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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Ginsenoside Rbl
Xnuwn Ovopacio : Ginsenoside Rbl
Kwd.-EE 1 255-532-8
apOpuog CAS : 41753-43-9
Kodwodg mpoidvtog : 202100061

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Kbpua katnyopia ypnong . To mpoidv mpoopileTal yia TNV £pevva Kot avamtuén Kot TV EnayyELLOTIKY ekTaidevon.
Xpnomn g ovoiog/Tov peiypotog : Movo yuo emoryyeALaTiky xpron
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppotikd

1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV aGPaLeiag

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. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&coda (amd Tov 6TOHTOC), Katnyopio 4 H302
ITAnpeg keipevo tv dniocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALov
ATOQOOT LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOG.
2.2. Xtoyyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogworomtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdmnoong.
AnAdoeilg Tpoeviaéng (CLP) : P264 - [TAdvete ta xépua, Toug myels (avTifpdyiar) Kot To TpOCOTO GXOAUCTIKA LETA TO XEPIOUO.

P270 - Mnv tpirte, mivete N kanvilete, 6tav ypnoyonoteite avtd T0 TPOiov.

P301+P312 - XE INEPIIITQXEH KATAIIOXZHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
ytpo, av acbavieite adabeoio.

P330 - EenAdvete 10 oTONO.
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Ginsenoside Rb1
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

P501 - AdBeon Tov TEPLEYOUEVOV/TEPIEKT GE GNEID GLAAOYNG EMKIVEVVOV 1) EWBIKGOV anoPAnTmY,
GOUPMVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVG, EBVIKODG 1)/Kan debveig Kavoviopolg.

INpaven coppave pe: EEapeitan n ecotepiki cuokevacio, ta neplexdpeva g omoiog dev vepPaivouy to 10ml.

Agv amarteitol oypavon

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

Ovopa AvayvoploTikos Kodwkés | % Kotaroln cdpowva pe tny odnyia
TPOioVTOG 1272/2008 EK [CLP]

Ginsenoside Rbl apBuog CAS: 41753-43-9 <100 Acute Tox. 4 (A6 tov otopatog), H302
Kwd.-EE: 255-532-8 (ATE=500 mg/kg copatikov Bépovg)

TIMpeg keipevo tov nkdoewmv H kar EUH: BAéne tpunpa 16

TMHMA 4: Métpa npatov fonderaov

Métpa tpdtav fondetdv HeTd and exaetn He To dEPLLO : KoBapiote ™ peyaivtepn duvorn mocdtnto okovmilovtdg m (kabapd Kot Lakakd amoppoenTikd
mavi).
Métpa tpdtav fondetdv petd and exapn pe o LaTio. 1 Eemhovete to pdtia pe vepo yio AOyous acpoeiag.

Aev vdpyovv emmAéov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPN 0N TG TVPKAYLAG

Katdnka péca mopdcPeong : KovBépta mupdoPeong.
Kivdvvog moprayidg : BMéme tufqpa 2.2,

Métpa Y10 TV KOTOTOAEUNGT THG TUPKOYLAG . Xpnowonowmote péca katdoPeonsg KatdAAnia yio v nepiPdilovoa TupKayid.

I TpocOmKS GALO a6 TO TPOSOTIKO EKTUKTNG AVAYKNG

Métpa €kToKTnG OVAYKNG 1 Amogevyete kGO mepirtn £kbeon.

Agv vrdpyovv emmAéov TANpogopieg
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Ginsenoside Rb1
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

TMHMA 7: Xeipiopég kon amo0ikevon

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

BAéme tunpa 1.

: 'Eleyyog g ék0eonc/atopiki wtp

Agv vrapyovv emmAéov TANpopopieg

Katalinior pnyavikoi éheyyor

Kotdaiinhor pnyavikoi éreyyou:
Awnpiote og KoAd e&aeptlOpevo xdpo. ZuviBmg amatteitol GOGTNUA YEVIKOD HNyovikKoD eE0EPIGHOD TOL XDPOL.

ATOMKOG TPOSTATEVTIKOG £E0TMOPNOG

IIpocrocia Tov déppartog

IIpootacia Tov déppatog:
mod1d epyacTnpiov

IIpoctacio TOV xepLOV:

IIpoctatevtucd yavtio

TMHMA 9: ®voikég Kon ynNUIKES 10T TES

Duowkn KoTdoToom : Z1eped
APDLLOL : Mn Swbéopo
Epopdvion 1 Zkovn.
Moprakn palo : 1109.3 g/mol
Oopn : Mn Swbéopo
Opro ooung : Mn Swbéorpo
Inueio ™éemg : Mn Swbéorpo
Inueio mEemg : Mn Swbéorpo
Inueio Bpoacod : Mn Swbéorpo
Evopiektomrta : Mn Swbéopo
Xapunhotepo 6pio £kpnéng 1 Aev woyvet
AvdtoTo 0plo expnépomTag 1 Agv oydet
Inueio avapreéng : Aev woyvet
Bepokpacio avtavapreéng 1 Aev woyvet
Beppokpacio arocHvieong : Mn Swbéorpo
pH : Mn Swbéorpo
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Ginsenoside Rb1
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Awiopo pH
EMdeG, Kvepotikog (1)
Awdvtomra

2uvTedeoTg KOTOVOUNG OE pelyHo N-0KTOVOANG/VEPOD

(Log Kow)

Téon atudv

Ilieon atpov oe Beppokpascio 50°C
TTvkvétnta

ZYETIKN TOKVOTNTO

ZYETIKN TUKVOTNTO 0TUAOV 6ToVG 20°C
Méyebog copatidiov

: Mn dwbéoipo
1 Aev oydet

: Mn dwbéoipo
: Mn dwbéopo

: Mn dwbéopo
: Mn dwbéopo
: Mn dwbéopo
: Mn dwbéopo
: Agv oydet

: Mn dwbéopo

Agev vrdpyovv emmAov TANPOPopieg

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vrdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrtdpyovv emmAéov TANPoPopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

Orav Oeppaivetar péypt Tov onpeiov S1ACTAONG, EKTEUTEL EXIKIVEVVOVG KOTVOUG.

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&icodmra (amd oToOHATOS)
Oé&ela to&ucdmra (Seppotin)
Oé&eia to&ucdmra (avamvon)

. EmProfés oe mepintoon kotdmoons.
: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvopnpévos (EAdepatikd dedopéva)

Ginsenoside Rb1 (41753-43-9)

LD50 and tov 6tdpatog 68 0povpaiovg

> 300 — <2000 mg/kg (ektipdpevn Tiun)

AGBpmon ko epediopdg Tov dEppratog

ZoPapn opOarpkn PAAPN/epedionog
Evaisbntomoinem tov avamvevustikov 1
gvoucOntomoinon Tov déppatog

Metalho&ryéveon YEVWNTIKOV KUTTAPOV
Kapxwoyéveon

To&wodmTa 6TV avamopay®Yn

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnppévn €kbeon

: Mn ta&wounuévog (EMeparticd dedopévar)
1 Mn ta&vounpévog (EAdepatikd dedopéva)
1 Mn ta&vopnpévog (EAdeipatikd dedopéva)

: Mn ta&wopnpévog (EAleipatikd dedopévar)
: Mn ta&wopnpévog (EAetpaticd dedopévar)
: Mn ta&wounpévog (EMeparticd dedopévar)
: Mn ta&vounpévog (EAepatikd dedopéva)

: Mn to&wvopnpévog (EMAepaticd dedopévar)
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Ginsenoside Rb1
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Enwivduvotnta avappdenong : Mn ta&wopnpévog (EMeiparticd dedopévar)

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 12: Oworoyikég TANpoQopies

Owoloyia - yevikd 1 Aev mopovotdlet Waitepo Kivduvo yio to TeptPaiiov.
Emcivduvo yio to vdartvo mepiBdrrov, Bpayvmpodbecpog : Mn ta&wounuévog (EAeaticd dedopéva)

(080¢)

Emcivduvo yia to vddrtivo mepipdrrov, pokporpodbeopog : Mn tagwvounuévog (EAeyaticd dedopéva)

(xpdviog)

Ginsenoside Rb1 (41753-43-9)

AVOeKTIKOTNTO KO IKOVOTNTO ATOdOUNoNG Aev voiotaton Tayeio anocvvieon

Agv vdpyovv emmALov TANPOPOPieg

Aev vdpyovv emmAov TANPOPOpie

Aev vdpyovv emmAéov TANpoPopieg

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 13: Xtovyeio oyeTika pe ) 01040gon

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Toupovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Zopeavo pe Tig StoTdEels HETapopig To TPoidv atod de yapaktpiletat og emkivéuvo

14.2. Oweia ovopacio arostoiig OHE

Mn pvOulopevo Mn poOuldpevo Mn poOulodpevo

14.3. Ta&n/-€1g KivdOvoL KOTE TN RETAPOPA

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo
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Ginsenoside Rb1
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ADR IMDG IATA

14.4. Opado cvokevaciog

Mn poBulopevo | Mn pvBulopevo | Mn poBulopevo

14.5. Ileprforrovtikn emKivovvoTnTo

Mn povOulopevo | Mn poBuldpevo | Mn poOulopevo

Aev vrapyovv emmAéov dabéoies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia Tov ypiotn

Eniyewo petagopa
Mn pubulopevo

petapopd pécm Baraocong
Mn pvBulopevo

Evoépuo petagopd
Mn pubulopevo

14.7. @ardooreg peta@opég yHony cdppmva pe Tig Tpageig trov IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty 06QaAEL0, TNV VYO KO TO TEPIPAALOV Yi0. TV 0VGIA 1] TO peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hopaptpe XIV tov REACH (Katdloyog ad£1006Tnong)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)
Aev teplapfavetol 6tov KatdAoyo vroynieuwv ovcuwv REACH

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev neptrapfdveton otov Katdhoyo ovotdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog tov Zoppoviiov (EK) yia tov éleyyo e1d@v Siwhig xpiong
Aev teptrapfavetatl otov Kavoviopd (EK) tov Zupfoviiov yuo ta €idn dumdng ypnone.

Kavoviopog mepi ekpnkTik®v Tpoédpopmv overdv (EE 2019/1148)

Aev nepiéyetl kopia ovoio(eg) mov meprapfdvetor(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopég mepi wpédpopmv overdv vapkotikdv (EK 273/2004)
Aev mepiéyet ovoio(eg) mov TePLaBAvETaL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VSIAV VapKeTIK®OV (Kavoviopog EK 273/2004 oyetikd pe Tig mpd3popeg ovoieg

VOPKOTIKOV)
15.2. A&orhdoynon ymuikig ao@aietag

Agv vrdpyovv emmAéov TANpopopieg

23/04/2025 (svnuépwon) EL (eMnvikd) 6/7



Ginsenoside Rb1
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Hopatnpriceg
svnuépmon Ipootidnke
Avtikofiotd v ékdoon Ipootédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apOpos CAS Ipoctédnke

1.1 ZuveOvopa TpomomouniOnke

2.1 Katdraén coppova pe myv odnyio 1272/2008 EK | TpomomorOnke
[CLP]

2.2 AnAdacelg Tpoporaéng (CLP) TpomomouOnke

2.2 Anidoelg emkvdvvomtag (CLP) TpomomouOnke

9 Mopraxn pao Mpootédnke

9 Epopdvion Ipootédnke

11.1 LD50 and tov otépatog 6 apovpaiovg Ipoctédnke

11.1 ATE CLP (Zxoévn/ctayovidio) ApupiOnke

11.1 ATE CLP (Atpot) Aparpédnke

11.1 ATE CLP (Aépra) Apupidnke

11.1 ATE CLP (A4 tov éppatog) Aparpédnke

ITpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And Tov O&ela to&ucomra (amd Tov 6ToONTOC), Katnyopia 4

GTOLOTOC)

H302 EmProaBég o nepintwon katdmoong.

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHXH EY®NHZ Ot mAnpogopieg mov mepiéyovial o antd to dehtio mpoépyovtat and myég Tig onoies Bempodpe aéiomotes. [Tapoia avtd, divovtat
YOPIG Kapio eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoidVTog dev
VIOKEWVTOAL 6T S1KN [ VOOV Kot HTopet Kot vor v UminTouy Kot 6TIS approdtotntég pog. I'iontoig kot yio GALovg AdYous, 0momolovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VKNG 1| XPNUOTIKNG CNpicg oo, 1 Le 0TTOL0dNTOTE TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 0toBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpareiog cuvtaydnke Kel TPETEL VO YPTGILOTOLEITOL Yol TO GUYKEKPILEVO TTPoTlov. Edv 1o mpoidv ypnoiponoteitent g cuotatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTUL £ EVOEYETOL VO LNV VOl EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
poopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYIRS, AoQUAEing Kot TEPPAAAOVIIKOV OIOITHOEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUSNTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.
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