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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HauMeHOBaHME Ha BEIIECTBOTO . Caffeine
XUMHYECKO HAUMEHOBAHUE : Koenn

EO ungexc Ne © 613-086-00-5

EO Ne : 200-362-1

CAS Ne . 58-08-2,5743-12-4
Kox Ha mpoaykra ;201600131

1.2. UnenTuduuupaHn BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yIoTpeda, KOMTO He ce
Nnpenopb4YBaT

1.2.1. UnenTudunupanu ynorpedn

OcHoOBHa KaTeropus Ha yrnorpeba . TIponykThT e npeHa3Ha4YeH 32 U3CIICABAHU, AaHAITH3H M HayYHO-00pPa30BaTEITHH LISIH.
VYnorpeba Ha BelecTBOTO/CMecTa : Camo 3a npodecroHa Ha ynorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTOopHH XMMHUKAIII

1.2.2. Ynorpeou, KOMTO He ce MPenopb4BaT

Orpannuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 IOCTABYHKA HA HH()OPMALMOHHHS JIHCT 32 6€30MacHOCT

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. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMED TIPU CIELIHU CITyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Ocrtpa ToxcnuHoCT (opainHa), Kareropus 4 H302
3a menHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: B. paszuen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusATHH epeKTH 3a 3APaBETO HA YOBEKA M OKOJIHATA cpe/a
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Ertukernpane B chorBercrBre ¢ Pernament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu noribsiuane.
Ipenopsku 3a 6e3omacHoct (CLP) : P301+P312 - ITPU ITOI'JIBILIAHE: npu nepasnonoxenue ce odanere 8 LIEHTHP I10
TOKCHKOJIOT U.

ETI/IKCTHpaHe B CbOTBETCTBUE C: U3KIHOYCHHUSA 3a BBTPCIIHN ONIAaKOBKH, KOIaTO CHABPIKAHUETO HE IIPEBUILIaBa 10 ml
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Caffeine

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

He ce n3uckBa €TUKEeTHPaHe

Hsma nammana nomsmanTenHa HHGOpMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTaBKHTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Ko(enH CAS Ne: 58-08-2, 5743-12-4 <100 Acute Tox. 4 (opanna), H302 (ATE=50 mg/kg
EO Ne: 200-362-1 TENIECHO TETJI0)
EO unnzexc Ne: 613-086-00-5

3a e Texet Ha H- m EUH-nipeynpexaennsaTa 3a omacHOCT: BiK. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL
IIppBa oMol pH KOHTAKT C KOXkKaTa . /Jla ce oTCTpaHN MakCHMAJIHO Upe3 N30bpcBaHe (C YMCTa U MeKa ITONHBAIIa KbpIIa).
H’BpBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ BoJa KaTto TIpearnasHa Mspka.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

TToaxoasiu TIOKapoOTaCUTEIIHA CPEACTBA : Opesiy1o 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKHPIPI 3a raceHe Ha ImoXxapu : I[a C€ U3M0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CHCEIICTBO.

PA3JIEJI 6: Mepku npu apapuiiHO

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapS 32 CIEIHH CJIy4an

ABapuiiHH IIIAHOBE : Jla ce n30srBa BCAKAKBa M3/IUIIHA €KCIO3HIIHS.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomemanTenHa HHGOPMAHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

8.1.1 HanuoHAaTHU rPAHHYHH CTOMHOCTH HA NMPO(eCHOHATHA eKCIIO3HIHA H OHOJIOTHYHI FPAHHYHH CTOHOCTH

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIUS

8.1.2. IlpenopbYNTETHH NPOLETYPH 32 HAGII0OeHHE
Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL n PNEC

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe npoBeTpuBo nomenieHne. OGMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMyKAaTelHa BEHTUIALNS, TAKa U BEHTHJIAIMS Ha 00IIOTO
MOMEIIEHHE.

8.2.2. JImuHun npeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE W JIHIETO

Hsima HaymuHa TobIHATEIHA HHGOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOXKATA U TSIOTO:
JlaGoparopHa mpecTiika

3auuTa Ha pbUETe:
3aIUTHA PHKaBULIN
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUs

8.2.3. KoHTpo.1 Ha eKCIO3HIUATA B OKOJHATA cpela

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

31EJ 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHTE (PM3HYHH U XHMHYHHU CBOHCTBA

ArperaTtHo ChCTOSHUE . Teepno BemecTBo
Bsar . He e HanuuHO
BroHIeH By : IIpax.

Mupuc : He e Hanuuno
I'panunata Ha Mupuca : He e Hanuuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KuIIEeHe . He e Hanuuno
3anmanumocT . He e Hanuuno
I'paHuIy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCITIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temneparypa Ha pasnagaHe : He e Hanuuno
pH . He e nanuusno
pH pasrBop : He e Hanuuno
Bucko3uter, KuHEMaTu4eH : He e npunoxumo
PaszrBopumoct : Bopa: 10 -33,3 g/l
Koeduruent Ha pasnpenernenue: n-okranoi/soga (Log  : He e HamuuHO
Kow)

Hansrane na napute : He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCHUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nanmnuno

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA ONMACHOCT

Hsima Hammana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

3JEJI 10: CTa6u/IHOCT H peaKTHBHOCT

10.1. PeaknmoHHa cOCOOHOCT

CraOwiIeH npy HOPMATHH YCIIOBHS.

10.2. XumMu4HA CTAOMIHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[

10.3. Bb3MOKHOCT 32 OMACHH PeaKuu

He e u3BectHo.
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

Hsma nammana nomeimanTenHa HHGOPMAHs

Hsma nipu Hopmansa ynorpe6a. Brkre Pazzgen 7.

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

Octpa TokcH4YHOCT (OpaiiHa) . Bpenen npu norsuiane.
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduunpa
OcTpa TOKCHYHOCT (BAUIIBAHE) . He ce xnacuduunpa
Koposusnoct/npasuene Ha koxara : He ce ximacuduunpa
CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HEeHe Ha OUHTe : He ce xacudunupa
CeHcnOMIM3aIys Ha IUXaTSIHUTE TBTHINA WM Koxkata . He ce knacudummpa
MyTareHHOCT Ha 3apOJHILIHUTE KIETKU . He ce xacudunmnpa
Kanneporennoct . He ce xnacuduunpa

Kodenn (58-08-2, 5743-12-4)

IARC rpyna 3 - He moaunexxu Ha KnacuguKanys
TOKCHYHOCT 3a PEHPOAYKLHATA : He ce ximacuduunpa
CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEICICHH . He ce xnacuduunpa

OpraHH) — eJHOKPATHA eKCIO3ULIHS
CTOO (crennduyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xacudunmnpa
OpraHu) — IOBTApSIILA CE CKCIO3ULIHS

OmnacHOCT NP BAWIIIBaHE : He ce xacudunmnpa

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

14Ha MH(popManus

Exonorus - 061110 . He npencraBnsiBa KOHKpeTHA OMACHOCT 3a OKOJHATA Cpefa.
OmnacHo 3a BogHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumpa
OmnacHo 3a BoAHATa cpefia, IbITOCPOYHA (XPOHUYHA) : He ce xmacuduumpa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima Hamm4aHa TomBIHATEIHA HHGOPMAIHS

Hsma HanuvHa JOBITHHUTENHA HHOOPMAIUS

Hsma HanuvHa JOBITHHUTENHA HHOOPMAIUS

3
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

12.7. ipyru He4JIaronpusitTHu edexTu

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma Hanm4Ha JONBIHUTENTHA HHOPMALUS

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHo HAaUMEHOBAaHHUE HA NMPaTKaTa no cnucbka Ha OOH

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPAaHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakopbyHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu MpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MesKIyHApOHATA MOPCKA OPraHU3alust

He e npunoxumo

PA3IEJ 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UJIW CMECTAa HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IacHOCTTA, 3IPABETO U 0KOJHATA
cpea

15.1.1. Persiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

REACH, IIpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Cricbk Ha BelecTBaTa 3a paspeliaBaHe)
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnincska Ha REACH ¢ kanauaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B cuchbKa ¢ BeIecTBa, KOUTO HapymaBaT 030HoBus cioif (Permament EO 1005/2009): Cafteine

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C IpeKypcopy Ha B3puBHH BerecTsa (Pernament EC 2019/1148 3a npearanero Ha nas3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKOTHYHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOUSHO(H) B ciuchbKa ¢ [Ipekypcopu Ha HapkoTnuHHTe BemecTsa (Permament EO 273/2004 0oTHOCHO IPOM3BOACTBOTO H ITyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U3M0NI3BaHN 3a HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XUMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 4

H302 Bpenen npu nornsiuaxe.

Wupopmarmonen nuct 3a 6e3omnacHoct (MJIB), EC

OTKA3 OT OTT'OBOPHOCT HupopmanusTa, chabpikamia ce B To3u MHpopManmoneH et 3a 6e3011acHOCT, € ToTydeHa OT H3TOYHHIH, KOUTO CMsATaMe 3a
HaJeXIHU. Berpeku ToBa, HH(pOpMaImsTa ce IpeaocTass 6e3 HIKaKBa rapaHIs, H3pUYHA WIN 0o/pa30dupalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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