AEKNTAPALNA O COOTBETCTBUUN CTAHAAPTAM KAYECTBA,
HEOBXOAMMMBIM A1 KOHTAKTA C MAWEBbIMA
NMPOAYKTAMU

FOpuanueckoe anuo, 3apeructpupoBaHHoe B EBponerickom Cotose:

ANSELL HEALTHCARE EUROPE N.V.
RIVERSIDE BUSINESS PARK, BLOCK J
BOULEVARD INTERNATIONAL 55
B-1070 BRUSSELS

3aABJIAET, UTO NepyaTKn, ONMCaHne KOTOPbIX MPpUBEAEHO HNXKE!

HyFlex® 11-840

npuHagnexallme K Kateropmm "dnactoMmepsbl 1 pesnHa’,
COOTBETCTBYIOT C/ieAytowmm TpeboBaHnAM:

TpeboBaHuaM EBponeickoro pernameHTa 1935/2004 n tpeboBaHuam EBponenickoro PernameHta 2023/2006,
onpeaensaroLmnx

CTaHAapTbl HagNeXallen NPon3BoACTBEHHOM NpakTnku (GMP) ana nponsBoaCcTBa MaTepPUaNos v U3Zeani,
npeAHasHaYeHHbIX ANA KOHTaKTa C NMLWeBbIMY NpoaykTamu (bonee NnogpobHyto MHbGopMaL Mo CM. B
[Jeknapaumn komnaHum Ansell 0 COOTBETCTBUM CTaHAapTaM GMP ana MaTepuanos 1 U3Lennn,
npeaHa3Ha4YeHHbIX AN UCNOIb30BaHNA B HEMOCPEACTBEHHOM KOHTaKTe C MULLLEBLIMU MPOAYKTaMMN)

Bce WHrpeaneHTbl, NCXOAHbBIE MOHOMEpPbI 1 A06aBKYM, UCMOAb3yeMble AN MPOU3BOACTBA 3TUX MNepUaTok,
COOTBETCTBYIOT:

- BCEM TOYHbIM NepeyYHAM UHIPeaNEeHTOB

- BCEM NPUMEHNMbIM YAeNbHbIM NpegenamM murpauum (Specific Migration Limit, SML) 1 orpaHuyeHmnsam, kak
yKa3aHo B NpUMEeHNMbIX 3aKkoHax EBponenckoro Coto3a 0 NULLEBOM NPOAYKLINN.

®paHumsa: Arrété du 9 novembre 1994, relatif aux matériaux et objets en caoutchouc au contact des denrées, produits et
boissons alimentaires

Wtannsa: D.M. 21/03/1973 Disciplina igienica degli imballaggi, recipienti, utensili, destinati a venire in contatto con le
sostanze alimentari o con sostanze d'uso personale

Fepmanusa: BfR Empfehlung XXI (2011) Bedarfsgegenstande auf Basis von Natur- undSynthesekautschuk
HupepaaHabr: Regeling Verpakkingen en Gebruiksartikelen (Warenwet), Hoofdstuk 11, Rubberproducten
Verpakkingen

Yexua: Vyhlaska ¢. 38/2001 Sh. (CBogHbIN AoKyMeHT OT 15 Mas 2009 r.) MNpunoxeHue 07: dnactomepsbl U
pe3VHOBbIE N34eNuns - MepeYveHb MaTepunanoB

CnoBakus: Vynos MPSR a MZSR z 9. jina 2003 ¢. 1799/2003 - 100, Annex 10

CraHpapTt FDA CFR (Code of Federal Regulations - C6opHUK dpegepasibHbIX HOPMaTUBHbIX aKTOB),
rnaBa 21 («lvwweBble 1 NekapCTBEHHbIE MPOAYKTbI»), pa3gen 177.2600 («M3penva n3 pesnHbl, npegHa3HauyeHHble
A9 MHOTOKPATHOTO MPUMEHEH NS »)

Ansell Healthcare Europe N.V.
Riverside Business Park, Block J
Boulevard International 55, 1070 Brussels, Belgium
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06u.|,|/|e AaHHblI€ O MUrpauynn XmMmnuyeckKkmx BelluecTB:

Knakne Muuwesbie Kucnbie XnpHble KupHble XKvpHble XKnpHble XKvpHble
nuuiesble npoAyKTbl, nuuiesble nuiiesble nuwiesble nuiesble nuuiesble nuuiesble
npoAyKTbl coaepxatyme npoAyKTbl npoAyKTbl, npPoAyKTbl, NpoAyKTbl, npoAyKTbl, npoAyKTbl,
Buabl nuieBbix asKoronb NonpaBoYHbIN| NONPaBOYHbIN| NONPaBOYHbIN| NoNpaBoYHbIN|NnoNpaBoOYHbIN
NpoAyKTOB K03 PurumeHT| Ko3pdrLmeHT| Ko3ddnLmeHT| Ko3pduLmeHT| Ko3ddrLmeHT
- MCI‘IO/I;‘SyE‘MbIe Mcnom?ayeMb/e Mcnonb?éyeMble VlcnomfgyeMble MCI‘IOﬂbSJ’yEMbIe
YcnoBus ucnbiTaHnn Ucnonbsyembie | Vicnonbsyemeie | Vicnonbsyemsie | umutupyrowme | umutupyrowme | umutnpyrowme | umutupyrowme | nmutupyrowme
umutupyrowme | umutupyrowme | umutupyrowme cpesbi: cpeabi: cpesbi: cpeabi: cpesbi:
cpeasbl: cpesbi: cpeabl: Stunoseivi Stunossin Stunoseivi Stunossbin Stunoseivi
AuctuaanposaH Stunoseivi YkcycHaa cnupt, 95%/ cnnpt, 95%/ cnupt, 95%/ cnnpt, 95%/ cnmpt, 95%/
Has Bojga cnupt, 15% kucnota, 3% U3oo0kTaH W3ooktaH U3ookTaH M3ooktaH U3ookTaH
2 yaca/npu s8mr/am2 | >8wmr/am2 s8mr/am2 | >8wmr/am2 > 8 MI/aM2 > 8 MI/aM2 > 8 MI/aM2 > 8 MI/aM2
Temneparype 40°C
Teer?e“;::; ,;IEZO °c s1omr/am2 | >10mramz | > 10 mr/am2

U3mepeHHbIVi B 1abopaTopHbIX yCA0BUSAX 10 cTaHAapTy EN 1186 ypoBeHb 0bLes Murpaymm B Cpesbl,
UMUTUPYIOLLNE XKNAKNE, aJIKOTOJIbHbIE M KUC/IblE MULLEBbLIE MPOAYKTbl, COCTABAAET 1 MI/AMZ, a B CPEAbI,
UMUTUPYIOLLNE XXNPHbIE MULLEBbIE MPOAYKTbl — 3 MI/AMZ.

MpaBuna xpaHeHunA: Gepeyb OT BO3AENCTBUA NPAMbIX CONHEYHbIX IyYen; XPaHWUTb B CyXOM NPOXAaAHOM
MecTe B OPUTMHaNbHOM ynakoBKe. XpaHWTe BAaAN OT UCTOYHUKOB 030Ha. [Mpun cobntogeHnm ykasaHHbIX Bbille
npaBWa XpPaHEHWS, 3KCMNyaTaLuNOHHbIE CBONCTBA U paboune XxapakTeprCTUKN NepyaTok CyLLeCTBEHHO He
n3meHsTcs. Ecam pabouve xapakTepucTvky NepyaTok yXyALatoTCs CO BPEMEHEM UAW NPU XPaHEHMU, TO Ha UX
yNaKoBKe yKa3blBaeTCs AaTa UCTEYEHMNS CPOKa rOAHOCTM.

Guido Van Duren

PykoBoauTens otaena HopMaTMBHO-NPaBOBOro peryamMpoBaHusa (Director - Regulatory affairs)

Ansell
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