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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMeHoBaH¥e Ha BELIECTBOTO . Ginsenoside Rb1
XUMHYECKO HANMEHOBaHHE . Ginsenoside Rb1
EO Ne : 255-532-8

CAS Ne : 41753-43-9

Kon Ha npoxykra : 202100061

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BemecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WM KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

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. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
3a meanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMM‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTu 34 3PaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
OnpenenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha 1OKAa3aTCJICTBA.
2.2. EneMeHTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - Jla ce m3Mue phlieTe 10 JAKTHTE H JIMLETO CTAPATEeNHO Clie]] yrnoTpeoa.

P270 - a He ce e, ue WK MY PpH YHOoTpeOa Ha NPOIyKTa.
P301+P312 - TIPU ITOT JTBIIAHE: ITpu Hepa3nonoxenue ce obanere B IEHTHP 1O
TOKCHKOJIOT S unu Ha nexap.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

P330 - U3nnakuere ycrata.
P501 - CpapprkaHneTo/ChIbT A Ce U3XBBPIIH B MMYHKT 33 CHOMPaHe HA OMACHU WU CIICIUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETHOHAIIHY, HALIMOHAIHH H/HJIN MEXLyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUCHNS 32 BHTPEIIHH OITAKOBKH, KOTATO ChAbPKAHHETO He mpeBumasa 10 ml.

He ce n3uckBa €TUKEeTHPaHe

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

TaB/mHpOpMAaus 32

HanvenoBanne HNnentnduxarop Ha % Knacndpukanusi B CbOTBETCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]

Ginsenoside Rbl CAS Ne: 41753-43-9 <100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 255-532-8 mg/kg TelxecHo Terio)

3a mennus Teker Ha H- 1 EUH-nipenynpexaenusita 3a onacHOCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a nbpBa oMo

l'h,pBa TIOMOLI ITPU KOHTAKT C KO)KaTa : I{a C€ OTCTPaHU MAaKCUMAJIHO 4Ype3 H36’prBaHe (C YUCTa 1 MCKa IonyuBalia K'Bpl'[a).
H’LpBa TIOMOLI ITIPU KOHTAKT C OYUTE . M3muakHeTe ouuTe C BOAa KaTo npeanasHa Mspka.

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHﬂ

PA3JIEJI 5: IIpoTuBONOKAPHUA MEPKH

TToaxonsmm TI02KapOraCuTEIHA CPECTBA : Opesino 3a 3aracsiHe Ha OI'bHSL.

OmacHOCT OT ToXxap : Bwx maparpag 2.2.

I/IHC’I‘py'K].II/II/I 3a raCCHE Ha MOXKapu N I[a C€ U3M0JI3BAT CPEACTBA, MOAXOAAIIH 32 FACCHE Ha ITOXKapu B CbCEICTBO.

EJI 6: Mepku npyu aBapHiiHO H3ITyCKaHe

3a nepconaJi, KOWTO He O0TroBaps 3a CHEIIHHU CJaydan

ABapuiiHy NIIaHOBE : Jla ce m304TBa BCAKAKBA N3IMIITHA €KCITO3UITHS.

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Bwx maparpad 1.

Hsima Hanu4Ha qonbIHUTENHA HHOOpMALHS

IMoaxoasig HHKEHEPEH KOHTPOJI

Tloaxoasiuy MHKEHepeH KOHTPOJI:
/Jla ce cpxpansiBa B JJoOpe npoBeTprBo noMemieHre. OOMKHOBEHO ce M3MCKBAT KAKTO MECTHA CMyKaTellHA BEHTHIIAIMSA, TAKa M BEHTHJIAINS HA OOIIOTO
TIOMETIIEHHE.

JIuyHu npeanasHu cpeicTBa

3amuTa Ha KOKaTa

3ammTa Ha KOXKaTa U TAJIO0TO:
JlaGopaTopHa npectuiika

3amura Ha pbLeTe:
3amuTHA PHKABULIU

PA3JIEJI 9: ®u3nyHH 1 XUHMAYHHI CBOiCTBA

ArperatHo ChCTOSTHUE : TBBPIO BEIIECTBO
LBt . He e HanuuHO
BroHIIeH BUT : IIpax.
MornekynHa maca : 1109.3 g/mol
Mupuc . He e Hannuno
I'panunara Ha Mupuca : He e Hannuno
Touka Ha TONEHE . He e HannuHO
Touka Ha 3aMpb3BaHe . He e HannuHO
Touka Ha KUTIEHE . He e HanuuHO
3anaauMoct . He e HanuuHO
JlonHa rpaHuIa Ha eKCIIO3UBHOCT . He e npunoxumo
T'opHa rpanuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmneparypa . He e npunoxumo
Temmeparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe . He e HanuuHo
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

pH : He e Hanuuno
pH pastBop : He e nanuuno
Buckosurer, KuHEMaTuueH : He e npunoxumo
PazrBopumoct : He e Hanuuno
Koedunuent na pasnpenenenue: n-okranon/soga (Log @ He e HamuHO
Kow)

Hansirane na mapute : He e Hanuuno
Hansirane na napute npu 50°C : He e Hanuuno
IInsTHOCT : He e nanuuno
OTHOCHTEIHA IITBTHOCT : He e HanuyHO
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa JOMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

CrabuiieH npy HOPMAJTHU YCIIOBHS.

Hsima HanmuHa OMIBJIHUTETHA PIH(I)OpMaI.IHﬂ

He e u3BecTHO.

Hsima Hanu4Ha qonbIHUTENHA HHOOpMALHS

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTACIIA OIaCHU U3NapCHUA.

AKOJOIrHIHa HHq)OpMaIIHﬂ

Octpa TOKCHYHOCT (OpajiHa) . BpeneH npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacudumpa (Jlunceat nanHm)

Ginsenoside Rb1 (41753-43-9)

LD50 opanHo mrbx > 300 — <2000 mg/kg (mporHO3Ha CTOWHOCT)
KoposusHocT/ipasnene Ha Koxara : He ce xnacudunupa (Jlunceat ganHm)
Cepno3HO yBpeskJIaHe Ha OUHTE/IpasHEeHe Ha OUnTe . He ce xnacudumupa (JIuncear nanHm)
CeHcnOMTH3anys Ha JUXaTeIHATE TBTUIIA WK Koxkata  : He ce kiacuguumpa (JIuncear 1aHHmN)
MyTareHHOCT Ha 3apOJUIIHUTE KIETKU : He ce xnacudunupa (Jluncsat nanxm)
Kanneporennoct . He ce xnacudunupa (Jlumncear nanmHm)
TOKCHYHOCT 3a PeNpOAyKIHATA . He ce xnacudunupa (JIuncpar jaHHm)

CTOO (cnenn@uyHa TOKCHYHOCT 32 OIPEICICHA . He ce xnacu¢mmpa (JIunceat nanau)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHS
CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEIEICHU : He ce xnacudunupa (JIuncsat nanam)
OpraHM) — MOBTAPSIIIA CE eKCIIO3ULMS
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OmnacHOCT IIpU BAUIIBaHE . He ce xnacuduuupa (JIuncsar 1aHam)

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 12: Exojioruusa uHgopmanus

Exoutorust - 001o . He npexcrasisiBa KOHKpETHA OIIACHOCT 3a OKOJIHATA CPEJa.
OmacHo 3a BoHaTa cpejia, KpaTkocpouHa (octpa) : He ce xknacu¢uupa (Jlunceat nanxu)
OmnacHo 3a BogHAaTa cpejia, IbIrocpoyHa (XpoHHYHA) : He ce knacu¢umpa (Jlunceat nanxu)

Ginsenoside Rb1 (41753-43-9)

YcToituuBOCT U pasrpaauMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTETHA Hthopmaum

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

Hswma manmmyra JOIIbJIHUTCIIHA I/IH(‘I)OpMaI.II/[ﬂ

PA3JIEJI 13: O0e3Bpexaane Ha OTHAAbIHUTE

Hsima Hanu4Ha [OonbIHUTENHA HHOOpMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciiucbka Ha OOH niu uaeHTHGUKALHOHEH HOMeP

He e ob6exT Ha Hapen6uTe 3a TpaHCTIOPT

14.2. TouHo HaMMeHOBaHMe HAa MpaTKaTa no cnucbka Ha OOH

He ce perymnupa He ce perynupa He ce perymnupa

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. OnakoBb4Ha rpyna

He ce perynupa He ce perynupa He ce perynupa
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.5. OnacHocTH 32 OKOJIHATA cpeAa

He ce perynupa He ce perynupa He ce perynupa

HsiMa mompiHuTeIHA HaMHYHA HHQOpMALHS

14.6. CnennaaHu NpeANa3sHA MePKH 32 MOTPeOUTeINTe

CyxonbTeH TPAHCIIOPT
He ce perynupa

TpancnopT no mope
He ce perynupa

Bb3ayumen Tpancnopt
He ce perynupa

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WH¢dopMmanusi 0OTHOCHO HOPMATHBHATA ypeada

15.1. Cneuuduynu 3a BemeCTBOTO UJIH CMeCTA HOPMATHBHA ypea0a/3aK0OHOAATEICTBO OTHOCHO 0€30I1aCHOCTTA, 3PABETO M OKOJHATA
cpena

Peramamentn Ha EC

REACH, Ilpuio:xenne XVII (¥YciaoBus 3a orpaHuyaBane)
He ¢urypupa B [Tpunoxenne XVII nra REACH

REACH, IIpuioxenue XIV (Cnucbk Ha BellecTBaTa 3a pa3peniaBaHe)

He ¢urypupa B Ilpunoxenne XIV sva REACH (Crichk Ha BelecTBara 3a pa3pelniaBaHe)

REACH, Cnucsk ¢ kanguaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o3o0HoBus cjoii (EC 1005/2009)

He ¢urypnpa B crimcbKa ¢ BemecTna, KOUTO HapymiaBaT 030H0BH: cioii (Permament EO 1005/2009)

Persnamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roausa 3a BpBexkaaHe pexxuM Ha OOMIHOCTTA 32 KOHTPOI HA W3HOCA, TpaHChepa,
OpokepckaTa ISHHOCT U TpaH3HUTa Ha U3/IENIUS U TEXHOJIOTHH C JBOWHA yrnoTpeda.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopy Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha nmasapa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [lpexypcopu Ha HapkoTnunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

15.2. OneHka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 16: Ipyra ungopmanus

HNuankanus 3a NMPOMEHHU

Paznen IIpomeHeH eneMeHT KomenTapn

JlaTa Ha pegaknusara Jlo6aBeHo
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
3ameHs BepcHsATa OT Jlo6aBeno
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeHo
1.1 CHHOHUMH Ipomeneno
2.1 Krnacugukauus B ceorBerctre ¢ Pernament (EO) | Ilpomeneno
Ne 1272/2008 [CLP]
22 Ipenopsku 3a 6e3omacHoct (CLP) ITpomeneno
2.2 TIpenynpexnenus 3a onacHoct (CLP) IIpomeneno
9 MonekynHa maca JobaBeHo
9 BroHIeH BUI Jlo6aBeno
11.1 LD50 opanHo mabx JlobaBeHo
11.1 ATE CLP (mpax, Mbri1a) IIpemaxunato
11.1 ATE CLP (u3napeHus) IIpemaxunarto
11.1 ATE CLP (ra3ose) IIpemaxunaro
11.1 ATE CLP (mepmanHa) IIpemaxunaro

II'bsen Texer Ha H- 1 EUH-npeaynpesxieHnsiTa 3a 0NaCHOCT:

Acute Tox. 4 (opanna)

Ocrtpa TokcnuHocT (opaina), Kareropus 4

H302

Bpenen npu nornsiaxe.

Wndopmarmonen muct 3a 6e3omacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpskamnia ce B To3u MHpopMauoHeH JIuCT 3a 6e301acHOCT, € MOIy9eHa OT H3TOYHUIH, KOUTO CMITaMe 3a

HaOCKTHHU. B’I)l'[peKI/I TOBAa, I/[H(i)OpMaI_II/IHTa C€ IpeaoCTaBs 0e3 HUKaKBa TapaHuys, U3puiHa Ui no,t[pa361/[pau1a CC, OTHOCHO HeliHaTa KOPEKTHOCT. VYcnoBusiTa uiu

MCTOOUTE 3a pa60Ta, CbXpaHCHHUE, yHOTpe6a NI 0683Bp€)K,E[aHe Ha MpOAYKTa Ca U3BBH HAIIMs KOHTPOJ U MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. Hopa}m
Ta3u U Apyru NpuvInHU, HUE HE TTIOEMaM€ OTITOBOPHOCT U U3PUYIHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3ary61x1, HIETHU WU pa3Xoau, NPOU3TUYAIIHU OT WU CBBP3aHU

10 HAKaKbB HAYUH C pa60TaTa, CbXpPaHCHUETO, yHOTpe6aTa NI OGGSBPC)KI[EIHSTO Ha IpoayKTa. To3u I/IH(i)OpMaLII/IOHCH JIUCT 3a 6€301aCHOCT € U3TOTBEH U Tp?{6Ba

Jla C€ U3II0JI3Ba CaMoO 3a TO3U MPOAYKT. Axo MPOAYKTHT C€ U3IIOJI3BA KATO CbCTaBKa Ha APYTr'd NPOAYKTH, HAJITMIHATA I/IHCll)OpMaI_II/IH Ou MorITa Jla CC OKaxe
HETIPUIOKUMA. Tasu I/IHCll)OpMaI_II/IH C€ OCHOBaBa HAa HAIIUTE TEKYIIH IIO3HAHUS U € IPEITHA3HAYUCHA J1a 1a/I€ ONIMCAaHNUE Ha IMIPOAYKTa CaMO 3a LCIUTE Ha
3ApaBEOoMa3sBaHEeTO, 0e3011aCHOCTTA M OKOJIHATA cpena. Hopa):m TOBAa, TS HE Tpﬂ6Ba Jla C€ ThIIKYBA KaTO rapaHIys 3a CBOMCTBaTa Ha MIpOAYyKTa.
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