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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog : 5-aminolevulinic acid
Kwducde mpoidvrog : 201900084

1.2. Zuvageic mpocolopilopevES P GELS TS OVGIAG 1] TOV UEIYNATOG KU OVTEVOELKVUOIEVES YPNGELS

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

sds@edgm.eu - www.edgm.eu

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]

ZoPapn opbopkn PAAPN/o@OaApcdg epebiopde, kotnyopio 2 H319

Ewum to&ucomta o Opyava-otdyovs Dotepa and pia epdmas £xdeon, kamyopio H335

3, epebIopOC TG AVATVEVGTIKNG 050V

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKESG EMOPAGELS, KAOADS KA EMIPACELS 6TV avOpOTIVY VYEio Kan 6To TEPLfdilov

ATOQa0T PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

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

GHSO07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anidoeig emkvdvuvomtag (CLP) 1 H319 - IMpoxarei coPapd opBakpikd epediopo.
H335 - Mnopei va tpokoréoet £pediopd TG OVOTVELGTIKNAG 0000.
Anhaogig tpoedraing (CLP) : P261 - Amogevyete va avanvéete okovn/avabudogis/aépio/otayovidio/ oTons/ ekvepdUaATa.

P264 - TTAovete ta xépua, Toug TXELS (avTiBpdyiar) Kot T0 TPOGMTO GYOAUOTIKG LETE TO XEPLOUO.
P271 - Na ypnotpomoteitor Lovo og avorktd 1} KoAd aepiiopevo xmpo.

P280 - No gpopdte TpooTateLTIKG YOVIIO/TPOGTOTEVTIKG EVOVLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 TOL
HETI0/TO TPOCHOTO/TAL AVTLAL.

P304+P340 - XE IIEPIITQXH EIZIINOHEX: Metogépate tov mafovia otov kabopd aépa Kot
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5-aminolevulinic acid
Agltio Agdopévov Acpareiog

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

AENOTE TOV Vo, EEKOVPOCTEL OE GTACT] TTOV SIEVKOAVVEL TNV OVOTVON.
P305+P351+P338 - ZE INEPIITQXH EITAOHX ME TA MATIA: EenAvvete TpocekTicd pe vepod
Y10l OPKETA AETTA. AV VITAPYOVV PAKOL ETUPNS, APULPESTE TOVG, AV Eivor 0KOA0. Zuveyiote va
Eemlévete.
P312 - KoAéote 1o KENTPO AHAHTHPIAZEQN 1 éva yotpd, av arcBavieite adiobeoia.
P337+P313 - Edv dev vmoywpei 0 o@Buipkdg epediopoc: Zvpfovievdeite/Emokepbeite yotpo.
P403+P233 - Amobnkeveton o€ Kokd aepillopevo ympo. O mepéktng dratnpeitan epunTiKd KAEOTOG.
P405 - dvAdoceTon KAEWBOUEVO.
P501 - AuiBeom 1oV TEPLEYOUEVOV/TEPLEKTN GE OMIEID GLAAOYNG ETKIVELVEOV 1 E0IKOV amoPAT®V,
GUHOOVA LLE TOVG TOTLKOVG, TEPLPEPEINKOVGS, £BVIKOVG 1)/Kat dieBveic Kavoviopode.

Zhpavon cOUPoV pe: eEapeitor 1 E6MTEPIKT GLOKELAGIN, TO TEPLEYOLEV TNG omtoiag dev vepPaivovy to 10ml

Agv ararteiton ofpavon

2.3. AMLot Kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: XovOeon/ainpo@opies Yo To 6VOTUTIKA

3.1. Ovoigg
Ovopa AvayvopieTikog Kootkog | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]
5-aminolevulinic acid - <100 Eye Irrit. 2, H319
STOT SE 3, H335

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

3.2. Meiypoto

Aev oy0et

TMHMA 4: Métpa npatov fondsidv

4.1. Ileprypa@n péTpov npdOTOV fondeidv

Métpa TpmdTOVv Pondeidv pHetd and emapn Le To dEp : KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot paiaid amoppoenTikd
Tovi).
Métpa TpmdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete to pdtiar Le vepod Yo AdYous aopoleiag.

4.2. INPOVTIKOTEPO COUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

Agv vrdpyovv emmAéov TANpopopieg

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVIS GIECT|G LUTPIKNG PPOVTIdUG Kot E101KN G Ogpaneiog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa y10. TNV KOTOTOAENN G TS TUPKAYLAG

5.1. IvpocPestikd péoa

Katddnia péca mopdoPeong . KovBépta mupdoPeong.

5.2. Exdukoi TOo1 EMKIVOUVOTITOS TOV TPOKVTTOVV UTd TNV 0VGia 1] TO peiypa
Kivévvog mupkoaytdg 1 BM\éme tuiqua 2.2.

5.3. ZveTdocsig Yo Tovg TupocPioteg

Métpa Yo, TNV KOTOTOAEUNGT| TG TUPKAYLAG : Xpnowonomote Léca KoTdoPeons KatdAnia yio Ty teptPailovca TupKayid.
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5-aminolevulinic acid
Agltio Agdopévov Acpareiog

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

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'a TPocOTIKG GALO 076 TO TPOGCMOTIKO EKTUKTNG UVAYKNG

Métpa £kTOKTNG OVayKng 1 Amopevyete kGOe meprtn €xbeon.

6.1.2. T Gropa mov Tpocpipovy TPpdTES forieieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 7: Xeipiopoég kot amodnkevon

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPIiES

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeveg d10dkocics TapakorovOnong
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. Xynparifovrar otoygio pOmTAVENS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. Mleproyég eréyyov

Agv vdpyovv emmAEov TANPOQEOPiEg

8.2.1. Kotdhinho pnyavikoi éreyyot

Koataiinior pnyavikoi éleyyou:
Awmpriote o€ KoAd e&oeptlopevo ydpo. Zuvibog amatteitol cOGTNUIA YEVIKOD HNYaviKoD £E0EPIGILOD TOV XDHPOL.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG

8.2.2.1. IIpooTacic TOV HATIAV KOL TOV TPOCATOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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5-aminolevulinic acid
Agltio Agdopévov Acpareiog

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

8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:
oS8 EpyacTnpiov
Mpoctocio TOV yEPLOV:
IIpoctotevTikd yavtio

8.2.2.3. IIpo6Tacia TOV AVUTVEVGTIKADV 00MOV

Agv vrtdpyovv emmAéov TANpopopieg

8.2.2.4. O@gppikoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko wapokorovOnon g teptpaiiovroroyikiis £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 9: ®vokég Kot YnUIKES 1OL0TNTES

9.1. Zroyygia Yo TG fUGIKES QUGIKEG KOL YNMIKES 1O1OTITEG

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Oopn © Mn dwbéorpo
Op1o oopng © Mn dwbéorpo
Inueio mEemg © Mn dwbéorpo
Inueio m&emg © Mn dwbéorpo
Inueio Bpoacpod © Mn dwbéorpo
Evpiextomra © Mn dwbéorpo
Opra Ktvdvvov ekpriéemg . Aev woyvet
Xapunhotepo 6pio EkpnéEng . Aev woyvet
AvdtoTo 0plo expnépotmrog 1 Agv woydet
Inueio avapieéng . Aev woyvet
Bepprokpacio avTavaPAEENS . Aev woyvet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
Awdropo pH © Mn dwbéorpo
EDAES, KivepoTikog (1)) . Aev woyvel
Awdvtomta © Mn dwbéorpo
TUVTEAEGTNG KATAVOUNG O Helypa n-0KTavOAng/vepoD © Mn dwbéorpo
(Log Kow)

Téon aTudv © Mn dwbéoipo
[ieon atpov ot Beppokpacio 50°C © Mn dwbéorpo
IMukvotnto © Mn dwbéorpo
TyeTIKN TUKVOTTOL © Mn dwbéorpo
ZYETIKN TUKVOTNTO 0 THAV 6TOoVG 20°C 1 Agv woydet
Méyefog copatidiov © Mn dwbéorpo

9.2. Aourtéc TAnpogopisg
9.2.1. TIMpo@opicg GYETIKA pe TIS KLAGELS PUOLKOV KvdHVou
Agev vdpyovv emmAéov TANPOQOpieg

9.2.2. AhL0. YOpOKTNPLOTIKG 00QUAEiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 10: Z100gp4TNTO KO OVTIOPOUGTIKOTNTO

10.1. AvtidpacTikoTTO

Z100epd VIO KOVOVIKEG GUVOTKES.

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



5-aminolevulinic acid
Agltio Agdopévov Acpareiog

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

Agv vapyovv emmAEOV TANPOQOPieg

Kavévag yvootog/-1/-6.

Agv vapyovv emmAEov TANPOQOPieg

Kapio og kavovicr xprion. BAéne tunipa 7.

Ortav Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EXKIVIVYOUS KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

1.1 Minpogopiss T T TiEeas Kuvdivov, Gmos opiovea ovov kavovions (EK) ap0. 12722008
Oéeia to&ucdtnTa (amd 6TOHATOG) : Mn ta&wopnpévog

Oéeia to&ucotnTa (SeppoTikn) : Mn ta&wopnpévog

Oéeia to&ucotnta (avamvon) : Mn ta&wopnuévog

AGBpmon kot epebiopdg Tov déppatog : Mn ta&wopnuévog

ZoPapn opborukn PAAPn/epediopog . IIpokodei coPapd opOurptcd epebiopo.
Evawonronoinen tov avamvevotikol 1 : Mn ta&wopnpévog

gvaucOnTomoinc oL dEPUTOG

MetoAha&ryéveon YEVWINTIKOV KOTTAP®OV : Mn ta&wopnpévog

Kapkvoyéveon : Mn ta&wopnpévog

To&woTa Yo TV avamopayoyn : Mn ta&wopnuévog

Ewum to&dtra ota dpyava-ctoyovg (STOT) — : Mmopet vo tpokaA£cet epeBIoO TG AVATVEVGTIKNIG 050V.
epanag ékbeomn

Ewdum to€wodmra ota 6pyava-otdyovg (STOT) — : Mn ta&wopnpévog

emavenupévn xbeon

Enrucvéuvomta avappoenong : Mn ta&wopnpévog

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 12: OwoAroyikéc mAnpo@opies

Owoloyia - yevikd : Aev mapovcidlel wiaitepo kivovvo yio To meptBUAiov.
Emcivévvo ya to vddrtvo mepipdrrov, Bpayvnpdbecpog @ Mn to&vounuévog

(0E0¢)

Emkivévvo yia to vddrtvo mepipdirov, pokponpddecpog @ Mn to&vounpuévog

(xpoV105)

Aev vdpyovv emmaAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiE
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5-aminolevulinic acid
Agltio Agdopévov Acpareiog

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

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Aev vdpyovv emmAéov TANPOEOpieg

TMHMA 14: ITAnpo@opies 6YETIKG IE TN HETAPOPE,

Xoppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpog tavtotnTog

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopocio arostolis OHE

Aev 1oy0et | Aev 1oy0et | Aev 1oy0¢t

14.3. Taén/-1g KivdOHvov KaTa 1) PETOQPOPA

Agv 1o0gt ’ Agv 1oy0gt ‘ Agv 1oy0gt

14.4. Opéoda cvokevaciag

Agv 1oy0et | Aev 1oy0et l Aev 1oy0et

14.5. ep1parhovTiKi] ETIKIVOUVOTNTA

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eriysio petagopd
Agv 1oy0gL

peta@opa péow Bardoong
Agv 1oy0gL

Evoépra petagopd
Aev woydet

Aev oydet
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5-aminolevulinic acid
Agehtio Aedopévav Acpaleiog

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

TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopoOscio 6YETIKG pe THY 06QaLELD, TNV VYEIX KoL TO TEPLPaLLoV Yia TNV 0VGia 1] TO pEiypa

15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropiopov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hapaptnpa XIV 100 REACH (Kataloyog 08£1086thong)

Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdhoyog adeioddtong)

Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cvvaiveon peTd amd svnuépomon)

Aev epappodletar.

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

Aev gpappodletat.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepthapfévetol oTov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov meprapfavetai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi mpodpopmv overdv vapkotikev (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KotdAoyo Tpddpopmv ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdieg

Agv vdpyovv emmaAEOV TANPOQOPiEg

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 16: Aldeg TAnpo@opisg

ITpeg keipevo ppacewv H kan EUH:

Eye Irrit. 2 Yopapn opOaipkn PAPN/0@Baipkdg epebiopodg, kKatnyopio 2

H319 TpokoAei coPfapd o@OaAcd epebiopd.

H335 Mmopei vo TpokaAEceL EpEBIOUO TG AVATVEVGTIKNAG 080V

STOT SE 3 Edum to&ucodmra o opyava-ctdyovg votepa omd pio epdnaé ékbeomn, katnyopia 3, epeiopdg ™G ovomvELOTIKNG 0000

Aghtio Agdopévov Acpadreiog (AAA), EE

ATIOITOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyoviat e autd 10 deAtio mpoépyovtat and mnyég Tig onoieg Bempodpe adiomotes. [Tapdia avtd, divovtat
YOPic Kapio gyyomon, pnn 1 appnTn, Yo Ty akpifetd tovg.
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