

Hata: 14.05.2018 r. JHEKJIAPATOP:.........ccounnne.
I'p. Codpus /0-p Teomop 3amupop —

IBAN (6 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢unuan "Akcako8”;  ID No: HIG 130 469 816
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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 Research S.R.L.
Nr.22A, Nicolae G. Caramfil
Sector 1, Bucharest; ROMANIA
Tel: +4021 23226 94

ELTA 90 Medical Science DOO
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11050 Belgrade; SERBIA
Phone: +381 11 2832 650
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JIEKJIAPALIVSA

Jonynonnucauust Teonop ViBaHoB 3amdupon
(mpume umeHa)
B KauecTBOTO CH Ha Ympasutel, Ha ,,EJITA 90M* OOJI, EUK (BYJICTAT) 130469816 , cxe
celaJMIIe U aJipec Ha ynpaBJIeHUE IP. Codus, n.x. 1000, yo. oJAdyaas“ 19, Bx. A, er.l, am.2 ,
y4acTHUK B OOIIECTBEHA MOpBYKA C MPEAMET ,Jdocmaéka Ha OuUAZHOCMUKYMU U
xoncymamueu 3a CIIHH, eupychu xenamumu B u C, cugunuc u opyzu CeKCyaiHo
npeoasanu ungexyuu no Hayuonanna npozpama sa npegeHyUA U KOHMpo. Ha XHUB u

CeKCYIHO Npeoasanu UHQeKyuu 6 Penyénuxa Bvnzapus 201 7-2020 2. 3a HyscOume Ha
cmpanama npes 2018 2.”,

B

JEK/IAPHPAM, 9E:

me noaabppxKaMe 3a Hailla cMeTKa HaJM4yHaTa u3BbHrapaHlMOHHa araparypa Ha KOATO 1IC €€
I/I3pa6OTBaT JOCTaBSAHUTE OT HAC TECTOBC.

Ilata: 14.05.2018 T. JIEKJIAPATOP............ 1'%z
I'p. Cobus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VHUKPEAUT bYABAHK, puruan "Akcako8": 1D No: BG 130 469 816
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JlomymoAnucanut Teonop ViBaHoB 3ampupoB
(mpume UMEHQ)

B KAQuecTBOTO CH Ha Ynpaputel, Ha LENTA goM« OOL, EUK (BYHCTAT) 130469816 , cBC
ceanume 1 anpec Ha YIpaBjeHUC rp. Codus, MK 1000, yo. ,JIynap® 19, BX. A, er.l,an.2 ,
yuacTHUK B o6mecTBeHa NOpPHUIKa ¢ upeaMer ,JJocmagka Ha duazHocmuKkymu U
koHcymamueu 3d CIIHH, supycHu xenamumu B u C, cugunuc u Opyzu CeKcyano
npedasanu ungexyuu no Hayuonaina npozpama 34 npegeHyusn U KOHMpOA Ha XUB u
CeKCyano npedaganu ungexyuu 6 Penybauka Boazapun 201 7-2020 2. 3a nyscoume Ha
cmpanama npes 20182,

HEKJTAPI/IPAM, yE:

me OCUTYPHUM nporpaMupaHeTo Ha gajgpugara anapaTypa 3a HSPaGOTBaHeTO )54
CPIHXpOHI/ISI/IpaHGTO Ha HOCTaBCHI/ITe oT Hac TECTOBC.

Jlata: 14.05 2018 . ILEKHAPATOP:
I'p. Codusd /T1-p Teonop

N~
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OBPA3EIl
TEXHHYECKO ITPEJV/IOKEHHE

no o6uecmeena nopvuKa c npeomem:

wJJocmaska Ha OUAZHOCMUKYMU U KOHCYMAMUGU 34 CITHH, eupycrnu xenamumu B
u C, cupunuc u Opyzu CeKCyanrHo npeoasawu ungexyuu no Hayuonanna npozpama 3a
npeeHYuUA U KOHMpon Ha XHB u ceKcyaino npeddgéanu UHpexyuu 6 Penyonuxa
Bvnzapua 2017-2020 2. 3a myycOume Ha CMpanama npes 2018 2.”, no obocobena/u
nozuvuu:

Ne 17 — Tecmoege 3a duaznocmuKa Ha X1amuous mpaxomamuc ELISA IgA no 96 mecma

HacTosmoTo TEXHUYECKO MPEIJIOKCHHUC € ToAaCHO OT:
¢upma ,,EJITA 90 M“ OO
yuacmuuxa/

/HauMeHOBaHYE HA

H TIOJIITHACAHO OT: a-p Teonop Banos 3amdupon
i /mpu umena/

B Ka4EeCTBOTO My/HM Ha: Yupasurea

/omvorcHoc/

Cvovpicanue:

- 1. JIOKYMEHT 3a yIbIHOMOINaBaHe, Koraro JIMIETO, KOSTO MOjaBa oteprara, He €
3aKOHHHAT NPEACTABHTEI Ha YUAaCTHHKA,
2. IlpennoxeHue 3a W3IIbIHEHHE HA NIOPBHYKATA B CHOTBETCTBHE C TEXHHICCKHUTE
crenu$uKalEy H H3HCKBAaHHUATA HA BB3TOXKHUTEIL;
3. Jlexmapanus 3a ChIVIACHE C KJay3uTe Ha NPHIOKCHUA IPOEKT Ha 0r0BOP;
4, Jlexnapamus 3a CpOKa Ha BAJIMJJHOCT Ha odeprara;

5. Od¢unuayHd  JOKYMEHTH, ONHCAHHUA w/wmm  opHUIMAIHM  Karajo3d Ha
IPOU3BOUTENIA/UTE Ha U3ICTIHATA.

6. Jexnapauus, ¢ MPHIOKEHO H3BJedeHHE OT Cnucbka mo wil, 1.1, 6ykBa "6" or
Hapen6ata 3a yCIOBHATA M pefia 32 ChCTaBAHE Ha CHHCBK Ha MEJMIMHCKHTC H3JETUA [0 Wi.
30 ot 3MU 1 3a onpeneisiHe Ha CTOMHOCTTA, 0 KOATO T€ CC 3aIalliat, Ot KOETO U3BJIeYCHHE
¢ BHJIHA IPOJAXHATA [IeHa [I0 CMHECBHIA Ha § 1, T. 29a ot 3MM, BbB BpB3Ka ¢ § 1, T. 4 oT
#a Hapen6ara, 3a Bcska MO3MIKA, 32 KOATO € NOJa/cHA odepra;

7. 3aBepeHO Konue Ha OpHIHAICH NTOKYMEHT, H3/a/ICH OT HAJL, ot KoifTO € BHAHO, Y€ 32
CHOTBETHOTO MEAUIMHCKO HU3JeNHE HIMa PCTHCTPUPAHH laHHH B UAJI w/unmn EUDAMED 3a
MHIMICHTA/TOTEHIMAIHE HHIIHICHTH NpPe3 IOCNIEHUTE ABE FOXHHH, KAKTO 1 ONOKHpaHH WIH
H3TErJIEHM NapTHOM OT CHIIOTO MEIMUMHCKO H3J€Iue Mpe3 MOCIEHITE 2 TOIMHH.
TIpencrapenus goxyment oT AJI ciensa na Obe U3AAJCH MIPEJH HE MOBEYE OT €AMH MeCC
OT MoaBaHe Ha odepTa OT yHYacCTHHKA.;

8. Ilexapanus, B KOATO a 6b/i€ IOCOYCHO MEUIMHCKOTO H3/ICIHE 33 KOETO ce y4acTBa
1 KOHKPETHHAT o0mmecTBeH GOH/ Ha CHOTBETHATA ABPKABA, 11O KOMTO ce 3aIiaia;

9. Moctpa o6o3Ha4eHa O HAYMH, OT KOHTO Ja € BHIHO Ha KO€ MPEJIOXKEHHE OTroBaps

(ommocumo 3a 0b6ocobenu nosuyuu Ne Ne 2 u 29); _
10. 3aBepeHo KOMHe Ha BAMMEH CepTH(HKaT BJIC EN ISO 13485:2012 /ISO 9001:2012

WJIH IO-HOB MJIM €KBHBAICHTCH, € 00XBaT CBIVIACHO IpeAMETa Ha 000c0o0gH S
KOSITO ce y4JacCTBa, H3MaJACH Ha HMETO Ha NIPOM3BOAHUTEILA.
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11. 3aBepeHo KomHe Ha JEKIapalMaTa 3a CHOTBETCTBHEC C JIMpeKTHBa 98/79/EC,
W3/afieHa OT mpom3BoiuTens u konme Ha EC cepTH¢uKar 3a chOTBETCTBHE ¢ JlHpEKTHBA
98/79/EC, u3naes oT HOTH®MIMpaH oprad no cmucwkia Ha 3MU (omuocumo s3a nosuyuu
NeNel, 2,3, 4,5 789 11,12, 13, 16,17, 18 19, 20, 21, 38u4l);

12. 3aBepeHo KomWe Ha HeKJIapamuiTa 3a ChOTBETCTBHE C JlMpextnBa 98/79/EC,
U3aJIEHA OT IPOU3BOAUTEINS (OMHOCUMO 3Q NO3UYUY NoNel4, 15, 27, 34, 35, 36 u 37);

13. Jlexapanus, 4e JMATHOCTHKYMHTE e 6bJaT B choTHOLIeHHe 30% ronemMu KbM
70% MaJTKK OIIAKOBKH (OMHOCUMO 3G OUazHOCMUKymume no obocobenu nosuyuu NeNe 1, 3, 7
u 15 3a nopeuuna duaznocmuxa na CITHH, xenamum B, xenamum C u cughunuc);

14. Jlexnapauus, 4e DHaTHOCTHKYMHTE Ca OKOMIUIEKTOBAHH CbC CBOTBCTHHA Opoit
IVIaK¥ B BPBXYETa M BCHUKH TECTOBE, 32 M3NBIHCHHETO HA KOMTO C€ M3HCKBAT, IIC Opaar
OKOMILIEKTOBAHH ChC CHOTBETHHSA Opoii Bpbxdera, cho8pasHo G6pos Ha TECTOBETE (OMHOCUMO
3a Quaznocmuxymume no o6ocobena nosuyus Ne 14 3a¥NXA4);

15. Jlexnapanus, B KOATO € IIOCOYEHO, Y€ aKO 34
HaJU4YHA anaparypa, me Oble IpeacTaBeHa TakaBa H
KOETO ce M3pabOTBAT TECTOBETE (8 NPUROICUMUME CIYHAU,

16. Jlexnapanus, B KOATO € IOCOYEHO, 4e IIe Ce MOJIBPRA 32 CMETKA Ha H3IBIHATEIA
HATMYHATA WM3BHHIAPAHIMOHHA amapatypa, Ha KOATO IIe C€ "M3paboTBaT TECTOBETE
(HAIMYHATA anaparypa € ChIIIacHO IpuioxeHue Ne 2);

17. Jlexnapaips, B KOATO € IOCOYEHO, Y€ MPEJOCTABCHATA 3a CMETKa Ha M3IIBJIHHTEIA
amaparypa, Ha KOSTO e ce paboTH ¢ TecToBeTe Iie ObJAC ¢ TEXHAYECKH NapaMeTpy HE 10-
HECKH OT T€3M Ha CHIIECTBYBAIIATA (8 MPULOdCUMUMe CyHau);

18. Jlexnapanms, B KOATO € IIOCOYEHO, Y€ M3IBIHATENA INE NMPEHOCTABH anapar 3a
asToMatuHa ekctpakuus Ha PHK, ako 3a TecroBere 3a BHPYCEH TOBap C€ H3HCKBA
excrpakuus Ha BupycHa PHK (6 npunooicumume cnyuau);

19. Jleknapaiys, B KOATO € IIOCOYEHO, Y€ M3IIBIHATENIA IIe OCHI'yPH POTPaMHpPaHETOo
Ha HaIWYHATa anapaTypa 3a H3paboTBaHETO H CHHXPOHH3HPAHETO HA IOCTABCHHUTE TECTOBE;

20. Jlexnapanus, B KOATO € IIOCOYEHO, Y€ NUArHOCTHKYMHTE TIO obGocobena mo3uLus
Ne 7 3a MbpBUYHA JuarHocTHKa Ha xenatut B /HBsAg / - EJIM3A u 060cobena mosuums Ne 8
3a IOTBBpAMTENHA AuarHoctuka Ha HBsAg me 6bar opeprpais KOMILIEKCHO H e Ca OT
e/IH TIPOHU3BOAUTEIL (8 NPUNONCUMUME CILYHAY);

21. Jlexnaparus, B KOSTO € IIOCOYEHO, Y€ TECTOBETE 110 o06ocobena mosumusa Ne 41 ca ¢
4yBCTBHTEJIHOCT PaBHA WM NO-BHCOKa OT 99%, CIELH(HIHOCT paBHA HIM IO-BHCOKA OT
96%. TecToBeTe 3a MOTBBPAMTENHA AMarHocTHKa Ha XVIB1/2 nadexuus me ce H3bIHABAT
BBPXY CTPHIIOBE HATOBAPEHH ¢ pekoMOHHAHTHH XVIB-1/2 aHTHIrEeHH. Pearentute B KuTa 1e
ca TrOTOBH 3a ynorpeba 6e3 IpexBapHTeNHO pa3pexane. lIpolenypara 3a M3IBIHCHHC €
aBTOMATH3MpaHa. Pe3yiTaTuTe IIe C€ OTYMTAT Ype3 CKaHHPaHE H KOMIIOTBPHA Iporpama u
[e ce IOKYMEHTHPAT Ha XapTHEH HOCHTEN (8 NpULONCUMUME CLYHau);

22. Jlexnapaius, B KOSTO € IIOCOYEHO, 4e To oGocobeHa MO3MIMSA Ne 2 ¢ 6Bp3
KauecTBEH TECT 3a OTKPMBAHE Ha AHTHMTENA CpPEIly BHpyca NPHYMHABAIL HMyHEH neduout y
yoBeka, THIOBe 1 ¥ 2. UyBCTBUTEIHOCT paBHa HJIH IO-BHCOKa OT 99%. CrenuduyuHocT paBHa
JIA T10-BACOKa OT 98%. B3MoXHOCT 1a oTKpHBa cienuduuny anTH-XMB anTuTena B npobu
ot nepudepHa kpbs. [IponeaypaTa 3a U3NBIHEHAE fa HE H3MCKBA CIICHHAIHO nabopaTopHO
oGopy/BaHe 33 M3IBIHCHHE Ha TecTa (aBTOMATHYHM MHIETH, uHKyGarop, meiksp u Ip.).
TectoBeTe IIe GBIAT KOMILUIEKTYBAHH C ABTOMATHYHH JIAHIIETH 33 B3€MaHe Ha IPOOH OT
nepudepHa KpbB. BCHUKH peakTHBH 3a W3paboTBaHE Ha npobu OT IsUIa KphB, IUIa3Ma H
e 6BJaT BKIIOYEHH B OHATHOCTHYHHUA TecT-KHT. [Ipounenypara 3a H3NbIHCHHE Ha
aJBHIIaBa 5 MUHYTH. Bpemero 3a OTUHTaHe Ha pe3yiTara He gagsumasa 20




MMHYTH OT NPHKIIOYBAHE HA NpoleAypaTa Ho M3paboTBame Ha TeCTa (8 Mpurojcumume
cyuau),

23. Jlexnapaius, B KOSTO € TOCOYEHO, Y€ TECTOBETE 3a OIPES/IIHE Ha BUPYCEH TOBAp
Ha HIV no o6ocobena mozunus Ne 38 mie ce m3mbiaHABaT HAIlbJIHO aBTOMAaTHUYHO U i€ ca €
I0JIHA TPAHUIIA Ha JeTeKiys 40 50 BUPYCHU KONHUs Ha MIJTHJIMTBP.

24. Jlexnapauus, B KOSTO € II0COYEHO, Y€ TECTOBETE IO o6ocoOena no3uimsa Ne 42 ca
Ha TpUHIANA HA KamWiipHAa Tes-eNeKTpodopesa CEKBEHHPAaHE IMIPH  MHHUMAHO
eIHOBPEMEHHO 3apeX/aHe oT 6 Ipo6H 3a H3CIIEIBAHE (8 NPULOdHCUMUME cayuau);

25. Jlexnmapaiysi, B KOSITO € IIOCOYEHO, Y€ TECTOBETE 33 JHArHOCTHKA Ha XETaTHT B
OTrOBapAT HAa W3MCKBAHETO 3a YYBCTBHTENHOCT paBHA Ha MM TOJ 0,130 IU/ml
IIOBBPXHOCTEH AHTHICH Ha XeNaTHT B 1 cneuudu4HOCT He No-Maka oT 99 % (omnocumo 3a
ob6ocobenu nozuyuu NeNe 7 u 8);

26. Jleknapalus, B KOATO € IIOCOYEHO, Y€ TECTOBETE 32 NBPBHYHA JHAarHOCTHKA Ha
CIIMH - EJIM3A no o6ocobena mo3ummsa Ne 1 ca TUm aHTATeH - aHTHTAJIO.
UyBCTBHTEIHOCTTA Ha TecTa 3a aHTHTenaTa € 100%, criennpuIHoCTTa He € MO-HHUCKA OT 99%.
YyBCTBHTENHOCTTA 3a AeTekius Ha XVIB anTurena e nox 2 IU/m.

Mara 14/05/2018
Nme u pamunus J-p Teonop 3amdnpos

TToAmHC HA JIMIIETO M IIEUAT  ceeevererrrnsseenenmmnenncaneasstntaainenones




OBPA3EI]
PUPMA ,,EJITA 90 M“ 001
(naumeHno6anue Ha yuacmHuxa)

IIPEAJIOKEHHE 3A M3ITHbJIHEHUE HA IOPBYKATA

Honynonnucanustfaza n-p Teonop UBanos 3amdupos
(mpume umena)

B Ka4eCTBOTO CH Ha Ympasutea B/Ha ¢upma ,EJITA 90 M“ OOJl, EMK (BVJICTAT)
130469816, crc cenamume u agpec Ha ynpapienue rpaa Codus, yiuna ,JAyHas,, Nel9,
Bx.A, er.l, am2, yyacTHHK B oOmecTBeHa IOpbUYKa C ImpeaMer: ,/locmaska Ha
Ouaznocmuxymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cuchunuc u opyzu
ceKcyanno npedasanu unexyuu no Hayuonanna npozpama 3a npeeenyus u Konmpon na
XHB u cexcyanno npedasanu undpexyuu ¢ Penyonuxa Bvazapus 2017-2020 2. 3a
Hys#coume na cmpanama npes 2018 2.”, exnioueawa 44 ob6ocobenu nozuyuu 3a 06ocobena
nosuyua Ne 17 — Tecmose 3a ouaznocmuxa na Xnamudus mpaxomamuc ELISA IgA

YBAXAEMMU JAMHU U TOCIIOJA,
C HacToAmOTO mpeAcTaBsAMe HAUIETO TEXHHYECKO NPELIOKEHHE 33 H3IMBbIHEHHE Ha
obekTa Ha 00sBeHaTa oT Bac obuiecTBeHa mophuka.

Ne HaumeHnoBanue no Msipka KoanuectBo
B coenHpuKanus P no:

ELISA é%m ia trachomatis
IgA)

ITpousBoauren:
EUROIMMUN - I'epmanus
®opmar 96 sMku
kat.Ne EI 2191-9601 A

TecroBe 3a gmarHocTHka Ha
17 | Xnamuausa Tpaxomaruc EJIM3A 6poii 960 Tecrta
IgA 961

(Yuacmuuyume cnedsa oa nonvinam 2paga ,, Ilpednosicenue na ynacmuuka: npouseodumer, Mmapka,
mooen (kam. Ne)“ camo 3a o6ocobenume noszuyuu, 3a Koumo yuacmeam)

Hexnapupame, de BCHYKH MEIMLMHCKH H3IENHS, KOATO HMAT CPOK Ha FOXHOCT, KBM
JlataTa Ha J0CTaBKa 1€ OBJAaT C OCTaThYeH CPOK HA TOJHOCT HE IO-MATbK OT 75% oT
OOSIBEHHS OT IPOH3BOAUTEII,

Hexnapupame, 4e mpeutaranuTe U3Jeus IIe IpUTEXaBaT KbM MOMEHTa Ha JIOCTaBKa

CepTH(UKAT 3a KA4ECTBO OT IIPOH3BOIUTEIS, H3AIEH 3a BCAKA OT/IEHA IAPTH/IA;

Hexnapupame, 9e 33 BCEKH JHArHOCTHKYM II€ HPENOCTABHM JOKYMEHT, B KOMTO ce
00sIBSIBa IPOU3BOACTBEHHUS CPOK HA FONHOCT.

Hexnapupame, 4e DHArHOCTHKYMHTE Ca MOCIEAHO IIOKOJEHHE IO OTHOIICHHE Ha
NOKa3aTeIUTe 3a YyBCTBUTEIHOCT, CIIEU(PHYHOCT, HAIOHKAHOCT M BB3IPOU3BOJUMOCT KBM
Jarara Ha odepHpaHe;

Hexnapupame, de 1me ocurypuM obydeHue Ha epcoHaia 3a paboTa ¢ JOrOBOPHPaHHTE
TECTOBE.

Hata 14/05/2018
Nwme u pamunus JA-p Teonop 3amdup
IloAnmuc Ha TMIETO M MEYAT oo 2
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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 23226 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

OBPA3EIL]

JAEKJIAPAITUSA

3a CBIIIACHE C KJIay3UTe Ha IIPHJIOXKEHHUS IPOEKT Ha JIOTOBOD
Honynoanucanusar: Teonop UsaHos 3aMbupoB (mpume umena) \
B KaY€CTBOTO CH Ha YIpPaBUTE
(Onvorcrocm) \

Ha ,EJITA 90M*“ OO[] -

(HauMeHOBaHUe HA YHACMHUKQ)
YYaCTHHK B IPOLEAYpa 3a Bb3jlaraHe Ha oOlIeCTBEHa MOpHYKa C MpeaMeT: ,,/Jlocmaskh Ha
ouaznocmukymu u koncymamusu 3a CITHH, supycnu xenamumu B u C, cupunuc u opyzu
CeKcyanHo npedasanu ungexyuu no Hayuonanna npozpama 3a npesenuus u konmpon na
XUB u cexcyanno npedaganu ungpexuyuu ¢ Penybnuxa Bvnzapua 2017-2020 e 3a
Hyscoume na cmpanama npes 2018 2.”, exoueawia 44 060cobenu nosuyuu 3a obocobena
nozuuua Ne 17,

AEKJTAPUPAMYUE:
3ano3nar cChbM ChC CHABPIKAHHETO Ha NMPOCKTA HA JOTOBOPA M IPHEMAM YCIOBHSATA B
HEro.
HATA: 14.05.2018 r. NOAING n

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10: RIC: [INCRRCSF VHUKPFAUT RVARAHK hiianan "AwcawnR" IN Na. R 120 444 R1&



ATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.1. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+3592) 9832211 Sector 1, Bucharest: ROMANIA 11050 Belgrade,; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str. , Entr. A Tel: +4021 232 26 94 » Phone: +381 11 2832 650
Tel.: (+3592) 9839649, 9832209 +4027 232 26 95 Fax:  +381 112832 850
Fax: (+3592) 9832211 Fax: +4021232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

OFBPA3EI]

AEKJIAPALIUA

3a CpOKa Ha BAIIHAHOCT Ha O(bepTaTa

Honynoanucauusr: Teonop UBanos 3aMPUPOB (mpume umena)
B KQY€CTBOTO CH Ha yIIpaBHTEN

(Onvorcnocm)
Ha ,,EJITA 90M* 0o0]] -

(naumenoeanue na yuacmuuxa)

YHaCTHHK B NpOLEAYpa 3a BB3NaraHe Ha OBILECTBeHa lIOpBYKa ¢ npeamer: ,,Jocmaeka na
ouaznocmukymu u koncymamusu 3a CIIHH, supycnu xenamumu B u G, cugpunuc u opyzu

AEKJIAPUPAM,YE:

CpoxsT Ha BamumHOCT Ha HacToswmara opepra e 4 (uetmpm) MECela, CYUTAHO OT
/laTaTta, KOATO € IIOCOYEeHa 3a aTa Ha ToJy4aBaHe Ha oepTaTa W NpenCTaBisBa BpEMETO,
TIpe3 KOCTO CMe 00BBP3aHHM ¢ YCIOBUATA Ha IIPEICTaBEHOTO OT HAC NpeIJIOKEHHE.

HATA: 14.05.2018 r. IIOITNC u
IEYAT:

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, dusuas "AkcakoB" I Nia. Br 190 arn ne-



IR EVPRVETY EUROIMMUN: Products

j’aémmu sy Lauma &Lwﬁ%ﬂu&%

Products: Chlamydia (ELISA)

Indications > Infections > Bacteria

Order no. Antibody specificity/ reagent/ analyte lgclass Species Format
E12191-9601 A Chlamydia trachomatis IgA : semi-quantitative 96 x 01
: : semi-quantitative
; ‘ ?
* E12191-9601 G | Chiamydia trachomatis ' 19G ? 2/20/200 RU/ml [ 96x01
i j » : 2/20/200 RU/ml
- E12191-9601 M ’ Chlamydia trachomatis ‘ igM semi-quantitative 96 x 01
: : incl. IgG/RF absorbent semi-quantitative
. E12192-9601 A ‘ Chlamydia pneumoniae : IgA : semi-quantitative 96 x 01
. ! semi-quantitative
. : i
1’  E12192-9601 G - Chlamydia pneumoniae ; 96 : 2/20/200 RU/ml 'oeex01
P : f | 2/20/200 RU/mI
; . E12192-8601 M Chlamydia 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

e St

https:/lwww.euroimmun.com/products/indications/infektions-seroIogie/ak—gegen-chIamydien/elisa/products.html



EATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 17050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021232 26 94 Phone: +381 112832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fa){: +381 112832 850
Fax: (+359 2) 9832211 Fax: +4021232 26 96 office @ elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJTAPALINST

Honynoanucauust Teonop Usanos 3ampupon

(mpume umena)
B Kaue€CTBOTO CH Ha Ynpasuren, Ha ,,EJITA 90M*“ OO, EMK (BYJICTAT) 130469816 , cne
cenanuie u anpec Ha ynpasiesue rp. Copus, n.k. 1000, yi. ,.Jlynas“ 19, Bx. A, er.1, an.2 ,
Y4aCTHHK B OOLIECTBEHA IOPBYKA C NIPEAMET: ,,JOCHA6Ka Ha OUAZHOCIMUKYMU U
koncymamueu 3a CITHH, supycnu xenamumu B u C, cugpunuc u opyzu cexcyanno
npedasanu undpexyuu no Hayuonanna npozpama 3a npesenyun u Konmpon na XHj
CeKcyanno npeoasanu ungpexyuu 6 Penyonuxa Bvnzapua 2017-2020 2. 3a nysxcoum
cmpanama npe3 2018 2.”,

HAEKIIAPHPAM, YE:

Od¢epupannTe MEAHIMHCKA M3ENHS Ca BKIIOYEHH B CIMCHKA MO L. 1, 1. 1, 6ykBa "6" oT
Hapenbara 3a ycnoBusita 1 pesa 3a ChcTaBsHe Ha CIUCHK HA MEIMUMHCKUTE M3NETHS IO WL,
30a ot 3akona 3a MexMUMHCKATE H3Henus /3MU/ u 3a onpenensue Ha CTOMHOCTTA, A0 KOATO
T€ Ce 3annaiar, ¥ npujiaram uspiedenue ot Cnucbka no wi. 1, 1. 1, 6yksa "6" ot Hapenbara
3a yCJIOBHATA M pelia 3a ChCTaBAHE HA CIIMCHK HA MEJHIMHCKHTE M3aenus o wi.30a or 3SMU
1 323 ONpelCgHe Ha CTOMHOCTTa, IO KOSATO T€ Ce 3allaliar, OT KOETO H3BJICYEHHE € BHIHA

lpojaxkHaTa LieHa no cMuchia Ha §1, T. 29a ot 3MU, BB Bpw3ka ¢ §1, 1.4 or JIP Ha
Hapenbara.

Mara: 14.05.2018 r. HEKJIAPATOP:..............) i 4
I'p. Codus /1-p Teonop 3ampup: \_/ fen/

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10: RIC: IINCRR(SF VHIAKPFAUT KVARAHK hiiaiina "AvravnRM IN Ain. D 190 sca o1



PENYBJ/INKA Bb/ITAPUA
M3nwnuuTenHa areHumns no
nexapcreata
€4 KoHTAKTH
HAYANO MEAULIMHCKIMA U3BENUS LWABJTOHY Y AOKYMEHT K

nPo®UN
EUROIMMUN AG

P Npodun Ha 3aserten

G

MeanynHCKU n3peus

Rd

DaHHu 33 Men. u3nenus

335BNEHWA 33 PEruCTpaumns

o

Mpodunn

~

> MpOMAHE HA Napona

https://meddev.bda.bg/bg/my md_details/46247=

EAEKTPORHA HA3A IAHHU HA MEAWUHHCKATE U3AENNA,
3ANNALLAHY COBILECTBEHU CPEACTBA

NPOGUAHA SASBUTER & V3X0R () YKA3AHMA 3a PABOTA

HOPMATWBHA YPEBA

ThpCeHe B caifTa...

Hauano / M

KW_n3penus / M KO U3A

MEAWUNHCKO U3AENUNE

OAHHW 3A 3ANNCA / INFORMATION FOR THE RECORD

Homep Ha MeanumuHcko usgenve / Number of medical device
46277

AaTa Ha dopmynsip / Form date

08/12/2016 10:53

Homep Ha saseuten / Requestor number

1648

Homep Ha dopmynsap / Number

55953

Tbpcy B MEAUUMHCKY U3RENNS

[ara Ha ce3gasaHe / Creation date

12/12/2016 11:53

Page 1 of 3

K

HOBWUHM W CbOBLLEHNA

Tobpeu 8 caita

[ata Ha 3anuc Ha MU / Record date MD

12/12/2016 11:53
Motpeburencko vme / Username

user_I8A88D

AARHW 3A U30ENMETO / INFORMATION FOR THE MEDICAL DEVICE

Tun uaeHTudmkaTop / Identity type

Koa ma usgenve B cnuckbka / Medical device code

0685V15-01-01-04-0003741

Waentudukatop / Identity

[AHHU 3A NPOU3BOAUTENS / IDENTIFICATION OF THE MANUFACTURER

Mme Ha npovasoauTens, muaHo / Manufacturer name, long

EUROCIMMUN AG / EUROCIMMUN AG

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

EUROIMMUN AG / EUROIMMUN AG
Bua koa / Code type

EVK / EIK

Kop wa cTpaHata / Country code
DE

Tpaa / City

Lubeck / Libeck

Ynuua, Homep / Street, number
Seekamp 31 / Seekamp 31

Juue 3a kowraxT / Contact person
Cagla Egretaud / Cagla Egretaud
dakc / Fax

+49 451 58 55-591

PRODUCT ON THE MARKET

MMe Ha MMUETO, KOETC NYCKE W3AeNVeTo Ha nasapa / Name of the person placing the product on thg

"ENTA SCM" OOA / ELTA SOM LTD.

Bua koa / Code type

Koa / Code

135116900

MoweHckn koa / Postal code

23560

MotieHcka kytus / PO box

Tenedow / Phone
+49 451 58 55-0
E-mail / E-mail

cagla egretaud@euroimmun.fr

Koa / Code

Sea

11.5.2018 .



EVK / EIK

Koa Ha crpanata / Country code
BG

Kop Ha obnacT / Region code
SOF

Fpap / City

Codms [ Sofia

Ynuua, Homep / Street, number
yn. "fyHas” N 19/ 19, Dunav
Nnue 3a koxTakt / Contact person
PapocTus Papes [ Radostin Radev
®akc / Fax

+3592983 22 11

Page 2 of 3

130469816

O6wwmHa / Municipality

/

MNowerckm koA / Postal code
1000

fMowencka Kytns / PO box

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

office@eltad0.eu

[AHHW 3A THPTOBELIA HA EAPO / IDENTIFICATION OF THE WHOLESALER

Wme Ha Teproseua / Wholesaler name
"ENTA 90M" OO/ / ELTA 90M LTD.
Bua kog / Code type

EWK / EIK

Koa Ha cTpaHata / Country code
BG

Koa Ha obnacT / Region code

SCOF

Tpan / City

Cotus / Sofia

Ynuua, vovep / Street, number
yn. "Aynas" N 19/ 19, Dunav
Nuue 33 koHTakT / Contact person
PagocTuH Pages / Radostin Radev
dakc / Fax

+35929832211

HoMep Ha paspelueHre 33 THProBuA Ha eAPO C MERNLMHCKH
wagenus / Number of authorization/certificate for wholesale
trade with medical devices

IV-P-T/MW /050

Kon / Code

130469816

ObuwwmHa / Municipality

!

MNoweHcku kog / Postal code
1000

Motuencka kyTins / PO box

TenedoH / Phone
+359 2 983 9645
E-mail / E-mail
office@elta90.eu

[laTa Ha pa3pelueHne 3a THProBUA Ha eapo ¢ MEANULIMHCKK
nzgenus / Date of authorization/certificate for wholesale trade
with medical devices

20/09/2007

OBWW MEANUWHCKMA JARHU 3A M3AENMETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropms Ha MeanumHckoTo uiaenve / Category of the medical device

06 - M4 BUTPO AMArHOCTUUHK M3aenus / In vitro diagnostic devices

Puck knacugpukaTop / Risk clasification

PeakTusut U NPDOAYKTM OT PEAKTUBM, BKIOUUTENHO CbOTBETHUTE KENUBPATOPH 1 KOHTPONHW M3TEPUani 33 ONPEAENSHE Ha

CneaHuTe YoselKy MHAEKLIN: LATOMEranoBrPYC, xnamnans / Reagents and reagent preducts, including related calibrators and

control materials, for determining the following human infections: cytomegalovirus, chlamydia

AHaToMMuHa rpyna / Anatomical group
Pa3mu [ Various

Tun koa / Code type

EDMS

Fenepuuna rpyna / Generic group

/

Wme / Name

ELISA ant-Chlamydia trachomatis IgA / ELISA anti-Chlamydia

trachomatis IgA

OMNUCAHWE HA MEANUMHCKOTO M3AE/ME / DESCRIPTION OF THE MED,

/

/

CrowHocT Ha ko / Code value &
15-01-01-04-00 N

Moaen / Model

ANTEpHATUBHO WMe / Alternative name

L DEVICE

https://meddev.bda.bg/bg/my md_details/46277 7~ '

11.5.2018 r.



Page 3 of 3

Cucras / Ingredient Bua Ha matepuana / Material type
/

Bpoit uanenus B eaqa onakoska / Number in one package FoneMuna / Volume

9% /

Paamep / Size Terno / Weight

/ /

Crneundmunu o3ravenns [ Specific indications

/

XapawTepuctuku / Characteristics

.

I CrepunHoct / Sterility
V3Mepsawy / Measuring
. NexapcTeeHo BewwecTeo / Drug substance

§

i
-
L.
-

* MaTepuwan ot XWBOTUHCKM Npouaxon / Material of animal origin

L AoMawHo npeanucane / Domestic prescription
. BonHudHo npeanucanve / Hospital prescription

NPEAHA3HAYEHO AEMCTBUWE, ONMPEAENERO OT NPOV3BOAUTENS / INTENDED ACTION BY THE MANUFACTURER

NpeaxasHavenue / Purpose YcnoBus Ha ChxpaMerune / Storage conditions
/ /

Ynorpeba / Usage Apyru / Cthers

Muorokpatsa ynoTpeba / Reusable /

Karanowex Homep / Number in catalog

€1 2410-9601 A

NPUHALNEXHOCTH, KOHCYMATUBW / ACCESSORIES, CONSUMABLES

{ MpUHAANEXHOCTH, KoHCYMaTHBH | Accessories, consumables

OBLLUV THPTOBCKWN IAHHM / GENERAL TRADE INFORMATION

Homep Ha pernctpauus 8 WA nnmn yeegomnesve go WAM / Aata Ha perucTpauns B UAN unn yeeaomneHve 4o VAT / BDA
BDA registration number registration date

Aata Ha nyckaHe Ha Nasapa B Penybmka Buarapus / Release flara Ha npekpaTaBaHe Ha paspeLIeHre/yA0CTOBEPEHIe 3a
date for the market in Republic Bulgaria THProeus C MEAUUMHCKK nagemms [ Date of termination of the
permit / certificate of trade in medical devices

Mpoaaxra uewa ¢ 44C (BGN) / Selling price with VAT (BGN) Npoaaxra uena ¢ AAC (EUR) / Selling price with VAT (EUR)
420.00 210.00
Homep Ha CE ceprudukat / CE certificate number fata Ha nsTnuare Ha CE ceprutbuiar / CE certificate

HL 60076864 0001 expiration date

28/05/2017

Bewvukmn npaea 3anazenn © 2018 U3NBIIHWUTENHA ATEHLIMS MO NEKAPCTBATA

BGO51PO001-6.2.14 "Cb3aaBaHE Ha ENEKTPOHHE 5338 AaHHM H3 MEAUUNHCKN W30ENVA, 3aMNalany ¢ OBWECTBERN CpeacTsa”
NPOeKTET Ce OCbLiecTBsEa ¢ PMHIHCOB3TE NORKPENna Ha ONepaTheHa Mporpama "PassuTie Ha HOBEWKU PECYPCH', CLPMHBHCMPaHa OT
EBponelickus counaneH GoHa Ha Esponeiickis Cbroz

o

EBPONENMCKIS COUMANEH GOHL EBPONEACKIM CHIO3

https://meddev.bda.bg/bg/my md_details/46277 11.5.2018 r.



iﬁs PENYBJ/INKA BDBNTAPUSA
"' AN3nNb/IHNTENTHA areHuMa No f1eKapcreaTa
< REPUBLIC OF BULGARIA

Bulgarian Drug Agency

WAN - 1808 Jut ¥. 07 1 81
A0

JI-P TEOAOP 3AM®HPOB
YIIPABUTEJI

»EJTA 90M” OOJX

PANOH OBOPHUILE

VJI. ,JYHAB” Ne 19, BX. A, ET.1, AIL2
1000 COPHSI

Ha Bam Ne 50/25.04.2018 r.

OTHOCHO: Uckare ¢ Bx. Ne IAL-17505/25.04.2018 3a npegocTtaBsHe Ha HHGOpMauus
perucTpHpaHy AaHHu B UsnbinuTenHata arennus no nexapcrsa (MAJI) u EUDAMED 3a
MHIAIEHTH/TIOTEHIMAIHE HHIMACHTH C MEIUUMHCKHA U3/IeNIHs, KaKTo M 3a OJIOKMpaHH HIIH
W3TErJIEHH NapTUAU

YBAXKAEMU [1-P 3AM®HPOB,

B otrosop Ha Bame uckane ¢ ropenocoyesus Homep Bu yBenoMsaBam cieHOTO:

[Ipu HanpaBeHa cmpaBka KpM naTa 26.04.2018r. ce ycTaHOBH, Y€ Ipe3 MNOCIEAHUTE
nse roauan B IAJT 1 8 EUDAMED HsAMa perdcTpupaHy JaHHH 32 HHIMACHTH/IOTEHIMATHHA
MHIMIEHTH, KAKTO U 32 GJIOKMpAHU WM U3TEreHH [MapTHAH 32 H30poeHuTe B Tabiunara no-
JI0JTy MEIMITMHCKY M3/IeNHs C TOCOYEHUTE KaTal0)XHH HOMepa:

Coucpk 23 MEAUUHNHCKHTC H31C/IUH

THproecko HaHMEHOBaHHE HA Kat. Homep IIpouzsoauTe

NPOAYKTa

ELISA HIV 1&2 Ag&Ab IVCOMB.CE.9%6 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
SAGI1ULTRA.CE srl, Utanus

HBsAg confirm SCONF.CE, Dia.Pro Diagnostic Bioprobes
SCONF.CE .40 srl, Utanus

ELISA Chlamydia trachomatis I1gG E12191-9601 G Euroimmun, I 'epmanus

ELISA Chlamydia trachomatis IgM EI12191-9601 M Euroimmun, ['epmManus

ELISA Chlamydia trachomatis IgA EI12191-9601 A Euroimmun, I'epmanus

ELISA Toxoplasma gondii IgG EI2410-9601 G Euroimmun, I'epmanus

ELISA Toxoplasma gondii IgM EI 2410-9601 M Euroimmun, 'epmanus

ELISA Toxoplasma gondii IgA EI 2410-9601 A Euroimmun, I'epmany //

Thayer-Martin Agar 11040 [ Liofilchem, Utamus // A ':

< a—— 3y \

Y
¥
{

4

¥

~

5 6 ODigeya \
e (= 5 .';,g ;%%;’@ .
i 4
%.



- @ocolate Agar 10023 Liofilchem, Utanus
" MIC Test Strip Cefixime 92060 Liofilchem, Utamus
MIC Test Strip Ceftriaxone 92043 Liofilchem, Utanus
MIC Test Strip Azithromycin 92030 Liofilchem, Utanus

C yBaxenue,

HAOL. ACEHA CTOMMEHOBA, AD
Hsnvanumenen Oupexmop

P, i
g oo, kA
~ Py,

Codus 1303, yn. Jamsn I'pyes Ne 8, ten.: (02) 8903 555, dakc: (02)
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2

e-mail: bda@bda.b
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FATA 90 M

ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Belgrade; SERBIA
Phone: +381 11 2832 650

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

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

Fax: (+3592) 9832211

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

Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +387 112832 850
Fax: (+ 359 2) 9832211 Fax: +4021 232 26 96 office@elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

HEKJIAPAILINSA

Honynoanucanusr Teoxop Yanos 3amdupos

(mpume umena)
B Ka4€CTBOTO CH Ha YmpapuTel, Ha ,,EJITA 90M*“ O0]J], EUK (BYJICTAT) 130469816 , cne
celauiie | anpec Ha ynpasneHue rp. Codus, n.x. 1000, yn. ,Jlynas“ 19, Bx. A, er.1, an.2 ,
YYaCTHHK B OOlleCTBEHa IIOpBYKA C IIpeaMeT: ,JlocTaBka Ha AHATHOCTHKYMHM M
koncymatusu 3a CIIUH, supycan xematutn B m C, cudunuc u APYIH CeKCYaJIHo
npelasanu HHdexkuun no Haunonanna nporpama 3a npesennus u KoHTpoa Ha XUB u
CeKCyanHo npenasann uHdpexnnu B Peny6inka Buarapus 2017-2020 r. 3a HyxauTe Ha
cTpanara npe3 2018 r.”,

HEKIIAPHPAM, YE:

O6wecrTBen donn AbpxaBa
H30K bwarapus

Hara: 14.05.2018 .
I'p. Codust

— // \J

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uavar "Akcako8';  ID No: BG 130 469 816
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ten./axc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12
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TUVRheinland

TETRENY

CEPTUH®PHUKAT

. CepTuduumMpamusT oprat Ha
TUV Rheinland LGA Products GmbH

RURRSOTURN, . i SETRSANY

€ HACTONAINOTO YAOCTOBEPHABA, Y€ KOMNIAHHATA

EUROIMMUN

Medizinische Labordiagnostika AG - : F
3eexamn 31 :

23560 JIxoGex {
T'epmanns i

€ YCTAaHOBHJIA M NIPUNIara CHCTEMa 32 yNpaBJjleHHe Ha Ka4ecTBOTO
Ha MeJMUMHCKHTE H3JIeNHs
3a cneqHus obxBart:

IIeTaifmnTe Ca B IPpHJIOXKCHHETO

P ot ot AR LIRAY o

Hpenocmneﬂu ca J0Ka3aTeiCTBa, Y€ U3UCKBAHUATA, NOCOYEHHU B

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012

ca U3NBJIHCHN.

Cucremara 3a ynpaBJICHHE Ha KaUYCCTBOTO NOAJIEXKH HA rOAULICH HAA30p.

B cuna ot: 19.05.2017 r.
Perucrpauuonen Homep Ha ceptudukara: SX 60118882 0001
H3pbpiuen e oaut, Jloknan Ne: 21264033 001
CeptuukareT € BaTHACH 10! 4365({% 2019 r.

T WP, T T e T A T g g

DAKKS

o

| Hemcku 4
: opraH no akpeAnTaLnvT P
/ D-ZM-14169-01-02 :

Hara: 19.05.2017 r.

TUV Rheinland LGA Products GmbH — Tuanpace 2 — 90431 Hropnbepr
Ten.: +49 221 806-1371, dakc: +49 221 806-3935, e-mail:cert-validity@de.tuv.com, http://www.tuv.coprsa




TUVRheinland

Hoxymenr: 1/3, pen.0
TUV Rheinland |
LGA Products GmbH {
Tuanwmpace 2, 90431 HiopuGepr \;
Hpnioxenne kum ?
Ceprudnkar :
! Perucrpanus Ne SX 60118882 0001 N
| Mokaag Ne 21264033 001 t
Oprannszauus: EUROIMMUN y
Medizinische Labordiagnostika AG
] 3eexamn 31 g
b 23560 Jio6ex ;
: I'epmanns :
Oo6xBar: Ipoextupane n pa3paboTka, mpousBoacTBo, CEpBH3 M NpoJax6H Ha
MMYHOOGHOXHMHYHH CHCTEMH, MMYHO(IIYOPECUEHTHH TECTOBE, CHCTeMH 3a
MOJICKYApHA IMarHOCTHK/ TeHETHYHH TECTOBE M TECTORe 3a ONpejensHe Ha
TIaTOreHy U aHanu3atopu/ codpryep 3a uu BHTPO JHArHOCTHKA.
4
Bximouenn obextn: 4
i
|

- EUROIMMUN Medizinische Labordiagnostika AG E'
3oHeH6epr 9, 23627 I'poc I'pbonay, I'epmanus

Heiinoctu: MNpoussoacteo u KOHTPOJI HA KAYECTBOTO
- EUROIMMUN Medizinische Labordiagnostika AG
%/-Z Bopn 24, 23627 I'poc I'pvonay, 'epmanns
/ Herinocty: Ipoussoacteo u CepBuU3 Ha cOPTyepHH pellieHus 3a NPHIIOXKEeHUs

NIPH UH BUTPO TNATHOCTHKA.

Cepruduuupam opran
/noonuc ne ce yeme, nevam/

Aunn. wx. Ceen Xogman

Hemcku S
OpraH no akpegutaynute
D-ZM-1416Q-O1;O_2
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TUVRheinland
3 Hoxyment: 2/3, pen.0
. TUV Rheinland
: LGA Products GmbH -
E:' Tunmmpace 2, 90431 Hiopabepr !
3 [
" IlpunoxeHue KbM
1 Cepruduxar
Perncrpanus Ne SX 60118882 0001
Jokaag Ne 21264033 001
Opranmsayus: EUROIMMUN ‘
Medizinische Labordiagnostika AG 2
3eexamn 31 ;
23560 Jo6ex
I'epmanun |
il  O6xBar: Bxunouenu o6exTy:
E‘ — EUROIMMUN Medizinische Labordiagnostika AG :
| Hlnocwpace 11, 91257 Mernuny, Nepmanus ¢
] HeiinocTu: ITpousBoacTBo M cepau3
] :
E - EUROIMMUN Medizinische Labordiagnostika AG ;
Bepkimpace 2-22, 23942 Nacay, I'epMmanus E
‘ £
T HeiinocTy: IIpon3BoACTBO, KOHTPON Ha KaYeCTBOTO, CKjanupaHe u i
b IUCTpUOYLMS
|
- EUROIMMUN Medizinische Labordiagnostika AG
3 ~ Kpennen 1, 02747 Xepuxyr, I'epmanus
_ 3
; Hefinoctu: [poussoacteo v
5f :
:= :
li . g
l J;“" g
f (( DAKKS /—\— 7 \\ Ceprnduunpam opran f
¢ RN // (\ TA;; J/) Ynoc)nuc He ce yeme, neyam/ :i
l /éx pé’\muwme .f;\\ PR glﬁnn. urk. CeeH Xodman E
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! Aara: 19.05.201% S SyL e LT !
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TOVRheinland

TlokymenT: 3/3, pen.0

*} TUV Rheinland
: LGA Products GmbH 1
Tununmpace 2, 90431 Hiopabepr :
IIpunoxenne Kpm
Ceprudnkar -
Perucrpauns Ne S$X 60118882 0001 g
Joxnapg Ne 21264033 001 :
Oprannzauus: EUROIMMUN "
Medizinische Labordiagnostika AG
3eexamn 31
23560 Jlobex 1
I'epmanns y
O6xBart: BxaroueHy obexTu:

— EUROIMMUN Medizinische Labordiagnostika AG
IMnwniicuutuan 1, 02748 Bepumiar, ['epmanns

Je#tnoctu: ITponsBoacteo

b

- EUROIMMUN Medizinische Labordiagnostika AG :

Tpage 1, 23 923 3enmcaopd, 'epmanus 4

( ) . ;/: Heiinoctu: IIpoextupane u paspaboTka, U IPOU3BOACTBO :
' \k'\x\ f

f ":: ;.’ 3 i i S

(( DAkkS R j’ Ceprudunnpailt opran

L St e er & /noonuc ne ce ueme, neuam/
Hemcxn e Junn. umxk. Ceed XodMan

opraH no akpeautauumte o T RS
D-ZM-14169-01-02 ’ . ! o

Jlara: 19.05.2017 . s VO 2N

ll P A NPV T (T Y e e 2 e
N,

- Lo ]
> i A= i}
Nopmucanata, Kpucruna BpatoiiveBa, ynocToBepsiBaM BEPHOCTTA Ha\\MABGPLIHI T//ﬁbﬁ TpeBOA OT
AHIINICKM Ha OBArapckd e3WK Ha annO)KeHy,,.ﬁmgpn_eHg: Cep'rmblflil(h';_!;u -2 f;ge///é:m'rou ot 4
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Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Liibeck
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

/% EN ISO 13485:2012
i 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 | SX 60118882 0001

An audit was performed. Report No : 21264033 001

This Certificate is valid until 2019-03-30

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

(({;DAkks

Date 2017-05-19

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431

Tel +49 221 806-1371 Fax +49 221 806-3935 e-mal cent-validity@de tuv com http/"lgwww tuv com/safety
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TUV Rheinland Doc. 1/3, Rev.o
LGA Products GmbH
TillystraRe 2, 90431 NUrnberg

Attachment to
Certificate
Registration No.: S$X 60118882 0001

Report No.: 21264033 001

Organization: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

Scope: Design and development, pProduction, service and sgsaleg 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

Sites included.:

= - EUROIMMUN Medizinische Labordiagnostika ag
, Am Sonnenberg 9, 23627 GroR Grénau, Germany

Activities: Production ang quality control

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

Activities: Production ang service for software solutions
for IVD applications

Certification Body

.
' JERTIE “end LGg
4 AT p\o!
(( DAKKS R Xy
g Deutsche R
s Akkreditierungsstelle e
D-2M-14165-01-02 - G
\, - \iiht‘r/;/.,,_
- Py AN N
R s N
Date: 2017-05-19 A7 OS]
7 Ho e oyl
.‘% Hoffmanmn -~
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TUV Rheinland Poe 273, Revo
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60118882 0001

Report No.: 21264033 001

Organization: EUROIVIMUN
Medizinische Labor
Seekamp 31
23560 Liibeck
Deutschland

Scope: Sites included:

Schlofstra

Activities;

Werkstrafe

‘ p Activities:
distribution

e 11,

Production

diagnostika AG

- EUROIMMUN Medizinische Labordiagnostika AG
91257 Pegnitz, Germany

and service

- EUROIMMUN Medizinische Labordiagnostika aag

2-22, 23942 Dassow, Germany

Production,

quality control, warehousing and

- EURQIMMUN Medizinische Labordiagnostika agG
1, 02747 Herrnhut, Germany

Im Kreppel

| Activities:

({ pAKks

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2017-05-19

B R R T e et U e e A D

Production

Pa
Certification Bo__dy" %"\




TUV Rheinland poe.

LGA Products GmbH

TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60118882 0001
Report No.: 21264033 001
Organization: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Liibeck
Deutschland
Scope: Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG

Am Pliefnitztal 1, 02748 Bernstadt, Germany

Activities: Production

- EUROIMMUN Medizinische Labordiagnostika AG

((pAscs

Deutsche

Akkrediterungsstelle
D-ZM-14169-01-02

Date: 2017-05-19

Activities:

An der Trave 1, 23923 Selmsdorf, Germany

3/3, Rev.0 NN

Design and development and production

S. 4z
\én Fofing

Dipl.-Ing. S
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AreMnus 3a npeBoAx Translation Agency

[peBoa OT aHrANACKH 30K
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TUVRheinland

CEPTUDOHUKAT

. CepTudnumpamusr opran na
TUV Rheinland LGA Products GmbH

€ HACTOALIOTO YaocToBepsaBa, We KOMIAHMATA g

EUROIMMUN 5
Medizinische Labordiagnostika AG : : :
3eexamn 31
23560 JIro6ex
I'epmanns

€ YCTaHOBHJIA U NPUJIaTa CHCTEMA 3a YIIPaBJICHHE Ha Ka4eCTBOTO
Ha MEAHLMHCKHUTE M3JeNHsA
3a cielHus 0OXBaT:

IIeTaﬁHHTe Ca B NIPHJIOXKEHHUETO

Hpe,ElOCTaBCHH Ca J0OKa3aTeJiCTBa, ye N3UCKBAHMATA, TOCOYEHMH B

' EN ISO 9001:2008 . i
Ca U3NLJIHEHH. ‘

// . 9
L—-—€1>r\)ql,1*c:1v1aTa 32 ynpaB/ieHHe Ha Ka4ECTBOTO NOUIEKH Ha FONMILIEH HAT30p.
B cuna or: 19.05.2017 r. i
Perncrpaunonen Homep Ha cepudukara:  SY 60118897 0001
UspbpiieH e oaur, Joknan Ne: 21264033 001
CepruduxaTsT € BanumeH 1o: 14.09.2018 r.
Ceprudnunpau opran 4;1
/nodnuc ne ce wveme, nevam/ g
Hara: 19.05.2017 r. Hunn. vax. Ceen Xodman E

TUV Rheinland LGA Products GmbH — Tummmpace 2 — 90431 Hiopu6epr

Ten.: +49 221 806-1371, dakc: +49 221 806-3935, e-mai]:cerg;ffa]id\ity@de.tuv.com, http://www tuv.com/safety i
A 5
SR e o G _M Kaitl G et el bl L S M il T »-Ax:w&mir.‘m% Q\/
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TUVRheinland

Hoxyment: 1/3, pen.0

TUV Rheinland

LGA Products GmbH h
Trammpace 2, 90431 Hropu6epr Z\ .

T

IIpnaoxenne Kbm

| Ceprnduxar

(i Perncrpauus Ne SX 60118897 0001
HJoxnag Ne 21264033 001

Opraumsans: EUROIMMUN i
Medizinische Labordiagnostika AG |
3eexamn 31
23560 JIobex
T'epmanns

O6xBar: IpoekTupane n paspaboTka, NpoH3BOACTEO, obyueHne, cepBu3 M nponaxGu
Ha IMYHODHOXUMHYHH CHCTEMH, HMYHODITYOPECLEHTHH TeCTOBE, CHCTEMH 3a
MOJIeKy1ApHa IMarHOCTHKa/ FeHETHYHHU TECTOBE M TECTOBE 3a ONpeeiisHe Ha

NaToreHy 1 aHaM3aTopH/ cOPTYep 3a MH BUTPO AMATHOCTHKA NP xopa u
XHMBOTHH.

Brxuouenu o6extu:

— EUROIMMUN Medizinische Labordiagnostika AG
3onenbepr 9, 23627 I'poc I'pronay, I'epmanns

|
HetinocTu: [1pou3BOACTBO M KOHTPOJ Ha Ka4eCTBOTO E

- EUROIMMUN Medizinische Labordiagnostika AG
Bopn 24, 23627 I'poc I'pronay, Nepmanns

R k2 e

Hettnocy: TTponsBoaCcTBO 1 cepBus Ha cobTyepHH pellenns 3a IPHIOXKEHHUS
NpH HH BUTPO AHArHOCTHKA.

Ceprudnuupam oprau
/nodnuc ne ce yeme, nevam/
Hunn. vax. Ceen Xodman

LM S ST R e




TUVRheinland

N T gt e

Hoxymenr: 213, pea.0 /

TUV Rheinland
LGA Products GmbH
Tunanmpace 2, 90431 Hiopu6epr

| Tpuaoxenue xnm

4 Ceprudmxar

! Perucrpauns Ne SX 60118897 0001

© Jlokaag Ne 21264033 001

Oprannszauus: EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31
23560 JIo6ex
I'epmanus

— EUROIMMUN Medizinische Labordiagnostika AG

]
tl
l
;i
OobxsBar: Brtouenu obexru: H
Wnocwpace 11, 91257 Nernum, T epManus fi
.'
£
|

He#inocTu: Tlponssogcrso u CepBu3 L
i

— EUROIMMUN Medizinische Labordiagnostika AG ,f
Bepkupace 2-22, 23942 Hacay, 'epmanus E’

HCEHOCTHZ I'Ipomsoncmo, KOHTpOJI Ha Ka4ecTBoToO, CKlanupasxe y

A% IMCTPHGYLus ”

= EUROIMMUN Medizinische Labordiagnostika AG
Kpennen 1, 02747 XepuxyT, Fepmanus

|
)
|
HeitHocTu: [Tponssogctro B

Cepruduumpam opran
/nodnuc ne ce weme, nevam/ 5
Hata: 19.05.2017 r. » Hunn. uax. Ceen Xopman , : i




TUVRheinlaﬁd

Hokyment: 3/3, pen.0

TUV Rheinland
LGA Products GmbH
Traumpace 2, 90431 HiopuGepr

Npnaoxenne kpm

Ceprupuxar

Perncrpauus Ne SX 60118897 0001

Hoxnag Ne 21264033 001

Opraumanus; EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 JIro6ex
I'epmanns

Obxpar:

Brorouenu o6exty:

= EUROIMMUN Medizinj

sche Labordiagnostika AG
Inuitcauruan 1,02748 B

CPHILAT, I'epmanug

Heitnocru: Hpoussoncrso

EUROIMMUN Medizinische Labordiagnostika AG
Tpage 1, 23 923 3enmenopd, Fepmanus
% HebinocTu: ITpoextupane u paspabotka, u TIPOH3BOACTBO

t
Cepn—lqmuupam opran i
/noonuc ne ce ueme, nevam/

Aun. nux. Ceen Xotman

qeBa, ynocroaepsg_BaM;‘Bepagiqrr‘_a “Ha H3BB

+
PLICHUS OT MeH npesoxy or
aHTIMACKH Ha GbArapcku esmx Ha npnnomeﬂmj’ugxy%cmcgpmquar. IIpeBonsT ce cneroy oT 4 .
A ES W NG !
P Tk ad A *r N
MeTHpH/ crpanuiy. } / '5,,\?&’ Y
Hpesopnau: Kpucruna Bparoiivepa / ,\,X
1% -
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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 Libeck
Deutschland

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

see attachment

Proof has been furnished that the requirements specified in

Qg 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 is valid unti 2018-09-14

Date 2017-05-19 S— /

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niifnberg v 2 >,
~";1~~1"«1/

Tel +40 221 806-1371 Fax +49 221 808-3935 e-mail.cert-validity@de tuv com http /iwvww tuv comysafety ' -




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

21264033 001

EUROIMMUN

SY 60118897 0001

Medizinische Labordiagnostika AG

Seekamp 31
23560 Liibeck
Deutschiand

TUVRheinland

Doc. 1/3, Rev. 0

training, Service

nobiochemical systems, immunofluorescence

ang analysers/software for in vitro

humans ang animal
Sites included:

- EUROIMMUN Mediz
Am Sonnenberg 9

S

ini

sche Labordiagnostika AG
; 23627 GroR Gronau, Germany

Activities; Production ang quality control

~ EUROIMMUN Medizinig

che Labordiagnostika AG

Am Born 24, 23627 GroR Grénau, Germany

Activities: Produ
_ﬁorhlvaaﬁﬁlicati

b

ction and service for software solutionsg

ons

&1 A&

—— __;h\_ﬁ_.— T —— —_—

e ——
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TUV Rheinland Poc- 2/3, Rev.o
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to :
Certificate
Registration No.: SY 60118897 0001
Report No.: 21264033 001
Organization: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Liibeck
Deutschiand
Scope: Sites included-:

Activitieg: Production, quality control, warehousing and
‘ distribution

- EUROIMMUN Medizinische Labordiagnostika ag
SchlofistraRke 11, 91287 Pegnitz, Germany

Activities: Production ang service

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

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

Activities: Production




Attachment to
Certificate
Registration No -
Report No.:

Organization:

Scope:

o ®
TUVRheinland

TUV Rheinlang PoS: 3/3. Rev.o
LGA Products GmbH

TillystraRe

2, 90431 Niirnberg

SY 60118897 0001 .
21264033 001

EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschiand

Sites included.

- EUROIMMUN Medizinische Labordiagnostika ag
Am Pliefnitzta]l 1, 02748 Bernstadt, Germany

Activities.

Production

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

Activities.

Design ang development and production




EURKUIMMUN: Frogucts

iaémm&w il Louwma ha W%%/M&Lg

Products: Chlamydia (ELISA)

Indications > Infections > Bacteria

Order no. Antibody specificity/ reagent/ analyte ig class ] Species Format
EI2191-9601 A Chiamydia trachomatis IgA semi-quantitative 96 x 01
semi-quantitative
EI2191.9601 G Chiamydia trachomatis IgG 2/20/200 RU/m| 96 x 01
2/20/200 RU/m|
13
E12191-9601 M | Chlamydia trachomatis IgM semi-quantitative 96 x 01
incl. IgG/RF absorbent ’ semi-quantitative
EI2192-9601 A Chlamydia pneumoniae IgA semi-quantitative 96 x 01
semi-quantitative
El 21929601 G - Chlamydia pneumoniae 19G 2/20/200 RU/mI 96 x 01
2/20/200 RU/m|
£12192-9601 M Chlamydia 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:l/www.euroimmun.com/products/indications/infektions-serologie/ak-gegen-chlamydien/elisa/products.html 111
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IIpeBoa OT aHIIMIACKU €3UK
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TUVRheiniand

EC CEPTHOUKAT

JnpexTusa 93/42/EEC, Anekc 11, ¢ uskmodenne na Pasgean 4 u 6,
CHcTeMa 32 TBJIHO OCHIYpPsSIBaHe Ha Ka4€eCTBOTO
MeauUHHCKH H3eJIMsi 32 HH BHTPO AHArHOCTHKA

Peructpaunonen Ne: HL 60118880 0001
Joxmag Ne: 21264033 001

Hponssoauren: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 LJIrobex
I'epmanusn

IIpoaykTh: - —  VIMyHOGMOXMMHYHH TECT CHCTEMH
-~ HMyHOQIyopecueHTHH TECT CHCTEMH
—  TecT cucTeMH 3a OTIPEAE/IIHE HA NATOreHH

3amens Ceptudukar c perucrpaunoses Homep: HL 60076864 0001

Jara na Baaugrocer:  17.05.2022 .

C HACTOSIIOTO HOTHGMUHPAHMAT OPraH JeKJapHpa, 4e 3a M36poeHHTe NPOAYKTH ca CHa3eHu
H3NCKBAHHMATA Ha Adexc II, ¢ mikirodenne Ha Pasmean 4 u 6 ot JdupextnBa 93/42/EEC.
HocoyeHHAT Ho-rope NPOH3BOIUTE]l € BbBeJI M MPHIAara CHCTeMa 32 OCHIYPsiBaHe HA Ka1eCcTBOTO,
KOATO TOMJIEKH HA TepHOAMdeH Hag3op, onpenenen or Amexc II, Pasgen 5 or conomenaraTa
AMpexTHBA. 33 MycKaHe Ha Na3apa Ha u3eans oT CHHCHK A, KOUTO ca 00XBAHATH OT HACTOSIILHA
ceprudukaT, ce n3ncksa EC Ceprudnkar 3a H3NMTBaHe HA THNA, CLIJIACHO W3UCKBAHMSATA HA
Anexc IV, pasges 4 n1 nOTBbLPKAEHHE OT NPOU3BOANTEJIS HA MPOAYKTHTE, CbIJIACHO Pazpen 6.

Jara Ha Bau3ane B cuaa:  18.05.2017 r. Hotugunmpan opran
/noonuc He ce yweme, nevam/
Hara: 18.05.2017 r. Juit. nsk. Ceen Xodpman

TUV Rheinland LGA Products GmbH - Tillystrape 2 — 90431 HropuGepr

TUV Rheinland LGA Products GmbH e HoTuuuunpan opran ¢ naeHtuduxannonen Homep 0197
chraacHo dupexTnsa 93/42/EC 0THOCHO MEAMLIMHCKUTE U3ACHSA 32 UH BUTPO AHATHOCTHKA.

,
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TUV Rheinland
LGA Products GmbH
Tuaumpace 2, 90431 Hiopubepr

IpuioskeHue KM

Ceprudukar
Perucrpaunsa Ne  HL 60118880 0001
Joxaag Ne 21264033 001

Opranuzauus: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 JIro0ex
I'epmanns

BkroueHu obexkTi:

- EUROIMMUN Medizinische Labordiagnostika AG
3oHenbepr 9, 23627 I'poc I'pronay, I'epmaHus

He#nocth: [TponsBoACTBO H KOHTPOJI HA KA4€CTBOTO

~ EUROIMMUN Medizinische Labordiagnostika AG
Kpennen 1, 02747 XepuxyT, ['epmanus

Hernoctu: TIpousBoacTeo

- EUROIMMUN Medizinische Labordiagnostika AG
Ulnocmwpace 11, 91257 Ilernun, I'epmanus

Heiinoctu: ITpon3BoacTBo U cepBH3

TUVRheinland

CepTudunupain opras
- <. = /noonuc He ce yeme, nevam/
©# 077 Munn. nak. Ceen Xogman

HokymeHT: 1/4, pen.0




8 TUVRheinland

5| P ———

o

LI JoxymeHT: 2/4, pen.0

gt
| TUV Rheinland |
LGA Products GmbH |
L Tuanmpace 2, 90431 Hriopubepr i
al H
£ H
Il IIpnaoxkenne kM o
Ceprudukar
Pernctpanus Ne HL 60118880 0001 !
Hoknag Ne 21264033 001 |
| Oprammsamus: EUROIMMUN |
i Medizinische Labordiagnostika AG o
3eexamn 31
23560 JIroGex ‘ -
Fepmanus b
i o
:
;‘ Bkmouenn obekru:
: o
| - EUROIMMUN Medizinische Labordiagnostika AG |
'! Bepxipace 2-22, 23942 Nacay, I'epmanus o
f i
:l Hettnocrn: JleftHoct: [Tpou3BoaCcTBO, KOHTPON Ha KQYeCTBOTO, CKIAAMPAHE U AUCTPUOYIHs i
© - EUROIMMUN Medizinische Labordiagnostika AG E
] IMawiicauruan 1, 02748 Bepuiuar, lepmanus !
3

g He#tnoctu: TpousBoacTBO

— EUROIMMUN Medizinische Labordiagnostika AG

g Tpase 1, 23923 3enmcnopd, lepmanug .

' Hettnoctn: [IpoussoacTeo [
b ' :
3 A
g Cean&fﬁuup;i’;n opran

l‘ /moonuc He ce yweme, neuam/

o Jurut. unk. Ceen Xodman

i
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TUVRheinland

Hoxyment: 3/4, pea.0

TUV Rheinland
LGA Products GmbH
Taanmpace 2, 90431 HiopuGepr

Ilpnnoxkenue KM

Ceprudukar
Perncrpanms Ne HL 60118880 0001
HJokaag Ne 21264033 001

Opranusanus: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 JIbek

ﬁ I'epmannsn

Bxmouenn ONPOAYKTH:

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, 1gM, Avidity IgG, CSF IgG, IgA)

Anti-Rubella Virus ELISA

(IgG, 1gM, Avidity IgG, CSF IgG, Glycoprotein IgM)

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

Cepruduuupanr opran
/MoOOnuUC He ce yeme, nevam/
Hata: 18.05.2017 r. Hunn, pax. CeeH Xogman

;
B
3
o
]
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TUVRheinland |

JlokymeHT: 4/4, pen.0

TUV Rheinland
LGA Products GmbH
Tunnmpace 2, 90431 Hiopubepr

IIpnnoxeHue KM
Ceprudukar
Perucrpauns Ne HL 60118880 0001
Hoxnag Ne 21264033 001
Opranusanus: EUROIMMUN
Medizinische Labordiagnostika AG
. 3eexamn 31 i
23560 JIrobex o
I'epmanus g

o

BrmouyeHn onpogykTy:

Anti-Chlamydia trachomatis MIF (IgA, 1gG, IgM)
Antl-Chlamydia pneumoniae MIF (IgA, IgG, IgM)
Anti-Chlamydia psittaci MIF (IgA, IgG, IgM)

TN LT T N NI S e e (e

Anti-Rubella Virus Westernblot (IgG)
Anti-Chlamydia trachomatis-EUROLINE-WB (IgA, IgG)
Multimarker konTponu 3a Euroimmun ELISA

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

EUROArray STI1
|
CepTudHnuupail oprau .
. /noonuc ue ce weme, neuam/
Hara: 18.05.2017 r. Humn. nax. Ceen XodmaH

Ionnucanara, Kpucruna Bparoiiyera, yZOCTOBepsBaM BEpHOCTTa Ha M3BBPILUEHMS OT MEH NpPEBOJ OT
aHrMACKY Ha OBIrapcky e3uK Ha mpuiomkeHus gokymeHT: Ceptudukar. [IpeBoasT ce cbeTou oT S (1meT)
CTpaHHLHL.

[TpeBonau: Kpuctuna bpatoiiuera
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EC Certificate TUVEQemlanq

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
Medizinische Labordiagnostika AG
Seekamp 31
23560 Liibeck
Deutschland

Products: - Immunobiochemical test systems
- Immunofluorescence test systems
Test systems for the determination of pathogens

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 A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and a

vetification of manufactured products according to section 6 is required.

Notified Body

Effective Date: 2017-05-18
Date: 2017-05-18 o _;‘ 5/
Dipl.-ing. Sven Hoffm
"

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg

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.

TE/,

Sl




TUV Rheinland boe. 174,
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

,7;4/

Sites included:

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

- EUROIMMUN Medizinische Labordiagnostika AG
Am Sonnenberg 38, 23627 Grof Grédnau, Germany

Activities: Production and quality control

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

Activities: Production

- EURCIMMUN Medizinische Labordiagnostika AG
21257 Pegnitz, Germany

SchlofRstrafe 11,

Activities: Production and service

Date: 2017-05-18

Dipl.-Ing] $¥&n Hoffmann

LA
f’{

Rev.

0
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TUV Rheinland
LGA Products GmbH

TillystraRe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

=

Sites included:

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

- EUROIMMUN Medizinische Labordiagnostika AG

WerkstraRe 2-22,

Acivities: Production, quality control, warehousing

and distribution

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

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

Activities: Production

Date: 2017-05-18

23942 Dassow, Germany

Doc.




TUVRheinland }

TUV Rheinland Poc. 3/4, Rev. o
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60118880 0001

Report No.: 21264033 001

Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

%

Products included:

Anti-CMV ELISA (IgG, IgM, Avidity IgG, CSF IgG)
Anti-Chlamydia ELISA (IgA, IgG, IgM)
Anti-Chlamydia trachomatis ELTSA (Iga, IgG, Igm)

Anti-Chlamydia pneumoniae ELISA (Iga, IgG, IgM)
Anti-Toxoplasma gondii ELISA

(IgG, Igm, Avidity IgG, cgF IgG, Igh)

Anti-Rubella Virus ELISA

(IgG, Igm, Avidity IgG, csF 19G, Glycoprotein 1gm)

Anti-CMV-IIFT (Iga, IgG, Igwm, Avidity IgG)
Anti-Chlamydia trachomatis IIFT (Iga, 196G, IgMLmem§>
Anti-Chlamydia pneumoniae ITFT (IgA, IgG, IgM) f -
Anti-Toxoplasma gondii IIFT (IgG, IgM, Aviditys I1g6)"
Anti-Rubella Virus IIFT (IgG, Avidity I9G) iy

&

.....

AN
Date: 2017-05-18 S

Dipl.-Ing, Byen Hofiraan "

e




TUV Rheinland poc. 4/4, Rev. 0
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

Attachment to
Certificate
Registration No.: HL 60118880 0001

Report No.: 21264033 001

Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

Preducts included.
Anti-Chlamydia trachomatis MIF (IgA, IgG, IgM)
Anti-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 Controls for Eurocimmun ELISA

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

EURCArray STI

Date: 2017-05-18 S o ESEN

p v W,
Dipl.-Ing.| /§§79n’ Hoffrtianpy

e
S
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Translation Agency

IIpe6oo om anznuiicku esux

Medizinische

EUROIMMUN Labordiagnostika

AG

HV_1501_F_GB_A02.doc

C € 0197

AEKJIAPAIIAA 3A CbOTBETCTBUE

EUROIMMUN AG
Seekamp 31, D-23560, Jlio6ek, I epmaHus

AEKAApUpa, ye POAYKTHT:

Anti-Chlamydia trachomatis ELISA
(JInpexTusa 98/79/EC 3a uy BATPO 1MarHOCTHYHUTE MEAMUMHCKH U3aenns, Arekc 11, cnuchk B)

E12191-9601 A (ELISA IgA)

E12191-9601 G (ELISA IgG)

EI2191-9601 M (ELISA IgM)
Haumenosanne Ha npoaykra, Homep Ha noppukara

OTroBaps Ha U3UCKBaHHATA HA I[MpeKTMBaZ

Jupexrusa 98/79/EC 3a un BHTPO AHATHOCTHYHHTE MEAMUHHCKH H3eus, AHeke [V
oT 27 okToMBpM 1998 .

Jobek, 09.09.2003 . /moonuc He ce yeme/ /noonuc ne ce veme/
Msicro 1 nara na u3nasane ~ Bondranr LnymGeprep Cysane AnekcaHapoBuy
UsieH va CopBera Ha YUnen na CpBera Ha )
JNHMPEKTOpHTE nnpeKTopuTef’”i

lloonucanama Hpen Jhobomuposa T'eopeueea yoocmosepasam eepyocmma 8a npewda om
AH2IUTCKY HA OBA2APCKY e3UK HA NPUNONCEHUS doxymenm. Hpeeodam ce cvcmou 0_  &4 )
Ilpesooay: %
Hpen I'eopzuesa

E886.25
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A

C €o

Declaration of Conformity

HYV_1502_F_GB_A02.doc

EUROIMMUN AG
Seekamp 31, D-23560 Lubeck, Germany

declare that the product

C}/ Anti- Chlamydia trachomatis ELISA
/ (IVDD 98/79/EC, Annex Il, List B)

EI2191-9601 A (ELISA IgA)
EI2191-9601 G (ELISA IgG)
EI2191-9601 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

S 2 o
R W S -G ) S P { //
e W o A (’7
Libeck, 09.09.2003 ’ JEM N

(Place and date of issue) Wolfgang Schlumberger, PhD X

- Member of the Board -




ATA 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

HEKJIAPAIIASA

Honynoamucanust Teomop Msanos 3ampupos
(mpume umena)

B Ka4eCTBOTO CH Ha Ympasutes, Ha ,,EJITA 90M* OO0, EUK (BYJICTAT) 130469816 , cre
CCllanuue u anpec Ha ynpasienue rp. Codus, m.x. 1000, yi. »yHaB“ 19, Bx. A, er.1, ar.2 ,
Y4aCTHHK B OOIIECTBEHA MOPbYKA C IPEIMET: wlocmaeéxka na Ouaznocmuxymu u
Koncymamusu 3a CIIHH, eupycnu xenamumu B u C, cupunuc u opyzu cexcyanno
npedasanu unpexyuu no Hayuonanna npozpama 3a npesenuusa u xonmpon na XHB u
CeKcyanno npeoasanu ungpexyuu ¢ Penybnuxa Bvnzapusa 2017-2020 2. 3a nyscoume na
cmpanama npes 2018 2.”,

> = HAEKIIAPHPAM, YE:

aKo 3a H3pa6OTBaHe Ha HAKOHM TECTOBE HAMA HAJIMYHA araparypa, Hu€ 1€ IPEeaoCTaBHM H Ile

noAObp)XXaMe TakaBa 3a BpPEMETO, B KOETO 1IIE Ce I/I3pa6OTBaT CaMO OOCTABCHUTE OT Hala
CTpaHa TECTORBE.

Hara: 14.05.2018 r. HEKJIAPATOP: .................... '
I'p. Codpus /A-p Teonop 3amdupop

//

IBAN (6 refa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VHUKPEAUT EVAEAUY dovirin. Woone. ~on N LI



ATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Mediical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+359 2) 9832211 Sector 1, Bucharest: ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax:  +3871 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

AEKIIAPALIMA

Honynomnucanust Teomop MBanos 3ambpupos

(mpume umena)
B Ka4€CTBOTO CH Ha YrpaButen, Ha ,,EJITA 90M* OO/, EMK (BYJICTAT) 130469816 , CBC
CElaluIme U aapec Ha ynpasieHue Ip. Codus, m.x. 1000, yi. »AyHaB“ 19, Bx. A, er.1, an.2 ,
YHaCTHHK B OOINECTBEHA MOPBYKA C IpeaAMET »llocmaséxka na Ouazwocmukymu u
koncymamusu 3a CITHH, eupycnu xenamumu B u C, cuunuc u dpyzu cexcyanno
npedaganu ungexyuu no Hayuonanna npozpama 3a npesenyua u konmpon na XHB u

CeKcyanno npeoasanu ungpexyuu ¢ Penybauxa bvazapua 2017-2020 2. 3a nyscoume na
cmpanama npes 2018 2.”,

AEK/IAPHPAM, YE:

IIIC TTIOAABPpXKAME 3a Hala CMeTKa HaJIM4YHaTta H3BBbHrapaHLHOHHA anaparypa Ha KOiTO 1LIe ce
I/I3p360TBaT JOCTAaBSIHUTE OT HAC TECTOBE.

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

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK. dunisar "AccawnB". IN Nin. Br 190 arn o4r



ATA 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.: (+3592) 9839649, 9832209 +4021 232 26 95 Fa){.' +387 11 2832 850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

HEKJIAPALIU S

Honynoanvucanust Teonop MBanos 3ampupos

(mpume umena)
B KaUeCTBOTO CH Ha Ynpasuten, Ha , EJITA 90M« 00]], EUK (BYJICTAT) 130469816 , CbC
CCHammIle ¥ apec Ha ynpaBieHHE Tp. Codwus, m.x. 1000, yi. »HyHaB* 19, Bx. A, er.1, an.2 ,
YYaCTHHK B OOINECTBEHA IIOpBYKA ¢ npeamet,Jocmaska Ha Ouaznocmuxymu u
Koncymamueu 3a CIIHH, supychu xenamumu B u C, cugunuc u opyeu CeKCyanHo
npedasanu unexyuu no Hayuonanna npocpama 3a npesenyus u xonmpon na XHB u

CEKCYanno npedasanu ungexyuu ¢ Penybnuka Bonzapua 2017-2020 2. 3a HycOume Ha
cmpanama npes 2018 2.”,

AEK/IAPHPAM, YE:

NIpeaocTaBeHaTa 3a Halla cMeTKa aliapatypa, Ha KO4TO Iie ce pa6OTH C JOCTAaBCHHUTE OT HAac
TECTOBE, III€ € C TEXHHYECKH NapaMEeTpH HE [10- HUCKH OT TE3H Ha CbUICCTBYBAIIATA.

Hara: 14.05.2018 r.
I'p. Copusa

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, dusuar "AxcaxoB™ IN Na- R 120 460 04r



ATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+3592) 9832211 Sector 1, Bucharest;: ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +40271 232 26 95 Fax +381 112832 850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

JEKJIAPALIMS

Honynoanucanust Teomop MBaroB 3amdupos
(mpume umena)

B Ka4€CTBOTO cH Ha YmpaBuren, Ha ,,EJITA 90M 00, EHK (BYJICTAT) 130469816 , cxc
CElaNMINe W apec Ha yIpaBlieHue Ip. Codus, m.x. 1000, yi. ., JlyHas“ 19, Bx. A, er.1, an.2 ,
YJaCTHUK B o0OLIECTBEHA mMOpbYKa ¢ npeamer ,,/locmaséka Ha ouaznocmukymu u
koncymamusu 3a CITHH, eupycuu xenamumu B u C, cupunuc u opyzu CEeKCyanno
npeoasanu ungexuyuu no Hayuonanna npocpama 3a npesenyun u konmpon na XHUB u
CeKcyanno npeoasanu undgpexyuu ¢ Peny6nuxa bvneapun 2017-2020 2. 3a nysxcoume na
cmpanama npes 2018 2.”,

/Z AEK/IAPHPAM, YE:

me OCHUrypuM [IpOrpaMUpaHeTO0 HAa HaJIWYHATA aliaparypa 3a I/I3p360TBaHeTO H
CHHXPOHH3HPAHETO HA JOCTAaBCHUTE OT HAC TECTOBE.

Hara: 14.05.2018 r. JEKJIAPATOP:
I'p. Codus /11-p Teomop 3amdupo
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