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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovoiog . 4-hydroxyisophthalic acid
Kwducde mpoidvrog : 201900131

1.2. Zuvageig mpocdloplopeEVES YPIGELS TS OVGIAG 1] TOV UEIYIATOS KO OVTEVOELKVUOIEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

AGBpmon/epebiondg Tov déppatog, kotnyopia 2 H315
ZoPapn opborpkn PAAPN/o@Oarpdg epebiopds, kotnyopio 2 H319
Ewum to&ucomta o Opyava-otéyovs Dotepa and pia epdmnas £xdeon, kamyopio H335
3, epebIopOC TG AVATVEVGTIKNG 050V

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHS07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Ankaoeig emucivdvvotntog (CLP) : H315 - ITpokahet epebiopd tov déppotog.

H319 - Ipokaiei coPfapd o@Oaipcd epebiopd.

H335 - Mnopei va tpokoréoel £pediopod TG aVOTVELGTIKNAG 0800.
Anhaoeig tpoedraing (CLP) : P280 - No popdre Wear protective gloves.

P332+P313 - Eav nopatnpndei epebiopdg tov déppoatog: ZupPovievbeite/Emiokepbeite yopo.
Zipoven cOpeve pe: eEolpeital | E0OTEPIKT GLoKELAGIa, Ta TEPEXOUEVE TG omolag dev vepPaivovy Ta 10ml
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4-hydroxyisophthalic acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv anarteitor 6jpoven

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdroin copeove pe mmy odnyic
TPOI6VTOG 1272/2008 EK [CLP]
4-hydroxyisophthalic acid - <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319
STOT SE 3, H335

IMAnpeg keipevo tov dnidoewv H ko EUH: BAéne tpnpa 16

Aev woydet

TMHMA 4: Métpo npaTtev fondsiov

Métpa ntpadtmv fonbetdv petd and enogn pe 1o déppa  : Kobapiote  peyaidtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Hodakd amoppoenTikd
Tovi).
Métpa tpadtmv fondetdv Hetd and enapn 1e o LATIO : Hemldvete o pation pe vepd yo Adyoug ac@areiog.

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa mupdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLOG : Xpnowonowmote péca katdoPeong KatdAnia yio Ty nepPAlovca TupKayid.

TMHMA 6: PO, 6€ TEPITTMO 0KOVGLOG EKAVONG

6.1.1. o TPoo@mTIKG GALO 07T6 TO TPOGMTLKO EKTUKTNG UVAYKNG

Métpa EKTOKTNG QVAYKNG 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'we. GTopa Tov TPosPEpovy TPpMOTES Por)Osreg

Aev vdpyovv emmaAéov TANPOQOpieg
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4-hydroxyisophthalic acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Aev vdpyovv emmAéov TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/aTopikn Ttpoctacio

8.1.1 EOvikég oprokés Tipés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOQOPiEg

8.1.2. ZuvicTdpeves d1udikocsics Tapakorovdneng
Agv vapyovv emmAEoV TANPOQOpieg

8.1.3. Xynpartifovrar stoygio pOmAVeNS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. leproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPIiEg

8.2.1. Katdhinhor pnyavikoi £reyyot

Koataiinior pnyavikoi éleyyou:
Awmpfiote o€ KoAd eEoeplopevo ydpo. Zuvibwog amarteitor cOGTNHA YEVIKOD Unyavikoh eE0EPIGHOD TOV XMPOL.

8.2.2. ATopkég TPOOGTATEVTIKOG EE0TAONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Aev vdpyovv emmaAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
IIpoctacio Tov déppartog:

o414 £PYaoTNPiOL

IIpoctacio TOV XEPLOV:
IIpoctatevtucd yavta

8.2.2.3. IIpocTUGit TOV BVOTVEVGTIKAV 06MOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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4-hydroxyisophthalic acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

8.2.2.4. O@gppkoi Kivovvor
Aev vdpyovv emmAéov TANPOQOpieg
8.2.3. Oprofétnon kot TapakorovOnon g tepifariovroroyikig £kOeong o€ Kivovvo

Agv vapyovv emmAéov TANPOQOpieg

S

Duon KordoTaom © Zteped
APDOHOL : Mn Swbéoo
Oopn : Mn dwbéoo
Opto oopng : Mn Swbéoo
Inueio ™Eemg : Mn dwbéoo
Inueio m&emg : Mn Swbéoo
Inueio Bpoaciov : Mn dwbéoo
Evpiextomta : Mn dwbéoo
Opra Ktvdvvov ekprié&emg : Aevioydet
Xapnhotepo 6pio £kpnéng : Aevioydet
Avdtoto 0plo expnépuotrog : Aevioydet
Inueio avapreng : Aevioydet
Bgppokpacio avtovapreing : Aevioydet
Bgeppokpacio anocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeG, Kvepotucdg (1) 1 Agv ioydet
Awdvtomra : Mn dwbéoo
ZUVTELEOTNG KATOVOUNG O pely o N-0KTavOANg/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTkn ToKvOTHTO : Mn dwbéoo
ZyeTkn TOKVOTNTO ATUAV 6TOLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA HE TIS KLAGELS QUOIKOD KIvdHVOU

Agv vdpyovv emmAEOV TANPOEOPIiEg

9.2.2. Ahha YOPAKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOQEOPiEg

Kavévag yvootog/-1/-6.

Aev vdpyovv emmaAéov TANPOQOpieg

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) a7



4-hydroxyisophthalic acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Kapio og kavovicr xprion. BAéne tpnua 7.

Ortov Beppaiverar LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

O&elo to&koTTaL (Ad GTOHATOS) : Mn ta&wopnpévog
O&ela to&cotTa (Seppatikn) : Mn ta&wopnpévog
Oé&ela to&omta (avamvon) © Mn ta&wopnuévog

AGBpmon kot epebiopdg Tov dEppatog

ZoPapn opOoipkn PAaPn/epediopog

. Tlpokodei epebiopd tov 6éppatog.
. TIpokodei cofapd opOuiutd epebiopo.

EvaisOnronoinon tov avamvevotikol 1 : Mn ta&wopnuévog
gvoucbnTomoinot Tov dEPUTOG

MetoAho&ryéveon YEVVINTIKAOV KOTTAPOV : Mn ta&wopnuévog
Kapkvoyéveon : Mn ta&wopnpévog
To&wodmTa Yo v avamopayoyn : Mn ta&wopnuévog

Ewdu to&ucdtnra ota dpyova-ctoyovg (STOT) —
epamnag éxbeon

: Mmopet vo mpokaA£cet epefiopd TG aVaTVEVSTIKNG 050V.

Ewum to&dmra ota dpyava-ctdyovg (STOT) — : Mn ta&wopnuévog
emaveknppévn kbeon
Enmucvéovomta avappoenong : Mn ta&wopnpévog

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 12: OwoAroyikéc mAnpoQopies

Owoloyia - yevikd 1 Aev mapovotdlel 1iaitepo kivouvo yio To mepBAALOV.
Emucivéuvo ya to vddtvo mepidihov, Bpayvrpdfecpog @ Mn to&vounpuévog
(0&0c)

Emucivéuvo yia to vddtvo mepipdirov, pokponpddecpog @ Mn tovounpuévog

‘
2
2

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPIiES

Aev vdpyovv emmaiéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiE

3
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4-hydroxyisophthalic acid
Aghtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 13: Xtoyyeio oyetikd pe tn ovadeon

13.1. M£0odor enetepyacios amofiiTov

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT.

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

Aev 1oy0et ‘ Aev 1oy0et ‘ Agev 1oy0et

14.2. Oweio ovopacia arostomig OHE

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.3. Ta&n/-e1g KtvdOvov KOTa TN HETAPOPA

Agv woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

14.4. Opada cvokevaciog

Agv 1oy0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.5. Mlgprfarrovtikny emKivovvéTHTO

Agv woyvet ‘ Aev 1oy0et ‘ Agev 1oy0¢t

Aev vdpyovv emmiéov Srabioiues TAnpoopieg

14.6. E1xdwkéc TPpo@UAAGEELS Y10 TOV P oTY

Eniyewo petagopa
Aev woydet

petagopd pécw Buraocong
Aev woydet

Evaépra petagopd
Agv 1oy0gt

14.7. O@alacoieg peTa@opig yVony cdppova pe Tic Tpateg Tov IMO

Agv 1oy0gL

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe THY 06QaLED, TNV VYEID KOl TO TEPLPGLLOV Y10 TNV 0VGid 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev meprappavetor oto Mapdapmmua XVII tov REACH

Hopaptnpe XIV tov REACH (Katdloyog 00£1086tnoNC)
Aev neprapfaveton oto Hapaptnua XIV tov REACH (Katdloyog adetoddtnong)

Kataroyog vroynorov ovordv REACH (SVHC)
Aev meplappavetal 6tov KatdAoyo vmoyneuwy ovolidv REACH
Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaivesn petd amo evnuépoon)

Aev gpappoletor.
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4-hydroxyisophthalic acid
Aghtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kavoviepég POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappoletor.
Kavoviepég mepi e€ac0évnong tov 6Lovrog (EE 1005/ 2009)
Aev teplappavetol 6tov KatdAoyo ovclmv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfdvetaiovrat) 6tov Kotdhoyo Tpddpopmv ovatdv ekpnktikdv (Kavoviouog EE 2019/1148 oyetikd pe v eumopio. kot
™ XPpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepég epi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev mepiéyet ovoia(ec) mov meplapPaveTa(oviot) 6Tov Katdroyo Tpodpopmy ovctdv vapkotikdv (Kavoviopog EK 273/2004 oyetikd pe tig mpddpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPOQOpieg

15.2. A&wordynon ynpuikig ac@aretog

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo ppacswv H ko EUH:

Eye Irrit. 2 YoPapn o@Oaipkn PAPN/0@Baipkdg epebicpdg, kKatnyopio 2

H315 TIpokaiel epebiopd tov déppatog.

H319 Tpokoiei cofapd o@OaAcd epebiopd.

H335 Mmopei vo TpokaAEseL EpeBIoUO TG AVATVEVGTIKNAG 050V

Skin Irrit. 2 AGPpoon/epediopog Tov déppatog, katnyopio 2

STOT SE 3 Ewdum to&ikoémta og 6pyava-ctoyovs votepa and pio epdnas kbeom, katnyopia 3, peiopdg TG OVOTVELGTIKNG 0300

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot mAnpopopieg mov meptéyovtan 6g antd To EATIO TPOEPYOVTUL 0o TNYES TIG omoieg Bewpovpe a&omiotes. TTapoia avtd, divovron
YOPIC Kapio yyvmon, pnTn 1 GppnTn, Yo Ty okpifeld tove.
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