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DECLARATION OF CONFORMITY

F.L. MEDICAL s.r.I. Unipersonale
Having headquarters in
Via Enrico Mattei, 20
35038 TORREGLIA (PADOVA)
ITALY

manufacturer of disposable plastic wares for analysis laboratory, declares on its responsibility
that the IVD below indicated meet the essential requirements of annex 3 according to art. 9 of
directive 98/79/EEC:

Containers for biological liquids
Sterile containers for biological liquids
Petri dishes, spreaders and inoculation loops
Sample cups and cuvettes for autoanalyzer
Tips for pipettes
Pasteur pipettes
Sterile Pasteur pipettes
ESR systems
Test tubes for biological liquids collection
Sterile test tubes for biological liquids collection
Test tubes for blood collection
Vacuum test tubes for blood collection sterile

The technical documentation is located in our facilities under the responsibility of the quality
assurance manager.

Torreglia, 08.01.2016 F.L. Medical s.r.l.
Riccardo Fiore
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ATITIKTIES DEKLARACIJA

F.L. MEDICAL S.r.L. Unipersonale
Isiktirusi
Via Enrico Mattei, 20
35038 TORREGLIA (PADOVA)
ITALY

vienkartiniy plastikiniy laboratoriniy gaminiy gamintoja, deklaruoja, kad Zemiau i§vardinti [IVD
(in-vitro) produktai atitinka esminius 98/79/EEC direktyvos 3 priedo 9 str. reikalavimus:

Biologiniy skysc¢iy konteineriai
Steriltis biologiniy skys¢iy konteineriai
Petri 1¢kstelés, inokuliacinés kilpelés
PavyzdZiy indeliai ir kiuvetés autoanalizatoriui
Antgaliai pipetéms
Sterilios pastero pipetés
ESR sistemos
Meégintuveliai biologiniy skys¢iy surinkimui
Sterilis mégintuvéliai biologiniy skysc¢iy surinkimui
Meégintuveliai kraujo paémimui
Sterilios vakuuminés kraujo paémimo sistemos

Uz technine dokumentacijg atsakingas jmonés kokybés uZztikrinimo vadybininkas.

Torreglia, 2016-01-08 F.L. Medical s.r.l

Ricardo Fiore
/ParaSas/
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Necati KAYA _
TIBBI CIHAZLAR ITHALAT UE IHRACAT
SANAYI DE TICARET LIMITED §IRKETI

ANKARA
04/10/2016

DECLERATION OF CONFORMITY

Hereby we declare, as manufacturer of STERISTAR brand Ref: C-1035 Type 6 Emulating
Indicator for 3.5 min. by 134°C and for 15 min. by 121 °C Sterilization Chemical Indicator comply
with ISO 11140-1 Type 6.

Best Regards,

Umut Dogu Kaya

174.Cadde ATB is Merkezi G Blok No:178 Macun Mah. Yenimahalle 06105 ANKARA- TURKIYE
www.necatikaya.com.tr | info@necatikaya.com.tr
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Necati KAYA _
TIBBI CIHAZLAR ITHALAT UE IHRACAT
SANAYI VE TICARET LIMITED SIRKETI

ANKARA
04/10/2016

ATITIKTIES DEKLARACIJA

Mes, kaip STERISTAR prekinio Zenklo produkty gamintojas, patvirtiname, kad REF C-1035
6 tipo emuliuojantis indikatorius 3,5 min. 134° C ar 15 min. 121°C sterilizacijos ciklams atitinka
ISO11140-1 standarto reikalavimus, keliamus 6 tipo indikatoriams.

Pagarbiai,
Umut Dogu Kaya

174.Cadde ATB Is Merkezi G Blok No:178 Macun Mah. Yenimahalle 06105 ANKARA- TURKIYE
www.necatikaya.com.tr | info@necatikaya.com.tr
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