vl
Vo 2 A1 315 Jeaad,

OBPA3EILl
TEXHHYECKO INPEJIIO’KEHHE

no obuecmeena nopviKa ¢ npeomem:

,,JJocmasKka Ha OUazZHOCMUKYMU U KOHCYMamueu 3a CITHH, supychu xenamumu B
u C, cugpunuc u opyzu cekcyaino npedasanu undexuuu no Hayuonanna npozpama 3a
npeseHyuUa u KOHMpoOn Ha XHUB u cekcyaano npedaganu uH@exuuu 6 Penybauxa
Bvnzapua 2017-2020 2. 3a Hyxcoume Ha cmpanama npes 2018 2.”, no obocobena/u
nozuyuu:

Mo 11 — Tecmoase 3a duaznocmuxa na Toxconnazmosa ELISA IgM

HacTosmoTo TEXHHYECKO IPETIONKCHNAC © OoAAACHO OT:

¢upma ,EJITA 90 M“ OO
/HAUMEHOBAHUE HA YHACHUKD/
H OJACAHO OT: a-p Teonop UBanos 3amdupos
/mpu umend/
B Ka4eCTBOTO My/HM Ha: Yupasuren
Jomecrocm/
Cvovpacanue:

1. JIoKyMeHT 32 yI'bJIHOMOIIABaHe, KOraTo JHIETO, KOSTO 110/aBa obdeprara, He €
3aKOHHHAT IIpeJICTaBUTE] HA yIaCTHHKA,

2. Tlpennoxenue 3a H3BIHEHAE HA MOPBUKATA B CHOTBETCTBHE C TEXHHYCCKUTE
crienu¢UKanA 1 H3UCKBAaHAATA HAa BB3JIOXKUTEIIA,;

3. Jlexnapalus 3a ChIIacHe C KIIay3UTe Ha IPHIIOKEHHS IPOCKT Ha ZIOroBOp;

4. Jlexiapanus 3a CpoKa Ha BATHITHOCT Ha oeprara;

5. Odunuamsn  JOKYMEHTH, OIHCaHHs p/umu  opuIMaTHM  KaTalo3H Ha
IPOU3BOJUTENA/UTE HA H3METUATA.

6. Jlexiapauus, ¢ NPHJIOXECHO H3BJICYE¢HHE OT Cnucpka mo wi.l, 1.1, 6yksa "6" or
Hapen6ara 3a ycIoBHATa M PEla 33 ChCTABsHE HA CIHCHK HA MEMIMHCKUTE H3ACTHA 0 4.
30 ot 3MMU ¥ 3a onpezensHe Ha CTOHHOCTTA, 10 KOATO T€ CE 3aliamar, oT KoeTo HA3BJIICUCHHE
¢ BHZHA IPOJAKHATA LieHa 110 CMHChIa Ha § 1, T. 29a ot 3MU, BB BpB3Ka ¢ § 1, T. 4 ot JIP
na Hapenbara, 3a BcsKa NO3HIHS, 32 KOATO € N0AaNeHa odepra;

7. 3aBepeHO Xonue Ha oQHIMaIeH TOKyMEHT, U31aJICH OT HAJL, ot KOHTO € BUAHO, Y€ 3a
CEOTBETHOTO MEIMIIMHCKO H3/Ie/Ne HaMa peructpupany jannn B MAJI w/umu EUDAMED 3a
MHIMACHTH/TIOTeHINAIHN HHIMACHTH Npe3 MOCICIHNTE IBE IOAMHH, KaKTO 1 OJIOKMpaHH WK
Y3TErICHH NapTHAH OT CHIIOTO MEJUUMHCKO H3JENHe Mpe3 INOCICAHHTE 2 TOAMHH.
IIpencraBenus nokyMent ot UAJI ciespa 1a 6be W3JaJIcH MPeu He MOBEYe OT €IUH MECEI]
0T noZaBaHe Ha oepTa OT yYaCTHHKA.;

8. Jlexyiapanus, B KOSTO Aa 6b/le NOCOYCHO MEUIMHCKOTO H3/ICIHE 3a KOETO CC y4acTsa
¥l KOHKPETHHST oGuIecTBeH GOHA Ha CHOTBETHATA AbPXKaBa, 110 KOMTO ce 3ariamma;

9. Moctpa o603Ha4eHa 10 Ha9MH, OT KOATO Ja € BUIHO Ha KOC MPE/IOKCHHC oTroBaps

(omnocumo 3a 060cobenu nosuyuu Ne Ne 2 u 29);

10. 3aBepeHO KOMHe Ha BalH/IeH cepTAQHKAT BJIC EN ISO 13485:2012 / ISO 9001:2012

WM TI0-HOB W/IM €KBUBAICHTEH, ¢ 00XBaT CBHIJIACHO NpEAMETa HA ofocobeHaTa [JO3HHHL 32

KOATO C€ y4acTBa, U3JaACH Ha HMETO Ha IIPOU3BOAUTECIIA.
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11. 3aBepeHo KomMe Ha JeKiapanuiara 3a CHOTBETCIBHE C Nupextusa 98/79/EC,
w3nagena or mpomssommuTens u komue Ha EC cepTugukar 3a CHOTBETCTBHC C JupekTuBa
98/79/EC, m3naieH OT HOTHMIHpaH opraH no cMuchia Ha 3MH (omuocumo sa nosuyuu
NeNel 2,3,4,5 7,89 11,12, 13, 16,17, 18 19, 20, 21, 38 u41);

12. 3aBepeHo KomHe Ha JeKiapanusra 3a ChOTBETCTBHE C JNupextusa 98/79/EC,
H3aJeHa OT IPOU3BOIUTENS (OMHOCUMO 3a NOSUKUY NoNel4, 15, 27, 34, 35, 36 u 37);

13. Jleknapanus, 9e IMardHoCTHKYMHUTe Iie OBAaT B CHOTHOLICHHE 30% roneMu KbM
70% MAJIKH OTIRKOBKH (OMHOCUMO 3a OUAZHOCMUKYMUME No 060cobenu nosuyuu Nehe 1, 3, 7
u 15 3a nvpeuuna ouaznocmuxa na CITHH, xenamum B, xenamum C u cugpunuc);

14. Jlexnapanus, 4e IHATHOCTHKYMHTE Ca OKOMILIEKTOBAaHHM CBHC CHOTBETHHA Opoii
[UIAKA 1 BPHXYETa M BCUYKH TECTOBE, 3a M3IIBIHEHHETO HAa KOUTO CE M3HCKBAT, MIC 6baar
OKOMILICKTOBAHH ChC CHOTBETHHS Opolf BphXueTa, CboGpasHo 6pos Ha TECTOBETE (OMHOCUMO
3a duaznocmuxymume no obocobena nosuyua Ne 14 3a TIIX4);

15. Jlexapanus, B KOSTO € IIOCOYEHO, Y€ aKO 32 M3paboTBaHe Ha HAKOH TECTOBE HAMA
HAIMYHA amapatypa, e 6bie MpeIcTaBeHa Takasa U e ObJe NO/UIbpXaHa 33 BPEMeTo, B
KOETO ce H3pabOTBAT TECTOBETE (8 NPUIONCUMUME CLYyHAY)

16. leknapanys, B KOSTO € IIOCOYEHO, Ye IIe Ce MOANBPXKA 3a CMETKA HA U3ITBJIHATEA
HAJIMYAATA H3BLHTADAHIMOHHA amaparypa, Ha KOATO IMe Ce U3paboTBAaT TeCTOBETE
(HaMMgHATA araparypa e ChIIacHo npuioxeHue Ne 2);

17. lexnapanus, B KOSATO € IIOCOYEHO, Y€ IIPY
amaparypa, Ha KOSTO Ie ce paGoTH ¢ TecToBeTe MQ\QbAC ¢ TEXHHYECKH [1apaMEeTpH HE TI0-
HHCKH OT T€3H Ha CHIIECTBYBAINATA (8 NPUNOHCUMUMENISHEU);

18. Jlexnapanus, B KOATO € MOCOYEHO, Y€ M3IBINUTEN IIE NMPENOCTaBh amapar 3a
asroMarguHa ekcrpaknus Ha PHK, ako 3a TtecroBere BHPYCEH TOBap c€ H3HCKBa
excrpakuus Ha apycHa PHK (6 npunoscumume cryvau);

19. Jlexnapanus, B KOSTO € IOCOYEHO, Y€ M3IIBJIHATEIA 1 OCHIyPH [POrpaMHpaHETO
Ha HAIMYHATA alaparypa 3a u3paboTBaHETO M CHHXPOHU3UPAHETO HA JJOCTABEHUTE TECTOBC;

20. Jlexiapanus, B KOSTO € IIOCOYEHO, 9€¢ JTHarHOCTHKyMHATE IO 000c00eHa MO3UIIHA
Ne 7 3a rbpBUYHA AHarHocTHka Ha xenatut B /HBsAg / - EJJM3A u 060cobeHa no3uius Ne 8
3a NOTBBPAMTENHA auarnocTuka Ha HBsAg me 6baar odepupaHH KOMIUIEKCHO H INE Ca OT
¢IHH TIPOM3BOJIUTE] (8 NPUNONCUMUME CAYHAU),

21. Jlexsiapanus, B KOSTO € IOCOYEHO, Y€ TECTOBETE M0 060CO0EHa MO3HIMA Ned4lcac
YyBCTBHTEHOCT PaBHA MIHM [O-BHCOKA OT 99%, cremu¢uIHOCT paBHA MM MO-BHCOKa OT
96%. TecToBeTe 3a MOTBBPANTENHA AuarHocTuka Ha XVIB1/2 uHpexuus e ce H3MbIHABAT
BBPXY CTPHIIOBE HaToBapeHH ¢ pekomOunanTHH XVB-1/2 anrureHn. PearenTure B KHTa 1€
ca roToBH 3a ymoTpebGa 6e3 mpexBaputenHo paspexnane. IIponemypara 3a H3IbIHEHHE ©
aBTOMaTH3MpaHa. Pe3ynraTiTte IMe C€ OTIMTAT Ype3 CKaHHpaHE H KOMINKOTBPHA IporpaMa
e ce JOKYMEHTHpAT Ha XapTHeH HOCHTENI (8 HpULodCUMUme Cy4au);

22. Jlexiapanus, B KOATO € IOCOYEHO, 4 mo oGocobeHa IO3MIMA Ne 2 e OBp3
KaueCTBEH TECT 32 OTKPUBAHE Ha aHTHTENA CPELLy BHpPYCa MPHIHHABALL MMYHEH AeQHIHT y
yoBeka, TUMoBe 1 1 2. UyBCTBHTENHOCT PaBHA HIM N0-BHCOKa 0T 99%. CreunduyHocT paBHa
UM TIO-BHCOKa 0T 98%. Br3MosxHOCT a oTKpHBa criermpnyny anTu-XHB antuTeNna B npobu
ot nepudepna xpsB. [Iponenypara 3a U3NbIHEHHE J1a HE H3UCKBA CIICLUAIHO 1abopaToOpHO
obopy/iBaHe 3a M3NbIHEHHE Ha TeCTa (aBTOMATHYHH IHIICTH, uHKyOarop, Weiksp u Ap.).
TectoBeTe me OBIAT KOMIUIEKTYBaHH C ABTOMATHYHHM JIAHIETH 3a B3€MaHe Ha MPoOH OT
nepHdepHa KpbB. BCHYKH peakTHBH 3a M3pabOTBaHE Ha npoOH OT IUIa KPEB, IJIa3Ma H
cepyM Ine 6B1aT BKIOYEHH B JMAarHOCTHYHUs TecT-KHT. IIponeaypata 3a H3IBIHCHHC ]

OCTaBe€HaTa 3a CMETKA Ha H3IIBJIHHUTEIS




MHHYTH OT NIPMKIIOYBAHE Ha IIpollefypaTa Mo H3paboTBaHE HA TECTA (8 MPUIONCUMUME
cayvau);

23. Jlexsiapanusi, B KOSTO € HOCOYEHO, Y€ TECTOBETE 3a OIpe/ie)IiHE HAa BUPYCEH TOBAp
Ha HIV 110 o60co6ena mosuuust Ne 38 me ce H3MbIHABAT HATBIHO ABTOMATHYHO H e ca C
A0JIHA TPaHULIA Ha AETEKIMA 10 S0 BUPYCHH KOMHS Ha MUJIHJIUTHD.

24. Jlexnapanus, B KOATO € IIOCOYEHO, e TECTOBETE 10 060co6eHa no3urysg Ne 42 ca
Ha TIpMHIHIIA HA KaOWJpHA Trel-eJIeKTpodopesa CEKBEHHUpaHE IIPH MUHHMMAIIHO
CAHOBPEMEHHO 3apeXJIaHe OT 6 IpoGH 3a u3CIeNBAHE (8 MPULOIICUMUME CIYYaU);

25. lexnapauus, B KOSTO € IOCOYEHO, Ye TeCTOBETE 3a JHArHOCTHKA Ha XemaTtut B
OTrOBapAT Ha M3ACKBAHETO 3a YYBCTBHUTENHOCT paBHA Ha wiad mox 0,130 IU/ml.
TIOBBPXHOCTCH aHTHIEH Ha XeNaTHT B ¥ cienndudnoct He no-manka ot 99 % (omuocumo 3a
obocobernu nosuyuu NeNe 7 u 8);

26. [lexnapanyus, B KOATO € IOCOYEHO, Y€ TECTOBETE 3a ObPBHYHA JHATHOCTHKA HA
CIIMH - EJIM3A no o6ocobena mnosumus Ne 1 ca Tum aHTUTCH - aHTHUTIIO.
UyBCTBHTENHOCTTA Ha TECTA 32 AaHTHTENATA € 100%, cnenuduynocrra He € no-Hucka ot 99%.
HyBCTBHTENHOCTTA 32 AeTeKnus Ha XUB anTHrena e nox 2 IU/m.

Hata 14/05/2018
Hme u pamutus A-p Teonop 3ampupos
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OBPA3ZEL
®HUPMA ,,EJITA 90 M“ 00
(HauMeHOBaHUE HA YHACMHUKA)

MPEJJIOKEHUE 3A M3ITbJIHEHUE HA IOPBYKATA

JlonynoanucaHusAT/aza a-p Teonop UBanos 3amdupon
(mpume umeHa)

B KAQuecTBOTO cd Ha YmnpaBuTes B/Ha ¢upma LEJITA 90 M*“ OO/, EMK (BYJICTAT)
130469816, chc ceqatuile H aJpec Ha yIpaBicHHE rpaj Codus, yauua ,JyHaB, Nel9,
Bx.A, er.l, am.2, y4YacTHHK B obniecTBeHa IIOpbYKa C MPEAMET: wlocmaeéka Ha
OUAZHOCMUKYMU U KOHCyMamueu 3a CITHH, éupycnu xenamumu B u C, cugunuc u opyzu
ceKcyanHo npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHyuA U KOHMPON HA
XHB u cexcyanno npedasanu uHpexuyuu 6 Penybnuxa Bwazapus 201 7-2020 2. 3a
HyacOume Ha cmpaxnama npes 2018 2.”, exnoueawia 44 060coberu no3uuuu 3a obocobena
nosuyua Ne 11 — Tecmose 3a OuazHocmuKa Ha Toxconnasmosza ELISA IgM

YBAXKAEMH JAMHA U TOCIIOJAA,
C HacTOSMIOTO MPEACTaBIME HAIICTO TEXHH IpeJIOKEHHE 32 U3MBIHCHAE HA
obexTa Ha obsBeHara oT Bac o6IecTBEHa MOPBYKA.  \

\ N} TIPEAJIOKEHUE HA
HaumeHnoBanHe 10 KoanuecTBO YHACTHHUKA
Ne PR Mspka 100 MPON3BOIUTE,
% ' MAPKA, MOJIEJI
) (KAT. Ne)
— ELISA Toxoplasma gondii IgM,
TecToBe 3a AMArHOCTHKA Ha . Ilpomssonuren:
11 Tokcoruasmosa EJIM3A 1gM Gpoit 288 EUROIMMUN - I'epmannst
®opmar 96 AMKH
kat.Ne E1 2410-9601 M

(Vuacmuuyume cnedea 0a NONbAHAM epagha ,, IIpeonosicenue Ha y4acmuuka: npouzgooumen, Mapxda,
moden (kam. No)“ camo 3a obocobenume no3uyuy, 3a KOUMo yuacmean)

Jlexnapupame, 4€ BCHUKH MEJULHHCKA H3EIHs, KOUTO HMAaT CPOK Ha TOJHOCT, KbM
jatara Ha NOCTaBKa IIe 6BJaT ¢ OCTaThYEH CPOK Ha TOJHOCT He mo-ManbK oT 75% oT
00sIBEHHA OT IIPOU3BOJUTEN,

Jlexnapupame, 4e NpeularaHuTe H3Jeaus e npHUTEXaBaT KbM MOMCHTA Ha TOCTABKA
cepTH(HKAT 32 Ka4ECTBO OT IPOM3BOIUTEILA, H3A/ICH 3a BCAKA OTHEJIHA NApTUIA;

Jlexnapupame, 4€ 3a BCEKH IMarHOCTHKYM IIC IIpEeAOCTaBUM JIOKYMEHT, B KOWUTO c€
06sIBSIBA IIPOU3BO/ICTBEHHS CPOK HA FOJHOCT.

I[exnapnpme, ye JHArHOCTHKYMHTE Ca [oCeIHO ITOKOJICHHE IIO OTHOIIICHHC HA
MoKa3aTeJUuTe 3a YyBCTBHTEIHOCT, crenu(UIHOCT, HANEKIHOCT ¥ BBH3NPOU3BOAAMOCT KBM
narara Ha odepupaHe;

Jexnapupame, 4e e OCUTypUM oOyueHH€e Ha MepcoHana 3a p
TECTOBE.

Jlata 14/05/2018
Wme u pamumns Ji-p Teogop 3amdupos

[TOMMMC HA JIALETO M LICHAT  ceevenesssssesssensssusinsnsnsnsssssnscssstnsesnee?
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\ ELTA 90 Medical Science DOO

OBPA3EL

JNEKJIAPAIAS
3a chbIrj1acue C KIIa}’?:I/ITC Ha npunomeﬁm HpOeKT Ha IlOI‘OBOp

J{osty OANIACAaHUAT: Teonop VBaHOB 3amMpupoB (mpume umeHa)

B KayecTBOTO CcH Ha ynpaBnTen

(Oﬂwfcnocm)

na ,,EJITA 90M™ oo -

(naumeHo8aHUe Ha YHACTHUKA)

yqaCTHI/IK B npouenypa 34 Bb3NiaraHe Ha oOuecTBEHA nopbykKa

C TIPEAMET: 5 ocmasKka Ha

OUAZHOCMUKYMU U KoHCyMamueu 3a CITHH, supycnu xenamumu B u C, cugpunuc u opyzu
ceKcyanno npe0asanu uHexuyuu no Hayuonanna npozpama 3a npegeHuuA u KOHMpon Ha

XHB u CexcyanHo npedasanu ungpexyuu
HyscOume Ha cmpanama npes
nosuyua M 11,

¢ Penybnuxa
2018 2.”, exnio4eaid

Bonzapusa 201 7-2020 2. 3a
44 0bocobenu nosuyuu 3a obocobena

)IEKJIAPI/IPAM,‘IE:

3ano3Har
HEro.

JIATA: 14.05.2018 1.

TIOJIIIMC n

CBbM CBC cumpx(a}me"ro Ha TIPOCKTa ga JoroBopa u npneMaM ycnomm"ra B

TMEYAT:

/(

IRAN (B reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VHUKPEAUT BYABAHK, ¢unuan "Akcako8";

ID No: BG 130 469 816
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OBPA3EL]

JNEKJIAPALIAA
3a cCpoKa Ha BJIMJHOCT Ha oteprara

Jlosy TOANMCAaHUAT: Teonop VIBaHOB 3amdupos (mpume umeHa)

B Ka4eCTBOTO CHU Ha ynpaBnTen

(OnvorcHocn)

sa ,,EJITA 90M* OO -

(HaumeHOoBaHUe HA YUACMHUKA)

yqacmm( B npoue)lypa 3a Bb3JjiaraHc¢ Ha ob1iecTBEeHa noppIKa C IIpeaMET: ,,ﬂocma(ma Ha

OUAZHOCMUKYMU U KOHCYMAmueu 3a CITIHH, gupychu xenamumu Bu

CeKCyaiHo npeoasanu uHpexyuu no

Hayuonanka npozpama 3a npeeeHuuz u

C, cupunuc u opyzu
KOHMPpOJl HA

XHB u cexcyaino npeoasanu unpexuuu 6 Penybnuka bvnzapus 2017-2020 2. 3a

HyxcOume Ha cmpanama npes 2018 2.
nosuyua Ne 11,

” gruoHeauia 44 060cobenu no3uylu 3a obocobena

I[EKJIAPI/IPAM,‘IE:

CpoKbT Ha BTHAHOCT Ha HacTosmara ogepra €

Jarara, KoATo € ocoyeHa 3a jara Ha

4 (geTmpH) Mecel@, CUMTAHO oT

nonyyapase Ha odeprara 1 JIpe/ICTaBNIABa BPEMETO,

npe3 KOCTO cME O6B’bp33HI/I C ycnommra Ha I'IpeIICTaBCHOTO OT HacC npennoxcenue.

JIATA: 14.05.2018 1.

TIOJIITNC

TMEYAT:

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢unuar "AkcakoB";

ID No: BG 130 469 816



5/10/2018 EUROIMMUN: Products
Pas g (ot Al B8 €43

Products: Toxoplasma (ELISA)

[ tions > Infecti > Parasites
Order no. Antibody specificity/ reagent/ analyte ig class Species Format
E12410-9601 A Toxoplasma gondii IgA semi-quantitative 96 x 01
semi-quantitative
E{2410-9601 P Toxoplasma gondii Screen IgAGM semi-quantitative 96 x 01
semi-quantitative
£12410-9601 G Toxoplasma gondil 1gG 1/10/200 1U/m} 96 x 01
1/10/200 1U/ml
E12410-9601 M Toxoplasma gondii IgM semi-quantitative 96 x 01
incl. IgG/RF absorbent semi-quantitative
E} 2410-9601-1 G Toxoplasma gondii 1gG 1/10/200 1U/mi 96 x 01
, avidity determination 1110/200 W/mi
E12410-9601-L G Toxoplasma gondii 1gG 5/25/50/100 U 96 x 01
antibody determination in CSF 5/25/50/100 U
CK 2410-0220-L G ¢SQ pair of controls 1gG 2 x 2 ml, ready for use

anti-Toxoplasma gondil (1gG)

EUROIMMUN AG ¢ Seekamp 34 « 23560 Luebeck + Germany * Tel. +49 451 5855-0 « Fax +49 451 5855-591 ¢ info@euroimmun.de
General Delivery Conditions * Legal information « Declaration of Privacy
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https://www.euroimmun .com/products/indications/infektions-serologie/ak-gegen-toxoplasma/e|isa/ products.htmi
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TEKJIAPALVS

JlonynoAnuCaHHAT Teonop V1BaHOB 3ampupos
(mpume umena)

B KQUECTBOTO CH Ha Y IIpaBUTEN, Ha ,EJITA 90M*
Codus, Mm.K. 1000, ym. ,Jdynag“ 19, BX. A,er.l,an2,
»/locmagka Ha OUAZHOCMUKYMU U

CelaNMIIE U Afpec Ha yNPaBJIeHHC IP.
y4acTHUK B 061eCTBEHA NOPBIka C IpeaMeT:

00/, EMK (BYJICTAT) 130469816 , cBe

KOHCyMamueu 3a CITIHH, upycru xenamumu B u C, cugpunuc u opy2u cexcyaino
npeoasanu ungexuuu no Hauyuonanna npozpama 3a npeseHuuA U KOHmMpoJ1 Ha XHUB u
CeKCyaIHO npedagany uHgpexyuu 6 Penybauxa bvnzapus 2017-2020 2. 3a HyscOume Ha

cmpanama npes 2018 2.7,

JIEKJIAPHPAM, qE:

O(bepnpanme MEIUITMHCKHA u3aeiusa ca BKJIIOUCHY B

cnmepka mo 4. 1, T. 1, Oyksa "6" ot

Hapenbara 3a ycnopusra 1 pezia 3a ChCTaBAHE Ha CIACHK HA MEIMUMHCKATE H3AENHUA HO uil.
30a oT 3aKOHa 3a MEIHUIMHCKUTE mnenus /[3MU/ u 3a omnpencisHe Ha CTOMHOCTTA, A0 KOATO

Te ce 3amjamar, H npunaraM p3BJICUEeHHUE OT

Cromcpka mo . 1, T. 1, OykBa

"g" ot Hapenbara

3a YCIOBHSATA M Pefia 38 ChCTABAHE Ha CHOMCHK HA MEIMIIMHCKHTE H3/EIHA o wi.30a ot SMH

W 3a ONpeJeNsiHe Ha CTOHHOCTTA, 110
npofaXHaTa I[eHa 10 CMHCha Ha
Hapenbara.

Jlara: 14.05.201 8r.
I'p. Codus

KOSITO TE C€
§1, 1. 29a ot 3MU, BBB BpB3Ka C §1, 7.4 or /IP Ha

IEKJIAPATOP:...........
/1-p Teomop 3aMQX

saramar, 0T KOETO U3BJIEUCHUE € BUJHA

"y

IRAN (R pfa): BG 09 UNCR 9660 1037 9234 10;

BIC: UNCRBGSF VHUKPEAUT BYABAHK, punuan

"axcako8"; 1D No: BG 130 469 816



rage 1 vi

ENEKTPOHHA BA3A AAHHV HA MEIVUMHCKATE WM3NENMA,
PENYB/IKA EB/TAPUA JATAUAHM C OBU\ECTBEHM CPEACTBA

U3MbAHUTENHA areHums no

nekapcTeata
€ KOHTAKTH FIPOGWN HA BARBUTEN g VI3XOA (7, yKA3AHVS SAPABOTA Bl ]
HAYANO MEOVLMHCKA W3nENNA LWABIOHU W [OKYMEHTU HOPMATWBHA YPELBA HOBWHW ¥ CHOBLLEHNA
THpCeHE B CaRHTa...
THPCH B MEAMUMHCKA UIAENUA Twpcy B canTa
neoewN Hauano / MegnivHCKK n3genus / MeanuuHCKo nsnenve
EUROIMMUN AG
MEAMLIMHCKO U3AENUE
B Mpopun Ha 3aseuTen
- AAHHW 3A 3ANUCA / INFORMATION FOR THE RECORD
»  MeanunHCKK U3aenns
» [flaHHn 3 . u3pen
Plavin 33 MeA. W3ACTAR HoMep Ha MEaUUMHCKO wanenve / Number of medical device [iaTa Ha Cb3fasave / Creation date
3 3asBnenvs 38 PEruCTPaLNA 46283 12/12/2016 12:07
3 fpodunm [laTa Ha popMynap / Form date [laTa Ha 3anuc Ha M1 / Record date MD
> MpoMAKa Ha napona 08/12/2016 11:19 12/12/2016 12:07
e, TS ST T Homep Ha 3assvTen / Requestor number NorpebuTencko uMe / Username
1648 user_I8AB8D

Homep Ha HOopMynsp { Number

55967

DAHHW 3A W3AENMKETO / INFORMATION FOR THE MEDICAL DEVICE

Tun MAeHmd)MKaTop/ Identity type WaeHTudukaTop / Identity

KOg Ha W3aenue B Cruchka / Medical device code

0683V15-05-01-06-0004904

DAHHW 3A NPOU3BOAMUTENS / IDENTIFICATION OF THE MANUFACTURER

YMe Ha NPOVM3BOAUTENA, menHo / Manufacturer name, long

EUROIMMUN AG / EUROIMMUN AG

VMe Ha NpOU3BOAMTENS, xparko / Name of the manufacturer, short
EUROIMMUN AG / EUROIMMUN AG

Bua voa / Code type Koa / Code

EVK / EIK 135116900

Kop Ha cTpanata / Country code

DE

rpaa / City Nousercku koA / Postal code
Litbeck / Lubeck 23560

Ynuua, Homep / Street, number Nowekcka kytus / PO box

Seekamp 31 / Seekamp 31

e 3a KOHTAKT / Contact person Tenedon / Phone

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

daxc / Fax E-mail / E-mail

+49 451 58 55-591 cag‘avegretaud@euroxmmun.fr

OAHHK 3A SMLETO, KOETO TMYCKA W3AENWETO HA MA3APA / IDENTIFICATION OF THE PERSON PLACIN
PRODUCT ON THE MARKET

i B R A NETRE 0 TS BT
T LTy ke

4 Ca g TR AL ?

VIMe Ha AIMLETO, KOETO MyCKa W3AEAMETC Ha Na3apa / Name of th%p’grsgﬁ gcmg'the product ion the markety
y A A M ppe E

LI ¢

e

"EMTA 90M” OOL / ELTA 90M LTD.

w g

Bua op / Code type

https://meddev.bda.bg/bg/my_md_details/46283
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EWK / EIK 130469816

Kon Ha cTpanaTa / Country code

BG

Koa Ha obnacT / Region code Obwmha / Municipality

SOF /

rpaa / City Mowencku koa / Postal code
Copus | Sofia 1000

Ynnua, Homep / Street, number Nowencka kytua / PO box

yn. "Oywas" N 19/ 18, Dunav

e 32 koHTakT / Contact person Tenedon / Phone
papocTH Papes / Radostin Radev +359 2 983 9649
dakc / Fax E-mail / E-mait
+356298322 11 office@eltad0.eu

[IAHHW 3A TbPTOBEUA HA EAPO / IDENTIFICATION OF THE WHOLESALER

VMe Ha Tbproseua / Wholesaler name

CENTA 9OM" OQL / ELTA 90M LTD.

Bua koa / Code type Koa / Code
EWK / EIK 130469816

Kon Ha crpaata / Country code

BG

Koa wa obnact / Region code OBwwmHa | Municipality

SOF /

rpaa / City Notwercku ko / Postal code
Codpus | Sofia 1000

Ynnua, Homep / Street, number NoweHcka kytus / PO box

yn. "Aynas" N 19/ 19, Dunav

Flnue 3a koHTaKT / Contact person Tenedor / Phone

papocTvH Panes / Radostin Radev +359 2 983 9649

dakc / Fax E-mail / E-mail

+35929832211 office@eltad0.eu

Homep Ha paspewieHne 33 Tbprosus Ha €APO C MEANUMHCKA [lata Ha pa3pelene 3a ToProsuA Ha €APO C MEANLIMHCKA
wapenus / Number of authorization/certificate for wholesale wanenus / Date of authorization/certificate for wholesale trade
trade with medical devices with medical devices

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

OBV MEANLIMHCKM [OAHHW 3A W3AENMETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MEAUUMHCKOTO wapenue [ Category of the medical device
06 - Vi1 BATPO AMATHOCTNHHK wapenus / In vitro diagnostic devices
Puck xnacudukarop / Risk clasification

PeaKTisn v NPOAYKTY OT DEaKTUBH, BKAKOUVTENHO CBOTBETHUTE KaMBpaTopy v KOHTPONHW MaTEpHasi 33 OTKPABAHE 1
KOMAYECTEEHO ONPEAENAHE B NpoBK OT HOBEK H3 CABAHUTE BpoaeHm uHperunm: pyBeona, TOKCONNA3MO33 / Reagents and
reagent preducts, including related calibrators and control materials, for the detection and quantification in human samples of tife

following congenital infections: rubelia, toxoplasmosis
AHaTOMMuRa rpyna / Anatomical group

Pazwn / Various

Tun koa / Code type CromHocT Ha koa / Code value
EDMS 15-05-01-06-00
Tenepuura rpyna ] Generic group Moaen / Modet

/ /

Ve / Name ANTEPHATUBHO UME / Altemative name

ELISA anti-Toxoplasma gondii IgM / ELISA anti-Toxoplasma

gondii IgM

https://meddev.bda.bg/bg/my_md_detai s/46283 11.5.2018r.



OMNMVCAHWE HA MEAMLIUHCKOTO W3AEMVE / DESCRI

rage o vi o

PTION OF THE MEDICAL DEVICE

Bua Ha maTepviana / Material type

Cucras / Ingredient

{

Bpoit M3nenus B eaHa onakoeka / Number in one package

96 /

Fonemuwa / Volume

Terno / Weight

Pa3mep / Size
/ /

Crieumtnuarmn 03HaueHus / Specific indications

/
XapaKTeprcTrKiA / Characteristics

{7 Crepunnoct | Sterility
Viamepeauy / Measuring

JNexapcTeeHo seutectso / Drug substance
BOTMHCKY NPON3XOA / Material of animal origin

.
—
b
T Matepnan OT Xu
L JoMawHo npec\nmcaune/ Domestic prescription

T BonHWIHO npe.unwcauwe/ Hospital prescription

NPEAHASHAYEHO AENCTBHE,

NpepHa3Hauerue / PUrpose

/

ynorpeba / Usage

MrorokpaTHa ynoTpeba / Reusable
KaTanoxeH Homep / Number in catalog

El 2410-9601 M

MPYHAANBKHOCTY, KOHCYMATUBW / A

L. MpUHAANEXHOCTH, KOHCyMaTHBK / Accessories, consumables

OBLUM THP

Homep Ha perncTpauns B VAN U yBeaoMnermue Ac wan/

BDA registration number

[laTa Ha nyckaHe Ha na3apa 8 Penybnmka Bunrapus / Release

date for the market in Republic Bulgaria

MpopaaxHa UeHa ¢ [AC (BGN) / Selfing price with VAT (BGN)

522.00

Homep Ha CE ceprugmrart / CE certificate number

HL 60076864 0001

Beuuky NPaB:

BGO51PO001-6.2.14 "Ce3AaB!
TlpoeKTBT (e OChLIECTEABS C uUHaHCoBaTa NOAKPENa H3 Onepatuera N
EBponenckus Couw

Ece

EBPONEMCKI COUNANER GOHA

/)

x4

Samenmas

https://meddev.bda.bg/bg/my_md_details/46283

OMNPEAENEHO OT [POW3BOANTENS / INTENDE

a 3anazeqn © 2018 VIRMTBAHUTENHA AFEHUMASA T

aHe Ha enexTporHa 6a3a AaHHN Ha MeUUMHCKA U3AS
porpama "Pa3suT1e H

anen GoHA Ha EBponenckmus Coro3

D ACTION BY THE MANUFACTURER

Yenoswa Ha8 coxpanerive [ Storage conditions
/
Apyrv [ Others

/

CCESSORIES, CONSUMABLES

FOBCKW AHHW | GENERAL TRADE INFORMATION

[lata Ha perucTpauns B VAT unu yeeaomnerne Ao AN/ BDA

registration date

[laTa Ha NPeExpaTRBaHe Ha paspeweHne/yOCTOBEpEHME 33

THPFOBUS € MEAULIMHCKMA wanenus / Date of termination of the

permit / certificate of trade in medical devices

FlpogaxHa ueHa ¢ OAC (EUR) / Selling price with VAT (EUR)

261.00

ficate

flaTa Ha u3THdaHe Ha CE ceprutmkar / CE certi

expiration date

28/05/2017

O NEKAPCTBATA

envs, 3arNawanm ¢ ObuecTseny cpeactsa”
& YOBELIKK PEcYpeH”, ceuHarcupana ot

EBPONENCKN CHiO2




PENYBJZINKA BBbJITAPUA
»’ W3nb/iIHNTENHa areHuns no siekapcrsara
« REPUBLIC OF BULGARIA

Bulgarian Drug Agency

BN - 18044 2. 07 181
a0

I-P TEOJIOP 3AM®HUPOB
YIIPABUTE

,EJITA 90M” OO

PAMOH OBOPHIIIE

V1., JYHAB” e 19, BX. A, ET.1, ATL.2
1000 CODPUSA

Ha sam Ne 50/25.04.2018 1.

OTHOCHO: Hckane ¢ BX. Ne JAL-17505/25.04.2018 3a npe1ocTaBaHe Ha uH(opmanus 3a
PEruCTPHPaHH JaHHH B VI3[bIHHTE/IHATA areHIUA 10 nexapersa (MAJT) u EUDAMED 3a
MHINCHTH/OTEHIHATHH HHIMACHTH C MEAMIHCKY H3/CHs, KAKTO 1 33 GIOKHpaHH WIIH
U3TErJIeHA NapTHIN

VYBAXKAEMU [I-P 3AM®UPOB,

B orroBop Ha Bare ickane ¢ roperiocoueHus HOMEp BH yBeIOMsABaM CJIeIHOTO:

[Ipu HampaBeHa CNpaBKa KbM JAara 26.04.2018r. ce ycTaHOBH, Y€ NMPE3 NOCJICIHHTC
npe ropund B ATl 1 8 EUDAMED HsMa perucTpupaHy JaHHH 3a HHLMACHTH/TOTCHIHATHH
MHIAJEHTH, KAKTO Y 32 GJIOKMPAHH WIH H3TETJICHH NapTHIH 3d n36poenuTe B TabauuaTa no-
0Ty MeJMIMHCKA W3/IENHs ¢ MOCOUEHHTE KaTaI0KHH HOMeEpa:

C%ﬂﬂaﬂﬂ‘e H3geans

THproscko HAHMEHOBAHHE HA Kart. Homep IIpon3BoauTes

NPOAYKTA

ELISA HIV 1&2 Ag&Ab IVCOMB.CE.96 Dia.Pro Diagnostic Bioprobes
I[VCOMB.CE srl, Uranus

ELISA HCV Ab CVAB.CE.96 Dia.Pro Diagnostic Bioprobes
CVAB.CE srl, Urannsg

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

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

ELISA Chlamydia trachomatis IgG EI12191-9601 G Euroimmun, I'epmanns

ELISA Chlamydia trachomatis IgM F12191-9601 M Euroimmun, I'epmMaHus

ELISA Chlamydia trachomatis IgA E12191-9601 A Euroimmun, I'epManns

ELISA Toxoplasma gondii IgG EI12410-9601 G Euroimmun, 'epMaHus

ELISA Toxoplasma gondii IgM E12410-9601 M Euroimmun, F¢] i

ELISA Toxoplasma gondii IgA EI12410-9601 A Euroimmu\Ecpmanis

Thayer-Martin Agar 11040




Chocolate Agar 10023 Liofilchem, Utanusa

"I MIC Test Strip Cefixime 92060 Liofilchem, Utanus
MIC Test Strip Ceftriaxone 92043 Liofilchem, Utanus
MIC Test Strip Azithromycin 92030 Liofilchem, Wtanus
C yBaxenue,

Codus 1303, yn. lamsn [pyes Ne 8, tex.: (02) 8903 555, daxc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 890
e-mail: bda@bda.bg




J

FEATA

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
Svetog Klimenta 26

11050 Be/grade,' SERBIA
Phone: + 381112832650

Tel.: (+359 2} 9839649, 9832209 +4021 232 26 95 Fax: +2381 112832850
Fax: (+3592) 9832211 Fax: + 4021 232 26 96 office @elta90ms.com
E-mail- office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

NEKJIAPALIAA

Jonynonnucanust Teonop iBaHos 3am¢upos
(mpume umena)

B KaUecTBOTO CH Ha YmpasuTen, Ha ,,EJITA ooM“ 00, EMK (BYJICTAT) 130469816 , cbe
ceJanMIIE W afpec Ha YIpaBJICHHE Ip. Co¢us, n.x. 1000, yn. LJyHas“ 19, BX. A, er.l, an.2 ,
y4acTHMK B OOIIECTBEHa TMOpBUKA C TMPEAMET: nJlocTaBka HAa IMArHOCTHKYMH H
koncymatusu 3a CIIMH, BupycHH XemaTHTH B u C, cupuanc U JPYrH CeKCyajaHo
npenapann uudexuun no Hammonanna nporpamMa 3a NpeBeHNUs U KOHTPOJI HA XUB n
CeKCyaJqHo npeiaBaHu HHpeKUHH B Peny6auka boarapus 2017-2020 r. 32 HyKAUTE HA
crpanara mpes 2018 r.”,

JEK/TAPHPAM, YE:

O6mecrTBeH GoHg JAbpxaBa
H30K bbarapust

Jata: 14.05.2018 r.
I'p. Copus

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



. e "H-JIMHI'YA"” EQOJ E-LINGUA Ltd.
- _e-lln u a rp. Cotus, 6yn. SAnko Caxb3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
_ LB L bon ten./jakc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12
e-mail: office@elingua.bg; www.elinguabg  e-mail: office@elingua.bg; www.clingua.bg

AreHnHd 33 NpPeBOIH Translation Agency

[1peBoj OT aHTIMACKH €3MK
;_.i;;;.". L vete Ll e A e e CAAE G A T Lo T wlih. Lwa.if wblnTi e el e B e oo w03 P - st et E e - ’(_
il 3
;; TR
x . L ® :
'l TUVRheinland &
8 .
i
i CEPTUHO®PUKAT
¢
b CeprudHUMPALHAT OPraH Ha
o : TUV Rheinland LGA Products GmbH i
Al f
i "L
L' C HACTOSIOTO YAOCTOBEPSBA, Ye KOMNAHUSATA
¥
& EUROIMMUN
i : Medizinische Labordiagnostika AG
, 3eexamn 31
23560 Jlrobex
"g T'epmanust
\ € YCTAHOBHJIA ¥ NIPMIIAra CHCTEMA 32 yNPaB/ICHUE Ha KaieCTBOTO
u Ha MEJMLMHCKUTE U3
t 3a ceaHus 00XBar:
; : Jletaiinute ca B IPUIOKECHUETO
By
ITpefoCTaBEHH Ca OKA3ATENCTBA, Y€ H3NCKBAHUATA, NIOCOUEHH B ,
1 y
i
1 EN ISO 13485:2012 )
é EN ISO 13485:2012/AC:2012
3 ) €a M3ITbJIHEHH. ' i;
CucTemaTa 3a ynpapieHye Ha KaueCTBOTO NOANEXH Ha TOAUIIEH HAL3OP-
N B cuna ot 19.05.2017 r.
PerucTpalMOHeH HOMEp Ha CepTQUKaTa: SX 60118882 0001
‘ Wspbpiien e oxuT, Jotnan Ne: 21264033 001
L, CepTiUKaThT € BATH/IEH 10: 30.03.2019 r.
:
i ~
i {( pAKKS c
M epruduuMpa opraf
;: /noonuc He ce ueme, nevam/ A
Bt Hemcim Iunn. usx. Ceen Xodman i
: oprau No akpeguTauunTe v
D-ZM-14169-01-02
5 Jlata: 19.05.2017 r. g

coBus|
j %




A 1 A

TUV Rheinland
LGA Products GmbH
Tuaumpace 2, 90431 Hiopubepr

IIpuaoxenne Kbm

Ceprudnkar

Peructpauns Ne SX 60118882 0001
Jdoxaang Ne 21264033 001

Opranuzauus: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 Jwobex
I'epmanus

Ly,

TﬂVRheinIaf?d

JTlokymenr: 1/3, pen.0

O6xBaT: TIpoekTHpane K pa3paboTka, NPOU3BOACTBO, CEPBHU3 U NMPOAAXOH Ha
HMYHOOMOXUMIYHHI CHCTEMH, HMYHO(ITyOpECUEHTHHU TECTOBE, CUCTEMU 34
MoOJIeKy/IApHA AHarHOCTHKa/ TeHETHYHH TECTOBE M TECTOBE 3a ONpe/ieIsHe Ha
[IaTOreHHM ¥ aHanu3aTopy/ codTyep 3a HH BUTPO AHATHOCTHKA.

Bxirouenu o6exTH:

e

/ — EUROIMMUN Medizinische Labordiagnostika AG
' 3onenbepr 9, 23627 I'poc Fpronay, ['epmanus

IICFIHOCTMZ l'Ipomaoncmo H KOHTPOJI Ha Ka4€CTBOTO

~ EUROIMMUN Medizinische Labordiagnostika AG K
Bopu 24, 23627 I'poc I'peonay, I'epmManus i

Jeitnoctu: [IpoM3BOACTBO U CepBH3 Ha COPTYEPHH pEILEHUs 3a MPHIOKEHHUS
NpH UH BUTPO JUATHOCTHKA. g

(( DAkkS CepTudunupail opraH

/noonuc He ce yeme, nevam/

Hemckw Jumn. umk. Ceen Xodman
OpraH nNc akpeautTaynute

D-ZM-14169-01-02 4

Hara: 19.05.2017 r.




B S A SRS T S . e SR,

iz

TUVRheinland

HoxymenT: 2/3, pen.0

TUV Rheinland
A LGA Products GmbH
Tuanmpace 2, 90431 Hiopu6epr

IIpuaoxeHne KM

. Cepruéuxar
. Perncrpauus Ne SX 60118882 0001
i Joxnag Ne 21264033 001
;‘ Opranuzanusn: EUROIMMUN
<: Medizinische Labordiagnostika AG
o 3eexamn 31
23560 JTio6ex
I'epmanus
O6xBar: Bxatouenu obexrtu:

— EUROIMMUN Medizinische Labordiagnostika AG
[nocuwpace 11, 91257 Ieruun, I'epmanus

Heiinoctu: [IpousBoacTso u cepeus

~ EUROIMMUN Medizinische Labordiagnostika AG
B Bepkumpace 2-22, 23942 Jlacay, ['epmanus

HedinocTu: IIponsBoacTBO, KOHTPOI Ha KAYECTBOTO, CKJIAAUPaHE U
JUCTpUbyLHS

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

He#noctu: IlpoussoacTso

« DAkkS CepTnduuupain opraH

/Moonuc ne ce yeme, nevam/

opra no akpeauTauuuTe

S Hemcku Junn. uax. Ceen XopmaH
| D-ZM-14169-01-02

Hara: 19.05.2017 r.

|
|
i
|
|
|
|




TR

TUVRheln!and
; Joxymenr: 3/3, pen.0 !
TUV Rheinland |
} LGA Products GmbH :
: Tunampace 2, 90431 Hropubepr {§
{; TIpuaoxeHne KbM b
il Ceprudukar
i Permcrpanus Ne SX 60118882 0001 .|
Joxknan Ne 21264033 001 f
;! Opranusanms: EUROIMMUN
:, Medizinische Labordiagnostika AG :
3 3eexamn 31 §
j 23560 Jiobex :
5 Tepmanus
Ooxsar: Biotrouenu o6ekTu:
g —  EUROIMMUN Medizinische Labordiagnostika AG
i [nuitcautuan 1, 02748 Bepriat, I'epManys g
, Jleitnoctu: Ilponssoncteo i
- EUROIMMUN Medizinische Labordiagnostika AG |
b Tpasge 1, 23 923 3enmcaopd, ['epmanus 3
A
f Hetinoctu: [TpoexTrpaHe U paspaboTka, H NIPOU3BOACTBO g
i
(( DAKKS Ceprudmnupam oprax .
/noonuc He ce yeme, nevam/ o
Hemckm Jumn. k. Ceen XodmaH '
opraH no akpeauTauunte
. D-ZM-14169-01-02
3
;! Jara: 19.05.2017 r.

MNMoanucanara, KpucrtuHa bpartoitueBa, ynocroBepsBaM BepHocrra Ha U3BBPUIEHUS OT MEH npeBou 0T
AHTTIMHCKY Ha OBArapcky €3UMK Ha NPHIIOKEHH AT @1 2
/deTupu/ cTpaHMLH.

[IpeBoaay: Kpuctuna bparoiiuesa

/



Cerfificate

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

Effective Date. 2017-05-19
Certificate Registration No.. SX 60118882 G001
An audit was performed. Report No : 21264033 001

This Certificate i1s valid until 2019-03-30
Certification Body

Deutsche
Akkreditierungsstelle
D-ZM-14165-01-02

{ DAKKS

Date 2017-05-19




TUV Rheinland boc.

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

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

Organization: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Libeck
Deutschiand

Scope: ) Design and development, production, service and sales of
immunobiochemical systems, immunofluorescence test systems,

molecular diagnostic/genetic test systems and

test systems for the determination of pathogens

and analysers/software for in vitro diagnosis
Sites included:

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

Activities: Production and guality control

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

Activities: Production and service for software solutions

for IVD applications
Certification Body

( DAKKS

Deutsche
Akkrediterungsstelle
D-ZM-14165-01-02

Date: 2017-05-19

Ay A

3 45(_{' it

TUVRheinland

1/3, Rev.O

Dipl.-Ing. S¥erf Hoffrpd

—
[




TUV Rheinland boc

LGA Products GmbH

TillystraRe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scop

({ DAKKS

Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2017-05-19

SX 60118882 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

Sites included:

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

Activities: Production and service

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

TUVRhemIand

2/3, Rev.0

Activities: Production, gquality control, warehousing and

distribution

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

Activities: Production

Certification Body

Q/}




TU

VRheinland

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

Attachment to

Certificate
Registration No.: SX 60118882 0001
Report No.: 21264033 001
Organization: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Liibeck
Deutschland
Scope: Sites included:
- BEUROIMMUN Medizinische Labordiagnostika AG
Am Plieffnitztal 1, 02748 Bernstadt, Germany
Activities: Production
- EUROIMMUN Medizinische Labordiagnostika AG
An der Trave 1, 23923 Selmsdorf, Germany
Activities: Design and development and production
Certification Body
(‘ - Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2017-05-19 D~ feA T
S\én

* Dipl.-Ing.

Rev.0
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CEPTUDOPUKAT

. CeprudHuUHpPAlIMAT OPraH HA
TUV Rheinland LGA Products GmbH

C HACTOAIOTO YA0CTOBEPsIBA, Y€ KOMITAHUATA

EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 Jlobex
TI'epmanus

€ yCTaHOBMJIA ¥ MIpHUJjlara CUCTeMa 3a yrpaBjieHue Ha Ka4e€CTBOTO

Ha MEJULIMHCKUTE U3EINsA
3a cjaeaHud oOXBarT;

Jleraiinute ca B IPUIIOKEHHETO

I'Ipenoc*raBeHn ca A0Ka3areJicTBa, Ye N3UCKBAHHUATA, [TOCOYECHHU B

EN ISO 9001:2008

Cca M3I'bJIHCHH.

Cuctemara 3a ynpaBjeHUE Ha Ka4eCTBOTO MOAJICKU Ha rOAHILIEH HAA30D.

B cuna ot 19.05.2017 r.
Peructpaunones Homep Ha cepTudukara: SY 60118897 0001
HW3ebpined e onut, Howiam Ne: 21264033 001
CepTuuKaThT € BaIUACH JI0: 14.09.2018 r.
Cepruduunpaiy opras
/noonuc ne ce weme, nevam/
Hara: 19.05.2017 r. © JIurmn. urk. CeeH XodmaH

TUV Rheinland LGA Products GmbH — Tunnmpace 2 — 90431 Hiopu6epr

TUVRheinland

Mt o e e e s

1
b
A3




£ GREES

TUVRheinland

Hokymenr: 1/3, pea.0

S g

TUV Rheinland
LGA Products GmbH
Tuaumpace 2, 90431 Hropabepr

., Ipnaoxenne kM \
‘Al

Ceprnduxar
Perncrpauus Ne SX 60118897 0001
Jokman Ne 21264033 001

AR R A

"

Oprannsauusn: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 JIobek
F'epmanns

Oo6xBaT: IMpoekTHpane 1 pa3paboTKa, IPOH3BOJACTBO, 0OyUEHHE, CEPBU3 U NPOJAXKOH a4
Ha UMYHOOMOXUMHYHH CHCTEMH, HMYHO(ITyOPECLIEHTHH TECTOBE, CUCTEMH 38 |
MoJIeKyJIspHa JUarHOCTHKa/ TeHeTHYHHU TECTOBE U TECTOBE 3a ONpeeNsHe Ha
MaTOreHyn ¥ aHanu3aTopu/ codTyep 3a UH BUTPO IMArHOCTHKA [IPH XOpa U
’KUBOTHH.

BxirodueHH 06eKTH: |

- / — EUROIMMUN Medizinische Labordiagnostika AG
= 3onenbepr 9, 23627 I'poc 'pponay, I'epmanus

HeﬁHOCTHZ npOI/BBOIlCTBO M KOHTPOJI Ha Ka4€CTBOTO

— EUROIMMUN Medizinische Labordiagnostika AG
Bopu 24, 23627 I'poc I'pponay, I'epmanus

JeitnocTu: TIpOM3BOACTBO U CepBU3 Ha COPTYEPHHU peLleHUs 3a NPUITOXKCHHUS
TpY ¥H BUTPO JMarHOCTHUKA.

Ceprudmiupam oprax
‘ /moonuc He ce yweme, newam/
Hara: 19.05.2017 r. Jlumn. umk. Ceen XogmaH




e

TUVRheinland

JoxyMment: 2/3, pen.0 "

TUV Rheinland
LGA Products GmbH B
Tuanmpace 2, 90431 Hropuoepr

IlpnaoxeHne Kbm

Ceprudukar
Peructpauns Ne SX 60118897 0001
Joxnan Ne 21264033 001
3
Opranusauus: EUROIMMUN g
Medizinische Labordiagnostika AG |
3eexamn 31 “
23560 JI1o6ex !
I'epmanus g
Oo6xBar: Bxntouenu obexti:
— EUROIMMUN Medizinische Labordiagnostika AG i
nocwpace 11, 91257 leruun, 'epmanus |
HeiiHocTn: I1pou3BoAcTBO U cepBU3 ;
— EUROIMMUN Medizinische Labordiagnostika AG
Bepxkipace 2-22, 23942 Jlacay, 'epmaHus
Herinoctu: TIpon3BoacTBO, KOHTPOJ Ha KA4€CTBOTO, CKIAUPAHE H
AUCTPHOYLHMS .
/ - EUROIMMUN Medizinische Labordiagnostika AG :
. Kpennen 1, 02747 XepuxyT, I 'epmanus

Jeitnoctu: I1pon3BoacTao

Cepruduuupau opras
/nodnuc ne ce ueme, nevam/
Hara: 19.05.2017 r. Hdunia. uwx. CBeH Xobman




i TUVRheinland |
Ei Hoxymenr: 3/3, pen.0 1 g
e N
X, f
: TUV Rheinland r‘;j
k; LGA Products GmbH 5
h Tuanmpace 2, 90431 HiopuGepr
o : g
3 f Ipuioxenne knm \ g
7 Ceprugmkar U
:  Peructpaums Ne SX 60118897 0001 .
' Hoxmax Ne 21264033 001 i
Opranuzauus: EUROIMMUN : ,:
8 Medizinische Labordiagnostika AG ‘]
i 3eexamn 31 f
4 23560 Jio6ex |
£ I'epmanns
/
ObxBar: Bxsrouenn obextu: |
‘| — EUROIMMUN Medizinische Labordiagnostika AG q
i InuiicauTuan 1, 02748 Bepuuar, lNepmanus ‘
Heitrocru: [TpoussoacTeo |
— EUROIMMUN Medizinische Labordiagnostika AG : |
8 Tpase 1, 23 923 3enmcaopd, lepmanus :
Hefinocru: [poextypane u paspaboTka, i IPOU3BOACTBO :

» / Ceprudpuumpau opran

/noonuc ne ce yeme, nevam/
Hata: 19.05.2017 r. Hunn. urx. Ceen Xodman

e R

lonnucanara, Kpuctuna Bparoiiuesa, YNOCTOBEpsABAM BEPHOCTTA HA M3BBPLICHHS OT MEH NPEBOX OT ‘
GHTIIMACKH Ha OBArapckM e3uK Ha MpUIIOKEeHUs Aqeymenti. CepTudukar. [IpeBoxsT ce chcTom % {En;
' )

X . .
/ueTupy/ cTpaHuLH. /" }:f*‘: N AR
[TpeBogau: Kpuctuna BparoiiueBa ! ,\f ’ Y i X

oo £ ¥
. \\&’O‘E/
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TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

EUROIMIMUN
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 surveiliance.

Effective Date

Certificate Registration No SY 60118887 0001
An audit was performed Report No.© 21264033 001

This Certificate I1s valid until 2018-09-14

Date 2017-05-19

2017-05-19

ez Y
b

P




TUVRheinland

TOV Rheinland boc. 1/3, Rev.0

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SY 60118897 0001
Report No.: 21264033 001
Organization: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Lubeck
Deutschland
Scope: Design and development, production, training, service

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

and test systems for the determination of pathogens

and analysers/software for in vitro diagnosis in

humans and animals

Sites included:

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

Activities: Production and quality control
-~ EUROIMMUN Medizinische Labordiagnostika AG
Am Born 24, 23627 GroR Grdnau, Germany y
Activities: Production and service for software solutions :f;/

for IVD applications

Date: 2017-05-19




T

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Date: 2017-05-19

i TR,

TUVRheinland

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

SY 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschiand

Sites included:

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

Activities: Production and service

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

Activities: Production, quality control, warehousing and
distribution

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

Activities: Production




i Y

TUVRheinland

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

Attachment to

Certificate
Registration No.: SY 60118897 0001
Report No.: 21264033 001
Organization: EUROCIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Libeck
Deutschland
Scope: Sites included:

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

Activities: Production

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

Activities: Design and development and production

Date: 2017-05-19




"H-JTJHHI'YA" EOOJ E-LINGUA Ltd.
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IpeBon OT aHMIMIHCKHU e3uK

£/

.. 8
TUVRheinland

EC CEPTUOUKAT

Anpexrnsa 93/42/EEC, Auexc 11, ¢ n3kaodenne Ha Pasaenn 4 n 6,
Cucrema 3a IBJIHO OCHTYPSIBAHE HA KAYECTBOTO
MeauunHCKH H31e1s 32 HH BUTPO AHATHOCTHKA

Perncrpannonen Ne: HL 60118880 0001
Hoxuan Ne: 21264033 001

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

poayxru: - HMMyHOGHMOXVUMHWYHHM TECT CHCTEMH
—  HmyHodyopecueHTHH TeCT CUCTEMH
—  Tect cucremH 3a onpepensHe Ha TATOreHN

3amens Ceptuduxkar ¢ perictpaunoned Homep: HL 60076864 0001

Jara na pasauanoer: 17.05.2022 1.

C HACTOAWOTO HOTHOHUHPAHHAT OPraH AeKJapupa, 4e 3a H3GpoeHHTe NPOAYKTH €A CHA3eHH
M3UCKBaHUATA Ha AHexc II, ¢ uskmouenne na Paspein 4 m 6 or /Jlupextnma 93/42/EEC.
IocoyeHHsT No-rope Npou3BOANTE I € BhBEJ H IPHJIAra CHCTEMA 32 OCHIYPSBAaHe HA KA4eCTBOTO,
KOSATO MOAJ/IEKH HA NEPHOAHYEH HAaA30p, onpexeseH ot Auexc II, Pasmen 5 or cmomeHaTata
AMpeKTHBA. 32 MycKaHe HAa Ma3apa Ha u3aeus oT COUChK A, KOMTO ca 0GXBAHATH OT HACTOSINHS
cepraukat, ce nsuckpa EC Ceprudukar 3a HINATBAHE HA THNA, CBIVIACHO M3HCKBAHMSTA HA
Anexc IV, pasgen 4 n noTBBpKAeHHE 0T IPOU3BOAHTEIS HA NMPOAYKTHTE, cbI1acHo Pa3zgen 6.

JaTa Ha Bau3aHe B cuJa: 18.05.2017 r. Hornguunpan opran
/nhoonuc He ce yeme, nevam/

Jara: 18.05.2017 r. Juni. npxk. Ceed Xopmaun

TUV Rheinland LGA Products GmbH — Tillystrafe 2 — 90431 Hropubepr

TUV Rheinland LGA Products GmbH e HOTH(HUNPaH opraH ¢ naeHTndukaunoHen Homep 0197
ceriacko upektusa 93/42/EC 0THOCHO MEIMUMHCKNTE M3AE/HS 32 UH BUTPO THArHOCTHKA.

:{-vvl B aamn..;,mm.-nn,




a Hokymenrt: 1/4, pen.0
TUV Rheinland

i LGA Products GmbH

Taanmpace 2, 90431 Hiopubepr

. Ipunoxenne kum

i Ceptuduxar

Peructpauns N HL 60118880 0001 |

g Hoxnap Ne 21264033 001 ]

'; Opranmsauus: EUROIMMUN o

i Medizinische Labordiagnostika AG

i 3eexamn 31 .

g 23560 JIroGex :

‘i I'epmanus ‘s

' Bxurouenu obexru:

- EUROIMMUN Medizinische Labordiagnostika AG ';

t 3oHenbepr 9, 23627 I'poc ['pronay, I'epmanus

i Hevinoctu: Mpoussoacteo n KOHTPOJI Ha Ka4€CTBOTO

’ — EUROIMMUN Medizinische Labordiagnostika AG

; Kpennen 1, 02747 Xepuxyr, I epMaHus :

' Hevinoctu: Ipoussoacteo ’

1 — EUROIMMUN Medizinische Labordiagnostika AG

i'i; Hlnocwpace 11, 91257 Ilernnu, epmanus

z He#noctu: IMpousBoacteo u cepBH3

Cepruduunpain opran
/noonuc ne ce yeme, neuam/
Hara: 18.05.2017 r. Hunn. nax. Ceen Xopman




TUVRheinland

Tloxymenr: 2/4, pen.0

TUV Rheinland
LGA Products GmbH
Tunnmpace 2, 90431 Hiopa6epr

Hpunoxenne kum

Ceptuduxar
Perncrpanua Ne HL 60118880 0001 N
Hoxnaax Ne 21264033 001

Opranuzauus: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 JIroGex
I'epmanus

Bxnrouenu obektu:

— EUROIMMUN Medizinische Labordiagnostika AG
Bepkuwpace 2-22, 23942 Jlacay, epmanus

Heiinoctu: Ieitnoctu: [pousBoactso, KOHTPOJ HA KAYECTBOTO, CKJIANMPaHe U JUCTPUGY LM

~ EUROIMMUN Medizinische Labordiagnostika AG
Inuiichnruan 1, 02748 Bepuuwar, Iepmanus

Heitnoctn: TTpoussoacTeo

- EUROIMMUN Medizinische Labordiagnostika AG
Tpase 1, 23923 3enmcaopd, Nepmanns

Hetinoctu: MpousBoacTBo

Ceprudununpam opran
/noonuc ne ce weme, nevam/
Hara: 18.05.2017 r. Jwam, . CeeH Xopman




TOVRheinland |

e : B R T TR,

Anti-Toxoplasma gondii ELISA
(IgG, IgM, Avidity IgG, CSF IgG, IgA) ,

—
Hokyment: 3/4, pen.0 i
: 5
N |
i TUV Rheinland
' LGA Products GmbH g
! Tuanmpace 2, 90431 Hiopu6epr g
! Ipunnoxenne kum ‘
& Cepruduxar o
# Pernctpaums Ne  HL 60118880 0001 b
¢ Jokaax Ne 21264033 001
; Opranuszanus: EUROIMMUN ,'
“ Medizinische Labordiagnostika AG g
2 3eexamm 31
23560 JlioGex ‘i
4 I'epmanus “
b !
‘ Brmoueru onponykru: ii
i b
' Anti-CMV ELISA (IgG, IgM, Avidity IgG, CSF IgG) !
| Anti-Chlamydia ELISA (IgA, IgG, IgM) §
g Anti-Chlamydia trachomatis ELISA (IgA, IgG, IgM) ,
‘| Anti-Chlamydia pneumoniae ELISA (IgA, IgG, IgM)

* Anti-Rubella Virus ELISA
o (IgG, 1gM, Avidity IgG, CSF IgG, Glycoprotein IgM)

Anti-CMV-IIFT (IgA, IgG, IgM, Avidity IgG)
Anti-Chlamydia trachomatis UFT (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae UFT (IgA, IgG, IgM)

’ Anti-Toxoplasma gondii UFT (1gG, IgM, Avidity IgG)
‘| Anti-Rubella Virus UFT (IgG, Avidity IgG)

Ceprununpam oprau

Hara: 18.05.2017 r.

S




TUV Rheinland
LGA Products GmbH
Tumumpace 2, 90431 HiopuGepr

IIpunoxkenne kpm

CepTudukar
Pernctpauns Ne HL 60118880 0001
Joxaag Ne 21264033 001

Opranusanus: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 Jiobex
I'epmanns

Bk/t0o4eHH onpoayKTH:

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

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

Multimarker xonTponu 3a Euroimmun ELISA

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

EUROArray STI

TUVRheinland

HoxymeHT: 4/4, pen.0

o Ceptuduuupaiy oprax

/noonuc He ce yeme, nevam/

Hara: 18.05.2017 r,

Junn. k. Ceen Xodman

Ilopnncanara, Kpuctusa BpatojiueBa, ynocToBepsBaM BepHOCTTa HA M3BBPIUCHHA OT MeH npeaon ot
aHTNIMACKK Ha OBArapcKu €3UK Ha MPHIOKEHHS JOKYMEHT: Ce;piuqluxgaT HBeBouLT ce che g

CTpPaHHULH. Ty & BEL P
[Tperonauy: Kpucrnua Bparoiiuesa ; '




|

- 1V, section 5 of the aforementioned directive. For placing on the market of List A devices covered by

SN

. ®
EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60118880 0001
Report No.: 21264033 001
Manufacturer: EUROIMMUN \
Medizinische Labordiagnostika AG
Seekamp 31 j
23560 Libeck
Deutschland ‘
Products: - Immunobiochemical test systems

- Immunofluorescence test systems
- Test gystems 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 t
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

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
c . EINE:
- S 7
Date: ¢ ?// 2017-05-18 N T ,.// ) !
- Dipl.-ing. Sven Hoffmans :
(W
\,ﬂ

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/E
concerning in vitro diagnostic medical devices with the identification number 019




TUV Rheinland poc.

LGA Products GmbH
TillystraBRe 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

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Sonnenberg’' 9, 23627 Grof Grédénau, Germany

Activities: Production and quality control

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

Activities: Production

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

Activities: Production and service

Date: 2017-05-18

TUVRhemland

1/4, Rev. 0




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Sites included:

TillystraBe 2, 90431 Niirnberg

TUV Rheinland
LGA Products GmbH

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck

Deutschland

- EUROIMMUN Medizinische Labordiagnostika AG
WerkstraRe 2-22, 2

3942 Dassow, Germany

Acivities: Production, quality control, warehousing

and distribution

- EUROIMMUN Medizinische Labordiagnostika AG
Am Plieffnitztal 1,

02748 Bernstadt, Germany

Activities: Production

- EUROIMMUN Medizinische Labordiagnostika AG

An der Trave 1

’

23

923 Selmsdorf, Germany

Activities: Production

S

Date: 2017-05-18

*}%“#“mx
heinland
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TUVRheinland

Doc. 3/4, Rev. 0

TUV Rheinland
LGA Products GmbH .
TillystraBe 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

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 (IghA, 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 (IgA, IgG, IgM)
Anti-Toxoplasma gondii IIFT (IgG, IgM, Avidity IgG)
anti-Rubella Virus IIFT (IgG, Avidity IgG)

SV

Date: 2017-05-18
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TUVRheinland

TUV Rheinland poc. 4/4, Rev. 0
LGA Products GmbH
TillystraBe 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-Chlamydia trachomatis MIF (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae MIF (IgA, IgG, IgM)
Anti-Chlamydia psittaci MIF (IghA, IgG, IgM)
Anti-Rubella Virus Westernblot (IgG)
Anti-Chlamydia trachomatis-EUROLINE-WB (IgA, IgG)

Multimarker Controls for Euroimmun ELISA

EUROLINE Anti-TO.R.C.H.-Profile (IgG, IgM) ;!
EURCLINE Anti-TO.R.C.H. 10-Profile (IgG) ]

EURCArray STI

3

Date: 2017-05-18




"U-JIMHIYA" EOOJ E-LINGUA Ltd.

1p. Codmn, Gy, STHko Caxpsos 10 Bulgariy, Sofiu, 10 Yunky Sukuzov Blvd.
Tei/bake: (02) 944 70 11 tel./fax: (+359 2) 944 70 11
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€ 0197

AEKJIAPAITNSA 3A CBOTBETCTBUE

EUROIMMUN Medizinische Labordiagnostika AG
Cuitkamn 31, D-23560, JTro6ek, 'epmanms

AeKnapupa Ha CBOA OTroBOpHOCT, 4e¢ ELISA mponykrure:

Anti-Toxoplasma gondii-ELISA (IgG) EI 2410-9601 G
Anti-Toxoplasma gondii-ELISA (IgM) EI 2410-9601 M
Anti-Toxoplasma gondii-ELISA (IgA) EI 2410-9601 A
CSF: Anti-Toxoplasma gondii ELISA (IgG) EI 2410-9601-L G
Avidity: Anti-Toxoplasma gondii-ELISA (IgG) EI 2410-9601-1 G
CSQ pair of controls Anti- Toxoplasma gondii (IgG) EI 2410-0208-8 L G

(Qupexrusa 98/79/EC 3a n3ne/HATAa 32 HH BHTpO aMarHocruka, Auexc II, Cnucpk ,,B”)

(HaMMeHOBaHHE HA NPOAYKTE, HOMED Ha NOPHYKATA)

OTrOBapAT Ha M3NCKBAHHATA Ha: A
N

Aupexrusa 98/79/EC 3a MeAHUHHCKHTE 3TN 32 HH BHTPO A4arHocTHKa, Anexc IV,
ot 27 oxTomMBpH 1998 r.

JIroGexk, 21.05.2010 r. /noonuc He ce veme/ /noonuc xe ce yeme/

(MACTO H JaTa Ha U3NaBaHe) " II-p Bondranr LlInymGeprep Cysane AnexcaHapoBuy
Unen Ha CpBeTa Ha Unen Ha CpBeTa Ha IMPEKTOPHTE

Q/ JMpEeKTOpHTe
e

- ‘HanmeHoBaHue Ha noxymenra: Declaration of Conformity (Tuev Rhemland) (HV 1502_F_UK_B03)
Homep Ha nokymenra: 13380000-0018 Homep Ha penasapx ..

Ionmucanust Usaitio Bacunes YAOCTOBEpABAM BEPHOCTTA Ha MPEBOJA OT AHIMHMICKH Ha GHirap n% Ha
MPHIOKEHHS JOKYMEHT. Hpexom,r ce CBCTOM 0T 1 cTpanuua,
ITpesonau:

Hnatino Bacunen U "
" E2137.8



EURO,MMUN /l;ﬂibdgfcii?;zcnhoestika m

C€o

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, D-23560 Libeck, Germany

*declare that the ELISA products

Anti-Toxoplasma gondii-ELISA (I9G) El 2410-9601 G
Anti-Toxoplasma gondii-ELISA (IlgM) El 2410-9601 M
Anti-Toxoplasma gondii-ELISA (IgA) El 2410-9601 A
CSF: Anti-Toxopl. gondii ELISA (19G) El 2410-9601-L G
Avidity: Anti-Toxoplasma gondii-ELISA (IgG) El 2410-9601-1 G

CSQ pair of controls Anti- Toxoplasma gondii (IgG) El 2410-0208-8 L G
(IVDD 98/79/EC, Annex Il, List B)

(product name, order no)

meet the demands of

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

LUbeck, 21.05.2010

AL SAR Lo /MM/ ‘

(Place and date of issue) Wolfgang Schlumberger, PhD Susanne Aleksandrowicz
- Member of the Board - - Member of the Board -
Dokur ten-Name.: D ion of Conformity (Tuev Rheiniand) {HV_1502_F_UK_B03)

Dokumentan-Nr.: 13380000-0018
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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: (+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 Fax: 4387112832850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

HEKIJIAPAILIUA

Honynoamucannst Teomop Msanos 3am¢upos
(mpume umena)

B Ka4eCTBOTO CH Ha Yupasurel, Ha ,,EJITA 90M“ O0JI, EUK (BYJICTAT) 130469816 , cne
CellaymIie u aapec Ha ynpasienue rp. Codus, n.k. 1000, yn. Jynas®“ 19, Bx. A, er.1, an.2 ,
Y4aCTHHK B OOLleCTBeHa NOpBYKAa C mpenamer: ,,/Jocmaska Ha OUAZHOCMUKYMU U
koncymamueu 3a CIIHH, supychnu xenamumu B u C, cuunuc u opyzu cekcyaino
npedasanu ungexyuu no Hayuonanna npozpama 3a npeeenuusa u xkonmpon na XHB u
CeKcyanno npedasanu ungexyuu ¢ Penyonuxa bvnzapua 2017-2020 2. 3a nymcoume na
cmpanama npes 2018 2.”,

HAEK/IAPHPAM, YE:

dKo 3a I/I3pa6OTBaHe Ha HAKOH TECCTOBE HiIMAa HaJIM4YHA araparypa, HUe 1€ NPeaoCTaBUM H 111
noaabpxaMe TakaBa 3a BPEMETO, B KOETO ULIE € I/I3pa6OTBaT CaMO OOCTaBCHUTE OT Hallua
CTpaHa TeCTOBE.

Hara: 14.05.2018 r. HEKJIAPATOP: ..............\ "
I'p. Codus /A-p Teonop 3amdpupag

/ 4

IBAN (6 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEANT BYABAHK, duruan "AxcakoB" IN Nn- RCC 120 440 A18



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 +4021 232 26 95 Fax: 4381112832 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

JNEKJIAPALTHA

Honynoanucanust Teoxop Usanos 3ambpupos

(mpume umena)
B KaY€CTBOTO CH Ha Ympasurel, Ha ,,EJITA 90M* OO/l, EUK (BYJICTAT) 130469816 , CBbC
Celanuie u anpec Ha ynpasienue rp. Cogus, n.x. 1000, yn. ,Jdynas“ 19, Bx. A, e1.1, an.2 ,
Y4aCTHMK B oOmecTBeHa mopbuka ¢ npeaMer ,/locmaska Ha ouazHocmuKkymu u
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cughunuc u opyzu cexcyanmno
npedasanu ungexyuu no Hayuonanna npozpama 3a npesenyusa u konmpoa na XHUB u

Cexcyanno npedasanu ungpekyuu ¢ Penybnuxa buvneapua 2017-2020 2. 3a Hyscoume na
cmpanama npes 2018 2.”,

HAEK/IAPHPAM, YE:

IC NOANbpXKAME 3a Hallla CMETKA HAJIMYHATA H3BBHrapaHIIMOHHA ariapatypa Ha KOSITO 1Ie ce
H3pa6OTBaT AOCTaBAHUTE OT HAC TECTOBE.

Hara: 14.05.2018 1. JEKJIAPATOP: 4 C
I'p. Codns PABYTE

/ [4

IBAN (6 rcBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BVABAHK. thiisiian "AcrawvnRr- ID Na. B 120 420 04c
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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, 9632209 Nr.22A, Nicolae G. Caramfil Svetog Kiimenta 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 +4021 232 26 95 FaAj: + 38111 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

HAEKJIAPALIMA

Honynoanucanusr Teonop MBanoB 3amdupos
(mpume umena)

B Ka4€CTBOTO CU Ha Ynpasuten, Ha ,,EJITA 90M* OOJi, EHMK (BYJICTAT) 130469816 , CBC
CCllaNHuIIe M aipec Ha yopaBiieHHe rp. Codus, m.x. 1000, yn. ,,Jlyras“ 19, Bx. A, er.1, am.2 s
YYaCTHHK B OOINECTBEHA MOpBUKA ¢ npenmer,/focmaska na Oduaznocmuxymu u
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cuunuc u opyzu cexcyanno
npedasanu ungexyuu no Hayuonanna npocpama 3a npesenyua u konmpon na XHB u
CeKCyanno npeoasanu unpexyuu ¢ Penybnuxa bvnzapua 2017-2020 2. 3q HyxMcOume Ha
cmpanama npes 2018 2.”,

AEKTIAPHPAM, YE:

NIpEoCTaBeHAaTa 3a Hallla CMETKa ariapatypa, Ha KOATO IIe ce pa60TPI C OIOCTABECHHUTE OT HAC
TCCTOBE, IIE € C TEXHUYECKH IapaMEeTPH HE I10- HUCKH OT TE€3H Ha ChlUICCTBYyBAIIATA.

Hara: 14.05.2018 r.
I'p. Codus

IBAN (8 aeBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF VYHUKPEAUT BYABAHK, dusuan "AxkcakoR" IN Na- R 120 Aca 21c
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medlical 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: + 387112832850
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

JEKJIAPALIA &

Honynonnucanust Teonop UBanos 3ambupos
(mpume umena)

B KQY€CTBOTO CH Ha YmpasuTel, Ha ,,EJITA 90M*“ OOJI, EUK (BYJICTAT) 130469816 , cbe
Cellanuine u aapec Ha ynpasnenue rp. Codus, n.x. 1000, yu. ,Jlynas*“ 19, Bx. A, er.1, amn.2 ,
YY4acTHHK B OOLIECTBEHa TOpBYKA ¢ npeameT ,/focmaska Ha OuazHOCMUKYMu u
koncymamusu 3a CITHH, eupycnu xenamumu B u C, cuuauc u opyzu CeKCyaaino
npedasanu undpexuyuu no Hayuonanna npozpama 3a npesenuus u kornmpon na XUB u
ceKcyanno npedasanu ungpexyuu ¢ Penybnruxa Bvnzapua 2017-2020 2. 3a Hys)cOume Ha
cmpanama npes 2018 2.”,

HAEKIIAPHPAM, YE:

me OCHTYpHM IIpOorpaMUpaHeTO Ha HaJIW4yHara anaparypa 3a I/I3pa60TBaH€TO H
CHHXPOHU3HPAHETO HA JOCTABEHHUTE OT HAC TECTOBE.

[Hara: 14.05.2018 r. JHEKJIAPATOP: .............)
I'p. Codus /1-p Teomop 3ampuPdE

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruan "AxcakoB8”;  ID No: BG 130 469 816
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OBPA3ENl
TEXHHYECKO ITPEJJ/IOJKEHHE

no obwecmeena nopv4Ka ¢ npeomemn.

,wJlocmasKka Ha OUazHOCMUKYMU U KOHCyMamueu 3a CITHH, supycru xenamumu B
u C, cupunuc u Opyzu CeKCyaiHo npeoasanu ungpexyuu no Hayuonanna npozpama 3a
npeseHyus U KOHMpON HA XHB u cexcyanno npedasanu uHdgexyuu 6 Penybnuxa
Buvnzapus 2017-2020 2. 3a HyscOume Ha cmpanama npes 2018 2.”, no obocobena/u
nozuyuu:

Ne 12 — Tecmoege 3a duaznocmuka Ha Toxconnamosa ELISA IgG
HacTosIoTo TEXHHYECKO IPEIIOKECHHE € IIONIAICHO OT:
¢upma ,EJITA 90 M (010)]

/HAUMEHOBAHYE HA YaCHUK/
M TIOJITHUCAHO OT: 1-p Teonop HBanos 3amdpupos
/mpu umena/
B KaUeCTBOTO My/H#M Ha: Yupasure
/omeorcrocm/
Cvovpcanue:

1. JIOKyMEHT 3a yI'bJIHOMOIIaBaHe, KOTaTo JIMIETO, KOETO nojasd odeprara, He €
3aKOHHHMST NPEACTaBUTEN HAa YIaCTHHKA, ;

2. TlpemioxeHne 3a H3MBIHCHHE HA NOPBIKATA B CHOTBETCTBHE C TEXHHYECKUTE
crienudUKaIuy ¥ H3UCKBAHUATA Ha BB3/IOXKUTEIA,

3. Jlewnapanys 3a ChIjlacHe ¢ KJay3uTe Ha PHJIOKEHI IPOEKT Ha JOTOBOP;

4. Jlexnapauys 3a CpOKa Ha BAJIMIHOCT Ha odeprara;

5. OdunuagHu JIOKyMEHTH, OMHCaHHA wwm opuUNMaTHH  KaTalo3M  Ha
IIPOM3BOUTENA/UTE HA U3JEITHATA.

6. Jlexnapauusd, ¢ IPWIOXKCHO H3BJEICHHE OT Crucpka no wi.l, T.1, 6ykea "6" oT
Hapen6ara 3a yCIOBHSATA K pelia 32 ChCTaBAHE Ha CIUCHK Ha MEAMIIUHCKHUTE HU3JCTHA IO I
30 or 3MH u 3a onpeeiAHe Ha CTOMHOCTTA, 0 KOATO T€ CE 3aiamar, ot KOETO H3BJICUYECHHC
¢ BHJHA NPOJAXHATa lieHa 10 CMUCHJIA Ha § 1, 7. 29a or 3MU, BEB BpB3Ka C § 1, 1.4 0r 1P
na Hapen6ata, 3a BCsKa MO3HIHA, 33 KOATO € OJa/IeHa odepra;

7. 3aBepeHO Konue Ha opuiManeH JOKyMEHT, H3ajcH 0T HAJL, or KoiTO € BUAHO, 4€ 33
CBHOTBETHOTO MEAMIMHCKO M3/EHE HAMA PETHCTPUPAHH JaHHH B UAJI wunmu EUDAMED 3a
MHIMICHTH/TOTEHIATHY HHIHACHTH Npe3 MOC/EHATE JIBE TO/IHH, KakTO H OJOKMpaHH HIH
W3TErVIeHH MapTHIH OT CBHIIOTO MEJHIMHCKO H3JCTHE Mpe3 AOCIEHUTE 2 TOIUHH.
[IpencraBeHUs JOKYMEHT OT MAJI cienBa fa 6be H31aneH Npey He M0BeYe OT eUH MECEN
OT 1oJiaBaHe Ha odepTa OT yJaCTHHKA.;

8. Jlexapanus, B KoATO 1a 6bA¢ MOCOUEHO METHIIHHCKOTO U37eIINE 3a KOETO Ce y4acTBa
¥ KOHKDETHHAT obwmecTBeH GoHM Ha CROTBETHATA IbPHKABA, [0 KOMTO ce 3aIiaima;

9. Moctpa 0603HaUeHa IO HAYMH, OT KOHTO /1a € BHAHO Ha KOE MPENIONKEHHE 0TroBaps

(omnocumo 3a 060cobenu nosuyuy M Ne 2 u 29);

10. 3aBepeHO Kollde Ha BATHICH cepruduxar BJIC EN ISO 13485:2012 / 1SO 9001:2012
JTH [IO-HOB MM €KBHBAJIEHTEH, C 00XBaT CBINACHO MNpEIMETa Ha obocobeHaTa MO3MLHKA 32
KOSTO C€ YJacTBa, M3/a/IcH Ha HMETO Ha POM3BOAMTEILA.

11. 3aBepeHo Kkomnme Ha JEKIapanuira 3a cpoTBeTcTBHE C JIMpeKTHBa
W3/aeHa OT NPOU3BOAUTENA M KOMHE HA EC ceprudukaTr 3a CHOTBETCTBHE C

oF -
g




98/79/EC, m3maneH oT HOTHGHIHMpPAH OpraH mo cMMchia Ha 3MU (omuocumo 3a nosuyuu
MNel, 2 3, 4,57 89 11,12, 13,16, 17, 18, 19, 20, 21, 38u 41);

12. 3aBepeHo komnue Ha JeKnapanusaTa 3a choTBeTcTBHE C JlupektuBa 98/79/EC,
U3/aJieHa OT IIPOM3BOIUTENS (OmHOcuMO 3a nosuyuu NeNel4, 15, 27, 34, 35, 36 u 37);

13. Jleknapanus, 4e QUATHOCTHKYMHUTE I1e ObJaT B choTHOWEHHE 30% roneMu KM
70% MaJK¥ OTIAKOBKH (OMHOCUMO 3a OUAzZHOCMuKymume no o6ocobenu nosuyuu NeNe 1, 3, 7
u 15 3a nvpeuuna ouaznocmuxa na CIIHH, xenamum B, xenamum C u cugpunuc);

14, Jlexnapauus, 4ye AHACHOCTHKYMHTE Ca OKOMIUIEKTOBAHH CbC CBOTBETHHs Gpoi
IJIaKH M BPhXYETa M BCHYKH TECTOBE, 32 U3IBIHEHHETO Ha KOHTO CE€ M3HCKBAT, e OBAaT
OKOMILIEKTOBAaHH ChC CHOTBETHHS Opoit BpbXxueTa, ChoOpa3Ho Oposi Ha TECTOBETE (OMHOCUMO
3a Ouaznocmuxymume no o6ocobena nosuyus Ne 14 3a TIIXA),

15. lexnapaiiys, B KOATO € IIOCOYCHO, Y€ aKo 3a H3pabOTBaHE HA HAKOH TECTOBE HAMA
HAaIMYHA amapatypa, Ine GbJe NpencTaBeHa TakaBa M mie ObJe MOJAbPXKaHa 3a BPEMETO, B
KOETO ce U3paboTBaT TECTOBETE (6 NPUNONCUMUME CRYHAU)

16. [lexnapanus, B KOSATO € IIOCOYCHO, Ye LIe CE MOAMABPXKA 3a CMETKA HA U3IBJIHHTEIIA
HATMYHATA M3BBHTAPAHIMOHHA amaparypa, Ha KOSTO INE ce€ M3paboTBaT TECTOBETE
(HanMYHaTa armapaTypa € ChrilacHo mpuiioxesue Ne 2);

17. lexnapaius, B KOATO € MOCOYECHO, Y€ NMPEAOCTaBEHATa 32 CMETKA Ha M3IBJIHUTENA
amaparypa, Ha KOATo Ie ce paboTH ¢ TecroBere me Oble ¢ TEXHUYECKH IIapaMeTpH He II0-
HHMCKH OT T€3H Ha CHIIECTBYBALIATA (6 NpUIodCUMUme Cay4au);

18. Jlexnapanus, B KOATO € MOCOYEHO, 4€ H3IIBIHMTEN LIE MPEROCTaBH amapar 3a
aBromatmyHa ekcrpakuud Ha PHK, ako 3a TecroBere 3a BHPDYCEH TOBap C€ H3HCKBA
excrpakuus Ha BupycHa PHK (& npunoswcumume cnyuau);

19. exnapauus, B KOATO € IOCOYCHO, 9€ H3MBIHATENA € OCUTYPH [IPOrPaMUPAHETO
Ha HAJHYHATA anaparypa 3a H3pab0TBaHETO  CHHXPOHH3HPAHETO HA JOCTABEHHUTE TECTOBE;

20. Hexnapaimus, B KOSTO € IIOCOYEHO,, Y€ JHArHOCTHKYMHTE 110 060CO0EHa MO3HIHs
Ne 7 3a mppBHYHA JAUATHOCTHKA HA XEIIATHUT | BsAg / - EJIM3A u o6ocobena ro3unus Ne 8
3a MOTBHPAMTENHA quarHocTHka Ha HBsAg 1ie 6n1aT odepupaHn KOMIUIEKCHO H INE ca OT
€lIMH IIPOU3BOUTEN (8 NPUNONCUMUME CLYHAU);

21. Jlexnapanus, B KOATO € OCOYEHO, Ue TecToBeTe Mo 06ocoberHa mo3uuusa Ne 41 ca ¢
YyBCTBUTEJHOCT PaBHA MM HO-BHUCOKAa OT 99%, crnenupHYHOCT paBHA WJIH IO-BHCOKA OT
96%. TectoBeTe 3a NOTBHPAMTENHA AuarHocTHka Ha XVIB1/2 undeknus me ce H3NbIHABAT
BBPXY CTPHIIOBE HaTOBapeHH ¢ pekoMOMHaHTHH XVIB-1/2 anTureHu. PeareHTuTe B KHMTa IIE
ca roToBH 3a ymorpeba Ge3 mpeaBapuTeNHO paspexgaHe. [Iponeaypara 3a U3NBIHECHHE €
aBTOMaTH3MpaHa. Pe3yaraTuTe 1ie ce OTYMTAT 4pe3 CKAHMPAHE H KOMIIOTHPHA IIporpamMa H
1€ ce JOKYMEHTHPAT Ha XapTHEH HOCHUTEII (8 NPULONCUMUME CIYHaU);

22. Jlekinapanys, B KOATO € MOCOYEHO, 4e 1o obocoGena mosmmusa Ne 2 e 6bp3
Ka4eCTBEH TECT 3a OTKPHBAHE HA aHTHTE/Na CPelly BHpYyca MPHUYMHABALL UMYHEH JEQHIHMT y
qoBeKa, THIIOBE 1 1 2. UyBCTBATENHOCT PaBHA WM NO-BHCOKa OT 99%. CnennduyHOCT paBHa
WM 110-BHCOKa 0T 98%. BB3MOXHOCT Aa oTKpuBa creunduunn antH-XHB antutena B npobu
oT nepudepna kpwB. [Ipouenypara 3a H3NBIHEHHE 1A HE M3HCKBA CHEUMAIHO 1abopaTopHO
o6opy/BaHe 3a HM3MBIHEHAE HA TecTa (aBTOMAaTHYHH IHIIETH, HHKy0Oarop, meHKsp H Ap.).
TectoBere me 6bIaT KOMIUIEKTYBAHH C aBTOMATHYHH JIaHLIETH 33 B3€MaHe Ha IpoOH OT
nepudepHa KppB. BeHuki peakTHBH 3a M3paOoTBaHe Ha NMpoOHM OT LA KPBB, IUasMa H
cepyM nie OBIOAaT BKIIOYEHH B JUArHOCTHYHHS TeCT-KHT. IIponenypara 3a usmbiHeHue Ha
TeCTa HE HaABMINABA 5 MHHYTH. BpeMmero 3a oT4uMTaHe Ha pe3y/iraTa He HaJBHUIUaBa=L()
MHHYTH OT NpPHKIIOYBaHE Ha MpONeAypara 1o H3paboTBaHe HA TecTa (8 np AONAEE
cydau);




23. Jlenapanus, B KOATO € II0COYEHO, Ye TECTOBETE 3a ONPELISHE Ha BUPYCCH TOBAp
ma HIV no o6ocobena mo3uuus Ne 38 1mie ce U3MBIHABAT HAITBJIHO aBTOMATHYHO M IIC Ca €
J0JIHA TPaHHIIa Ha JeTeKIus 10 50 BUPYCHH KOIMsA HAa MHIHIIUTED.

24. Jlexnapanus, B KOSTO € IIOCOYEHO, Y€ TECTOBETE 1O ob6ocobena no3unusa Ne 42 ca
Ha TpHUHIWIA Ha KanwispHa ren-enekTpodope3a CEKBEHHpaHe INpH MHHMMATHO
eIHOBPEMEHHO 3apexciane oT 6 mpoOH 3a U3CIeBAHE (6 npunoxcumume ciy4au);

25. Jlexnapaius, B KOSTO € IIOCOYEHO, Y€ TECTOBETE 32 JMArHOCTHKA HA XCNATHT B
OTrOBApAT HA W3UCKBAHETO 3a YYBCTBUTEJHOCT paBHa Ha WA IOX 0,130 IU/ml.
IIOBBPXHOCTEH aHTUTEH Ha XenaTut B u crienrdUYHOCT He Mo-Majka oT 99 % (omuocumo 3a
obocobenu nozuyuu NeNe 7 u 8),

26. Jlexnapals, B KOATO € IIOCOYEHO, Ye TECTOBETE 32 MBPBAYHA JHATHOCTHKA HA
CIIMH - EJIM3A mo ob6ocobena mo3umuss Ne 1 ca THI aHTUTEH - aHTUTAINO.
YyBCTBHTEITHOCTTA Ha TECTa 32 aHTHTENIATA € 100%, crienudHIHOCTTA He € MO-HHUCKa oT 99%.
YyBCTBUTENHOCTTA 3a ACTEKIM] HA XUB anturesa e nox 2 IU/m.

Jlata 14/05/2018
Wme n pamumms JA-p Teopop 3amdupos

Hoanuc Ha JIMLETO M IEUAT  ceeeenverrenseencnnanimnanmnnoninsteneeaees




OBPA3EI]
OUPMA ,,EJITA 90 M“ 00
(Haumenosanue Ha yuacmuuxa)

IIPEUVIOKEHHUE 3A M3ITBJIHEHUE HA IIOPBYKATA

Honynonnucanustiaza a-p Teoxop UBanoB 3ampupos
(mpume umena)
B KavecTBOTO cM Ha Ympasuten B/Ha ¢upma ,EJITA 90 M“ OO, EHUK (BYJICTAT)
130469816, cvc cepanumie u aapec Ha ynpasjienue rpag Codmus, yauna ,,Jlynas, Nel9,
Bx.A, er.l, am2, ydacTHHK B O0OLIECTBEHa IOpBYKA C npeaMmer: ,,/locmaeéka Ha
Ouaznocmuxymu u koncymamueu 3a CIIHH, supycnu xenamumu B u C, cucpunuc u opyzu
CeKcyanno npeoasanu ungexyuu no Hayuonanna npozpama 3a npesenyua u KoHmpon na
XHB u cexcyanno npedasanu undgpexyuu ¢ Penybnuxa Bwvnzapusa 2017-2020 2. 3a
HyJcoume Ha cmpanama npe3 2018 2.”, éxnrousauma 44 06ocobenu no3uyuu 3a o6ocobena
nosuuua Ne 12 — Tecmose 3a ouaznocmura na T oxconnazmoza ELISA IgG
s/

YBAYKAEMH JAMH U TOCIIOJIA, <

C HacTosmOTO MpeicTaBIME HAINETO TEXHHYECKO MPEUIOKEHHE 33 M3IbIHEHHE Ha
obexra Ha obsBeHaTa oT Bac obuecTBeHa mopbuka.

INPEJJIOXKEHHE HA

HanMeHOBaHHe 10 K ¢TB YYACTHHKA
o cnenudukanns Mspxka Oqu:. ° H3BOJUTE,
AR o , MOJIE.T

(KAT. No)

A\Toxoplasma gondii IgG,

TecToBe 3a AMarHoCTHKa Ha Ilpouseoauren:

12 Tokcomnasmosa EJIM3A IgG 6poii 288 EURQIMMUN - I'epmaHus
®dopmar 96 amku

kat.Ne EI 2410-9601 G

(Vuacmuuyume cnedsa 0a nonvanam zpagpa ,, [Ipednosicenue na yudsmuuxa: npouzeooumen, MapKa,
moden (kam. Ne)“ camo 3a o6ocobenume nozuyuu, 3a koumo yuacmeam,)

Hexnapupame, 4e BCHUKH MEIUUHHCKH H3JIE/IUs, KOMTO HMAT CPOK Ha TOXHOCT, KBM
Jatata Ha J0ocTaBka me OBJAaT ¢ OCTaTh4eH CPOK Ha rOAHOCT HE HO-MalbK oT 75% ot
OOSIBEHUS OT IPOU3BOAMTE]IS;

Jlexnapupame, ye NpefIaraHuTe H34ENHUs e NPUTEXABAT KbM MOMEHTA Ha JIOCTaBKa
CepTU(HKAT 33 KAYECTBO OT IIPOM3BOUTEINS, U3aJIEH 3a BCAKA OT/IE/IHA [IapTHA,

Hexnapupame, de 3a BCEKH JUArHOCTHKYM L€ IIPEJOCTaBMM JOKYMEHT, B KOHTO ce
00sBsIBa IPOM3BOJICTBEHHS CPOK HA TOJHOCT.

Hexnapyupame, 4e AMarHOCTHKYMHTE ca IOCJIEIHO IOKOJEHHE IO OTHOIIEHHE Ha
NOKa3aTeJIUTE 3a YYBCTBHUTENIHOCT, CIIEU(PHUHOCT, HANEKAHOCT U BBH3MPOU3BOJUMOCT KBM
JaraTa Ha odepHpane;

Hexnapupame, 4ye me OCHrypuM oGyuieHHe Ha IIepcoHaa 3a pabora OpYpaHuTe
: .
TECTOBE ,.L\S\/\‘b )

Tlata 14/05/2018 /A
Wme u pammmus Jd-p Teonop 3amdpupon % g |
[ToANKC HA JIMIETO H MEUAT cecreeeveceeeceeeinreeeereere e esnene e e > / 'q:" / .........




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, 9632209 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 +4021 232 26 95 Fax: 4381112832 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

u OBPA3EIl

JAEKJIAPALIUSA
3a CBIVIACHE C KJIay3UTe Ha NPHJIOKEHHS IIPOEKT Ha JOrOBOP

Honynonnucanusr: Teoxop VBanos 3aMupos (mpume umena)
B Ka4€CTBOTO CH Ha YIpaBHTEN
(Onvorcnocm)

Ha ,,EJITA 90M*“ 00[ -

(HaumeHOBaHUE HA YHACMHUKA)
YYacTHHK B IPOLIEAypa 3a Bb3JaraHe Ha oOLIECTBEHa MOpBYKA C MpeaMer: ,,/Jlocmagka Ha
ouaznocmukymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
cexcyanno npedasanu unexyuu no Hayuonanna npozpama 3a npeeenyus u konmpon na
XHB u cexcyanno npeoasanu ungexyuu ¢ Penybnuxa Bvnzapua 2017-2020 2. 3a
Hyscoume na cmpanama npes 2018 2.”, exuousawa 44 06ocobenu nosuyuu 3a 06ocobena
nosuyua Ne 12,

HAEKJAPHUPAMUYE:

3ano3HaT ChbM ChC CBABPKAHHUETO Ha IIPOEKTa Ha JOroBopa H II MaM YyCJIOBHsATA B

HETO.

HATA: 14.05.2018 r. ITIOAIINC n
ITEHAT:

7

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usuan "Akcako8"”;  ID No: BG 130 469 816




EATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+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 +4021 232 26 95 Fax: +38111 2832850
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 ,
VA
V%
Vi ' OBPA3EIL]l
AEKJIAPAITUST i

34 CpOKa Ha BAJIMIHOCT Ha oq)epTaTa

Honynoanucanust: Teonop Banos 3aMdupos (mpume umena)
B KQYE€CTBOTO CH Ha yIpaBUTE
(OnvacHocm)

na,,EJITA 90M*“ OO[] -

(HaumeHOBaHUE HA YYACMHUKA)

YYacTHHK B MpouUeAypa 3a Bb3jaraHe Ha oOluecTBeHa MOpBYKa C MpeaMerT: ,,JJocmagka na
ouaznocmuxymu u koncymamusu 3a CITHH, supycnu xenamumu B u C, cupunuc u opyzu
CeKCyanHo npedasanu ungexyuu no Hayuonanna npozpama 3a npeeeHyua u KoHmpon Ha
XHUB u cekcyanno npeoasanu unghexyuu ¢ Penyonuxa Bovazapus 2017-2020 2. 3a
HyxscOume na cmpanama npes 2018 2.”, exnousawa 44 06ocobenu nozuuuu 3a obocobena
nozuyua Ne 12,

JEKJTAPUPAMMYE:

/ :
CpoxsT Ha BanMIAHOCT Ha HacrosmaTa odepra e 4 (4eTHpH) Mecena, CYMTAHO OT

JdaraTta, KOsTO € MOCOYCHa 3a JaTa Ha M0JIyYyaBaHe Ha oq)epTaTa H OpcacTaBjisiBa BpEMETO,
IIpE3 KOECTO CME O6B’I>p3aHI/I C YCJIOBHsATA Ha MMPEACTABEHOTO OT HAC MPECIIOKEHUE.

HNATA: 14.05.2018 r. NNOMITNC n
[TEYAT:

IBAN (B eBa): BG 09 UNCR 9660 1037 9234 10: BIC: [INCRBGSF VHUKPEAUT KYABAHK. dhuauan "AkcakoB" IND No: BG 130 469 814




d/10/2U18 EUROIMMUN: Products

Pasmoromis 5 eaiiava e m;w%ﬂ@ww

Products: Toxoplasma (ELISA)

Indications > Infections > Parasites

Order no. Antibody specificity! reagent/ analyte Ig class Species Format W
P
E12410-9601 A Toxoplasma gondii 1A semi-quantitative 96 x 01 o
semi-quantitative \)
Ei2410-9601 P Toxoptasma gondii Screen IGAGM semi-quantitative 96 x 01

semi-quantitative

E}2410-9601 G Toxoplasma gondii 1aG 1/10/200 W/ml 96 x 01
1/10/200 1U/ml

E12410-9601 M Toxoplasma gondii IgM semi-quantitative 96 x 01
incl. IgG/RF absorbent semi-gquantitative
EN12410-9601-1 G Toxoplasma gondii : 1aG 1/10/200 1U/m| 96 x 01
avidity determination ' 1/10/200 (U/m)
E12410-9601-L G Toxoplasma gondii 1gG 5/25/50/100 U 96 x 01
antibody determination in CSF : 5/25/50/100 U
CK 2410-0220-L G CSQ pair of controls . 1gG : 2 x 2 ml, ready for use

anti-Toxoplasma gondii (IgG)

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

i

ht!ps://www.euroimmun.com/products/indications/infektions-serologie/ak-gegen-toxoplasma/elisa/products.html =

171
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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: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+3592) 9839649, 9832209 +4027 232 26 95 fax:  +381112832850
Fax: (+3592) 9832211 Fax: +4021232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +407313 16076

HEKJIAPAITUA

Honynoanucanust Teonop MBanos 3ampupos

(mpume umena)
B Ka4€CTBOTO CH Ha YrpaBuTes, Ha ,,EJITA 90M OO0Jl, EMK (BYJICTAT) 130469816 , cBe
CEATHILEC K a/Ipec Ha ynpaBJIeHHE Ip. Codus, n.x. 1000, yn. ,Jlynas“ 19, Bx. A, er.1, an.2 s
YYaCTHUK B 0BIUECTBEHA IOpBYKa ¢ NpeameT: ,, Jocmaska na OUazHOCMUKYMU U
koncymamusu 3a CITHH, supycnu xenamumu B u C, cupunuc u opyzu cexcyanno
npeodasanu ungpexyuu no Hayuonanna hpozpama 3a npesenyus u konmpon na XHB u

CeKcyanto npeoasanu ungpexyuu ¢ Penybnuxa bwvneapua 2017-2020 2. 3a HYXcOume Ha
cmpanama npes 2018 2.”,

AEK/IAPHPAM, YE:

Odepupanute MenHIHHCKH H3MeHs Ca BKJIIOYCHHU B CIIUCBKA 1O wiI. |, T. 1, 6ykBa "6" ot
Hapen6ara 3a ycnosusra u pena 3a cherassHe na CIUCBK Ha MEAMUHHCKHATE U3AEIHS MO Yl
30a ot 3aKoHa 3a MeqUIMHCKUTE msnenus /3MU/ u 3a onpenensue na CTOMHOCTTA, 4O KOSTO
T€ C€ 3amamat, ¥ npunaram u3siedenue ot CHuchbKa 1Mo uI. 1, 1. 1, OykBa "6" ot Hapenbara
34 YCIOBHATA H pe/la 33 ChCTABAHE HA CIIUCHK HAa MEXHLUHCKATE H3MEIHS 110 9.3 0a ot 3MU
¥ 33 ONPENCIISHE HA CTOMHOCTTA, IO KOATO TE Ce 3aIALlAT, OT KOETO H3BJIEYCHHe € BHIHA

[IPOJ&KHATA eHa IO cMHChAa Ha §1, T. 29a ot 3MU, BBB Bpb3ka ¢ §1, 1.4 ot JIP Ha
Hapenbara.

Hata: 14.05.2018 r.
I'p. Cous

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruan "AkcakoB8”;  ID No: BG 130 469 816
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ENEKTPOHHA BA3A IARHY HA MERMLIHHCKUTE H3JENUA,

PENYB/INKA BBNITAPUA
MamunnviTensa arexLums o 3ANAALLAHY C OBUIECTBEHW CPERCTBA
NexapcTeaTa _
€3 KOHTAKTH NPOGN HA 3ARBUTEN o W3X0R (@ vkasanmazapasotA  Sme S
HAYANO MEAWUNHCKK U3OENUA LUABJTOHW 1 AOKYMEHTH HOPMATWBHA YPELBA HOBWMHW Y CbOBLLUEHWA

nposKn
EUROIMMUN AG

¢ Mpodun Ha 3assuUTen

b3

MeANUMHCKI H3AENUA

5

fannu 3a Mea. unenus

¥

3anBneHus 33 perucTpauus

~1

Mpounn

¥ MpoMsHa Ha napona

- — e eam

https://meddev.bda.bg/bg/my md details/46281

TbpCeHe B CaiTa. .

Hauano / MeauuuHck n3nenvs / MeaMumMHCKo usaenve

MEANUUHCKO U3AE/UE

[AHHN 3A 3ANUCA / INFORMATION FOR THE RECORD

HoMep Ha MeanLmMHeKo apenue / Number of medical device
46281

[aTa Ha dopmynap / Form date

08/12/2016 11:14

Homep Ha 3aseuTen / Requestor number

1648

Homep Ha dopmynap / Number

55965

Thpcu B MEANLIKHCKA U3AETIUR Tepcw B cauta

[laTa Ha cb3pasane / Creation date
12/12/2016 12:06

[ara Ha 3anuc Ha MW / Record date MD
12/12/2016 12:06

Notpeburencko uMe / Username

user_I8A88D

[AHHW 3A U3LENVETO / INFORMATION FOR THE MEDICAL DEVICE

Tun naenTugukatop / Identity type

Ko Ha uapenwe 8 cnuceka / Medical device code

06B3v15-05-01-05-0065264

WaenTndukatop / Identity

[AHHW 3A MPOU3BOAUTENS / IDENTIFICATION OF THE MANUFACTURER

AMe Ha Npou3soavTEns, MbnHo / Manufacturer name, long

EURQIMMUN AG / EUROIMMUN AG

Me Ha nponasoauTens, kpatko / Name of the manufacturer, short

EURDIMMUN AG / EUROIMMUN AG
Bua koa / Code type

EUK / EIK

Kog, Ha cTpaHarta / Country code
OE

pas / City

Libeck / Lubeck

Ynvua, Homep / Street, number
Seekamp 31 / Seekamp 31

Juue 32 koHraxT / Contact person
Cagla Egretaud / Cagla Egretaud
dakc / Fax

+49 451 58 55-591

PRODUCT ON THE MARKET

[AHHY 3A IALETO, KOETO NYCKA USAENMETO HA NA3APA / IDENTIFICATION OF THE PERSON P

VIME Ha NULETO, KOETO MYCKa 3EnMeTo Ha Nasapa / Name of the person placing the product on the markgy
s LA S SRR

"EATA 90M" OO / ELTA 90M LTD.

Bua koa / Code type

Kaoa / Code

135116940

Mousercku koA / Postal code
2356C

NouleHcka kyTus / PO box

TeneoH / Phone
+49 451 58 55-0
E-mait / E-mail

cagla.egretaud@euroimmun. fr

N
O/ g
=
\JJ B
o
<
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. EMK / EIK 130469816 \'\«1 .
Kopn Ha crpanata / Country code “ 5
BG :
Koa Ha obnacr / Region code O6wmHa / Municipality 4:
SOF / ’
I'pap / City Mowercku koa / Postal code
Codms / Sofia 1000
Ynuua, Homep / Street, number Nowercka kytus / PO box

yn. "AyHas"” N 19/ 19, Dunav

Nnye 3a koHTakT / Contact person TenedoH / Phone
Panoctun Pages / Radostin Radev +359 2 983 9649
dakc / Fax E-mail / E-mail
+359 298322 11 office@eltad0.eu

AAHHWN 3A THPTOBELIA HA EQIPO / IDENTIFICATION OF THE WHOLESALER

WMe Ha Teproseua / Wholesaler name

"ENTA 90M" OO/l / ELTA S0M LTD.

Bua kog / Code type Kog / Code
EUK / EIK 130469816

Koa wa crpanara / Country code

BG

Koa Ha obnacT / Region code ObuwmrHa / Municipality

SOF /

Tpaa / City MowieHcky koa / Postal code
Codus / Sofia 1000

Ynuua, Homep [ Street, number MNoulercka kyTusa / PO box

yn. "Oyras” N 19/ 19, Dunav

TNwue 3a koxTakT / Contact person TenedoH / Phone

Panoctum Paaes / Radostin Radev +359 2 983 9649

Pakc / Fax E-mail / E-mail

+35929832211 office@eltad0.eu

HoMep Ha paspelueHie 33 THProBus Ha AP0 C MEANUMHCKM {aTa Ha paspelueHne #a TLProBus Ha eabO C MEAULIMHCKK

for wholesale trade

wsaenus / Number of authorization/certificate for wholesale n3penus [ Date of
trade with medical devices with medica! devifes

thorization/certifica

IV-P-T/MU J050 20/09/2007

OBLUM MEAULIKHCKIN SAHHW 3A W3JIENTMETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MeanumHCKoTo uinerme / Category of the medical device
06 - UK BUTPO AnarHoCTULHK usnenns / In vitro diagnostic devices
Puck wnacudmkarop / Risk clasification

PeakTBy 1 MPOAYKTY OT PEBKTUBM, BIIHONUTENHO CHOTBETHITE KANUEPATOPM M KOHTPONHI MBTEPMANM 38 OTKPHBAHE U
KOMMUECTBEHO ONPERENsHE B NPOBH OT HOBEK Ha CNERHMTE BpOAEHH MHMEKLMM: pybeona, TOKCOMAa3mMo3a / Reagents and
reagent products, including related calibrators and control materials, for the detection and quantification in human sampies of the
following congenital infections: rubella, toxoplasmosis

ARaToMuura rpyna / Anatomical group

Pasmu / Various

Tun kog / Code type CrofiHocT Ha koa / Code value

EDMS 15-05-01-05-0C

FeHepwuyra rpyna / Generic group Monen / Model

/ /

Wme / Name AnTepHaTuBHO ume / Alternative name
ELISA Anti-Toxoplasma gondii 1gG / ELISA Anti-Toxoplasma /

gondu IgG v e, s

Brrar s b s AT R

https://meddev.bda.bg/bg/my md _details/46281
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ONWUCAHWE HA MEAULIMHCKOTO W3LE/ME / DESCRIPTION OF THE MEDICAL DEVICE

Cecras / Ingredient Bua Ha maTepmana / Material type

/

Bpoit manenun B eaqa onakoska / Number in one package FoneMuHa / Volume
96 /

Pasmep / Size Terno / Weight
/ /

Creunduurmn ozHauenms | Specific indications

/

XapakrepucTuku / Characteristics

I

" CrepunHoct / Sterility

. Uamepsay / Measuring

" NexapcreeHo sewectso / Drug substance

_ MaTepuan oF XuBOTWHCKY Npouaxos / Material of anima! origin
{7 BomawHo npeanvcarve / Domestic prescription

r~

L .; BonHMYHO npeanucanve / Hospital prescription

fan]

MPEAHA3HAYEHO AEACTBWE, ONPEAENEHO OT NPOU3BOAUTENS / INTENDED ACTION BY THE MANUFACTURER

NpeanasHaverve / Purpose

/

Ynotpefa / Usage

MworokpaTHa ynotpeba / Reusable
Karanoxen Homep / Number in catalog

El 2410-9601 G

Yenosus Ha cexpanenue / Storage conditions
/

Apyru / Others

/

NMPUHALNEXHOCTY, KOHCYMATWBW / ACCESSORIES, CONSUMABLES

L MpUHAAREXHOCTM, KOHCYMaTUBY | Accessories, consumables

OBLUM THPIOBCKU AAHHW / GENERAL TRADE INFORMATION

https://meddev.bda.bg/bg/my

Homep Ha pervcTpaums B UAN unn yeeaomneHue 8o WAS /
BDA registration number

flara Ha nyckane Ha nasapa s Peny6nuka Burrapus / Release
date for the market in Republic Bulgaria

Npoaaxwa ueva ¢ AAC (BGN) / Selling price with VAT (BGN)
420.00
Homep Ha CE ceptucdukar / CE certificate number

HL 60076864 0001

Aata Ha pervctpauna B UAN K yeeaomnerne Ac VAN / BDA

7

7 HWe/yrocToBEpEHWE 33
env / Date of termination of the

registration date

[faTta Ha npekpaTsaBaHe Ha
THProBUS C MEANLMHCK:
permit / certificate of,

ie in npedical devices
MNpoaaxHa ueHa ¢ ,CUJC (EUR) A Selling price with VAT (EUR)
210.00

Bara Ha nzTnughe va CE ceptudmkar / CE certificate
expiration da

28/05/2017\

Bewuky npasa 3anaseqn © 2018 U3MBMHUTENHA AFEHUMA NO NEKAPCTBATA

BGO51P0001-6.2.14 "Cb3a3BaHE Ha ENEKTPOHHA 6333 A3HHU Ha MEAMUMHCKA W3RENA, 38NNaLLBHN C OBWECTBERV CPeacTsa”

EBponeickusi coumanes Goma Ha EBPoneickus cbios

ECe

EBPONEACKI COUMPNEH DOHJ

e

i
i
¢
{
3

[ details/46281

MPoexTBT Ce OChiecTaRBa ¢ MIHAHCOBATA NOAKPENa Ha OnepaTueHa Mporpama "PassuTue 1a YoBewky pecypeu”, ChrHaHCMpaHa ot

- EBPOMEACKH CbHO3

11.5.2018 r.



Bulgarian Drug Agency

[y N v f
[N
. PENYBNINKA BBJITAPUA -
" N3nbAHMTENHA areHunsa no neKapcrBaTta
REPUBLIC OF BULGARIA

MAN - 18042 [t 3. 0. 180
a0

J-P TEOAOP 3AM®UPOB
YIIPABUTEJ

»EJTA 90M” OOJ|

PAHOH OBOPULIE

V. ,,JVHAB” Ne 19, BX. A, ET.1, AIl.2
1000 CO®US

Ha Bam Ne 50/25.04.2018 r.

OTHOCHO: Hckane c Bx. Ne JAL-17505/25.04.2018 3a npenocrassse Ha HHGOpMaL¥Ms 3a
periucTpupany AanHu B UsnbiaHuTennara arennus no nexapersa (MAJI) u EUDAMED 3a

HHIMACHTH/TIOTEHITHATHH HHIUICHTN ¢ MEINIIMHCKHU U3ACTTNS, KAKTO H 3a 6noxnpa1m KN
H3TErJICHHU MAapTHOHA

YBAKAEMM I-P 3AM®UPOB,

B otroeop Ha Bame uckane ¢ ropenocouerns Homep Bu yBenoMsiBaM ciexHOTO:

Ilpn HanpaBeHa cnpaBka KBM nata 26.04.2018r. ce ycTaHOBH, Ye npe3 MOCHEIHHTE
nse roguan B MAJT u 8 EUDAMED HsaMa peructpupany JaHHY 3a HHIMACHTH/TIOTEHIHATHH
MHIMIEHTH, KaKTO U 3a OJIOKHPAaH{ WIH U3TErJIEHH NapTUAd 3a u3bpoeHuTe B Tabnuuara mno-
JI07Ty MEJHIIMHCKH U3JIeNIUs ¢ MOCOYEHHTE KaTal0XHU HOMepa:

Cnuchbk Ha MeTHUHHCKHUTE H3/1eJIHs y

Trproscko HanMeHOBaHHE HA Kar. Homep TIpou3BoanTeN

NPOAYKTA

ELISA HIV 1&2 Ag&Ab IVCOMB.CE.96 Dia.Pro Diagnostic Bioprobes
IVCOMB.CE stl, Utanus

ELISA HCV Ab CVAB.CE.96 Dia:Pro Diagnostic Bioprobes
CVAB.CE st}, Utanus

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

HBsAg confirm SCONF.CE, | Dia.Pro Diagnostic Bioprobes
SCONF.CE.40 stl, Uranns

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

ELISA Chlamydia trachomatis IgM E12191-9601 M Euroimmun, I'epmanus

ELISA Chlamydia trachomatis IgA E12191-9601 A Euroimmun, I'epmanus

ELISA Toxoplasma gondii 1gG EI 2410-9601 G Euroimmun, ['epmanns

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

ELISA Toxoplasma gondii IgA EI12410-9601 A Euroimmun, I'epmapps—

Thayer-Martin Agar 11040 Liofilchem, Uragf(s N

: !
\ ;
VAN | -
2 e i ErR B ADIAFRALIA A
; GPHG © OPWTMHADA




Chocolate Agar 10023 Liofilchem, Utanus

"I MIC Test Strip Cefixime 92060 Liofilchem, Utanus
MIC Test Strip Cefiriaxone 92043 Liofilchem, Utanus
MIC Test Strip Azithromycin 92030 Liofilchem, Utanus
C yBaxenue, \7
O

AOLl. ACEHA CTOUMEHOBA, I®
Hsnvanumenen dupexmop

Codus 1303, yn. Jamsn I'pyes Ne 8, ten.: (02) 8903 555, daxc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+3592) 9832211 Sector 1, Bucharest;: ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+3592) 9839649, 9832209 +4021 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 7/
2
JIEKJIAPALIYSI

Honynoanucauust Teonop Usanos 3ampupos
(mpume umena)

B Ka4eCTBOTO CH Ha Ymnpasuren, Ha ,,EJITA 90M* OO, EMK (BYJICTAT) 130469816 , CBbC
Cenanuine u aapec Ha ynpasnenue rp. Codus, m.x. 1000, yn.,Jdynas“ 19, Bx. A er.l,an2,
YHaCTHHK B OOIIECTBEHA NOPBYKA C MPEAMET: »/{0CTABKA HAa AHATHOCTHKYMH H
kKoHcymaTuBu 3a CIIMH, BupycHnm xematutn B u C, cudninc u apyru CEKCYAJIHO
npenasany uapexuun no Hannonanna nporpama 3a NpeBeHIHA U KOHTPoa Ha XUB u
ceKkcyanaHo npenasanu uHdexnuu B Peny6ianka Bubarapus 2017-2020 r. 3a nyxaure Ha
cTpaHara mnpe3 2018 r.”,

JEK/IAPHPAM, YE:

Obmecrsen donp AbpxkaBa
H30K bwarapus

Hara: 14.05.2018 r.
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT EVAEAHK,%AUHA "Akcako8";  ID No: BG 130 469 816



 ® "H-JTHHI'YA" EOOJ E-LINGUA Ltd.
. eﬂllngu a rp. Cous, 6yn. Auko Cakn3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
W ARAL e A Ten./daxc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12
e-mail: office@elingua.bg; www.elingua.bg  e-mail: office@elingua.bg; www.elingua.bg
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1 = TUVRheinland 5
| CEPTHOUKAT |
F : Cepruduuupamnsr opran Ha E

TUV Rheinland LGA Products GmbH

3 € HACTOAIOTO YAOCTOBEPABA, Ye KOMIIAHUATA

EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 JIobex
I'epmanus

€ YCTaHOBMJIA ¥ IPHJIara CUCTEMA 3a YIPABIEHHE HA KAYECTBOTO
Ha MEAHIIMHCKUTE W3JEIUA
3a cJIeHUA o0XBaT:

T R T LT N T

Jeraiinure ca B pUTIOXKEHHETO

g

Hpenocmneun Ca I0KAa3aTeJICTBa, Y€ U3MCKBaHUATA, IOCOYEHM B

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

T TR

Ca U3IMIBJIHCHH.

Cucremara 3a YNpaBJACHUC HAa KAYE€CTBOTO MMOAJIEKN Ha rOJHMINEH HAO30,

T T TR YR T N OIS I Ty SR Y TR e e B AN AT S A S

B cuna ot: 19.05.2017 r.
PerucrpanuuoneH HoMmep Ha ceprudukara: SX 60118882 0001
W3ebpiuen e oaut, Joxnaxg Ne; 21264033 001
CepTudukarsT € BaHAeH J0: 30.03.2019 . B
i
] §
| ((D Akks Ceanqmuupabm oprax E
; o /nodnuc ne ce ueme, nevam/ g
§ Hemckn Junn. unx. Ceen Xopman
¢ OpraH no akpeautauunTe g
t D-ZM-14169-01-02 zj

i
j
i Hara: 19.05.2017 r.
| TUV Rhemland LGA Products GmbH Tmnnu ]



,i ~J TUVRheinland

j HokymenT: 1/3, pen.0 £

} TUV Rheinland
: LGA Products GmbH !
s Tuanmpace 2, 90431 Hiopabepr t
1 Ilpnaoxenne KM
¢ CepTudmxar )
' Pernctpanms Ne SX 60118882 0001 :
g Hoxnan Ne 21264033 001 #
i F
L; Opranmzaums: EUROIMMUN
4 Medizinische Labordiagnostika AG
: 3eexamn 31
] 23560 Jlrobex
I'epmanusn
i O6xaar: IpoekTupaHe U pa3paboTka, NPOU3BOACTBO, CEPBU3 U NpoJaxKGH Ha
HMYHOOHOXUMHMYHHY CHCTEMH, UIMYHO(TyOpeCLIeHTHH TeCTOBE, CHCTEMH 3a
: MOJIEKYNIIpHA JUarHOCTHKa/ TeHETHYHH TECTOBE M TECTOBE 3a OTpejelsHe HA |
k [aToreHH W aHanmu3aTopy/ codTyep 3a MH BUTPO JUATHOCTHKA. f
L Bximouenu obexru:
i

- EUROIMMUN Medizinische Labordiagnostika AG
3oHenbepr 9, 23627 I'poc I'pronay, ['epmanus :

o g

HefiHoctu: TIpou3BoACTBO M KOHTPOJT Ha KaYECTBOTO

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

oy

* Yy Yempr—

JeiiHocty: [Ipon3BOACTBO U CEPBH3 Ha COMTYEPHH pelieHUs 3§/ FpUmoKeHUs
P4 MH BUTPO AHAarHOCTHKA.

/moonuc He ce yweme, nevam/

(( DAkkS CepTnduuunpain opras

Hemciu Humn. unx. Ceen Xodman
OpraH no akpeagutauwvnie

D-ZM-14168-01-02

Hara: 19.05.2017 r.

() m&.«vwvwwm A A o




| o TUVRheinland
‘:! Jlokyment: 2/3, pea.0
g TUV Rheinland !

. LGA Products GmbH

Tuaumpace 2, 90431 Hropubepr

' TIpnioxkenue KbM
" Ceprufmkar

t Perncrpauus Ne SX 60118882 0001

Joxnag Ne 21264033 001
| Opranmsaums: EUROIMMUN

i Medizinische Labordiagnostika AG

g 3eexamn 31
y 23560 JioGex
£ I'epmanus

! O6xsar: Brumoueny 06ekTy:
b —  EUROIMMUN Medizinische Labordiagnostika AG

,' Inocwmpace 11, 91257 Iernuy, I'epmanus
E; Jetinoctu: [Ipou3BoOJCTBO U CEPBH3
F
i] —  EUROIMMUN Medizinische Labordiagnostika AG
i Bepkupace 2-22, 23942 Jlacay, I'epmManus

|

| Ieitnoctn: [Ipou3BOACTBO, KOHTPOJ Ha KAYECTBOTO, CKIAIMPAHE X

'! JUCTpUOYLIHS

i

| - EUROIMMUN Medizinische Labordiagnostika AG
Kpennen 1, 02747 XepuxyT, ['epmanus / A
‘i Je#inoctu: [Tpons3soacTso

i

: (( DAKKS Cepruduumpam opras

E‘ S /nodnuc ne ce yeme, nevam/
f Hemcku Jumn. uix. Ceer Xodmau

:’ opras no akpegutayuute

| D-ZM-14169-01-02

: Jlata: 19.05.2017 r.

[ |

;L._A:_L‘.’S:_L:’A By e Wl TR oSBT, Shiatiel) s AR x| TS T 0 i il Ll 1A x I I NP

g

s g oy

AT ey e Ty

e T T

o e L W e -

W sy comgmrme comr:



L7 NN
8! G ERE
i . ®
i 1% TUVRheinland
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/ TlokymenT: 3/3, pen.0 {
; |
: TUV Rheinland
: LGA Products GmbH
Tuanmpace 2, 90431 Hiopubepr
‘ IIpunoxenne KuM
i Ceprndukat ]
E Perunctpauus Ne SX 60118882 0001
Hoxaan Ne 21264033 001

5 OpraHuzanms: EUROIMMUN
! Medizinische Labordiagnostika AG
i 3eexamn 31 [
: 23560 JIobex .
: 'epmanns )
Sl
2 O6xpar: Bxnoueny obexTu: ,

— EUROIMMUN Medizinische Labordiagnostika AG y

IMnuitcautnan 1, 02748 bepruar, I'epmanus

: Heiinocty: I1poussoactso
5 - EUROIMMUN Medizinische Labordiagnostika AG
i Tpase 1, 23 923 3eamcaopd, ['epmanus ]
{ Jeitnoctu: IlpoekTipane ¥ pa3paboTka, ¥ MPOM3BOACTBO :
E
4 (( DAkkS Ceprudunupam g
! : /nodnuc e ce yepe, nevam/ it
£ !
3 o:r'::lK:o I Junn. uaxk. Ceef XodmaH F,
E D-ZM-14169-01-02 E i
E{ Tara: 19.05.2017 r. i
E‘!g-h:_”a_m_.;ma Tov TR e i RS, bl S R T AT T syt EE I el W A TR T L BT TRMEET BT T T PO St DO TP SR g J = S :_;!

Moanucanara, Kpuctuna BparoifueBa, yNOCTOBEPABAM BEPHOCTTa HA U3BBPLICHIA OT MEH MpEBOL OT
AHTNUHACKM Ha OBIArapcku €3MK Ha IpHIIoXKe f cHeTeR. 0T 4
/qeTpu/ CTpaHHULH. i
[Iperonau: Kpuctuna bparofiuesa
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: TUVRheinland
Certificate
The Certification Body of
TUV Rheinland LGA Products GmbH
hereby certifies that the organization
EUROIMIMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Lubeck
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 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
Certification Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-05-19 -
Dipl.-ing.

&
TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 !

Tel +49 221 806-1371 Fax +48 221 806-3935 e-mail cert-validity@de tuv wmhﬁp T




Attachment to
Cortificate
Registration No.:
Report No.:

Organization:

Scope:

( DAKKS

Deutsche

Akkreditierungsstelle
D-2M-14169-01-02

Date: 2017-

*ﬁ.@
TUVRheinland

Doc. 1/3, Rev.0

TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Nﬁrnberg

SX 60118882 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liubeck

Deutschland

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 AG
Am Sonnenberg 9, 23627 Grof Grdnau, Germany
Activities: Production and quality control

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

Activities: Production and service for software solutions
for IVD applications

Certification Body

S 3 7.;!
:
-

Dipl.-Ing. S¥fer{ Hoffmarin-




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

(( :bAkks

Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2017-05-19

a TUVRheinland

TUV Rheinland Boc. 2/3. Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

SX 60118882 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck

Deutschland

Sites included:

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

Activities: Production and 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

Certification Body

j
|
|




TUVRheinland

TUV Rheinland boc. 3/3. Rev.0
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 PliefRnitztal 1, 02748 Bernstadt, Germany
Activities: Production
- EUROIMMUN Medizinische Labordiagnostika AG
An der Trave 1, 23923 Selmsdorf, Germany
Activities: Design and development and production
Certification Body
@
(( . Deutsche

* Akkrediherungsstelte
D-ZM-14169-01-02

Date: 2017-05-19
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"H-JJHHI'YA" EOOJ E-LINGUA Ltd.

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

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

ATeHIHA 32 TPeBOAH

IlpeBoj OT aHIMIMHCKU €3UK

Translation Agency
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CEPTHO®OPUKAT

_ CepruduuMpamusT Opra Ha
TUV Rheinland LGA Products GmbH

¢ HACTOSILIOTO YI0CTOBEPABA, Y€ KOMIIAHHUATA

EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 Jiobex
I'epmanns

€ YCTaHOBHJIA # Tpujiara CUCTEMA 3a ynpaBJICHHE Ha Kau€CTBOTO

Ha MEAMLMHCKHTE U3JeIns
3a clegHus 00XBar:

JletaiinuTe ca B IPHIOKEHHETO

HpeJlOCTaBeHH ca J0Ka3areJiCTBa, ue U3UCKBAHUsATE, [IOCOUCHHN B

EN ISO 9001:2008

Ca U3N'BJIHCHH.

Cucremara 3a yIIpaBJICHHC Ha Ka4eCTBOTO NMOJJICKH Ha IFOAHIICH HAaA30pP.

B cuna ot: 19.05.2017 r.
Peructpaunones HoMmep Ha ceprudmkara:  SY 60118897 0001
WUsespiteH e onut, Joknan Ne: 21264033 001
CeprudukarsT € BaJIMAEH JI0: 14.09.2018 r.

Hara: 19.05.2017 r.

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

Cepruduunpain ppras
/nodnuc He ce ueme, nevam/

Jun. unx. Cees XogpmMan

TUV Rheinland LGA Products GmbH — Tuaumpace 2 — 90431 HiopuGepr
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I1pusoxkenne KbM
CepTudnxar
Pernctpanus Ne
Joknang Ne

Oprannsanusn:

Oo0xBar:

Hara: 19.05.2017 r. Juna. ux. Ceen Xogman

2)

TUVRheinland

.

Joxymenrt: 1/3, pen.0

TUV Rheinland
LGA Products GmbH
Tnammpace 2, 90431 HiopuGepr

SX 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 Jlio6ex

I'epmannsn

TpoexTupane 1 pa3paboTKa, NPOM3BOACTBO, 0GYUEHNHE, CEPBHU3 U nponaxtn
Ha NIMYHOOHOXMMUYHH CUCTEMH, MMYHO(IyOPECLIEHTHH TECTOBE, CUCTEMH 32
MOJIeKy/1pHa JUarHOCTHKa/ FeHETHYHH TECTOBE M TECTOBE 3a ONpeJiesHe Ha
NaTOreHy ¥ aHanu3aTopy/ codTyep 3a MH BUTPO AHArHOCTHKA MPH XOpa U
SKMBOTHH.

BxmoueHn 00eKTH:

-7

— EUROIMMUN Medizinische Labordiagnostika AG
3onenbepr 9, 23627 I'poc I'pponay, I'epManns

Jennoctu: [Ipou3BOACTBO ¥ KOHTPOI Ha Ka4€CTBOTO

-~ EUROIMMUN Medizinische Labordiagnostika/AG
Bopn 24, 23627 I'poc I'pronay, I'epmaHus

TleitHoctn: [Ipon3BOACTBO U cepBu3 Ha COPTYEPHH PELICHHS 3a MPHUIOKEHHS
NpH UH BATPO AMATHOCTHKA. ’

CepTnduuupali oprax
/noonuc ne ce yeme, nevam/

Cgp A e et T P TR Ty T e e

SRS T R e
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TUVRheinland

Hokymenr: 2/3, pea.0

TUV Rheinland
LGA Products GmbH
Taanmpace 2, 90431 Hiopubepr

IlpuiiokeHne KbM

Cepradukar
Perucrpanns Ne SX 60118897 0001
Hoxaan Ne 21264033 001
Opranusanus: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 Jirobex
I'epmanns
O0xBar: Bxnrouenu obekru:

— EUROIMMUN Medizinische Labordiagnostika AG
Mlnocwpace 11, 91257 Ileruuy, I'epmanus

Jeitnoctu: ITpon3BoiCTBO U CepBH3

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

He#ivocTy: ITpou3sBoACTBO, KOHTPOI Ha Ka4€CTBOTO, CKIIaHUpaHe u
JMcTpuOyLus

— EUROIMMUN Medizinische Labordiagnostika AG
Kpennen 1, 02747 XepuxyT, I'epmanus

Hefinoctu: Ilpounssoacteo

\

CepTuduuupam oprai
/moonuc He ce yeme, nevam/
Hara: 19.05.2017 r. Junn. unx. Ceed Xogpman
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Hoxyment: 3/3, pen.0

T e

TUV Rheinland
LGA Products GmbH :
Tummmpace 2, 90431 Hiopu6epr

B

'+ Hpnaoxenne kpm
i Cepruduxar

ENC AT

t Perucrpaums Ne S5X 60118897 0001
s JNoxaan Ne 21264033 001 3
i Opranusanus: EUROIMMUN
i Medizinische Labordiagnostika AG .
3eexamn 31 :

23560 Jobex 4

I'epmanns P

O6xsar: Bxiiroueny 06exTH:
— EUROIMMUN Medizinische Labordiagnostika AG
HNnmitcnurnan 1, 02748 Bepumar, I epMaHus

| Hetinoctu: Ipoussoactso !
3 - EUROIMMUN Medizinische Labordiagnostika AG %
Tpase 1, 23 923 3enmcaopd, Fepmanus 4
g 15
i Hefinoctu: ITpoektipane u paspaboTka, U IPOM3BOACTRO
;f !
:
: Ceprudnunpam oprin K
| /noonuc ne ce ueme, i
I Hata: 19.05.2017 . Junn. urx. Ceen Xo
|
-LA“ALAEM~&«&.J‘LLE;"J:}_L}L”_.L&B TR i T SRCRE L SR B S Ty s T v e R RO TR e TR BIAChLS 27 TR B S R

lMoxnncanara, Kpuctuna Bparoiiuera, YROCTOBEPSABAM BEPHOCTTA HA H3BBPIUCHHS OT MEH Il
AHINHHCKM Ha 6BArapcku e3mk Ha o
/aeTvpwn/ cTpaHuuy.

lpesonau: Kpuctuna Bpatoiiuesa
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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 Liubeck
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 I1ISO 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 Niitnberg

Tel +49 221 806-1371 Fax +49 221 B06-3935 e-mail.cert-validity@de tuv com hitp /iwww tuv convsafety




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

Date: 2017-05-19

TUV Rheinland j Pos /3. Rev.
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SY 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

Design and development, production, training, service

and sales of immunobiochemical systems, immunofluorescence
test systems molecular diagnostic/genetic test systems
and test systems for the determination of pathogens

and analysers/software for in vitro diagnosis in

humans and animals

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG ?
Am Sonnenberg 3, 23627 Grof Grénau, Germany

Activities: Production and quality control

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

Activities: Production and service for software solutions
for IVD applications




TUV Rheinland jPec. /3. Rev.0
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
Deutschland
Scope: Sites included:

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

Activities: Production and service

i - EUROIMMUN Medizinische Labordiagnostika AG %
WerkstraBe 2-22, 23942 Dassow, Germany !

Activities: Production, quality control, warehousing and
distribution

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

Activities: Production

Date: 2017-05-19
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TUV Rheinland -
LGA Products GmbH |

3/3, Rev.0

TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Date: 2017-05-19

SY 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck

Deutschiand

Sites included:

- EUROIMMUN Medizinische lLabordiagnostika 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
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I1peBoz OT aHrAMICKN 31K V4

TUVRheinland

EC CEPTU®UKAT

Hupextusa 93/42/EEC, Anekc I1, ¢ usknouenne na Pasaenn 4 u 6,
Cucrema 33 HBJIHO OCHTYPSIBaHE HA KAYECTBOTO
MeanuuHCKH H3€1Hs 32 HH BUTPO AMArHOCTHKA

Perncrpannonen Ne: HL 60118880 0001
HNoxaag Ne: 21264033 001

IIpousBoanTen: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 LJIwo6ex
I'epmanus

Hpoayxru: -~ HMMyHOGHOXMMHYHM TECT CHCTEMH
-  HmyHodsyopecueHTHH TeCT cUCTEMH
—~  Tecr cucremy 3a onpenensHe Ha NaTOreHH

3amensa Cepruduxkar ¢ peructpaunoned Homep: HL 60076864 0001

Hata Ha Basmanoer:  17.05.2022 .

C HacTOAMOTO HOTHOUUHPAHUAT OPraH ZeKJapupa, 4e 3a n306poeHnTe NPOOYKTH €a CHa3enH
M3HCKBaHBATA Ha Amnekc I, ¢ naknmtovenme Ha Pasnenrn 4 m 6 or JdupextuHBa 93/42/EEC.
TlocoueHHAT No-rope NPOM3BOAUTEN ¢ BHBEN H NPHJIATA CHCTeMA 33 OCHTrypsiBaHe Ha Ka4ecTBOTO,
KOATO NOMJIeXH HA NepHOAHYEH HAA3O0p, onpeneieH or AHexc II, Pazmes 5 oT cmomeHaraTa
AupexTHBA. 3a NyckaHe Ha Na3apa Ha H3geus oT COMCBLK A, KONTO ca 06XBAHATH OT HACTOSIIHS
cepTuduKaT, ce n3ncksa EC CepTudukaT 32 M3NHTBAHe HA THNA, CLIJIACHO H3HCKBAHMATA Ha
Anekc IV, pasnen 4 n NOTBLPKAEHHE OT NPOU3BOAMTENS Ha MPOAYKTHTE, chraacHo Pasnen 6.

JlaTta na Bju3ane B cnna:  18.05.2017 r. HoTudnumpan opran
/noonuc e ce weme, nevam/
Hara: 18.05.2017 r. Auni. aax. Ceen Xogpman

TUV Rheinland LGA Products GmbH — Tillystrape 2 — 90431 HioputGepr

TUV Rheinland LGA Products GmbH e HOTHGUUMPAH OpraH ¢ naeHTH(HKainoHes HoMep 0197

cernacHo Jupextrsa 93/42/EC 0THOCHO MEAMUMHCKHTE H3AEIHA 32 UH BUTPO AMarHOCTHKA.
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JHokymenr: 1/4, pea.0

TUV Rheinland
H LGA Products GmbH
Tannmpace 2, 90431 Hiopu6epr

Ipunoxenne kpm

Cepruduxar |
Perucrpauns Ne HL 60118880 0001 |
Jdoknag Ne 21264033 001

Opranusauus: EUROIMMUN
Medizinische Labordiagnostika AG
A 3eexamn 31
fl 23560 JIroGex
T'epmanusn

A S

L Sy o o

’ Bxmouenu obexrtu:

E - EUROIMMUN Medizinische Labordiagnostika AG f‘
: 3onenbepr 9, 23627 I'poc I’ poonay, I'epManus |
F’t HlefinocTy: TIpOH3BOACTBO M KOHTPON HA KAYECTBOTO i
Ei ~ EUROIMMUN Medizinische Labordiagnostika AG 4‘

Kpennen 1, 02747 Xepuxyr, ['epmanus

P e s

Hetinocru: [pousBoacteo

B AN YA

- EUROIMMUN Medizinische Labordiagnostika AG
HlInocmpace 11, 91257 IMeruu, I e€pMaHus

HertrocTu: TponssoacTeo i cepBus

BT T Y R

Ceprudunupaur opran
/noonuc ne ce ueme, nevam/
Hara: 18.05.2017 r. Hunn. umx. Ceed Xodman
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TUVRheinland

HoxymenT: 2/4, pen.0

PR R )

TUV Rheinland !
g LGA Products GmbH
f Tumampace 2, 90431 HiopaGepr
f {
: Hpnaoxenue kLM :
4 Cepruduxar 2
| Pernctpauna Ne HL 60118880 0001 !
| Iloknan Ne 21264033 001 §
3 :
g' Opranusanus: EUROIMMUN #
Medizinische Labordiagnostika AG i
51 3eexamn 31 :
4 23560 JoGex :
i I'epmanns E
i !
;g
1 Bxiouenn obexTi: f
;.— :
3 — EUROIMMUN Medizinische Labordiagnostika AG !
;; Bepxpace 2-22, 23942 Jacay, I'epmanns é
E I
Hettnoctu: Jleiinoctu: [IpOM3BOACTBO, KOHTPOJI Ha KAYECTBOTO, CKIIAAMPAHE H aucTpubyuns ;
r
¢ — EUROIMMUN Medizinische Labordiagnostika AG ’
4 Imticauuan 1, 02748 Bepuwar, [epmanus f
i Hernoctu: TTponssoacteo L
b ‘ ;;‘
E — EUROIMMUN Medizinische Labordiagnostika AG f
Ff Tpase 1, 23923 3enmcaopd, [epmanus i
13
E Heitnoctu: Iponssoacteo

CepTHunupauy opran
/noonuc ne ce weme, nevam/
Hara: 18.05.2017 r. Iunn. yax. Ceen Xogman
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/ TUVRheinland
~ Hoxymenr: 3/4, pen.0 :
E TUV Rheinland f
] ' LGA Products GmbH {
3 Trmumpace 2, 90431 Hiopu6epr 7
;
IIpuaoxkenne kpm
#  Ceprn¢mxar .
- Pernctpauna Ne© HL 60118880 0001 i
: Joxaan Ne 21264033 001 !
Opranusanus: EUROIMMUN
r Medizinische Labordiagnostika AG
§l 3eexamn 31 !
23560 Jio6ex [t
1 I'epmanusn t
: i
: Bxmodenn onpoayxru: i’
B :
3 '
| 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, 1gG, IgM) i
1 Anti-Toxoplasma gondii ELISA b
| (G, IgM, Avidity IgG, CSF IgG, IgA) ;!
2 Anti-Rubella Virus ELISA ‘ il
f} (1gG, 1gM, Avidity 1gG, CSF IgG, Glycoprotein IgM)
? g
f Anti-CMV-IIFT (IgA, IgG, IgM, Avidity IgG) :
5 Anti-Chiamydia trachomatis UFT (IgA, IgG, IgM) £l
E{ Anti-Chlamydia pneumoniae UFT (IgA, IgG, IgM) o
ff  Anti-Toxoplasma gondii UFT (IgG, IgM, Avidity IgG)
g Anti-Rubella Virus UFT (IgG, Avidity IgG)
K

S g O

T A TROTIR T

Ceprudnunpau opran
/moonuc ne ce yeme, nevam/
Hara: 18.05.2017 r. Hunn. uak. Ceed Xodman
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TUVRheinland

HoxymeHr: 4/4, pen.0

TUV Rheinland

o LGA Products GmbH
‘ Tunmumpace 2, 90431 HiopnuGepr
‘ Ilpnioxkenne kum

Cepruduxar
v Perncrpaunst Ne HL 60118880 0001
{4, Hdokaag Ne 21264033 001
i Opranuzanus: EUROIMMUN
: Medizinische Labordiagnostika AG
3 3eexamn 31 i
23560 Jobex 1
4 Tepmauns x!
¥ BKJIIOYEHH OIPOLYKTH: ;
| Anti-Chlamydia trachomatis MIF (IgA, IgG, IgM) |
| Antl-Chlamydia pneumoniae MIF (IgA, IgG, IgM) X
. Anti-Chlamydia psittaci MIF (IgA, IgG, IgM)
?—; Anti-Rubella Virus Westernblot (IgG) ;
t Anti-Chlamydia trachomatis-EUROLINE-WB (IgA, IgG) ‘
é' Multimarker konTponu 3a Euroimmun ELISA i
i% EUROLINE Anti-TO.R.C.H.-Profile (IgG, 1gM) ‘!
E* EUROLINE Anti-TO.R.C.H. 10-Profile (1gG) ”
E EUROArray STI
;
!j Ceprunnupaims opran IF
E' /nodnuc e ce ueme, nevam, J
E Hara: 18.05.2017 r. Hun. umx. Ceen Xodman 3

Ek;; e SRS BTN e A i i I N E Lk B KT AR R el E S S S T T R AR T T T AT TR, RN T T B DAL T N R

Honnucanara, Kpucrina Bpatoituesa, ymocrosepsBam BEPHOCTTa Ha W3BBPIIEHHA OT MEH HpEB
AHIJIMACKH Ha GBATapCKH e3MK Ha NPHIOKEHNS JOKYMEHT: Cepmﬁmmr;,-
CTpaHHLH. £ 3
ITpesonay: Kpucruna Bparoiiuena
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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 i

i
U e

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 manufacturpr has established
and applies a quality assurance system, which is subject to periodic surveillance, define by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devicés 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

WTnh et m




TUV Rheinland
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

Sites included:

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

Activities: Production and quality control

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

Activities: Production

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

Activities: Production and service

Date: 2017-05-18
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TUVRheinlan

TUV Rheinland poc. 2/4, 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 Liubeck
Deutschland

Sites included:

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

Acivities: Production, quality control, warehousing
and distribution

- EURCIMMUN Medizinische Labordiagnostika AG
Am Pliefinitztal 1, 02748 Bernstadt, Germany

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

Activities: Production

Date: 2017-05-18
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TUV Rheinland poc.

LGA Products GmbH
TillystraBe 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, CSF IgG, Igh)

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 (IgA, IgG, IgM)
Anti-Toxoplasma gondii IIFT (IgG, IgM, Avidity IgG)
Anti-Rubella Virus IIFT (IgG, Avidity IgG)

Date: 2017-05-18

TUVRheinlthd

3/4, Rev. 0




Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck

Deutschland

Products included:

Anti-Chlamydia
Anti-Chlamydia
Anti-Chlamydia

trachomatis MIF (IgA, IgG, IgM)
pneumoniae MIF (IgA, IgG, IgM)
psittaci MIF (IgA, IgG, IgM)

Anti-Rubella Virus Westernblot (IgG)

Anti-Chlamydia

trachomatis-EUROLINE-WB (IgA, IgG)

Multimarker Controls for Euroimmun ELISA

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

EUROLINE Anti-TO.R.C.H.

EURCArray STI

Date:

S U — e
TR 0B v T e e T e e i ae T e

2017-05-18

10-Profile (IgG)

Notified Body

Doc.
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TUVRheinland
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tp. Codus, Gyu. Suxo Cagbsos 10 Bulguriy, Sofiu, 10 Yunko Sukucov Blvd,
Ten./pake: (02) 944 70 11 tel./fax: (+359 2) 944 70 11
e-mail: ollice@elingua. bg; www.elingua.by  e-mail; ollice@ehngua.by, www.clj\uguabg
AreHuus 3a npesoau Traunsiation Agency oY ‘@
O
[peBon ot anrmuiicku esnx .
Medizinische :
EUROIMMUN Labordiagnostika EORG“E LD

AG

| € 0197

AEKJIAPAIIVA 3A CHhOTBETCTBHUE

EUROIMMUN Medizinische Labordiagnostika AG
Cuiikamn 31, D-23560, Jhobek, 'epmanys

NCKJIapHpa Ha CBOA OTTOBOPHOCT, e ELISA IIPOAYKTHTE:

Anti-Toxoplasma gondii-ELISA (IgG) EI 2410-9601 G

Anti-Toxoplasma gondii-ELISA (IeM) EI 2410-9601 M

Anti-Toxoplasma gondii-ELISA (IgA) EI 2410-9601 A

CSF: Anti-Toxoplasma gondii ELISA (IgG) EI 2410-9601-L G

Avidity: Anti-Toxoplasma gondii-ELISA (IgG) EI 2410-9601-1 G

CSQ pair of controls Anti- Toxoplasma gondii (IgG) EI 2410-0208-8 ;;y7
(Iupextnra 98/79/EC 3a H3NCJTHATA 32 HH BHTPO JHATHOCTHKA, AHeKC II, Cnucei ,,B?

(HauMeHoBanwe Ha nponykTa, HOMEp Ha nopbyKarTa)

OTroBapsAT Ha H3UCKBAHUATA Ha:

Hupexrusa 98/79/EC 3a MEAHUMHCKHTE H3IEHS 32 HH BHTPO AHarHocTuka, Avekc IV,
ot 27 oxToMBpH 1998 r.

Jlio6ex, 21.05.2010 r. /nodnuc ne ce yveme/ /nodnuc we ce ug/e/
(MsCTO M faTa Ha W3naBane) " [i-p Bondranr llymbeprep Cysane Anexcanaposuy
YneH na CorBeTa Ha , YneH Ha CrBera Ha AHPEKTOpHTE
MHPEKTOpHUTE
HanMerosanue Ha nokymenTa: Declaration of Conformity (Tuev Rheinland)m(vl'-IV_l502_F_UK_BO3) Cip.lorl

Homep na noxymenra: 13380000-0018 Howmep ua penasauara; 00

Ioxmucannsr Usaiino Bacunes YBOCTOBEpPABaM BEPHOCTTa Ha MPEBO/JIa OT aHIIMICKH H
NPHIOKEHUS JOKYMEHT. IpesomnT ce CBCTOM 0T 1 cTpanmua. g S

[Ipesonay: :
Hnatino Bacwies [(’ 7 o

£
g
i
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Medizinische

EUROIMMUN 'I&Zbordiagnostika m

D
C €osr
Declaration of Conformity
EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, D-23560 Lubeck, Germany

-declare that the ELISA products

Anti-Toxoplasma gondii-ELISA (IgG) El 2410-9601 G
Anti-Toxoplasma gondii-ELISA (IgM) El 2410-9601 M
Anti-Toxoplasma gondii-ELISA (IgA) El 2410-9601 A
CSF: Anti-Toxopl. gondii ELISA (IgG) El 2410-9601-L G
Avidity: Anti-Toxoplasma gondii-ELISA (IgG) El 2410-9601-1 G

CSQ pair of controls Anti-Toxoplasma gondii (IgG) El 2410-0208-8 L. G
(IVDD 98/79/EC, Annex |l, List B)

(product name, order no) /

meet the demands of

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

sy, Ay f i/

(Place and date of issue) Wolfgang Schlumberger, PhD Susanne Aleksandrowicz
- Member of the Board - - Member of the Board -

Dol +Name.: Declaration of C ity (Tuev Rhe"mland) (HV_1502_F_UK_B03})
Dokumenten-Nr.: 13380000-0018 '
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Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOQ
Tel.: (+359 2) 9839649, 9632209 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 112832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: 4381112832 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

JEKJIAPAILLMS

Honynoanucanusr Teonop MBanos 3am¢upos
(mpume umena)

B KQ4ECTBOTO CH HA Ynpasuten, Ha ,,EJITA 90M*“ OOJl, EUK (BYJICTAT) 130469816 , cbe
CellamuIne 1 aapec Ha ynpasienue rp. Codud, m.k. 1000, yiu. , Jynas“ 19, Bx. A, er.1, an.2 ,
YYaCTHHK B oOOulecTBeHa IOpbYKa ¢ npeamer: ,/ocmaexa Ha OUazZHOCMUKYMU U
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugunuc u opyzu CeKcyanHo
npeoasanu ungexyuu no Hayuonanna npozpama 3a npesenyua u konmpon na XHB u
CeKcyanno npedasanu unpexyuu ¢ Penybnuxa Bvazapua 2017-2020 2. 3a Hy)scoume Ha
cmpanama npe3 2018 2.”,

AEK/TAPHPAM, YE:

7
aKo 3a H3pa6OTBaHe Ha HAKOH TECTOBE HAMA HaJIUYHA amnaparypa, HUC 1ie npe€aoCTaBu ﬂ uie
/
nogappIKaMe TakaBa 3a BpPEMETO, B KOCTO HIE C€ I/I3pa6OTBaT caMO [OOCTaBECHUTE Hama
CTpaHa TECTOBE.

Hara: 14.05.2018 r.
I'p. Copus

\ f
NV

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10: RIC: IINCRRISE VHIAKDEAUT EVACAUY oo WAoo .01 it e o



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.: (+3592) 9839649, 9832209 +4027 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
T ——
e
JEKJIAPALIM A

Honynoanucanust Teonop Msanor 3ambupos

(mpume umena)
B Ka4€CTBOTO CU Ha Ympasutel, Ha ,,EJITA 90M*“ OOJI, EUK (BYJICTAT) 130469816 , cbe
Celamie 1 anpec Ha ynpasienue rp. Codus, m.x. 1000, yiu. , JAynas*“ 19, Bx. A, er.1, amn.2 ,
YYaCTHHK B O0OlIECTBEHA MOpBUKA ¢ INpeaMeT ,,/JJocmaséka Ha OUAZHOCMUKYMU U
koncymamusu 3a CIIHH, eéupycnu xenamumu B u C, cuuauc u opyzu CeKCyanHo
npedasanu ungexyuu no Hayuonarna npozpama 3a npesenyus u xonmpon na XHB u

CeKcyanno npedasanu ungexyuu ¢ Penyonuxa Bvrzapus 2017-2020 2. 3a HYJCcOume Ha
cmpanama npe3 2018 2.”,

AEK/TAPHPAM, YE:

IIC nMoAnbpKaMe 3a Hailla CMETKa HaJIndHaTa H3BBHT apaHUHOHHA arnaparypa Ha KosATo
I/I3pa6OTBaT AOCTaBAHHUTC OT HAC TECTORE.

Hara: 14.05.2018 r.
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, unuar "Akcako8":  ID No: BG 130 469 816



N\

ATA O90M
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 +4027 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

HEKJIAPAITMA

Honynoanucanust Teonop UBanos 3am¢pupos

(mpume umena)
B Ka€CTBOTO CH Ha Ynpasurel, Ha ,,EJITA 90M* OO0J, EUK (BYJICTAT) 130469816 , CbC
CElaniiie ¥ afpec Ha yImpaBJieHHE Ip. Codus, m.x. 1000, yi. »AyHaB“ 19, Bx. A, er.1, an.2 ,
YYacTHHK B oOLIECTBEHA IOpPBYKA ¢ npeamet,Jocmaska na Ouaznocmukymu u
Koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cupunuc u opyzu cexcyanno
npedasanu ungpexyuu no Hayuonanna nhpozpama 3a npeeenyua u konmpon na XHB u

CeKcyanno npedasanu ungexyuu ¢ Penybnuxa bvncapun 2017-2020 2. 3a nyscoume na
cmpanama npes 2018 2.”,

AEK/TAPHPAM, YE:

NpEAOoCTaBEHATa 3a Halla cMeTKa anaparypa, Ha KoATo Iie ce pa6om C JOCTaBEHUTE OT
TCCTOBE, III€ € C TEXHHYECKU napaMeTpH HE I10- HUCKH OT TE€3H Ha ChUICCTBYBAIIAaTa.

Tlata: 14.05.2018 r. JIEKJIAPATOP:........\ Z A
I'p. Codus /A-p Teomop 3amis

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



ATA '90mM
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JEKJIAPAILIUS

Honynoanucanust Teonop Uanos 3amtupos

(mpume umena)
B Ka4€CTBOTO CH Ha Ynpasuren, na ,,EJITA 90M< 001, EUK (BYJICTAT) 130469816 , CbC
CCHANMIIE ¥ afipec Ha ympasieHue rp. Codus, m.x. 1000, ya. ,,Jlynas“ 19, px. A, er.l, an.2 |
YYaCTHHK B oOwmecTBeHa TIopbuka ¢ npeamer ,,Jocmagka na ouaznocmukymu u
Koncymamusu 3a CITHH, éupycnu xenamumu B u C, cudpunuc u opyzu CeKcyanmno
npedasanu ungpexyuu no Hayuonanna npozpama 3a npeeenyua u Konmpon na XHB u

CeKCyanHo npedaganu unpexyuu ¢ Penybruxa bvazapua 2017-2020 2, 3q HyMucoume na
cmpanama npes 2018 2.”,

AEK/IAPHPAM, YE:

e  ocur YpuUM nporpaMHpaHeTo Ha Hamu4yHara anaparypa 3a H3pa6OTBaHeTO H
CI’IHXpOHI/BHpaHCTo Ha TOCTaBEHHUTE OT HaC TECTOBE.
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