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B npuioxeHue Ha PernameHT 2016/425 ot 9 MapT 2016 OTHOCHO XapMOHM3NPAHETO Ha 3aKOHOAATE/ICTBOTO Ha
ObPKaBUTE-UYIEHKM NO OTHOLIEHME Ha IMYHMTE NpeanasHn cpeactsa, Centexbel, Hotuduumpax oprax 0493,
ynbaHomolleH oT FPS Economy (®eaepanHu ObuiectseHmn Ycayru) nsaasa cneaHus:

EBPOMNEMNCKU CEPTUDGUKAT 3A TUNOBO U3NUTAHUE
Nr. 032/2020/1005

To3u CeptudumKar 3a UsNUTBaHe e BanuaeH Ao 24 centemepu 2024

Oo: Ansell Healthcare Europe nv, Brussel
3a: PbKaBuuute MicroFlex 92-134

MocoyeHnTe MO-rope ANYHM NpeanasHU CPeacTBa OTrOBapAT Ha NPUIOKUMUTE CbLLECTBEHWU M3UCKBAHMA Ha PernameHT
2016/425 Ha EC.
3a aprymeHTaLmnaTa ce M3Noa3BaT CiegHUTE CTaHAAPTH

EN 420:2003+Al:2009 3awuTHM pbKkaBuum. OGN U3UCKBAHUA U METOAU 3a U3NUTBaHE.

EN ISO 374-1:2016 3alWmTHM pBKaBULM cpeLly ONacHU XMMUYHU NPOAYKTU U MUKpoopraHusmu. Yact 1: TepmuHonorus n
MU3NCKBaHMUA 3a eKcnyoaTaluMOHHUTE NnokKasaTenu Npu XMMMUYHM ONacHOCTHU

3alWmTHU pBKaBULM cpeLly OnacHU XMMUYHU NPOAYKTU U MUKpoopraHusmMu. Yact 5: TepmuHonorus n

EN ISO 374-5:2016
M3NCKBAHMWA 32 XapaKTepPUCTMKUTE NPU OMACHOCTA OT MUKPOOPraHU3MMm.

Tosa J/INC e ot KaTeropws lll, npeagmeT Ha pef0BHM NPOBEPKM B CbOTBETCTBUE C YneH 19 oT EBponelickua PernamenT 3a JINC.
B cbrnacue ¢ nsbopa Ha npoussoamTens we 6bAAT M3BbPLUBAHWU CYYaNHU NepUoaNYHM NPOBEPKM, 33 Aa bbae OLeHeHo
KauyecTBOTO Ha KpaliHusA npoayKT. (Mogyn C2). MponssoaunTenat TpsabBa Aa MOXKe Npu NOMCKBaHe Aa NpeAoCTaBy NPOTOKONA
OT W3MNMTBAHETO Ha Ta3u NPOBEpPKa Ha KayecTBOTO. lMbpBaTa MpoBepKa 3a KOHTPO/A Ha KayectBoTo TpAbBa fJa 6bae
M3BbpLUEHA He No-KbCHO OT 31 aekemspu 2021 n ga ce NoBTapA Ha MHTEpPBan OT MUHUMYM efHa roanHa.

Tasun geknapauma ce npunara 3a 06opyBaHeTo, NPeoCcTaBeHo NpPU U3NUTBAHETO HA TUMA M OMMUCAHO B TEXHUYECKOTO Aocue
Ha npoussoauTens.(kakto e onncaHo B AHekc Il Ha PernameHT 2016/425), pernctpmpaHo nog Homep 11231.

N3paaeH ot Centexbel, Hotudumumpan Opran 0493 B leHT Ha 23 tonm 2020

WHre ae Bute /noanuc He ce yete/

CepTudunLMpaLL, MEHUAKDBP

056-PROD

MNpunoxeH: 1 AHekc
"MpusHar ot FPS Economy (PeaepanHu O6LiecTBeHN ycnyru)
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AHekc - CepTudmkar 032/2020/1005 ctp. 1 oT 3

AHEKC

EBPOMENCKN CEPTUDUKAT 3A TUMOBO UIMUTAHWME Ne 032/2018/0329
1. Vime Ha kKaHAMAATA
Ansell Healthcare Europe nv Riverside Business Park Spey House Internationalelaan 55 1070

Brussel
Belgium

2. OnucaHue

EN ISO 374-1/Type C

J KPT

EN ISO 374-5:2016

VIRUS

3. MaTepwnanm n akcecoapum

PbkaBuum
* MicroFlex 92-134
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4. TexHnyecka AOKYMEHTauuna

0606ueHUn pe3yaTaTi OT TecTa

EN 420:2003+A1:2009 PbkaBuum MicroFlex 92-134

AHekc - ceptudukart 032/2020/1005 cTp. 2 0T 3

MeTton OnucaHue PesyntaTt Knac
EN 1413 pH — TekcTunHa yacTt MpemuHan
EN 14362-1 AZO barpuna 3a uetHu p-un  |MpemunHan
EN 420 gbmKkunHa [ObmkuHa Mogxoadia 3a cnew.cnyyam
EN 420 cnyxeHe ¢ g.pbka |CnyxeHe ¢ gsicHa pbka MpemuHan Hwneo 5
1149-1/1149-2/1149-3 EnekrpocTtatnyHu cBOnCTBa / /
EN ISO 374-1:2016 PbkaBuuu MicroFlex 92-134
MeTon OnucaHue Pesyntat |Knac
EN 374-2 [MpoHukBaHe [MpemuHan
EN 16523-1 MpocmykBaHe K MpemuHan |HuBoO 6
EN374-4 PaanaraHe K MpemuHan
Twn pbkaBuua MpemuHan [Tun C
EN ISO 374-5:2016 PbkaBuuu MiccroFlex 92-134
MeTtopg OnucaHue Pesyntat |Knac
EN 374-2 [MpoHukBaHe MpemuHan
ISO 16604 Proc. B 3awuTa oT BUpYyCcH MpemuHan
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AHekc - ceptudukart 032/2020/1005 cTp. 3 oT 3

OnucaHune/CHuMKa Ha apTukyna

ApTukyn PbkaBuumte MicroFlex 92-134

FopHaTa CHMMKa e 061La 3a TO3M apTUKY/l. Bb3MOXKHUTE BapMaHTM Ha apTUKY/Ia Ca NPeACTaBEHU B TeXHUYecKua daii.

3abenexkKa:
BcAKa NpomsHa Ha maTepuana, AnsaiiHa Uau Apyry TEXHUYECKM XapaKTepucTukm Tpabea ga 6bae AoBesdeHa 40
3HaHMeTo Ha HoTnuduumpaHua oprax.
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