
r!:..

0AC-Stectrolrled S,R,L,
Chiglaat

Declaration of EC File !.1o. F PSjf&Q5
Re\,. No. 1.

PtudHet:
Rapid test5 for immunological and

biochemic?l assays

Rev. Date 31-01 20r7
Dcc,Na sT'.BC€"376

PEge 1r3

DAc€pectroMed SRL

Afmefleasca str. 47, oi 6{ rtt-2012, Ohisilrau Rapublle ol Moldova

hereby deolar*3 ,!der its own rc5,)onsjbiiiiy that the ]n-vtiro .ilagnosflcs medical devices:

lmrnunaehromatografic diagnoslic tapid &3ts,

asssys lkled in Annex I

. are elassified as nqt lisi€d in Annex I of the EC Council Diree{ive gSf/glEC frsm 27!h

October.lggg on in-vilro diagnostic ffiedical devices; .

r conforn to the releyant provi$ions of the EC Council Directive 9B/79|EC from 27Ih

Ociober 18!8 ofi in-vit,s diagfiostic medio€l devices.

Harnoariz€d slandards appli*d I

El'il :$O S001:20C8

EN lto f4971:2012

€N i$O't8113-1:2011

EN l$O 181'13{:2011

EN lS0 ?36.!ii:2011

EN 13612:2002

EN I$O 15223-1:2012

EN l$O 1348512012

DAG-SpeelIoMed 3RL ha$ a QuaEty $ystan in place based on ISO 9001:2008 and

13485:2012, oertification is issued bylhe laNel&$RAC,

T.ed$:cal docuftTBntalion demonstreling complianee is kept by the manufacturer and can be

made availab:e by the authorEed representalive ii Eutope: QAFAD 3V,, Flighl Fa.urn 40, 5057
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Annex I

Declaration of Conformity according to European Directive of in vilrc diagnostic medical devices (98i79/EG) of
the Medical Devices Aci (NIPG)

Cat. No [4ethod Cornformity
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4190ASl Anti-svohilis-s-svio-DAc chromatoaaDhic immunoassav CE
4l9lAS1 Anti Svohilis-S Caft-DAC chDmatooraohic immunoassav CE
4195G1 ch rom.too €ph ic immunoassav CE
4196G1 ch.omaioqraohic immunoassav CE
4293C1 chromatooraDhic immunoassav CE
4273C1 Candida/Trichomonas-Cart-DAC chromaiographic mmunoassay CE
424011 Trichomonas-Ca11-DAC chornatooraphic immunoassav CE
4299H1 chrom:ioq€phic immLnoass.v CE
4300t\,11 l',lvcoplasma-Carl DAC chromaiooraohic immunoassav CE
4275U1 UreaDlasma-Cad-DAC chromatoqraDhic imm!noass.v CE
4271UM1 UU-MH Combo-Cad-DAC chromaioqraphic immunoassav CE
42A2AB1 Inf luenza A/B 2-PaneLDAC chrorlalooEohic mmunoassav CE
4186T81 TB-S Carl DAC chromatoqraphic imm!noassav CE
4187MP1 chromaloq€Dhic imm!noassav CE
4298V1 chromatoqraphic immunoassav CE
4215HP1 HP-cad-DAc chromatoqraphic immunoassav CE
425AHP1 chromaloqraohic immunoassav CE
4217M1 Malaria P tP v Ab-Can DAC chromaloqraohic ir.lmunoassav CE
4218M1 [4ala.ia P.fAq Can DAC chromaloqraphic immuno.ssav CE
4224D1 Denqie lqG/lqlvl-Cart-DAC chromatooraohic immunoassav CE
42748U1 BU-cart-DAc chromaloaraDhic immunoassav CE
4214541 Streoiococ A Cart DAC chromalooraDhic immunoassav CE
4276581 SlreDtococ B-C.d-DAC chromaloqraphic immunoassav CE
427741 chromaloqra0hic immunoassav CE
4278R1 chrornaloqr.ohic immunoassav CE
42794R1 chromalooraohic immunoassu v CE
4241M1 Mononucleosis-S-WB-Can-DAC chromaloaraohic immunoassav CE
4290ECo1 E.ColiCad-DAC chromaloo€ohic irnmunoassav CE
4291tl chromatoqraDhic immLrnoassav CE
429251 chromatoqraphic imm!noassav CE
4224H5V1t1 HSV llCair DACJqG/lqM chrom.loaraph c immunoassav CE
4150HCG-2 5 hCG U.strp DAC 2.5 chromalooraphic immuroassav CE
4l5lHCG-3.5 HCG-U-Strp-DAC-3,5 chromatooraohic immunoassav CE
4152HC31 HCG U Cad DAC chr0matoa raoh ic immunoassav CE
4155HCG1t HCG-SU-Strio-DAC chrcmatoaraohic immunoassav CE
4153HCGt HCG-SU-Cart-DAC chromatooraDhic immunoassav CE
4154HCG1 HCG-lvl-Cad-DAC ch romatoo raohic immunoassav CE
41601H1 LH-U-StrL!-DAC ch romatoq ra0hic immunoassav CE
4161LH1 LH-U-Ca'I-DAC ch romaioq €Dhic immunoassav CE
4162LH1 LH-M-Cad-DAC chromaioqraDhic immunoassav CE
4156FSH1 FSH-tl Skio-DAC chromatooraohic immuf oassav CE
4l57FSHl FsH-U-cad-DAc chromaioaraohic immunoassav E
4158FSH1 FSH Nl-Cart DAC chromatoof aDhic lmmu'roassav E
4211M1 Mvo-S-Cad-DAC chromatoq €Dhic lmmu noassav E
4249"t1 Tn lS-Cart-DAC chromaioq€Dhic immunoassav CE
4209TW81 Tn I-WB-CaiI-DAC chomaioqraDhic immuroassav CE
4221M81 CK IrB S Cart DAC ch romatoq ra0hic immufoassav CE
4219At\4t1 ch romatoq raohic immunoassav CE
4296N1 NT proBNP Carl DAC chrom.toar.phic mmunoassav CE
4297Hl clrrom.toaraphic jmmu.oassav CE
42A4QEA1 CEA.s-Sirip DAC ch romrioq €ph ic immunoassav CE
42A5CEA1 CEA S-Cari-DAC ch romatoa ra0hic immunoassav CE

chromaioqraph c rmmunoassav CE
chromatoqra0hic immunoassav CE

42A1FOB1 FOB-F Sino-DAC chr0matoqra0h c immunoassav CE
42A2FaB1 FOB-F-Cad-DAC chrom.toaraphic jmmunoassav CE
42AAC1 CTCC-Cart-DAC ch romafoa raohic lmmunoassav CE
42324MP1 chromatooraohic immunoassav CE
4233At\4P1 chromatoaraDhic immunoassav CE
424484R1 BARSI o-DAC chromatooraohic lmmu.oassav CE
42458AR1 BAR'CAd.DAC chromaioo.aDhic lmmunoassav E
42478201 BzOSlrio-DAC chromaioqraDhic immunoassav CE
42488'201 BZO-Cad-DAC chromatoqraohic immuf oassav CE
4226.4OC1 COC Sino DAc chromatoqraphic immuf oassav CE
4227COC1 COC Can DAC chromatoaraohic immunoassav CE
42581\4Dl'lA1 chromatoqraohic lmmuf oassav cE .ia\^ot.
4259UtDLtA1 MDMA-Ca.t-DAC chromatographic immunoassay CE i:-5e,

chromaioqraphic imm!noassav CE
chromaioqraphic immunoassav CE

4229MOP1 LrIOP Sido-DAC chromatoo.aohic rmmuf oassav CE
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4230tVOP1 MoP Cart-DAC chrcmatooraohic immunoassav CE

4238MTD1 MTD-Skp-DAc chromatooraDhic immunoassav CE

4239MTDl IMTD Cart-DAC chromatosraphlc immunoassay CE

426lOPt1 OPI-St D DAC ch romaioo raohic immunoassav CE

42620Pt1 oPlcaft-DAc chromatoaraohic rmmunoassav CE

4241rHC1 THC-Stio-DAC chromaioqlaPhic immunoassav CE

42421HC1 THc-cart-DAc chromatooraohic immunoassav CE

4264rC41 TcA'srrip-DAc chromatographic immunoassay CE

4265TCA1 TCA-Cad-DAc chrcmatooraDhic immunoassav CE

4267PCP1 chromatoqraDh c immunoassav CE

4268PCP1 PCP CAd.DAC chromaioqraohic immunoassav CE

425302 chromatoqr:Phic imm!noassav CE

425403 3-Druqs-DAc chromatosraphic immunoassay CE

4255D4 4-DruoS-DAC chromatooraDhic immunoassav CE

4256D5 5-DruoS-DAC chromatooraDhic immunoassaY CE

4251D6 chromatograph c immunoassay CE

4251010 1o-Dtuos-DAc chromaioqraphic immunoassav CE

4252012 12-DruqS-DAC .hromaloorabhic immunoassav CE

421641 chomaioqEphic immunoassay CE

420341 chromalooraohic immunoassav CE

4270CRP1 cRP-cart-DAc chromatoqraohic immunoassav CE

427219E1 loE-S-Cart-DAc chromatographic immunoassay CE

4283AU1 Albumin Urne-Can DAC ch romatoq raohlc immunoassav CE

4284hSCRP1 chromaioqraphic immunoassay CE

42A5OO1 D-DimeFCad DAC chromatoqraphic immunoassay CE

4286RFl chromatoqraphic immunorssay CE

4287NTSH1 Neonatal TSH-WB-Ca(-DAC chromalograPhic immunoassay CE

4288TSH1 TsH-S-WB-Cad-DAc CE

4249F 1 Ferdun-wB-s-cad DAc CE

4294P1 ProcalcitonLn-cart DAC CE

4295tG1 IGFBPI-Cad-DAC chromatoqraohlc immunoassav CE
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Cat. l,lo lVethod cornformity
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