RTA AB- UYGUNLUK BEYANI
EC - DECLARATION of CONFORMITY

BELGE NO /DOCUMENT NO: RTA.UB.842

IMALATCI MANUFACTURER:
RTA LABORATUVARLARI BIYOLOJIK URUNLER iLAC VE MAKINE SAN. TiC. AS.
GEPOSB CUMHURIYET CADDESI NO:3 GEBZE / KOCAELI / TURKEY

URUN TANIMI / PRODUCT DESCRIPTION:
Ekteki rtin listesine bakiniz.
See attached product list

URUN TiPi / PRODUCT TYPE:
98/79/AT VUCUT DISINDA KULLANILAN (IN VITRO) TIBBI TANI CiHAZLARI YONETMELIGI
EK III URUNU

98/79/EC IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE ANNEX 111 PRODUCT

UYGUNLUK DEGERLENDIRME PROSEDURU / CONFORMITY ASSESMENT PROCEDURE:
YUKARIDA TANIMLANAN URUN, 98/79/AT NUMARALI AB DIiREKTIFININ BiRiNCi EKINDE
YER ALAN TEMEL GEREKLIiLIKLER DAHIL OLMAK UZERE TUM ILGIiLi
GEREKLILIKLERINE VE ILGiLI HARMONIZE STANDARTLARIN GEREKLERINE UYGUNDUR.

WE HEREBY DECLARE THAT THE DESIGNATED PRODUCTS CONFORM TO ALL APPLICABLE
REQUIREMENTS OF THE COUNCIL DIRECTIVE 98/79/EC PROVISION INCLUDING THE
ESSENTIAL REQUIREMENTS GIVEN ON ANNEX | AND ALL APPLICABLE HARMONISED
STANDARDS.

URUN SINIFI/ PRODUCT CLASSIFICATION:
GENEL IVD CIHAZLAR (IVD DIGER) / GENERAL IVD DEVICES

BU YONETMELIGE UYGUNLUK ILE ILGILI ACIKLAMALAR VE BILGILER URUN TEKNIK
DOSYASINDA BELIRTILMISTIR.

THE JUSTIFICATION FOR COMPLIANCE WITH THIS DIRECTIVE IS GIVEN ON THE PRODUCT
TECHNICAL FILE.

TANZIM EDEN / DECLARED BY:
ORCUN KALKAN — GENEL MUDUR / GENERAL MANAGER
RTA LABORATUVARLARI BiYOLOJIK URUNLER iLAC VE MAKINE SAN. TiC. A.S.

YETKILi iIMZA / AUTHORISED SIGNATURE:

1 Nga/

Pe) | o f
M 07 g o e Digitally signed by Jighili Tatiana
KIS LRONLER LAG Date: 2025.01.24 10:11:48 EET
y SAN. TIC. A§ Reason: MoldSign Signature
Location: Moldova
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RTA AB- UYGUNLUK BEYANI
EC — DECLARATION of CONFORMITY

Ek-1 Uriin Listesi/ Annex-1 Product List

Birincil Uriin Numarasi  Marka Ad1  Uriin Katalog Numarasi Uriin Adi
Barcode Number Brand Product Catalog No Product Name
8698918031814 RTA 04006 LJ MEDIUM (16*110 MM CAM TUP)
8698918031821 RTA 04007 LJ MEDIUM (17*115 MM POLIKARBONAT TUP)
T AT RTA e LJ MEDIUM w/o GLTCERIN (17*115 MM

POLIKARBONAT TUP)

8698918033481 RTA 04009 COLETSOS MEDIUM
8698918033498 RTA 04010 LOWENSTEIN JENSEN- iZONIYAZIT 1UG/ML
8698918033504 RTA 04011 LOWENSTEIN JENSEN-OFLOKSASIN 8 UG/ML
8698918033511 RTA 04012 LOWENSTEIN JENSEN-IZONIYAZIT 0,2 UG/ML
8698918033528 RTA 04013 LOWENSTEIN JENSEN- STREPTOMISIN 4 UG/ML
8698918033535 RTA 04014 LOWENSTEIN JENSEN- RIFAMPISIN 40 UG/ML
8698918033542 RTA 04015 LOWENSTEIN JENSEN- ETAMBUTOL 2 UG/ML
8698918033559 RTA 04016 LOWENSTEIN JENSEN- PAS 0,5 UG/ML
8698918032583 RTA 04017 LOWENSTEIN JENSEN- TCH 2 UG/ML
8698918032576 RTA 04018 LOWENSTEIN JENSEN- PNB 500 UG/ML
8698918033566 RTA 04019 LOWENSTEIN JENSEN- GLISEROL
8698918034495 RTA 04020 LJ MEDIUM w/OFLOXACIN 40 UG/ML
8698918034594 RTA 04021 LJ MEDIUM w/ETHIONAMIDE 20 UG/ML
8698918034600 RTA 04022 LJ MEDIUM w/CAPREOMY CIN 20 UG/ML
8698918034617 RTA 04023 LJ MEDIUM w/KANAMY CIN 20 UG/ML
8698918034839 RTA 04024 LJ MEDIUM w/D.CYCLOSERIN 30 UG/ML
8698918035836 RTA 04025 LOWENSTEIN JENSEN- ETIONAMID 40 UG/ML
8698918035843 RTA 04026 LOWENSTEIN JENSEN- AMIKASIN 40 UG/ML
8698918035850 RTA 04027 LOWENSTEIN JENSEN- KANAMISIN 30 UG/ML
8698918035867 RTA 04028 LOWENSTEIN JENSEN- OFLOKSASIN 2 UG/ML
8698918037939 RTA 04029 LJ MEDIUM w/ MOXIFLOXACIN 8 UG/ML
8698918040144 RTA 04031 LJ MEDIUM w/AMIKACIN 30 UG/ML
8684000440800 RTA 04032 LJ MEDIUM w/CAPREOMY CIN 40 UG/ML
8698918040137 RTA 04033 LJ MEDIUM w/LEVOFLOXACIN 2 UG/ML
8684000440886 RTA 04034 LJ MEDIUM w/MOXIFLOXACIN 1 UG/ML
8684000441470 RTA 04035 LJ MEDIUM w/MOXIFLOXACIN 0.25 UG/ML
8684000441487 RTA 04036 LJ MEDIUM w/PAS 1 UG/ML
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