AEAT10 AEAOMENON HYPHEN
ASOANEIAY BioMed

oe oupwvia pe toug 1907/2006 NMAPAPTHMA Il kat 1272/2008
(OAeg oL avagopeg oe datdéelg kat odnyieg g EE avagpepovtal pévo pe ouvtopoypagpia
Tou apBunTKou TUTou)

Ekdd6nke 2026-03-30
ApBudg €kdoong 1.0

TMHMA 1: lNpoacdloplopog ouciag/uelypatog Kat stalpelag/erxeipnong
1.1. Avayvopiotikés kwdikdg Tpoidvrog

Eustopuicn emovopio D-Dimer Calibrator
ApOudg eldovg SC105K

1.2. Zuvogeis Tpocdioptioneves YPNOELS TS OUGIHGS 1] TOU UEIYNOTOS KOl AVTEVOEIKVUOUEVES YPIOELS
Kabopiouéveg ypnoeig Mobvo yia dudyvmon in vitro

1.3. Zroyyeia Tov poun v Tov dehtiov dedousévov aopareiog

Kotoaokevootg
Etaupeia Nordic Biomarker
Vildmannavégen 1
903 47 Umea
Soundia.
TnAépwvo +46 90718601
Hhektpoviky dievbuvon info@nordicbiomarker.com
Alavopuag
Etaupelo HYPHEN BioMed
155 rue d'Eragny
95000 NEUVILLE-SUR-OISE
Talhio
Tnrépmwvo +33/1/34 40 65 10
H)extpovikn dievfuvon info@hyphen-biomed.com

1.4. Ap1Budg TAe@pdvov ETEIYOVGUS OVOYKNS
Kévtpo dninmpidoewv: +30 210 77 93 777. O aplBude avtdg etvar dtadiotpog 24 dpeg to 24mpo, 7 NUEPES TV
epdouddoa.

TMHMA 2: INpocdLloplouog ETLKLVOUVOTNTAG

2.1. TaEwvoun o1 s ovoiag 1) ToV HElYNOToS

Kotd v aEohdynon outod o petyno dev £xel ToEvoun el mg emikivduvo odugmvo pe tov 1272/2008
2.2. Trovyelo eTKETOG

Ewkovoypopua kivdivov M e@apuofouevo

[MpoeidomounTikn ALEN M £popuolouevo

ANhowon emkivouvotTag M e@apuolopevo

2.3. AMhor kivduvor
To mPOLOV deV TEPLEYEL OVOLEG VLA TLG OTTOLEG £XEL TAUTOTONOEL OTL SLABETOVV LOLOTITEG EVOOKPLVIKNG SLOTAPAYNG
KO €lVaL 08 OUUIOPQMOON e TO KPLTnpLa. tov opitoviol otoug Kavoviopoug g EE 2017/2100 1 2018/605.
To mPoioV TEPLEYEL OVOLA(EG) BLOAOYIKTC TPOELEVONG TTOV EVOEYETOL VO TTEPLEYELOVY) TOHOYOVOUG OPYAVIOUOVG,
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TMHMA 3: 20vBeon/mAnpogopleg yla Ta CUCTATIKA

3.2. Meiynora
To mpoidv dev mePLEYEL OVOLEg 0UTE EMITESA CUYKEVIPMOTG OUOLMV, (DOTE VO, ATCLTELTOL CTULAVOT) 1] SIAWOT TOVG,

TMHMA 4: M€tpa npwtwv Bonbelwv
4.1. Meprypogn uETpov TphTmv fondeimy
Tevika
S TEPUITTWON AVNOUYLAG 1] €AV TPOKVYPOUV CUUTTOUATC, KOALEOTE YIOTPO.
Kata v etomvon)
Kabapog agpag ko Egkovpaon. Edv ta ouumtduata emuévouy, avolntnote wtpikn fondeia.
AUNEGMS HETA O ETOPY) ME TO HATLY
EemAOVeTe TO PATL YIo. 0PKETO AETTTA e YALapo vepo. Eav o epeBlopdg empével, Kahéote yLatpd/opdolulotpo.
E&v ta patio €xouvv £pbelL og emapt) ue KOV, unv T, TpiPeTe.
ApEcms peTd oo emag) pe To dépua
ATOUOKPUVETE TO IOAVOUEVO POVYLOUO.
[MOvete 10 d€ppra pe oamoVvL Kat vepo.
Edv ugaviotolv GUUTTOURTO, ETLKOLVMVIOTE UE EVAY YLOTPO.
Apécms petd amod KaTdmoon)
Eemhivete T pOTy, T0 0TOUC KOL TO AOLd te vepo.
EGQv T0. OUUTTOUATA ETUEVOVY, ETLKOLVWVNOTE UE EVAV YLOTPO.

4.2. INUOVTIKOTEPX CUWTTOUOTO KO ETOPAGELS, AUEGES 1] LETOYEVECTEPES
Kata v ewomvon)

H e10mmvor| 0KOVNG WITopel va TpoKaléoet By o Ko epebopo.

ANESMS HETA A0 EMOPY) 1E TO HATLO
Mrmopet va pokmper epediopdg Aoy unyavikng Tpupis.

4.3. 'Ev£1EN 0T010.601)TOTE AWTALTOVUEVIS GUEGT]S LOTPIKNS PPOVTIdAS Kot e1dik)s Oepameiog
SUUTTOUOTIKY Ogpaela.

TMHMA 5: M€tpa yla Tnv KataroAEunon tTng NMupkayldg
5.1. IvpooPeotikd néoa
[MupdoPeon pe eKVEQwaT vepol, oKV, SLOEELDL0 TOV AVOpaKa. 1] APPO e OVTOYT OTNY GAKOOAT).
5.2. Eldk0i Kivduvor ov pokvmTouy amd Ty ovsia 1) To nelyuo
Se TePLITTWOoN TUPKOYLAG UTOPEL VO SLA.OKOPTLLOVTOL OVOLEG ETKIVOUVEG YIaL TNV vYelo 1] emBAaBELg amtd dAleg
ATTOYELG.
5.3. ZUOTACELS VL0 TOVS TUPOGPETTES
[pémeL vo, A apBAvOVTOL LETPO TPOOTAGLOG OVAPOPLKA e GAAC VALK GTOV TOTTO TUPKOUYLAG .
Se TEPLITTWOoN TUPKOYLAG YPTOLUOTTONOTE AVOITVEVOTIKY WOLOKCL.
Dopdte TANPN TPOOTATEVTIKO POUYLOUO.

TMHMA 6: M€tpa o€ neplntwon akouolag EKAUONG

6.1. IIpocmmTIKES TPOYUAGEELS, TPOOTATEVTIKOS eEOTMONOS KAt SLadIKaoies EKTUKTIG UVAYKNS
Alatnpeite T i) EE0VOLOSOTNUEVE, KAl [11] TEPOCTATEVUEVA (TOUOL OE AOQOAY ATTOCTUON).
Astopelryete eLomvor Ko €k0g01 Tou dEPUATOG KOL TOV LOTLMV.
Amogpetyete T dnuovpyla. oKOVNG,.
EEaoqaiilete KaAd agplouo.
XP1OLULOTTOLELTE TOV TTPOTELVOUEVO EEOTALOUO AOPUAELRG, OELTE TO TUNUAL 8.
6.2. Ieprfarrovrikéc mpo@uAdEerg
AmopelyeTe AmOSEOUEVOT TNV ATTOYETEVON), TO £80(POG 1 TG VOATLVEG 080VC,
6.3. M€00dou kot VMK A Yo TEpLopiopd Ko kodapropd
SUAMLEYETE TPOOEKTIKA TO TPOIOV Y WPLG VO SNULOVPYELTOL OKOVI| KOL ATOPPLITTETE 0L YDPO OITOKOULONG OTTOBANTWV.
6.4. Ilapostoumy) 6€ AALe TUROTO
DopATE TPOOTATEVTLKY EVOULAOLO, OTTWG TEPLYPAPETOL OTO CNUELD 8 TOU TOPOVTOG SEATIOV BESOUEVIV AOPULELNC.
SurkeETe Ko SLabEoTe To VMKO OV SLEPPEVOE OVUPWVE. U TG VTTOdELEELS Tov onuelov 13.
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TMHMA 7: Xelplopog Kat anobrikeuon

7.1. IIpo@urdEels Yo ao@ar xetprond
AopBaveTe ToL ATOUTOVUEVA UETPE TEPOAMYPTG KAL TTPOOTUOLAS YLOL TOV OLOQOAT XELPLOUO.
Amtogpelryete elomvon Ko €k0g01 Tou dEPUATOG KOL TOV LOTLMV.
ATo@elyeTe AELPLOUOVG TOU ETPEPOUV SNIOVPYLOL OKOVIGC.
Na gpyaleote Katd TETOL0 TPOTO MOTE VoL amogevyete KnMdeg. Edv wotdoo mpokipel KNhlda, ovILUETOTLOTE
CPECHG O CUUPVLA [LE TG 0dNYLES TOV KaBOPLOTNKOV 0TO aTdOOTOoua. 6 To TopOvTog GUALAdLOV dedoutvarv
CLOQALELOG,
AmoOnkedete autd T0 TPOIOV EEYWPLOTA ATTO TPOPLIO KO QUAGTE EKTOG EUBELELAG TOUSLDY KOl KOTOLKLOLWV.
Mnv TpmTe, TUVETE 1] KATVILETE 0€ EYKOTAOTAOELG OTTOV ELVOL ATTOOTKEVUEVO QUTO TO TPOLOV.
[TLEVETE TO YEPLO. OAG LETA T1) YPTOT] TOV TPOIOVTOG,.
ATOLOKPUVETE TO LOAVOUEVO POUYLOUO.
[TLévete To LOMVOUEVA POVY 0L TTPLY T EK VEOU YPTOT] TOUC,
Duldte pakpLd ostd W ovupaTd TPOIOVTO.
XP1NOLULOTTOLELTE TOV TTPOTELVOUEVO EEOTALOUO QOPUAELRG, OELTE TO TUNUAL 8.
TTpayUoTomooTe TOUG KOTAMMNAOUG I avOLOYLKOUG ELEYXOUG EQOCOV OTTALTELTOL, delte To ATtdomaoua 8.
7.2. Tuvokes ao@arots gUALENS, CUNTEPLAAUBAVOUEVOY TUXOV 0oVUPBATOTHTOY
To mPoioOV TPEMEL VO AToONKeVETOL KOTA TETOLO TPOTO (HOTE VO, EUTODITOVTOL KIVOUVOL YLOL TV VYELDL KOL TO
mepLBaihov. Aogelyete £k0eon avBpmTWY Ko THMV 0TO TPOIOV KOL UV TO OITOPPLITTETE 08 V0o TO
TEPLBAINOV.
AouBavete To 0TOPALTTO LETPA. TTPOMPYNG KOL TPOCTACLAG YLOL TNV AOQOAT ATOONKEVON).
dulate pakpLo amtd TodLa.
H amo0NKeuon va TPy ILoToTOLELTOL WOk PLAL aTtd TPOPLUE Ko LmOTPOQES KAl 0td CUOKEVEG 1) ETTLPAVELEG TTOV
£PYOVTOL OE ETAPT) UE QUTA, TAL ELOT] .
AmoOnkeleTe oTEYAVA 0T YVI|OL0, CUOKEVUOLO.
Na P1OLUOTOLELTE TAVTO, GPPAYLOUEVEG CUOKEVAOLES |LE OPOLTI] OTUOVOT).
AmoOnkeleTe 08 0TEYVO KoL dPooePd Y MPO.
Amobnketete og Kahd aepLLOUeVo yHPo.
7.3. Educ1] tehkn] yprjon 1 yprjoeis
AglTe TG KaBOPLOUEVEG XPNOELG 0TO artoomaopa. 1.2.

TMHMA 8: EAeyxog Tng €kBeong/atoyikn nmpootacia

8.1. IMMapauetpor ehéyyov

8.1.1. Oprokés Tinés emayyehpotikng ék0eong
‘Ola T0 oVoTATUKG. (FTOPafi. TUHRO 3) OTEPOVVTOL OPLOKMV TYLMDV ETOYYEAUOTIKTG EKOE0NG.

Mopaymyo eninedo yopis emnrwosts (DNEL)
Agev vrtapyovv Sabdeoua dedopéva.

IpoPremonevy cvykévipmon yopis emutraoes (PNEC)
Agv vitapyovv Sabdeoua dedopéva.

8.2. 'Eheyyou ék0eong
OL KIVdUVOL TTOV TTPOKVITTOVY GTTO TO TTPOIOV 1) TG, CUOTOTIKG TOV TPETTEL VO AAUBAVOVTOL VITOYPT] 0TI OYETIKT e TV
£pY0oLo AELOROYNOT KIVOUVWV, 08 CUUPVIC ILE TNV TPEXOVOT. VOUODESLH YL, TO EPYOUOLOKO TTepLBailov. H
a&Lohdynon Kivdhvmv mpémel vo eraveEeTaleTol TUKTIKG Kol OO0V OITALTELTOL VO EVIUEPDVETAL.

8.2.1. KatdhMphor pyavikoi €heyyou
O eEaeplopdg 0To YMPO EPYAOLUG TPETTEL VO SLOOQAMTEL UL TOLOTHTO ALEPT, TTOV TTANPOL TLG OTTOLTHOELG TG
TPEXOVO0G vouobeolag oe meptBariovia epyaociog. To emitdmo 0VaTUO eEQEPLOUON TEPETEL VO YPYOLUOTOLELTOL YLOL
TNV ATOUAKPUVOT] GUEPOUETOPEPOUEVWV PUTWV 0TIV TINYY].

8.2.2. Métpa aTOMIKYS TPOGTAGIOS, OTTMS ATOMKOS TTPOCTATEVTIKOS eE0mMondg

IIpoctacio TMV HOTLOV/TOV TPOCHTOV
[TpEmeL Vo, XPNOLUOTTOLELTOL TTPOOTOUOLO, YL0. TG UATLO OVUPVA. e TO TtpdTurto EN166 edv vrdpyel ommoloodnmote
Kivduvog Gueong €k0eong 1 TLTOLALOUOTOG,
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IIpootacio Tov dépuatog
No Qopdte KATAAANAO TPOGTATEVTLKO POUYLOUO OTTOU OLTTALLTELTOL.
Na qopate pootatevtikd yavrio (EN 374) og meplitwon emavolaufovopevng 1 Topatetauévng £kgong.
Koatd ) S1dpKeto ouveyolg emagng YPNOLUOTTOLELTE YAVTLOL UE EAAYLOTO YPOVO aVTOYNG TOVAGYLoTOV 240 AemTd,
KOTa TPOTLUNoN Tavm amd 480 hemtd.
To KOTEAANAOTEPO. YOVTLCL TTPETEL VO, ETAEYOVTIOL KATOTLY GUVEVVONONG UE TOV TPOUNOLUTY YavTLdv Aaupfdvovtag
VIEOYPN TV AELOAOYNON KIvEDVDV YL T OUYKEKPLUEVT EPYOAOLOL KOL TLG LOLOTITEG TWV EKAOTOTE YPTOLUOTOLOVUEVOVY
YNUKDV OUOLDV. ZNUELDOTE OTL 0 XPOVOG AVTOYTG TOV VALKOV emtnpedteton amd ) duapkera tg £kOgong, Tig
ovverKeg Bepuokpactag, TV TPLPY KA.
Me BAon TLg YMULKES LBLOTNTEG TOV TPOIOVTOG, GUOTIVOVTOL Ta. £ENG VMK yLo. yavTia (EN 374):.
- Ehaotiko vitpihiov.

IpooTacio. TOV CVOTVEVOTIKDY 00DV
XP1OLUOTOLELTE GWOTY] TTPOOTATEVTIKT] GUOKEVY TPOOTACLAG THG OVOTTVONG 0TV TEPLITTWON] OVETTOPKOVG
eSaepLopov.
H amdpaon yio Tov KaTaAAMAOTEPO TPOOTATEVTIKO AVOTTVEVOTLKO E0TAMOUO TPETEL VO AAUBAVETAL OE GUVEVVONON
LLE TOV ETAEYUEVO AVTLITPOOMITO 0OQPAAELAG, AAUBAVOVTAG LVTTOPY TNV AELOAOYNOT KIVOUVWV VL0, T1] GUYKEKPLUEVT)
gpyaoia.
Me BAon TG PUOLKEG KoL YNULKEG LOLOTNTEG TOV FTPOIOVTOG, GUOTIVOVTOL OL ENG TVTTOL QIATPWV M/KaiL
ovvdvaoudg(ol) pilTpwy:.
- P2.

8.2.3. 'Eheyyot mepiforhovrikiis ek0eong
[ Tov mepLopLond g meptarhovitkng ékBeong, delte To amdomaoua. 12.

TMHMA 9: QuOLKEG KAl XNULKEG LOLOTNTEQ

9.1. Zroyeio Yo TS PUOIKES QUOIKES KO YIUIKES 1OLOTATES

o) PUOLKT KATAOTOON otepPEd
OYNUATLOROG: AVOPIMMUEVT] OKOVY)
B) Xpouo KLTPLVWITO
v) Ooun Goopo
8) Enuelo TEemg/onuelo mNEewg Agv avapEPETOL
€) ZNuelo TEoEWG 1 aPyLKO onueto LEOEmG KaL TEPLOYT ALV AVAQEPETAL
Téotmg
ot) Evghextotta Aev avapEPETOL
0) AVDTOTO KO KATDOTOTO OpLo EKPNELOTITOG Agev avapEpPETOL
1) Enueto avapreEng Aev avogepeTal
0) Oepuokpaolo aVTAVAPAEENG Aev avogepeTal
1) O@eppokpacia arooivheong Aev avagepeTal
o) pH Aev avagepeTal
B) Kivnuatikd 1Emdeg Agv ovapEPETOL
vy) AtodutotnTa TdatodiodutoTnTa AldAvtd
18) ZUVTELEOTNG KATAVOUNG OF N-OKTAVOM)/VEPD AgVv avapEPETOL
(MoyapBukn Tun)
1e) Taomn aTpmv AgVv avapEPETOL
10T) TTuKVOTNTO KO/ OYETIKT] TTUKVOTITO Aev avapEPETOL
1E) ZYETIKT TUKVOTHTO ATUDV Aev avapEPETOL
) XapaKTnELoTLKG CouaTdinv Agev avapEpPETOL

9.2. Aoutég mhnpogopieg

9.2.1. ITAnpogopies oeTIKa ne TIs KAAGELS QUOLKOV KivdUvou
Aev avapEPETOL

9.2.2. AMAOL OPOKTIPLOTIK( 0OQALELQS
Aev avapEPETOL
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TMHMA 10: ZtaBepdTtnta Kat avtdpaoTkotnTa

10.1. AvtidpaostixoTyro

To mPOLOV deV TEPLEYEL OVOLEG TTOV UTOPEL VOL ONYNOOUV OF EMLKIVOUVEG AVTLOPAOELG KOTA T (PUOLOLOYLKT PO
10.2. Xnuik1) otodepotnro

To mPoidV elvar 0Tabepd 08 KOVOVIKEG OUVONKEG ATOONKEVONG KOL YELPLOUOV.
10.3. IBavOTNTO EMKIVOUVOV AVTLOPATEMY

AgV VITAPYOUV YVWOTEG ETIKIVOUVEG AVTLOPAOELG KATA T1) SLAPKELD. TNG PUOLOAOYLKNG YPTONG.
10.4. ZuvOnkeg mpog amoguy)

A&V VITAPYOVV YVOOTEG OUVONKEG TTPOG ATTOPUYT.
10.5. M ovpupord vika

AgV VITAPYOUV YVWOTA (1] CUUBOTO VALKGL.
10.6. Emikivovva poidovia amocvvieong

Kavévag/Kauto/Koavéva vimd guotohoyikég cuvOnkec,

TMHMA 11: ToELKOAOYLIKEG TTANPOPOPLEQ
11.1. ITAnpogopics Yo 115 TdEeLs Kivdhvov, 6tms opilovian otov kavovieud (EK) apid. 1272/2008
OL TAnpogopieg Yo Toug mbavoig Kivdlhvoug vyeilog Bactloviol o8 eUmeLlpleg Ka/M TOSLKOAOYIKES LOLOTNTEG
SLopOPMV OTOLYELWV GTO TPOIOV.
oEeia ToikoTTO
To mpoiov dev €xel TaEivounBel e 10Tt 0Eelag TOEKOTN TG,
Suappwon ko epedonds Tov dépuatog
To mpoidv dev gxel TaEvounbel g dLafpwTikd/epeBLoTiko Yio T0 SEPUC.
gofapr) ogOaiuxn BrLABY/epedionds
To mpoidv dev €xel Ta&voun el yia cofapt) PAALN/epediond ota udTLa.
gvoucOnTomTOinoN TOV AVATYEVGTIKOD 1] EvoucONTOTOIN oY TOV dépRaTOg
To mpoidv dev €xel TaEwvounbel wg voLoONTOTOUTIKO.
NETEALAELYEVEDT] YEVVIITIKOV KUTTAPOY
To mpoiov dev €xeL taEwvoun el wg petarhagloyovo.
KOPKLVOYEVEGT)
To mpoidv dev €xel TaEvounbel g KapPKLVoyovo.
TOEIKOTNTA 0TV UVOTAPOYOYY)
To mPoidv dev €xel TAELVOUNON TOELKOTNTOG 0TV OVOLTTAPAYMYY.
e8] ToEk ot oTe dpyava-otéyovs (STOT) — eqamag éxBeon
To 7poidv dev £xelL TaELvoun0el YLo OUYKEKPLUEVT TOELKOTNTO. O OPYOVO. UETA OTtO oL wovo £kOeom.
8] ToEkoTNTa 0TO GpYave-otoyovs (STOT) — exaverknuuévny ékBeon
To mpoidv dev €xel TaEvounOel YLo CUYKEKPLUEVT] TOELKOTITA 08 OPYOVa, UETO aITO emavolapfavouevy £k0eon.
EMKLVOLVOTI T OVOPPOPNONS
To mpoi6v dev TaEvoundnke wg TOELKO 0TV ovappOPNoT)|.
11.2. ITAnpogopits Yo dArovg TOTOVS ETIKIVOLVOTITOG
11.2.1. I8u6tyTeg evdoKpLVIKS dratapayis
To mPOiOV dev TEPLEYEL OVOLEG VLA TIG OTTOLEG £XEL TOUTOTONOEL OTL SLABETOVY 1OLOTITEG EVOOKPLVIKNG SLortapayng
KO ELVOUL 0€ OUUUOPQPOON Ue T KPLTnpLa tov opitovrar otoug Kavoviououg g EE 2017/2100 v 2018/605.
11.2.2. Aourég mAnpogopieg
AgVv OvVaQEPETOL.
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TMHMA 12: OlKoAOYLKEG TTANPOYPOPIEG

12.1. ToEwétnTo
To mPOiOV dev TPETEL VoL EEL EMLONUAVOT] TEPLBAAOVTILKOD KIVOUVOU. QOTO00 eV ATTOKAEIETOL UEYANEG EKTTOMITEG 1)
ETOVONOUPBAVOUEVES WKPEG EKTTOUITEG VO, £X0VV ETTLRAAPT ETULTTWON 0TO TEPLBAINOV.
Eumoditete amehevfEPmON 0TO £80.OG, 0TO VEPO KOL 0TO OITOYETEVTIKO GVOTNUA.
12.2. AvOekTIKOTNTO KO LKOVOTITO ATTOdOUNON)S
Agv vItapyovv SLaBEoLUES TTANPOYOPLES.
12.3. Avvotomto fLocvoompevong
Agv vItapyovv SLaBEOLUES TTANPOQOPLES.
12.4. Kivuik6tnTo 610 £da.gog
Agv vItapyouv SLABEOLUES TTANPOPOPLES.
12.5. Anoteréopato T aEoréynons ABT kou aAaB
Agev vitapyovv SLabEoLueg TANPOQOPLEC.
12.6. I816tnTES EvOOKPIVIKIS SLaTapoyis
To mPOiOV deV TEPLEYEL OVOLEG VLA, TIG OTTOLEG £xEL TOLTOTONOel OTL SLABETOVY 1OLOTITEG EVOOKPLVIKNG SLortapayng
KO £LVOUL 0€ OUUUOPPON UE Ta KPLTnpLa tov opitovrar otoug Kavoviououg g EE 2017/2100 v 2018/605.
12.7. Ahheg apVNTIKES EMATOCELS
AgV VITAPYOUV YVWOTEG EMOPATELG 1) KIVOUVOL.

TMHMA 13: Ztowxela oXETIKA Ye T dLdBeon
13.1. M£00do1 eneEepyaciog amopritmy
AL gipLon eTopMITOY Y10 TO TPOTOV
Amoelyete amdppLyn 0To SIKTUO UTOYETEVONG,
To mpoidv dev €xel TaEwvounel wg emkivéuvo aTdfANTO.
OL a8e1eg, TAVUEVEG CUOKEVUOLEG OTOOTEAAOVTOL VL0, AVOKUKAMOT], OTIOV GLUTO ELVOL EQAPIOGLUO.
Aeite v Odnyia 2008/98/EK oyetikd e ta. amdpinta. Tnpelte Tig e0VIKEG 1) TOMKEG SLATAEELG OYETLKG, e T
dorelpLon TV amofANTwY.

TMHMA 14: TAnpogopleq OXETLKA PE TN PeTaPpopd

‘Ortov dev avapEPETL KOTL SLAPOPETLKD, OL TTANPOPOPLES LOYVOUV YL0. OAOVG TOUG TPOTUITOVG Kovoviouovg OHE,
dMiadn ADR (0dikidg), RID (o1dnpodpoukadg), ADN (scwtepikég mhmtég 0dol), IMDG (0dhaocoa) ko ICAO
(IATA) (0gpag).
14.1. Ap1Onég OHE 1 apiBuéds tavtétyrog
Agv £ygL ToEvoun0el g emKivOuvo Tpoidv
14.2. Oweio ovopacio awootors OHE
Mn e@opuolouevo
14.3. TaEn/-e15 KivdHvoU KT TN NETUPOPE
Mn £@popuolouevo
14.4. Onado. cvokevaciog
Mn e@apuofopevo
14.5. epiporroviikol Kivouvor
Mn epopuolopevo
14.6. Exdikég mpogurdEers yio tov yprjoty
Mn e@popuolouevo
14.7. Oaldooieg petaopis yVonv svugove. ue tig Tpageg tov IMO
Mn e@opuolouevo
14.8 Adreg TANPOQOPIES YLO TV HETAPOPT
Mn epopuolouevo
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TMHMA 15: 2towxeia vopoBeTikoU Xapaktripa

15.1. Kavoviouoi/vouo0ecia 6YeTIKd Ue TNV GOQPAAELD, TIV VYEIX KOL TO TEPLBAAAOY Y10 TV OVGIN 1] TO pMeiypa
AgVv OvVaQEPETOL.

15.2. AEwohoynon ymuikns ao@dieiog
H a&ohdynon ko 1 £kBg0m yNWKNG aopalelog oe ouugmvia ue tov 1907/2006 Mapaptnua I dev exel SieEaybel
aKoud.

TMHMA 16: Aowneg mAnpogopleq

16a. 'EvdeiEn yio 1o mov £10ouv Yiver ahhayis 0TV TPoNyovuev £k8061 Tou pOALoL dedouévov aopaleiog

Ava0edpnon avtov Tov eyyYpagou

Avt glvan ) TpdT €KS00M

16B. AeLdvTo 6€ GUVTOMOYPAPIES KOL AKPMVUILY TTOV YPGLIULOTOLOVVTOL 0TO QUALO dedouEVOV aopaleiog

EneEnynoes tov suviopoypoguov oto Tuijua 14

ADR  Evpomaikn Zuppmvic oyeTikd (e TG AleBVelg HETAPOPESG EMKIVOUVOY EUTOPEVUATMV OSLKMG

RID  Kovoviopol oupugova te Tig AleBvelg HeTapopEg ETKIVOUVOV EUTOPEVUATOV OLOTPOSPOULKMG

IMDG  AteBvig vouTikog KOSLKAG ETLKIVOUVOV EUTOPEVUATOV

ICAO Awebvig Opydvmon IMoltikng Agpomopiag (ICAO, 999 University Street, Montreal, Quebec H3C 5H7,
Kovadac)

IATA H Awebvng 'Evoon Agpouetagopdv

16y. mopomowtés Ko mnyes dedouévay

IInyég dedouévarv

Ta TPOTEVOVTO SESOUEVA VLA TOV VTTOAOYLOUO TV KvdUvmy éxouv AngBel kKupimg armd v emionun Evpomaikn Alota

ta&wvounong, 1272/2008 IMapaptnua I, kowdmy evnuépmong 2026-03-30.

Katd 8eitepov, 0mov EAEUToV autd To SedOUEVA (PN OLUOTOONKE 1) TEKUNPLMOT OTNY OTtoLo BACLLETOL QUTY) 1] ETTLOT

ta&wvounon, mt.y. [IUCLID (International Uniform Chemical Information Database). Katd. tpitov, ypnotpomornonkoy

TANPOPOPLES AT YVWOTOVG SleBvelg TPounBeVTES YNULKDY OVOUDV KOl KATA TETAPTOV, amtd dAleg Stabeoiueg

TANPOPOPLES, TT.Y. PUALA SESOUEVWV AOPOULELAG aTTO AALOVG TPOUTDEVTEG 1) TANPOPOPLES CLTTO 1] KEPSOTKOTTLKOVG

opyoviopovg, 0mov 1) oElomiotiar Tg Nyng Kplbke amo eEeldikevuévo dtopo. Eav mapd touta dev Bpébnkav

AELOMLOTEG TTANPOPOPILES, OL KivOUvoL aELohoYNONKAV artd eEELBLKEVUEVES YVDUES UE BAOT TLG YVWOTES LOLOTNTEG

TAPOUOLWV OVOLMV KOL CVUPOVA [IE TIG apyeg otovg 1907/2006 kaw 1272/2008.

Y& quté 10 PUALO HESOUEVOV HGQPAAEINS AVAPEPOVTOL T TANPT] KEIUEVE TOV KAVOVIGUMVY

1907/2006 KANONIEMOZE (EK) apf. 1907/2006 TOY EYPQITAIKOY KOINOBOYAIOY KAI TOY
SYMBOYAIOT g 18ng Aekeufpiov 2006 yio TV KOTOYDOPLON, TV AELOAIYNOT, TNV Adel0doTNoN
KOl TOUG TEPLOPLOUOVG TV XNWK®V Ttpoiovimv (REACH) kol yia v idpvon tov Evpwraiko
Opyaviopot Xnuikmv Mpoidvtov Kadmg Kat yio TYY Tpostooinon g odnytoag 1999/45/EK won yio.
™V Katapynon tov kavoviopov (EOK) aptd. 793/93 tov Zupfoviiov kot tov kavoviouot (EK) api.
1488/94 tng Emitpornng kabwmg Kar g 0dnyiag 76/769/EOK tou Suufoudiov Kal Twv odNyLdv g
Emutporg 91/155/EOK, 93/67/EOK, 93/105/EK xou 2000/21/EK

1272/2008 KANONIEMOZ (EK) apif. 1272/2008 TOY EYPQITAIKOY KOINOBOYAIOY KAI TOY
STYMBOTYAIOTY g 16mg Ackeuppiov 2008 yio TNV TAELVOUN 0T, TV ETLONUCVOT] KOL TY] CUOKEVOOLOL
TV OVOLOV KO TWV UELYUGTWYV, TV TPOTOTOW0N KoL THY KaTdpynon Tov odnyuwv 67/548/EOK kat
1999/45/EK xou tnv tpomomoinom tov kavoviopov (EK) apid. 1907/2006

2008/98/EK OAHI'IA 2008/98/EK TOY EYPQITAIKOY KOINOBOYA'TOY KAI TOY SYMBOYA'TOY ™m¢ 19n¢g
Noeufpiov 2008 yio. Tar AOBANTO KAL TNV KATAPYNON OPLOUEVOY OSNYLDV

16d. M£60dot aELoréynons TANPOoQopPLOV avapopikd pe Tov 1272/2008 Apbpo 9 wou ypnopoton)dnke yio tov
oK 076 TaEwvopnong

O VTOAOYLONOG TOV KIVEUVMV auTol TOU HElYUaTog peketnBnke amd Kowvou pe tn fondsia eEeldLkevuévng yvaoung oe
ovugpwvie ue tov 1272/2008 Mapaptnua I, peketdnrav 0md Koo oL SLoBEoLUEG TANPOPOPLEG TTOV WITOPEL VAL £YOUV
oNUaoLo, Yo Tov Ka0opLopd TG EmLKLYOUVOTNTOG, 08 ouugvia pe tov 1907/2006 Mopdptnuo XI ..

16z. Katdhoyog Tmv GYETIK®OV SADoEOV KIvdivou 1)/kan dSnhdocmv TpoguldEemv

®UANo dedopevwy aopaleiag ya D-Dimer Calibrator. >elida 7 amd 8
SDS-ID: 80114



1607 GUGTAGELS OYETIKC. UE OLOVONTOTE KATALANAY VL0 TOVS EPYALOUEVOVS KATAPTLON, TTPOKELUEVOV VO
€EQCQUMOTEL 1] TPOOTAGIA TS VYELNS TOV AVOpDdTOL KOt TOU TTEPLPAALOVTOG
Ipozidomoinon yio ecpaiuévn yprjon
Agv avapEPETOL.
AlLeg GYETIKES TANPOPOPIES
Agv avapEPETOL
ITAnpogopics cOVTUENS
Avto 10 PUALGSLO dedopEvmy aopalelog Exel TpoeTolooTel Kar eheyy el amo v KemRisk®, KemRisk
I ( Sweden AB, Platensgatan 8, SE-582 20 Link6ping, Zoundia, www.kemrisk.se

®UANo dedopevwy aopaleiag ya D-Dimer Calibrator. >elida 8 amo 8
SDS-ID: 80114
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