European Directorate  Direction européenne

COUNCIL OF EUROPE -
e ~—wmm  Pepsin
for the Quality | de laqualité .

Agltio Aedopévav Acpaleiog
of Medicines | du médicament

& HealthCare & soins de santé CONSEIL DE I'EUROPE ovppova pe tov Kavoviopd REACH (EK) 1907/2006 6mwg tpomoromifnke amd tov Kavoviopo (EE) 2020/878
Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia
Ovopo ovoiag . Pepsin
Xnuwn Ovopacio o meyivn A
No. kataroyov : 647-008-00-6
Kwd.-EE 1 232-629-3
apOuog CAS : 9001-75-6
Kodwog mpoidvtog : 201700384

1.2. Zovogeic mpocdtopillopeveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypnosig

Kbpua katmyopia ypnong : To mpoidv mpoopiletar yio TNV £pevva Kot avATTLEN KoL TNV EXAYYEALOTIKY EKTAIOEVOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpIon
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunOcvT) TOV dEXTiOV dEdOPEvEV cPaLEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. ApOpog TnrAe@@VoV emeiyovcags avaykng

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV pEIYRATOG

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

ZoPBopn opBaipkn PAAPN/0@Buikdg epedicpdc, katnyopio 2 H319

Ewdu to&otnta og Opyova-otoxovs votepa and pio epdmas £kxbeon, katnyopia H335

3, gpebiopdg ™G aVaTVELGTIKNAG 0800

AGBpmon/epediopog Tov déppatog, konyopio 2 H315

EvaisOnrtomoinon tov avomvevstikol, katmyopio 1 H334

ITAnpeg keipevo tov dnidocewv H kon EUH: BAéne tunpa 16

AvemOOpunTEg QUOIKOYNMIKES EMOPAGELS, KAODG Kot EMIPAGEIS 6TNV 0vOpOTIVY) VYl Ko 610 TEPIfariov

Amopacn HESH KPioNG EUTEPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

GHS08 GHS07
Ipogwboromtiky AéEn (CLP) » Kivdvvog
AnAdoelg emkvdvvomtag (CLP) : H319 - IpokoAei cofapd opOaipuicd epebiopd.

H335 - Mropei va tpokoréoet epediopd g ovomveLoTIKNAG 0300.
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H315 - ITpokakel epebiopd Tov dEppaTos.
H334 - Mnopei va tpokarécet ariepyio 1 copatdpato AoBpatog 1) SV6TVOLN 68 TEPITTMON
€10TTVONGC.
Aniooeig Tpopvraéng (CLP) : P261 - Anogedyete va avamveete orOVN.
P280 - Na gopdrte mpootatenTiKd yavtio.
P284 - péoa atopiKng TPOoTAGING TNG CVATVOTG.
P342+P311 - Edv napovcialovotl ovanvevotikd cvpuntdpote: Kaiéote 1o yotpo.
ZTrpavon ocOpemva. pe: e&apeital 1 E6MTEPIKT GLOKELAGIM, Ta TEPIEYOUEVE TNG OTtol0G dev vrtepPaivouy Ta 10ml
Ewovoypdppata kivdvvov (CLP) :

GHS08

2.3. AALot Kivovvor

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 3: Z0vOeon/TApo@opiss Y10 T0 GVGTATIKG,

3.1. Ovoigg
Ovopa AvayvopioTikog Kodikos | % Kataraén svopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]
meyivn A apBpog CAS: 9001-75-6 <100 Eye Irrit. 2, H319
Kwd.-EE: 232-629-3 STOT SE 3, H335
No. kataroyov: 647-008-00-6 Skin Irrit. 2, H315
Resp. Sens. 1, H334

IMnpeg keipevo tov nidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agv woyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Meprypopin pETPOV TPAOTOV fonbstadv

Métpa tpdtov Bonbeidv petd omd eilomvon : Bydte tov mofovta otov kabapd afpa. APote To GTopo Tov TpocPANOnKe vo avarvevoet kabapd
aépaL.

Métpa tphreov Bondeidv petd omd emaen e To dEppa : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
mavi). [TAvte pe dpbovo vepd/....

Métpa tpdrov Bondeidv petd omd exapn pe to pdTio . Eemhovete pe vepd kpotdvtog o PAEQapO KoAd avoryTd.

Métpa mpdrov fondeidv petd amd katdmoon . Eemhovete 10 otopa. Ewdwkn wrpkh mapaxorovdnon. Evééyetat va cuom el mapatetapévn otpikn
mapakorovOnon.

4.2. INpavTiKGTEPH COUTTONATO KUL ETIPAGELS, ANEGES 1| NETAYEVEGTEPES

ZountdpoTo/emSpacels © BMaPeg oty vyeia evdéyetor va gppaviotody pe kabvotépnon.

ZounTdpoTO/EMBPACELS HETA OO E1GTVON 1 Avemapkn dedopéva.

ZounTOUOTO/EMSPACELS HETA 0O ETOPT LE TO dEPUOL 1 Avemapkn dedopéva.

ZOUTTOUOTO/EMBPACELS LETE OO ETOPT| LE TOL LATIOL 1 Avemapkn dedopéva.

ZoUTTOUOTO/EMBPACELS HETA OO KATATOOT . Ta cvpuntdpoto gvdéyetor va eivat LaAn, keparolyieg, vavTtio Kol amdAEW GUVTOVIGUOD.

4.3."Evé€1&n 0mo1060NT0oTE amatTOOPEVG GUESTS LOTPIKNG PPOVTIdaGg Kot 181Kk Ogpaneiog

ZopPovlrevdeite/Emoxeqbeite yuatpd. Edv givor duvatod dei&te ovtd to gOAL0 acealeiog, Kt av Oyl dsi&te T cvokevacio N v etkéra. Evepyn ovaia.
DappokevTikod TPOIdV.
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TMHMA 5: Métpa yio TV KOTomToAEpNon TS TVPKAYLAG

KatdAnka péoa mopdcPeong . KovuBépta nupdoPeong.

Kivdvvog mopkaytdg : BMéme tprpo 2.2.

MéTpa Y100 TV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowonotote péca KatdoPeons katdAinia yio v mepBdiiovco Tupkayid.

TMHMA 6: Métpa o€ TepinTon aKoVoLOS EKAVONG

Tevikd pétpo . Amo@lyete v dpeomn enogn pe To TPoidv. Mnv avomrvéete
oKOVI/avabVILAGELY/ 0PLa/oTaYOVISIO/ O THOVS/ EKVEPDLOLTA.

6.1.1. I'a TPOCOTIKG GLLO A6 TO TPOSMMUH EKTUKTNG UVAYKNG

Métpa éktaxtng avaykng 1 ®opdte KOTAAANAO TPOGTUTEVTIKO POVYICUO, YAVTLL KOl TPOGTAGIH Y10 TO. HATLO Kol TO TPOCMTO.

6.1.2. I dTopo mov TPooPEpovy TPpdOTES Podeieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

MéBodot kabapiopow 1 Zyovpéyte, 011 To omoppipata Oa TepioLALeyovV Kot Oa anodnkevtody acparic. Kabapiote
mpooekTikd. [TMvete Ta vTokeippata TOL dev UTOPEITE VOL OVOKTNGETE He : ALGAV IO VTOYA®PIOS0VG
vatpiov.

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xeipiop 1 0001 KEVON

Emmhéov kivéuvor katd v eneéepyoocio . Egiotdton emiong n mpocoyn Tov xpiotn 6Toug mhovong Kivduvoug Tov EVUTAPYOVV GTNV TEPITTOON
OV TO TPOTOV ypNoonombel pe TpOTO TOV 0pileTaL 0o TIC KUTACKEVAUOTIKESG TPOSLOLYPUPES.

TIpouAaEels o QoA XEPIGHO 1 XpNoWonomoTe 10 TPOidV e TPOGOYT. ATOPVYETE TNV AUECT EXOQT LLE TO TPOTOV. TO HETPO TOV
SuvoTov 1 YPNON TOL TPOIOVTOG TPETEL VOL YIVETOL GE EPYACTIPLOKT XOAVT|.

Métpa vyevig 1 Xpnon tov Tpoidvtog pe opdn Propnyavikn vyevn kot dtadikacies ac@uAeing.

Teyvikd pétpo T Zoppopeobeite e Tovg 1XVOVTEG KOVOVIGHOVG.
ZovOnkeg OAOENG 1 DdvAdooetol KAEW®LEVO.

Béme tpnua 1.
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TMHMA 8: "EAgyyog Tng ék0eong/atopiki Tpoctacio

8.1. IMapapeTpor eréyyov

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frolhoyukég oprokis Tipég
Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTdpeveS Sradikacisg mopaKorovOnoNg

Agv vrdpyovv emmAéov TANpopopieg

8.1.3. Zympatifovror sToygia pdmavens Tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoeopie

8.1.5. Ileproyés eréyyov

Agev vrdpyovy emmAfov TANpoPopieg

8.2."ELeyyor £ék0gong

8.2.1. Katdiinior pnyavikoi éreyyon

Katarinior pnyovucoi Ereyyor:
Awmpnote o koAl e€aeptlopevo Ydpo. XpNGUYLOTOLEITE AMOKAEIGTIKG 08 KAELGTN YOOV UE EVOOUATOUEVO QIATpo. DidTpo aepocmpaTidiny vynAng
amoteheopoticomtog (HEPA filter).

8.2.2. ATopKOG TPOOTOTEVTIKOG EE0TAMGNOG
8.2.2.1. IIpocTocio TOV HUTIAV KUL TOV TPOGAHTOV

Ipootacio 0@Oaipn®V:
Ipootatevtikd yvaAld. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpocrocio Tov déppatog:
Xpnoonoteiote TPooTaTELTIKO povyIoHd Yo ynpkd. DIN EN 13034

Ipootacio TV LePLOV:
Ipoototevtikd yavtio avOekTikd og ynukd tpoiovta. ISO 374-1

8.2.2.3. TIpo6Tucio TOV UVATVEVGTIK®OV 060GV

IIpooTtacic TOV OVATVEVGTIKAV 00AV:

Xe mepintowon anekevdépmong okovNg : paokeg pe eiktpo yuo okoveg P3. DIN EN 140 & 149. Yypo npoidv : Mdaoko agpoldpatog. Popdte ovomveusTikn
GLOKEVT| O TEPInT®OoN £KOEONG OE ATHOVG/GKOVESG/AePOADLOITOL

8.2.2.4. Ogppikoi kivouvvor

Aev vrdpyovy emmAfov TANpoPopieg

8.2.3. Oprofétnon kot TapakorovOnon g neprfariovroroyikis ékOeong 6€ Kivovvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Ko YnNUIKES 1O10TNTES

9.1. Zroyegio Yo TG PAGIKES QUGIKES KoL YNUIKES 1G0T TES

Duowr Kotdotoon T Zteped
APDOUOL © Mn dwbéopo
Oopn . Agvoyoet.
Opto oopng © Mn dwbéoyo
Inpeio ™Eemg © Mn dwbéoyo
Inpeio mEemg © Mn dwbéoyo
Inueio Bpacpod © Mn dwbéoyo
Evplextomta © Mn dwbéoyo
Opua kvdvvov ekpnéemg 1 Agv oydet
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Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Xapniodtepo 6pro £xpnéng 1 Agvioydet
Avdtato pro ekpnEpomrag 1 Agv ioydet
Inueio avapredng 1 Asvioyvet
Bgppokpacio avtavapreéng 1 Agvioydet
Beppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Adropo pH : Mn dwbéopo
1EDdeg, KvepoTicdg (1)  Aevioybel
Awdvtoétto : Mn dwbéopo
ZUVTEAEOTIG KOTAVOUNG OF HelyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Tdon atpdv © Mn dwbéoo
Ilieon atpov og Beppokpacio 50°C © Mn dwbéopo
TTvkvotnto : Mn dwbéopo
Zyetikn mokvoTnToL © Mn dwbéoo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agvioyvet
Méyebog copatidiov © Mn dwbéoo

9.2.1. IAnpo@opies 6YETIKA IE TIS KLAGELS PUGIKOD KIvdHVOU

Agev vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 (OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpopopie

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Ztafepd VIO KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéme tunpa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVOVVOVG KOTVOVG.

TMHMA 11: KOLOYIKEG TANPOPOPIES

O&eia To&komra (amd oTOHATOG) 1 Mn ta&wvopnpévog

O&eia To&ikomTo (deppratiKn) 1 Mn ta&wopnpévog

O&eia To&otta (avomvon) 1 Mn ta&wopnpévog

AwiBpoon kot epebiopog Tov déppatog . Ipokahet epebiond tov dépportog.

ZoPapn opOaipikn BAAPN/epedionds ;. Ilpokarel coPapd 0@Oaikod epebiopo.

Evaisbntomoinon tov avomvevstikod 1y : Mmnopei va tpokorécet addepyia | copmtdpoTo AGOUOTOG 1) dVGTVOLN GE TEPINTOOT EIGTVONG.

gvaucOntomoinon Tov d€ppatog

MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV : Mn ta&vounpuévog
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Koapkwvoyéveon 1 Mn ta&wopnpévog

To&kdTTaL Y100 TV ovemopoymyn © Mn ta&vopnpévog

Ewdu to&wotnta ota dpyava-ctoyovs (STOT) — © Mmnopei va tpokorécet epediod TG ovomvELGTIKNG 0000.
gpanag £xbeon

Ewum to&wotnta ota dpyava-otoyovs (STOT) — © Mn ta&vopnpuévog

emavenupévn ékbeon

Enucvduvomta avappoenong : Mn ta&vounpuévog

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TANpopopisg

Oworoyia - yevika . Emivdvva amdfinta. Xpnowonoteite katdAinio doyeio andppyng.
Emikivduvo yio to vddtvo meptBaAiov, Bpayvmpdbeopog : Mn ta&vopunpévog

(0&bg)

Emikivduvo yio to vddtivo meptBdAlov, pakporpdbeopog : Mn ta&vopunpévog

(xpéviog)

Aev vrdpyovv emmAéov TANpopopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 01d0gon

Tomwn vopobesio (amdPAnTo) 1 Kataotpéyte pe ao@ain tpdmo GOLEOVO [E TOVG TOTKOVS/ €BVIKOVG KAVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T HETAPOPA

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. ApwOpog OHE 1 aprOpog tovtéTnTog

Aev oy0et l Aev woyvet | Agv woyvet

14.2. Owkeia ovopasia awoctorjc OHE

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oybdet
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ADR IMDG IATA

14.3. Ta&n/-1g Kivdvvov KOTA T1] HETAPOPA

Aev 1oy0et ‘ Agv woyvet ‘ Agv et

14.4. Opdaoa cvokevaciog

Aev 1oydet ‘ Agv 1oy0et ‘ Aev 1oydet

14.5. Meprforhovtikn eTKIVOLVOTITO

Agv 1oy0g1 ‘ Agv 1oyvet ‘ Aev 1oydet

Aev vrdpyovv emmAéov dabéaieg TAnpopopies

14.6. Exdukég Tpo@ura&ers yia tov ypnet

Eniyewa petagopa
Agev 1oy0et

petapopd pécm Boracong
Aev 1oy0et

Evaépro petagopd
Agev 1oy0et

14.7. @alaooireg peta@opég y0dNv cdppova pe Tig Tpageig rov IMO

Aev 1oy0et

TMHMA 15: Xtoryeio vopoOetikod yopaxTipa

15.1. Kavoviopoi/vopo0soio 6YETIKG pe THY 06QAILED, TNV VYEID KOl TO TEPLPGLLOV Y10 TNV 0VGiA 1] TO pEiypa
15.1.1. kavovicpoi EE

Hapapmpa XVII Tov REACH (ITpoimobécerg mepropicpov)

Aev meptrapfavetat oto Mapapmmpe XVII too REACH

Hapapmpa XIV 100 REACH (Katdroyog a0£1060TNn01G)
Aev nepihappaveron oto Moapapmua XIV tov REACH (Katdloyog adei0d6tnong)

Kataroyog vroyniguov overdv REACH (SVHC)

Aev teptlapfaveTotl 6Tov Katdioyo vroyneiev ovcuwv REACH

Kavoviopég PIC (EE 649/2012, IIponyovpevn cuvaiveon petd omd evynpépmon)
Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletat.

Kavoviopég mepi e€aoBévnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepthopfavetor otov Katdroyo ovciav mov e&ocbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopiog mepi ekpnkTik®v Tpodpopmv ovordv (EE 2019/1148)

Aev mepiéyer kapia ovsia(eg) mov mephappavetar(oviat) 6Tov Katdhoyo Tpddpopmv ovcimv ekpnktikdv (Kavoviopndg EE 2019/1148 oyetikd pe v epmopia Kot
™ PO TPOSPOL®Y OLGLOV EKPNKTIKDV)

Kavoviopdég mepi mpédpopmv overdv vapkotikav (EK 273/2004)

Aev nepiéyet ovoio(eg) mov mepthapfavetayoviat) 6Tov Katdhoyo pddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég dworateg

Agv vrdpyovv emmAéov TANpoPopieg
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15.2. A&wordynon ymukiis o.cQdierog

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 16: Alheg TAnpo@opisg

I peg keipevo ppaocewv H ko EUH:

Eye Irrit. 2 YoPoapn o@Oaipcr BAAPN/0pBatkdg epebiopds, katnyopio 2

H315 IpokaAel epediopd tov déppotoc.

H319 TIpoxaiei coPapd opBaipuikd epebiopo.

H334 Mrmopei va tpokarécetl aAlepyia 1) CUUTTOMATO AoOUOTOG 1} SVGTVOLN GE TEPITTMOOTN EIGTVONGC.

H335 Mrmopei vo Tpokarécet EpeBIoUO TG AVATVEVGTIKNG 030V.

Resp. Sens. 1 EvaisOnromoinon tov avomrvevotikod, karnyopio 1

Skin Irrit. 2 ABpoon/epediopog tov déppatog, katnyopia 2

STOT SE 3 Ewwn to&ikomra o€ 0pyova-ctoyovs Hotepa and pio epanas £xbeomn, katnyopia 3, epebiopdg e avamveLSTIKNG 0500

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpo@opieg mov TePLEYOVTaL 6€ VT TO SEATIO TPOEPYOVTUL 0O TNYES TIG 0oieg Hewpovpe agomiotes. [lapdra owtd, divovol
xopis Kapio eyyvnon, pn i appntn, Yo Ty akpifetd Tovg.
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