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SERTIFICATE OF CONFORMITY

=7 FIEDICA SAL

MEDICAL PRODUCT SERVICES

We herewith certify that we manufacture Electrodes, ECG recording papers, which are Class | products according to the
Medical Device Directive (Directive 93/42 of the EU), Appendix IX, to be used for medical purposes.
We hold a technical file of those products and have made a risk evaluation, according to the Directive 93/42 of the EU,

Appendix VII.
We therefore declare conformity such products with requirements stipulated in the a.m. Directive.

Item Code Description Lot
62.028.02 Disposable Foam adhesive electrode 28x44 mm - 4 mm adaptor - Liquid Gel, F 2844 LG 210729-0266
62.030.01 Disposable Foam adhesive electrode 30 mm diam. - Solid Gel, F 30 SG 210908-0086
62.030.01 Disposable Foam adhesive electrode 30 mm diam. - Solid Gel, F 30 SG 211207-0082
62.032.07 Disposable Foam adhesive electrode mm 32x40 mm - Solid Gel, F 3240 SG 211020-0436
62.034.08 Tab electrodes RT 38 (100 pcs/pouch), RT 38 211123-0647
62.050.03 Disposable Foam adhesive electrode 50 mm diam. - Liquid Gel, F 50 LG 210923-0291
62.050.26 Disposable Foam adhesive electrode 50x35 mm - Solid Gel, F 5035 SG 211124-0086
62.055.01 Disposable Web adhesive electrode 50 mm diam. - Solid Gel, W 50 SG 210525-0253
62.055.02 Disposable Foam adhesive electrode 55 mm diam. - Liquid Gel, F 55 LG 210901-0282
62.055.02 Disposable Foam adhesive electrode 55 mm diam. - Liquid Gel, F 55 LG 210906-0283
62.055.02 Disposable Foam adhesive electrode 55 mm diam. - Liquid Gel, F 55 LG 210830-0131
62.042.01 Dis_po§able radiotranslucent Foam adhesive electrode 42x45 mm with carbon clip connection 5531S08GRT

T - Liquid Gel, F 4245 SG
62.050.04 Disposable Foam adhesive electrode 50 mm diam. - Liquid Gel, FS50 LG 210914-0215
62.050.04 Disposable Foam adhesive electrode 50 mm diam. - Liquid Gel, FS50 LG 211202-0092
60.111.04 Suction chest electrode in SSC (Ag-AgCl) - @ 24 mm SU21H5479I
60.111.05 Suction chest electrode in SSC (Ag-AgCl) - @ 15 mm SU21H5480I
60.100.03 Adult SSC clamp electrode CL2116243I
60.100.04 Pediatric SSC clamp electrode CL21D2966I
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CEPTUDUKAT BIAITOBIIHOCTI

I[{umM MU 3aCBiTIy€EMO, IO MH BUTOTOBISIEMO €JICKTPOIH, PEECTPYIOUHUI Marmip, Ta iHIIL, SAKi € mpoaykTamu Kiacy I
BignoBigHO 10 dupexTuBu npo MenudHi Bupoou (dupexrtusa 93/42 €C), Jomatok IX, s BUKOPUCTaHHS B MEIUIHUX X,
Mu 36epiraemMo TexHigHY (aiisl X TPOTYKTIB i 3pOOHIH OIIHKY PH3HKIB BiAmoBigHO 10 dupextusu 93/42 €C, Jlomatok

VII.
Mu 3asBIIIEMO TIPO BiNOBITHICTE TAKMX BUPOOIB BUMOTaM, BCTAHOBJIICHUM BHIIeBKa3aHiil JupexTusi.
Kon Hassa JloT
OmHOPA30BHIA NEKTPOJ 3 aAre3uBHOI MiHN 28x44 MM - 4 MM amanTep — pinkuii rens, F 2844 210729-0266
62.028.02 LG
62.030.01 OnHOpa3oBHii enekTpoa 3 anre3uBHoi miHu 30 MM giamerp — TBepaui renb, F 30 SG 210908-0086
62.030.01 OnHOpa3oBHii enekTpoa 3 anre3uBHoi miHu 30 MM giamerp — TBepaui renb, F 30 SG 211207-0082
62.032.07 OnHOpa3oBHii eneKTpoa 3 anre3uBHoi miHu MM 32x40 MM — TBepauid renb, F 3240 SG 211020-0436
62.034.08 Tab enextponu RT 38 (100 mrr/ynakoska), RT 38 211123-0647
62.050.03 OnHOpa3oBHi eNeKTpoA 3 anre3uBHol minu 50 MM giamerp — piakwuii ress, F 50 LG 210923-0291
62.050.26 OnHOpa3zoBHii enekTpoA 3 anre3uBHoi miHu 50x35 MM — TBepawmii resb, F 5035 SG 211124-0086
62.055.01 OnHOpa30BHi €JEKTPOJ 3 are3uBHol citku S0 MM niameTp — TBepuii renb, W 50 SG 210525-0253
62.055.02 Oz1HOpa30BHI €EKTPOJ 3 AIr€3UBHOT MiHM 55 MM aiamerp — piakwuii ress, F 55 LG 210901-0282
62.055.02 Oz1HOpa30BHI €EKTPOJ 3 AIre3UBHOT MiHM 55 MM aiamerp — piakuii ress, F 55 LG 210906-0283
62.055.02 OzHOpa30BHI €NEKTPOJ 3 AIre3UBHOT MiHM 55 MM Aiamerp — piakwuii ress, F 55 LG 210830-0131
OHOPA30BHIl PSHICHOMPO30PHIA SIEKTPOJ 3 aATre3UBHOI MiHK 42X45 MM 3 KapOOHOBOIO 5531S08GRT
62.042.01 N
KHOIIKOIO KOHEKTOPOM — piakuii renb, F 4245 SG
62.050.04 OnHOpa30BHii eNeKTPoA 3 anre3uBHoi miHu 50 MM Jiamerp — piakuii rens, FS 50 LG 210914-0215
62.050.04 OnHOpa30BHii eNeKTPoA 3 anre3uBHoi miHu S0 MM Jiamerp — piakuii reas, FS 50 LG 211202-0092
60.111.04 Enexrpos npucocka rpyaauii SSC (Ag-AgCl) - 1. 24 mm SU21H54791
60.111.05 Enexrpon npucocka rpyaauiit SSC (Ag-AgCl) - 1. 15 Mm SU21H5480I
60.100.03 SSC eneKTpoa MPUIIKITKA JJIS TOPOCITHX CL2116243I
60.100.04 SSC enexTpo 1 NPHUIUTIKA I IaTPUUHUIT CL21D2966I
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