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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovoiog . Pregnenolone isobutyrate
Kwducde mpoidvrog : 201700196

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

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]

Kapkwoyéveon, katnyopio 2 H351
ITAnpeg keipevo tov dnrocemv H ko EUH: BAére tpnpa 16

AvemOopuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIfaiiov
ATOQa0oN PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.
2.2. Zroyeio eTIKETOG

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

GHS08
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anidoelg emkvdvuvomtag (CLP) : H351 -"Yronto ywo tpékAnon koapkivov.
Anhdoeig tpoevraéng (CLP) : P202 - Mnv 10 xpnoonooete Tpv S1oPAcETE Kol KATOVONOETE TIG 0d1yieg Tpo@OAaENC.
P308+P313 - XE IIEPIITQXH ékbeong 1 mbavottog £xbeong: Zvpfovievdeite/Emokepdeite
yrpd.

Zhpavon cOUPoV pe: eEapeitar 1 EmTEPIKT GLOKELAGT, TO TEPLEYOLEVO TG omoiag dev vrepPaivovv ta 10ml
Ewovoypappata kvddvov (CLP) :
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Pregnenolone isobutyrate
Agltio Agdopévov Acpareiog

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

GHS08

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdron copoove pe my odnyic
TPOI6VTOG 1272/2008 EK [CLP]
Pregnenolone isobutyrate - <100 Carc. 2, H351

IMAnpeg keipevo tov dnidoewv H ko EUH: BAéne tpnpo 16

Aev oy0et

TMHMA 4: Métpo np@tev fondsiov

Métpa npidtmv fonbeidv petd and emoen pe to déppa  Kobapiote  peyoaidtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Hadakd amoppoenTikd
Tovi).
Métpa tpadtmv fondetdv Hetd and enapn pe o LATIO : Hem\dvete o pation pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmaAEOV TANPOQOPiEg

Agv vdpyovv emmAEOV TANPOEOPIiEg

TMHMA 5: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa muopdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

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

TMHMA 6: Métpo 6€ TEPITTMOON 0KOVOLUS EKAVONG

6.1.1. ' TPoo®OTIKG GALO 076 TO TPOGMOTIKO EKTAKTNG AVAYKNG

Métpa EKTOKTNG AVAYKNG 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'e. GTopa mov TPooPEpovy TPpMOTES Por)Oereg

Aev vdpyovv emmaAéov TANPOQOpieg
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Pregnenolone isobutyrate
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 7: Xeipiopog kot amo0nkevon

Aev vdpyovv emmAéov TANPoQopieg

Agv vdpyovv emmAEOV TANPOEOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/aTopikn Ttpoctacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0song kKo Broloyikés oprakés 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 TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agv vdpyovv emmAéov TANPOQOpieg

8.1.5. leproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPIiEg

8.2.1. Katdhinhor pnyavikoi £reyyot

Koataiinior pnyavikoi éleyyou:
Awmpfiote o€ KoAd e€oeplopevo ydpo. Zuvibog amatteitor cOoTNHA YEVIKOD HnyavikoD eE0ePIGHOD TOV XMDPOL.

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:

o314 EPYAOTNPiOL

IIpoctacio TOV XEPLOV:
IIpootatevtucd ydvtia

8.2.2.3. IIpocTUGit TOV BVOTVEVGTIKAV 06MOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Pregnenolone isobutyrate
Agltio Agdopévov Acpareiog

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

8.2.2.4. O@gppkoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon kor wapokorovOnon g meppaiiovroroyikiig £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 9: ®vokég Ko YNUIKES 10T TES

9.1. Zroyyeia Yo TG fUGIKES QUOIKES KOl YNUIKES 1O10TNTES

DuoIKN KOTAoTOOT T Zteped
APOLOL © Mn dwbéopo
Eppdvion . Crystalline powder. Zxovn.
Oopn © Mn dwbéopo
Opro oopng © Mn dwbéopo
Znueio Méewg : 119-120°C
Inueio m&emg : Mn dwbéorpo
Inueio Bpoaciov : Mn dwbéorpo
Evpiextomta : Mn dwbéorpo
Opra Ktvdvvov ekpri&emg : Aev oyet
Xapnhotepo 6pio £kpnéng : Aev woyet
Avdtoto 0plo expnépuotrog : Aev oyet
Inueio avapreng © Aev woyet
Bgppokpacio avtovapreing : Aev oyet
Bgppokpacio arocvvheong : Mn dwbéorpo
pH : Mn dwbéorpo
Awdropo pH : Mn dwbéorpo
1EDdeg, Kvepotucdg (1) : Aevioyel
Awdvtomra : Mn dwbéorpo
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn dwbéorpo
(Log Kow)

ZUVTELEOTNG KATOVOUNG O pely o N-0KTavOANc/vepoD © 4,22at20°C
(Log Pow)

Téon otumdv © Mn dwbéorpo
ITieon atpov oe Beppokpacio S0°C © Mn dwbéorpo
IMokvotnto : Mn dwbéorpo
ZyeTkN TUKVOTNTO : Mn dwbéorpo
ZyeTKN TUKVOTNTO ATUAV 6TOVG 20°C 1 Aev oyet
Méyefog copatidiov : Mn dwbéorpo

9.2. Aoutég TAnpogopisg

9.2.1. Iinpo@opies 6YETIKA HE TIS KLAGELS PUOIKOD KIvdHVOU
Agv vdpyovv emmAEOV TANPOEOPIiES

9.2.2. AMA0. YO.pOKTPIGTIKG 0.6QUAEiOG

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: X100gp4TNTO KO OVTIOPOUGTIKOTN T

10.1. AvtidpacTikOTTO

Z100epd VIO KOVOVIKEG CUVOTKES.

10.2. Xnpun etabepétnTa

Agv vrtdpyovv emmAéov TANpoPopieg

10.3. IMBavoTNTA EMKIVOUVOV AVTIOPAGEDV

Koavévag yvootog/-i/-6.
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Pregnenolone isobutyrate
Agltio Agdopévov Acpareiog

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

Agv vapyovv emmAéov TANPOQOpieg

Kapio og kavovicr xprion. BAéne tpnquoa 7.

Ortov Beppaiverar LE Pt TOL oNUEIOL SIACTOONG, EKTEUTEL EMKIVIVYOUG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

Oé&ela to&omTa (0md oToOHATOS) © Mn ta&wopnuévog

Oé&ela to&ucomra (Seppatikn) : Mn ta&wopnuévog

Oéeia to&ucdtnta (avamvon) : Mn ta&wopnpévog

AGBpwon kot gpediopdg Tov dEppaTog : Mn ta&wopnuévog (EAeaticd dedopévar)
ZoPapn opboiukn PAAPn/epediopog : Mn ta&wopnpévog (EAkeotiicd dedopévor)
EvaisOntomoinem Tov avamvensTikov 1 : Mn ta&wopnpévog (EArelotiicd dedopévor)
gvoucOnTomoinot Tov dEPUITOG

MetoAho&ryéveon YEVVITIKAOV KOTTAPOV : Mn ta&wopnpévog (EAkeltotiicd dedopévor)
Kapkvoyéveon : Yromto yio mpdrAnomn Kapkivov.
To&wodmTa Yo v avamopayoyn : Mn ta&wopnuévog (EAewaticd dedopévar)
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnpévog

epanag ékbeomn

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog

emovelknppévn éxbeon

Enwtvdovomta avoppdenong T Mn a&wvopnpévog (Bdoet tov dabéoimv dedopévav, ta kptmpto tagivounong dev mAnpovvrat)

Agv vdpyovv emmAEOV TANPOEOPIiEg

: Oworoyikég TAnpopopieg

Owoloyia - yevikd : Aev mapovctdlel iaitepo kivouvo yio To mepBAALOV.
Emucivduvo yia to vddrtivo mepiBdrlov, Bpayvrpodbeopog : Mn ta&wounpévog

(0&0¢)

Emucivduvo yia to vddrtivo meptBdilov, pakporpobeopog : Mn ta&wopnpévog

(xpdviog)

Agv vdpyovv emmAEOV TANPOEOPiEg

Pregnenolone isobutyrate

TUVTEAEOTNG KATOVOUNG OF HEly L N-0KTavOAN S/ veEpoD 4,22 at 20°C
(Log Pow)

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQPOPIiEg

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 5/7



Pregnenolone isobutyrate
Agltio Agdopévov Acpareiog

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

Agv vdpyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 14: ITAnpo@opies GYETIKA PE T1) HETAPOPT,

Topewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opég OHE 1 apOpog tavtotnTog

Aev 1oy0et ‘ Aev 1oy0et ‘ Agev 1oy0¢t

14.2. Oweio ovopocio arostolig OHE

Agv 1o0gt I Agv 1oy0gt l Agv 1oy0gt

14.3. Taén/-1g KivdOvov KaTa T1) PETOQPOPA

Agv 1oy0gt ’ Agv 1oy0gt ‘ Agv 1oy0gt

14.4. Opéoda cvokevaciag

Agv 1oy0et | Aev 1oy0et l Agev 1oy0et

14.5. ep1parhovTiKi] ETKIVOUVOTNTA

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

Agv vdpyovv emmiéov Srabéoiues TAnpoopieg

Eriysio petagopd
Agv 1oy0g1

petagopd pécw Buraocong
Aev woydet

Evaépra petagopd
Aev woydet

Aev woydet

TMHMA 15: Ztovyeio vopo0deTikov yopoktipo.

15.1.1. kavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev neprapfaveton oto Hapdaptnua XVII tov REACH
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Pregnenolone isobutyrate
Aghtio Aedopévav Acpaleiog

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

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1000tno1G)
Aev neprapPaveton oto Hapaptnua XIV oo REACH (Katdhoyog adetoddtnong)

Koatdroyog vroyneimv oveidv REACH (SVHC)

Aev teplappavetol 6Tov KatdAoyo vmoyhieuwy ovolidv REACH

Kavoviepog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnpépmon)
Aev gpappoletor.

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

Aev gpappodletart.

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

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbeviCov to 6Cov (Kavoviopdg EE 1005/2009)

Kavoviepdg mepi ekpnktik@v apédpopav ovordv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov mepthopPdvetarovtar) 6Tov KatdAoyo mpddpopmv ovotdv ekpnktik®v (Kavoviopog EE 2019/1148 oyetikd pe v epmopio Kot
™ ¥PNoN TPOSPOU®Y OVGLOV EKPNKTIKDV)

Kavoviopog nepi mpodpopmv ovei®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPavetarovior) 6Tov KoTdAoyo Tpddpopmv ovetdv vapkeatikdv (Kavoviopog EK 273/2004 oyeticd pe Tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agev vdpyovv emmAEoV TANPOQOpieg

15.2. A&wohoynon ynukig ac@diglog

Agv vdpyovv emmAEOV TANPOQOPiEg

TMHMA 16: Alhegc TAnpo@opies

I peg keipevo pacswv H kor EUH:

Carc. 2 Kapkwoyéveon, katnyopio 2

H351 "Yromto yio poKAno” KapKivov.

Aghtio Agdopévov Acpadreiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 10 dehtio mpoépyovtar and mnyég tig omoieg Bempodpe adiomotes. [apdia avtd, divovtot
YOPic Kapio gyyomon, pnn 1 appnTn, Yo Ty akpifetd tovg.
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