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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : beta-Ecdysterone

Kodwog mpoidvtog : 201700393

Svvdvopo : beta-Ecdysterone, salts, hydrates, isomers and impurities where applicable.

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

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTLEN KoL TNV EXOYYEALOTIKY EKTAIOEVLOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

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

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

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

Emkivduvo yio to vdatvo meptBaAiov — 0&0g kivovvog, katnyopiag 1 H400
Emkivduvo yio to vddtvo meptBaAiov — Xpoviog kivdvvog, katnyopiog 1 H410
IMnpeg keipevo tov nidcewv H kon EUH: BAéne tunqpo 16

AvemOOunNTEG QUOIKOYNMIKES EMOPAGELS, KAODG KUt EMIPAGELS 6TNV 0vOpOTIVY VYEia Ko 610 TEPIfaihov

Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copgova pe tov Kavovioné (EE) Ap. 1272/2008 [CLP]

¥

Ewovoypappata kwvdvovov (CLP)

GHS09
[pogdomomtikn Aé€n (CLP) . IIpocoyn
AnAdoelg emkvovvomtag (CLP) : H410 - TToAd t0&1o Yo Tovg VEPOPLOVG OPYAVIGHOVG, ILE HAKPOYPOVIEG EMTTAOCELS.
Anidoeilg Tpoevraéng (CLP) : P273 - Na anogebyetar n Elevbépmon oto meptairov.

P391 - Maléyte ) yopévn mocdtTa.
P501 - Awdbgomn tov Tepieyopévou/mepléktn o€ onpeio GLAAOYNG emKivaLVEV 1} E18IKOV amofARTmy,
GUUPOVO LE TOVG TOTLKOVGS, TEPLPEPELOKOVG, £BVIKODS 1/Kan d1ebveic Kavoviopuode.

Zipovon cOpeeva pe: eEapeital 1 ECOTEPIKT CLOKEVOTIN, Ta TEPLEXOUEVA TG omoiag dev vrepPaivouv Ta 10ml
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Agv amarteitol ofjpavon

Agv vdpyovv emmAfov mANpopopieg

TMHMA 3: Z0vOeon/mAnpo@opies Y10 T0 GVGTATIKG,

Ovopa AvayvopoTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
beta-Ecdysterone - <100 Aquatic Acute 1, H400
Aquatic Chronic 1, H410

TIMpeg keipevo tov rdoewv H kon EUH: BAéne tprpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa npdTav Pondetdv petd and emaen pe o dEpuo : KoBapiote ™ peyarvtepn dvvarh mocdmta okovmilovids ) (kabapd Kot Lodakd amoppoenTikod
mavi).
Métpa npdTav Pondeidv petd and enagn pe o PaTio . Eemldvete to. pdtia pue vepod yuo Aoyoug acpodeiog.

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vadpyovy emmAfov TANpoPopieg

TNV KOTATOAEPN 6] TG TUPK!

KatdAnka péca mopdcPeong : KovBépta nupdcPeong.

Kivdvvog mopkoayidg © BAéme tpfpa 2.2.

METpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLHG 1 Xpnowomomote péca Katdofeons katdAinia yio v TepBUALOVGH TUPKAYLA.

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOcOTIKO GLIO a6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Mérpa éktaxtng ovaykng . Amogevyete kGOe mepirt Ekbeo.

6.1.2. ' dTopo mov TPooPLpovy TPpdTEG Pondsieg

Agv vrdpyovv emmAéov TANpoPopieg
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Agltio Agdopévov Acpaleiog
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Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 7: Xeipiopég kon amo0ikevon

Agev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 8: ‘Eieyyog g £k0gong/atopki tpoctacio

8.1.1 EOvikég oprokis Tipég emayyshpotikig £k0gong Kot froloyukés oprokis Tipnég
Agv vrdpyovy emmA£ov TANPoPopieg

8.1.2. ZunieTdpeveg dradikacics Tapakorovdneng

Agv vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrm otoygio pHTaveng Tov aépa
Agv vrdpyovy emmA£ov TANPoPopieg
8.1.4. DNEL kot PNEC

Agv vrdpyovy emmAfov TANpoPopieg

8.1.5. Tleproyés eréyyon

Agv vrdpyovy emmA£ov TANPoPopieg

8.2.1. Katarinliot pnyovikoi £reyyot

Katarinior pnyovucoi £reyyon:
Awnpiote og kaAd e€aepildpevo xdpo. ZoviBwg amorteitor GOSN YEVIKOD UNXOVIKOD EAEPIGULOD TOV YDPOV.

8.2.2. Atopikdég TPooTaTEVTIKGG EEOTAGHOG

8.2.2.1. TIpocTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vrdpyovy emmA£ov TANPOPopieg
8.2.2.2. Ilpootucia d&ppotog
IIpoctocia Tov déppatog:

mod14 epyaoTnpiov

IIpootacia TV xepradvV:
TIpoctatevTikd yavtio

8.2.2.3. IIp06TUGia TOV UVATVEVGTIKAOV 00OV

Agev vrdpyovy emmAov TANpoPopieg
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beta-Ecdysterone
Agltio Agdopévov Acpaleiog

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

8.2.2.4. Ogppukoi kivovvor

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.3. Opro0étnon ko TapakorovOnon g meptparhovroroyikig £k0eong o€ kivovvo

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

Duon kotdoTaon T Xteped
APDOHO : Mn dwbéopo
Oopny : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inpeio méewg © Mn dwbéoo
Inpeio Téewg © Mn dwbéoo
Inpeio Ppacpod © Mn dwbéoo
Evelektotmnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agv oydet
XapnAotepo 6pio £kpnéng 1 Asvioyoet
Avdtato 6pro ekpn&pdmrag T Agv oyvet
Inuelo avapredng 1 Asvioyoet
Bgppokpacio avtavapreéng 1 Agvoyvet
Bgppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1) T Agv oyvet
Awdvtoémto : Mn dwbéopo
ZOVTEAEOTIG KOTAVOUNG OF HelyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Téon otpumdv : Mn Swbéopo
ITieon atpod og Beppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn dwbéopo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agv oydet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVdVVOU

Agv vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 {OPOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

ZtaBepd Vo KAVOVIKEG GUVOTKES.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agev vrdpyovy emmAfov TANpoPopieg
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beta-Ecdysterone
Agltio Agdopévov Acpaleiog

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

Kapia og kavovikn ypiion. BAéne tpipa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SIACTOONG, EKTEUTEL EMKIVOVVOVG KUTVOUG.

TMHMA 11: To&wkoroyikég TANPOPOPiES

Oé&ela to&icdmra (amd oTdON0TOC)

Oé&ela to&ucdt o (deppoTikn)

Oé&eia to&icdmra (avamvon)

AGBpmon kot epediopog Tov d€ppatog

ZoPapn opOaipkr BAGPN/epebionog
EvatsOnromnoinon tov avamnvevotikon 1
gvaicOntomoinon Tov dEppratog

Metarlho&ryéveon YEVWNTIKOV KOTTAP®OV
Koapkwvoyéveon

To&wdTTa Y10 TV OVOTOpOy®YN

Ewu to&wotnto ota dpyava-otoyovg (STOT) —
epanag £xbeon

Edun to&ucdtnta ota opyava-ctoyovg (STOT) —
gmavelnupévn ékbeon

Emucvdovotnto avappdenong

T Mn taé&wopnpévog (EArepatikd dedopéva)
© Mn ta&wvopnpévog (EArepatikd dedopéva)
© Mn ta&wvopnpévog (EAdeipatikd dedopéva)
© Mn ta&wvopnpévog (EAepatikd dedopéva)
: Mn tag&vopnpévog (EArepatikd dedopéva)
© Mn taéwopnpévog (EAdeipatikd dedopéva)

© Mn ta&wopnpévog (EArepatikd dedopéva)
© Mn taé&wopnpévog (EArepatikd dedopéva)
© Mn ta&wvopnpévog (EAepatikd dedopéva)
: Mn tag&vopnpévog (EArepatikd dedopéva)

© Mn ta&wopnuévog (EAhepatikd dedopéva)

T Mn ta&wvopnpévog (EAreipatikd dedopéva)

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 12: Owo)royikég TANPOQOPIES

Owoloyia - yevikd © Aev mopovcidlet Waitepo Kivouvo yio to meptBailov.
Emucivéuvo yia to vddrvo mepiBarlov, Bpayunpddecpog : IToAd to&ucd yio Tovg v3pOBLovg 0pyoviGHovs.
(080¢)

Emucivéuvo yio to vddrvo mepiparlov, poxponpddecpog  IToAd to&uicd yio Toug v3poBLovg 0pyovIGHOVS, He LOKPOYPOVIES EMMTOGELS.
(xpdviog)

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vdpyovv emmAfov mANpopopieg

Agv vdpyovv emmAfov mANpopopieg

3
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beta-Ecdysterone
Aghtio Aedopévav Acpalreiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

TMHMA 13: Xtovyeio oyeTika pe 1 6130gon

13.1. Mé0odor emeéepyaciog amopfrntmv

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 14: [TAnpo@opisg 6YeTIKE pe T1 NETAPOPE

Zopgavo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 ap1Opég tavtétnTog

Agv 1oy0g1 ‘ Agv 1oyvet | Aev 1oyder

14.2. Oweio ovopacio arostomig OHE

Aev 1oybet ‘ Aev 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-e1g Kivdvvov KOTH TN HETAPOPA

Agv 1oy0gt ‘ Agv 1oy0et ‘ Aev 1oydet

14.4. Opada cvokevaciog

Agv 1oy0g1 ‘ Aev 1oyvel ‘ Aev 1oyder

14.5. Tlgprfairovtikn emKivoLvOTITO

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

Aev vrdpyovy emmAfov StobEciueg TANPOQOpieg

14.6. Exdukég Tpo@uAaEelg Yia Tov XpioTY

Eriyewo petagopa
Agev 1oy0et

petapopd pécm Boraoong
Aev 1oy0et

Evoépuo petagopd
Aev 1oy0et

14.7. @alaooreg peTa@opég y0oNV cdpemva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovygio vopo0eTikov yopaKtipo

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe THY 06QILED, TNV VYELX KOl TO TEPIPGALOV Y10 TNV OVGiA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapapnpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepihappaveton oto Moapapmuo XVII tov REACH

Hapapmpa XIV tov REACH (Kotdloyog a8£1060Tn61|G)

Aev tepihapfavetat oto oapapmpe XIV tov REACH (Katdloyog adei0ddtong)

Kataroyog vroyiguov oveidv REACH (SVHC)
Aev nepthapfavetor otov Katdloyo vroyneiev ovoidv REACH
Kavoviopég PIC (EE 649/2012, ITponyodpevn cuvaivesn petd amd evpépmon)

Aev gpappoletar.
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beta-Ecdysterone
Aghtio Aedopévav Acpalreiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

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

Aev gpappoletar.
Kavoviopog mepi eac0évnong tov 6Lovrog (EE 1005/ 2009)
Aev tepthapfavetol 6Tov KatdAoyo ovoumv mov e&acbevifovv to 6lov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kapia ovoio(eg) mov meprapPdvetar(ovrar) 6tov Katdroyo Tpddpopav ovoldv ekpnktikav (Kavoviopdg EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNON TPOSPOUOV OVGLDYV EKPNKTIKMDV)

Kavoviopog wepi mpodpopmv overtdv vapkotikav (EK 273/2004)

Agev mepiéyel ovoia(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmv ovctdv vapkaTik®v (Kavoviopog EK 273/2004 oxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotagerg
Agev vrdpyovy emmA£ov TANPOPOpies
15.2. A&orhoynon yMuikig ocQarelog

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opieg

Emoipoven alhoydv:
Ta&wvoéunon g ovoiag 1 Tov pelypaToc.

IMqpeg keipevo ppacsov H ko EUH:

Aquatic Acute 1 Emucivduvo ya to vddrvo mepipdArov — 0&0g kivduvog, katnyopiog 1
Aquatic Chronic 1 Emcivduvo yua to vddrvo mepipdirov — Xpoviog kivduvog, katnyopiog 1
H400 TToA) o0& Y1 TOVG VIPOPLOVG OPYAVIGHLOVG.

H410 TToAd to&cd Yo Tovg VEPOPLOVS OPYAVIGHOVG, HE HAKPOYPOVIES EMTTAOGELS.

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyoviat oe outd To deATio Tpoépyovtat amd Ty Tig omoieg Bempovpe adiomotes. [Tapdra avtd, divovrat
xopic Kapio eyydnon, pnty 1 appnTn, YioL v akpifetd tous.
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