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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa : Cmec
HanmeHoBaHue Ha MpOyKTa : Temazepam for system suitability
Kon na npoxykra : 202300154

1.2. UneHTHUIMPAHH BU/I0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropus Ha ynorpeba : IpomykThT e mpegHA3HAUCH 3a H3CJICBAHMS, AaHAM3U U HAyYHO-00Pa30BaTEIHH IIENIH.
VYnorpeba Ha BEIECTBOTO/CMECTa : Camo 3a npodecroHanHa ynorpeda
OyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KOUTo He ce NPenopbLYBAT

OrpannueHns 3a ynorpeda . Jla ne ce uznonssa : [lornmemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHUS JIHCT 32 6€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
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO WJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainna), Kareropus 4 H302
TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2 H361d
TOKCHYHOCT 32 PENPONYKIMATA, TOBIHHTEIHA KATETOPHS, €PEKTH BBPXY HIN H362
4pe3 JIaKTaluATa

CrenniyHa TOKCHYHOCT 3a ONPE/IENICHN OpTaHH — €IHOKPaTHA EKCITO3MIINS, H336
Kareropust 3, HApKOTHYHM epeKTH

3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMPl‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTEJICTBA.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue
Coabpxa : Temazepam
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H336 - Mosxe 1a mpeu3BUKa CHHINBOCT HIIH CBETOBBPTEX.

12/04/2023 ([laTa Ha u3naBaHe) BG (6warapckn) 1/9


mailto:sds@edqm.eu
http://www.edqm.eu/

Temazepam for system suitability

HH(I)OpMaHI/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

H361d - IIpeanonara ce, ue yBpex/a mioja.
H362 - Moxe na Ob/1e BpesieH 3a KbpMauerTa.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He usnon3BaiiTe npeay Aa CTe MpoYeau ¥ pa3opani BCHYKH NPEIIa3Hu MEPKH 32
0e30MacHOCT.
P260 - He BnumBaiiTe npax/mymek/ra3/ 1uM/u3napeHus/acpo3oim.
P263 - Jla ce n304rBa KOHTAKT 10 BpeMe Ha OPEMEHHOCT U IPH KbPMEHE.
P264 - Jla ce u3mue pbLeTe 10 JIJAKTUTE U JIMIETO CTAPATENIHO e ynoTpeda.
P270 - [la He ce sine, nmue WK MyIIU Py ynoTpeda Ha MPOayKTa.
P271 - Jla ce u3non3Ba caMo Ha OTKPUTO HIIM Ha 100pE MPOBETPUBO MSACTO.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 32 3allUTa Ha CIIyXa.
P301+P312 - [TPU ITIOT'JTBIIAHE: npu Hepasnosnoxenue ce obanere B LIEHTBP I10
TOKCHKOJIOT' M unu Ha nexap.
P304+P340 - [TPU BAWILIBAHE: 13Benere IUIETO HA YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yJIeCHsBAIIA AULIAHETO.
P308+P313 - [1PU siBHa mim mpeAnonaraeMa eKcrno3unust: I10Tbpcere MeANIMHCKH ChBET/IOMOLI.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBP 10 TOKCUKOJIOI'US nnu Ha nekap.
P330 - M3mnakHere ycrara.
P403+P233 - Jla ce chxpansiBa Ha 0Ope MPOBETPHUBO MACTO. CHABT J1a Ce ChXPaHsBa ITBTHO
3aTBOPCH.
P405 - [la ce cpxpaHsiBa 1oJ KJIr04.
P501 - CbappixkaHHETO/ChIBT 1A CC U3XBBPIIH B IMYHKT 33 ChOMPaHEe Ha OMACHU MU CIICHUATHI
OTHajblH, B ChOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/HIN MEXILyHapOIHU
pasnopenou.

EtukeTHpaHe B ChOTBETCTBHUE C: U3KIIIOUCHHMS 3@ BBTPEILIHH ONAKOBKH, KOraTo ChAbPKAHUETO He NpeBuiiasa 10 ml

IMuxrorpamu 3a onacHoct (CLP)

GHSO08
OnacHM CbCTaBKU : Temazepam

2.3. Ipyr" onacHOCTH

He cpabpxa PBT/vPvB Bemectsa > 0.1%, onenenn B ceotBercTre ¢ [Tpunoxenne XIII Ha Permamenr REACH

CMecTa He ChIbpika BellecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, H3rOTBEH B choTBeTCTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a mpurexaBaHeTo Ha CBOICTBa,
HapyIaBamy (pyHKIMNTE HAa eHAOKPHHHATA CHCTEMA, HIIH 32 KOETO/KOMTO HE € YCTaHOBEHO, e MMa(T) CBOMCTBA, HapylaBaly QYHKIMHUTE Ha €HJOKPUHHATA
CHCTEMa, B ChOTBETCTBUE C Kputepuute, onpezenenu B lenerupan Pernament (EC) 2017/2100 na Komucusra i Pernament (EC) 2018/605 na Komucusita B
KOHIIEHTpaLKsl, paBHa MU 10-BUcoka ot 0,1 TernoseH %.

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemecTBa

He e npunoxumo

3.2. Cmecn

HaumenoBanue HnenTudguxarop Ha % Kiaacudukauus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]

Temazepam - >95- <100 Acute Tox. 4 (opanna), H302 (ATE=1833

mg/kg TexecHo Terio)
Repr. 2, H361d

Lact., H362

STOT SE 3, H336
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Temazepam for system suitability

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

HaumeHnoBanue HNnentnduxarop Ha % Knacndukanusi B cbOTBeTCTBHE €
NMPOAYKTa Persament (EO) Ne 1272/2008 [CLP]

Oxazepam - >0,01- <1 Carc. 2, H351
Repr. 2, H361d
Lact., H362
STOT SE 3, H336

3a mpauus TekeT Ha H- n EUH-npenynpeskeHusaTa 3a OIAacHOCT: BXK. pa3jen 16

PA3JIEJI 4: Mep

IIspBa momomy IpH KOHTAKT ¢ KOXKaTa : Jla ce oTCTpaHM MaKCHMAJHO 4pe3 H30bpcBaHe (C 4MCTa M MEKa MONHUBAIIA KbPIa).
IIppBa momony IpH KOHTAKT C OYUTE : H3nnakHere ounte ¢ BOAa KaToO MpeaNa3Ha MsIpKa.

Hsima HanmuuHa TOMIBJIHUTETHA PlH(l)OpMaI.II/Iﬂ

Hsima HaymMuHa OMIBJIHUTETHA PlH(bOpMaHHﬂ

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TTonxonsum TI0KapOTacUTECIIHU CPELCTBA : Opesuno 3a 3aracsiHe Ha OI'bHS.

OmnacHOCT OT 1oXap : Bwx maparpad 2.2.

I/IHCpr'KIII/II/I 3a raceHe Ha Ioxxapu . ,Zla C€ U3M0JI3BAaT CPEACTBA, IIOAXOAAIIN 32 raCEHE Ha I10Kapy B CbCEIACTBO.

Mepku npu aBapuiitHO U

6.1.1. 3a mepcoHaJ, KOHTO He OTTOBAPS 32 CIIELIHH CJIy4aH

ABapHﬁHH TTaHOBE : I{a ce U30srBa BCSIKAKBa M3JIHIITHA CKCIIO3U LU,

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHIEUIHH CJIy4Yan

Hsima Hanu4Ha qOMbIHUTENHA HHOOpMATHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuuHa TOMBJIHUTETHA PlH(l)OpMaI.II/Iﬂ

Hsima HanmMuHa OMIBJIHUTETHA PlH(bOpMaHHﬂ
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Temazepam for system suitability

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

PA3JIEJI 7: O0paboTka u chbXpaHeHHe

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

Bux maparpag 1.

PA3JIEJI 8: KoHTpoJ1 Ha eKCIO3UIMATA/JINYHH NPeANa3Hi CPeACTBA

8.1.1 HanMoHaJHH IPAHHYHHU CTOIHOCTH HA NPO(QECHOHATHA eKCNO3UIUs H OHOJOrHYHY TPAHUYHH CTOHHOCTH

Hsma HanuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IIpenopbyuTEeIHN NPOLEAYPH 32 HAGJIIO/IEHUE
Hsma nannana nomsiHATENHA HHOOPMAIHS

8.1.3. OGpa3yBaT ce 3aMbPCHTEJIN HA Bb3yXa

HsiMa Hanu4Ha JOMBIHUTENHA HHPOPMALUSL

8.1.4. DNEL u PNEC

Hswma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaI.II/ISI

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

8.2.1. IToaxoasil TeXHHYeCKH KOHTPOJI

TMoaxoasiuy TeXHHYECKH KOHTPOJI:
I{a C€ CbXpaHsiBa B ,u06pe IIPOBETPUBO INOMCIICHUEC. OOUKHOBEHO CE U3MCKBAT KaKTO MECTHA CMyKaT€JIHa BCHTHUIIALKsA, TaKa U BEHTUJIallU Ha 00110TO
TIOMEUICHHUE.

8.2.2. JIuunu nNpeanasHu CPeaCcTBa

8.2.2.1. 3amuTa HA OYHTE W JIUIETO

HsimMa Hanu4Ha JOMBIHUTENTHA HHPOPMALHSL
8.2.2.2. [Ipeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATa H TAJIOTO:
JlaboparopHa npecTuika

3amura Ha pbLeTe:
3auMTHA PHKABUIIN

8.2.2.3. 3amuTa HA TUXATETHUTE MbTHIA

Hsima HanuyHa AONBIHUTEIHA HH(l)OpMaLIPIﬂ

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanuyHa nonbiaHUTENHA HHOOpMALHS

8.2.3. KoHTpo.1 Ha eKCNo3HIMATA B OKOJIHATA cpea

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ
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Temazepam for system suitability

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

PA3IEJI 9: ®u3u4yHN 1 XUMHUYHU CBOMCTBA

ArperatHo CbCTOSTHHE : TBBPAO BELIECTBO
st . He e nanuuno
Mupuc : He e Hanu4HO
I'panunara Ha mupuca : He e Hanu4HO
Touka Ha TONEHE . He e nanuuno
Touka Ha 3aMpb3BaHe . He e nanmuuno
Touka Ha KUTICHE . He e nanmuuno
3anajauMoct . He e nanmuuno
I'panuim Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha KCIIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe . He e HannuHo
pH : He e Hannuno
pH pasrBop : He e Hannuno
Bucko3urer, KHHEMaTHYEH . He e npunoxumo
PazrBopumoct . He e HanuuHO
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e nanmuuno
Kow)

Hansrane Ha napure . He e HannuHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IInpTHOCT . He e HannuHO
OTHOCHUTEIHA IUITBTHOCT . He e HannuHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pa3mep Ha yacTunure . He e HannuHO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacOBeTe HA (PU3NYHA ONACHOCT

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBJIHUTETHA HH(I)OpMaHHﬂ

CrabuieH npy HOPMAJTHU YCIIOBHS.

Hsma Hanu4Ha qonbiIHUTENHA HHOOpMALHS

He e u3BectHO.

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma mpu HopmanHa ynotpe6a. Buokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OIIaCHU U3IapCHUs.

12/04/2023 ([lata Ha u3gaBaHe) BG (6barapckn) 5/9



Temazepam for system suitability

HudopmarmoneH aucT 3a 6€300acHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

31EJI 11: Toxkcukoaornysa nagpopmanus

11.1. Undopmanus 3a KJIacoBeTe HA ONMACHOCT, onpeneaeHu B Perimament (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpanHa)
OcTpa TOKCUYHOCT (iepMaiHa)

OcTpa TOKCUYHOCT (BIUILIBAHE)

Bpenen npu normbiaxe.

He ce knacu¢umupa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE ca U3MIBIHCHH KPUTEPHUTE 38
KIacupHIEpaHe)

He ce knacu¢uuupa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE ca U3MIBIHCHU KPUTEPHUTE 32
KIacupHIEpaHe)

Temazepam for system suitability

ATE CLP (opanna)

‘ 1842,211 mg/kg TenecHo Terio

Temazepam

LD50 opanHo mibx

‘ 1833 mg/kg

Oxazepam

LD50 opanHo mrbx

‘ > 8 g/kg RTECS Ne: DF1400000

KOpOSI/IBHOCT/I[pa3HeHC Ha KoXaTa

Cepuro3HO yBpeKJaHe Ha OYMTE/IPa3HEHE HA OYHMTE

CeHcuOMIM3anus Ha AUXATEIIHUTE IBTUIIA WK KOXKaTa

MyTal"eHHOCT Ha 3apOIUIITHUTE KIICTKH

He ce kiacu¢uuupa (B3 0CHOBa Ha HAIMYHUTE JAHHU HE Ca M3IIBIHCHH KPUTEPHHUTE 32
KIacH(pHIIpaHe)
He ce xnacuguuupa (B3 0CHOBa Ha HAIMYHUTE JAHHU HE Ca M3IIBIHCHH KPUTEPHHUTE 32
KJIacuuIupane)
He ce knacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHU HE Ca M3IBIHCHHU KPUTCPHUHTE 32
KiacuuIpane)
He ce xiacuguuupa (B3 0cHOBa Ha HAIMYHUTE JAHHU HE Ca M3IBJIHCHU KPUTEPUHTE 32
KIacupHIIpaHe)

KanreporeHHocT He ce knacu¢unupa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE ca U3I'BIHCHU KPUTEPHUTE 32
KIacH(pHIIpaHe)
Temazepam
IARC rpyna ‘ 3 - He moasexu Ha KiacuuKarms
Oxazepam
IARC rpyna ‘ 2B - Moxe 1a ObJie KaHIIEPOT'CHEH 3a YOBEKa

TOKCHYHOCT 3a PeHpOAyKIHATA
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEICICHN
OpraHu) — €JIHOKPATHA EKCIIO3HIIUSI

Ipexnnonara ce, ye yBpexaa mioaa. Moxe 1a Ob/ie BpeieH 3a KbpMauera.

Moxe na npeanu3BUKa CbHIUBOCT UJIM CBETOBBPTEK.

Temazepam

CTOO (cneuuduyHa TOKCHYHOCT 3a ONPEICICHA OPraHH)
— CJHOKpATHA CKCIIO3HUIHS

Moke Ja nNpeau3BUKa ChbHIUBOCT UM CBETOBBPTEK.

Oxazepam

CTOO (cmenuduyHa TOKCHYHOCT 33 OIPEIEICHH OPraHH)
— ©JHOKpATHA CKCIIO3HIHS

Moxe na TIpEeaN3BUKA ChbHIMBOCT WJIA CBETOBBPTEK.

CTOO (cneuuduyHa TOKCHYHOCT 3a ONPEACICHN
Opranu) — MOBTaPSIIIa C€ EKCITO3UIIHSI

OnacHocT Py BAUIIBAHE

11.2. Mudopmanust 3a Ipyrd ONacCHOCTH

Hsima HanuyHa AONBIHUTEIHA P[H(i)OpMaI.II/IH

He ce knacudunupa (B3 ocHOBa Ha HAIMYHKUTE JAHHU HE Ca U3IIBJIHEHH KPUTCPUUTE 3a
KIacuuupane)

He ce Knacnqmunpa (Texauqecxa HEBB3MOXHOCT 3a I10J1yJYaBaHEC Ha ,IlaHHI/I)

3AEJI 12: Exonoruuda uadopmanus

12.1. TokcuuHOCT

Exoutorust - 001110

He NpeaACTaB/IsIBa KOHKPETHA OIMMACHOCT 3a OKOJIHATa Cpeaa.
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Temazepam for system suitability

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

OmacHo 3a BogHaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xnacudunupa (B3 ocHOBa Ha HAJIMYHUTE JAHHH HE Ca M3ITBIHCHNH KPUTEPUHTE 32
KnacuuImpaHe)

OmnacHo 3a BogHAaTa cpefia, JbITOCPOUYHA (XPOHUYHA) : He ce xnacudunupa (Bb3 ocHOBa Ha HAJIMYHUTE JAHHH HE Ca U3ITBIHCHH KPUTEPUHTE 32
KIacupHIEpane)

He ce pasrpaxna 66p30

Hsma HanuvHa ZONBIHUTENHA HHPOPMALIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TONBIHUTENHA HHDOpMAIHS

Hsima Hanu4Ha TONMbIHUTENHA HHOOpMATHS

PA3JIEJI 13: O6e3Bpe:kaane Ha OTHAAbLUTE

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 14: Un¢dopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHPUKAIIHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npuinoxumo

14.2. TouHo HaMMeHOBaHMe HA NMpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha omacHOCT NPH TPAHCHOPTHPAHE

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e mpunoxumo He e mpunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpea

He e npunoxxumo He e npunoxumo He e npunoxumo

Hsima nombiiHHTENIHA HANTMYHA PIH(bOpMaHHﬂ

CyxonmbTeH TPaHCIOPT
He e npunoxumo
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Temazepam for system suitability

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

TpaHcnopT no mope
He e npunoxumo

Bb3aymien TpancnopT
He e npunoxumo

14.7. MopcKu TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHApO/HATA MOPCKA OPraHu3aIus

He e npunoxumo

PA3JIEJI 15: WH¢popMmanusi OTHOCHO HOPMATHBHATA ypeada

15.1. CnenuduyHu 3a BemiecTBOTO UJIH CMECTA HOPMATHBHA ypea0a/3aK0OHOAATEICTBO OTHOCHO 0€30I1aCHOCTTA, 3PABETO H OKOJIHATA
cpeaa

15.1.1. Pernamentn na EC

REACH Ilpuaosxenne XVII (YciaoBus 3a orpaHnyaBaHe)

He cpabpika BemectBo(a), BmoyeHo(u) B [Ipunoxenne XVII na REACH (YcnoBust 3a orpannuaBane)

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peniaBane)

He cpappixa BemecTBo(a), BkitodeHo(n) B [Ipmnoxenne XIV va REACH (Cnmchk Ha BemecTBara 3a pa3peliaBaHe)
REACH Cnucbk ¢ kanauaat-seurectsa (SVHC)

He cpabpika BemecTBo(a), BKimoyeHo(1) B cniuckka Ha REACH ¢ kanaunar-seriecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToiiunBU OPraHuyHU 3aMbPCUTE/IH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelllecTBa, KOMTO HapymaBat o3oHoBus cjoii (EC 1005/2009)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C BEIIECTBA, KOUTO HapymasaT 030HOBUA cioi (Permament EO 1005/2009 oTHOCHO BemecTBa, KOUTO
HapyLIaBaT 030HOBHUSI CIIOH)

PersiaMeHT 0THOCHO npeKypcopHuTe Ha B3puBHH BeulectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ MIPeKypcopy Ha B3puBHHU BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpabppika BemecTBo(a), BKIOYEHO(1) B ciuchka ¢ [Ipekypcopu Ha HapkoTiuHuTe BemecTa (Perimament EO 273/2004 0THOCHO MPOU3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BEUIECTBa, N3I0JI3BaHH 32 HE3aKOHHO MIPOU3BOICTBO HAa HAPKOTUYHH MIIH TICHXOTPOITHH BEILIECTBA)

15.1.2. HauuoHaJHu pa3nopeadon

Hsma HanuyHa AOMBIHUTEIHA HH(bOpMa].II/IH

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

Hsma HanuyHa AONBIHUTEHA I/IH(bOpMaI.II/IH

PA3JIEJI 16: Ipyra uadgopmanus

II'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanma) Ocrtpa TokcuuHOCT (OpanHa), Kareropus 4

Carc. 2 Kanueporennoct, Kareropus 2

H302 Bpenen npu nornsiuase.

H336 Moxxe J1a peAn3BUKa ChbHIMBOCT HJIM CBETOBBPTEXK.
H351 IIpenmnonara ce, ye NPUUUHABA PaK.

H361d TIpeamnosara ce, 4e yBpex/aa IIozaa.
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Temazepam for system suitability

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

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0lacHOCT:

H362 Mosxe a Ob/ie BpelieH 3a KbpMayeTa.

Lact. TokcruaHOCT 32 PEHPOLYKIHATA, JOMBIHATEIHA KaTETOpHs, epeKTH BbPXY WX Upe3 JIAKTalusTa

Repr. 2 Tokcuuanoct 3a penpoxykmusra, Kareropus 2

STOT SE 3 Crerriyaa TOKCHYHOCT 32 ONpe/IeIeHH OPraHd — eAHOKpaTHA ekcro3uimsi, Karteropus 3, HapkOTHIHH e)eKTH

Kaacuduuupane u npoueaypa, U3no/13BaHa 3a MoJIy4aBaHe Ha KJIacu(UKALUATA 32 cMecH cbriiacHo Persament (EO) Ne 1272/2008

[CLP]:

Acute Tox. 4 (opanna) H302 M3uucnurenen MeTox
Repr. 2 H361d W3unciureneH METo
Lact. H362 W3unciureneH METo1
STOT SE 3 H336 W3unciuresieH METOI

Wupopmarmonen auct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusTa, cbabpikamia ce B To3u MHpopMaoHeH JucT 3a 6e30MacHoCT, € HOJIyYeHa OT H3TOYHHUIIN, KOUTO CMsITaMe 3a

HaJeKIHH. Bblpexn ToBa, MHpopManusTa ce npeocTass 0e3 HUKaKBa rapaHIys, H3pUYHA WK HOpa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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