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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Midazolam for system suitability
XHUMUYECKO HAaMMEHOBAHUE : Midazolam

EO Ne 1 261-774-5

CAS Ne 1 59467-70-8

Kon Ha npoxykra : 202400619

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

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 3 H301
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OPraHy — €IHOKPaTHa H336
excriosunus, Kareropus 3, HapkoTnaau edextn

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

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'{Hl/l eq)eKT]/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

Tokcuuen TIpHA NOTJIBIIAHE. Moxe na NpPEean3BHUKa CbHIMBOCT WJIA CBETOBBPTEK.

2.2. EneMeHTH HA €THKETA

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

ok

IMTukrorpamu 3a onacHoct (CLP)

GHSO06
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHocT (CLP) : H301 - TokcudeH npu MorIbINaHe.

H336 - Mosxe 1a mpeu3BUKa ChHINBOCT HIIH CBETOBBPTEX.
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Midazolam for system suitability

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

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U36siraiite BAMIIBaHE HA Mpax/MyIIeK/Ta3/IuM/H3MapeHHs/aepo30IIu.
P301+P310 - [TPU [TOTJIBILIAHE: He3zabaBHo ce obanere Ha Jiekap.
ETukerupane B choTBeTCTBUE C: V3KIIIOYEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTO ChIbPXKAHUETO He npeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS06
2.3. [Ipyru onacHOCTH

Jlpyra napopmarms : AKTHBHO BeIIECTBO (BbB (hapMaleBTHYHU HPOJYKTH).
ITcuXOTpOIHO BEIIECTBO.
BHuMmanme - BelecTBo, KOETO BCE OIIE HE € U3IUTAHO HaIIbJIHO.

PA3JIEJI 3: CbcTaB/mH(popMamus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTuduxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Midazolam CAS Ne: 59467-70-8 <100 Acute Tox. 3 (opanna), H301 (ATE=215
EO Ne: 261-774-5 mg/kg TexecHo Terio)
STOT SE 3, H336

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

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHue Ha MepKHUTe 32 IbPBA MOMOLI

ITepBa oMo - 00N MEpKU : BbB Bcuuku ciydan Ha CbMHEHHE, WM aKO CHMIITOMHUTE IPOIBIDKABAT, HOTHPCETE MEUIIMHCKA
TIOMOIII.

ITepBa oMo IpH BUIIBaHE : M3Bezmere nMIETO HA YHCT BB3YX U I'O IIOCTaBETE B IIO3MIIMS, YIIECHBAIA AUNIaHeTo. [la ce octaBu
NOCTpaJialys Ja CU oduHe. B cirydaii Ha npriomasane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa noMoLI IPH KOHTAKT € KOXKaTa : Jla ce cBanmy 3aMBPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCcThK OT KOXKAaTa J1a Ce M3MHUE C MEK CallyH H
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOIUIA BOAA.

ITepBa oMo IPX KOHTAKT C OYHTE : M3miakuere ¢ BoJa, KaTo AbPXKUTE OYUTE MINPOKO OTBOPeHH. [loThpceTe MequIMHCKa OMOLL, aKO
0oJkarta, MUTaHETO HIIU 3a4ePBSIBAHETO IIPOJBIDKAT.

ITspBa HOMOLI IPH MOTJTBIAHE : Msnnaksere ycrara ¢ Boza (caMo aKo IIOCTpaJalysaT € B Ch3HaHKe). Hukora He aBaiite HUIIO TIpe3
ycrara Ha 4oBek B Oe3ch3Hanne. Hesabasno ce obanere B LIEHTBP I[10 TOKCUKOJIOI' US/Ha
neKap.

4.2. Hali-chblecTBeH! OCTPM M HACTBIIBALIHU CJIe/I U3BECTECH NEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OPM&LIPI}I

4.3. Yka3anue 3a He00X0AHMOCTTA OT BCIKAKBHM HEOT/I0KHH MEAMIUHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap

IMoaXo/sIIH T0XKAPOTACUTEIIHI CPEICTBA : Jla ce u3mon3Bat cpeacTBa, MOAXOMAIIM 3a FACCHE HA MOXKapH B ChCEACTBO. BhriepoaeH arokcus.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OT'bHSI.
Hernoaxos1uy mo)aporacuTelIH| CPeICTBa : Jla He ce n3moN3Ba CHIIHA BOJHA CTPYSL.
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Midazolam for system suitability

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

OnacHu NPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1moxxap . Hemwanoto TOpeHe OCBOGO)KI[aBa OmaceH BBIVIEPOJACH OKHUC, BBITIEPOJACH ABYOKHUC U APYTd TOKCUYHH
TazoBe. Bb3MOXKHO € OTJeNIHETO Ha TOKCHUHHU H3MIapCHUs.

MHcTpyKuunu 3a raceHe Ha HOXXapH : Jla He ce momycka U3moj3BaHaTa B 6opbara ¢ moxkapa BojJa Jia 3aMbpPCH OKOJIHATa Cpefa.
3aiyta Ipy raceHe Ha moxap : Jla He ce mpeanprema Hameca 0e3 MOAXOSIIO 3ALMTHO 000pyABaHe. ABTOHOMEH H H30JIHMPALL]
arapar 3a AuxaresHa 3aunmTa. [IeiHa 3amura Ha TI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OGH.IH MEpPKH : I{a ce n30srBa KOHTAKT C KoOXaTa, O4UTE U APEXUTE.

3a nepcoHasl, KOWTO He 0TroBaps 3a CHEUIHH CJIy4Yan

ABapuiiHu Mm1aHOBE : Jla ce OTCTpaHu HEHYKHUS NIEPCOHA.

3a JMIATA, OTTOBOPHHU 32 CHELIHHU CJIy4Yau

3aImuTHY cpesicTBa : Jla He ce npenpremMa HaMmeca 6e3 IOAXO/ISIIO 3aIUTHO 060pyABaHe. 3a noBede HHMOpMALKs,
BIoKTe pasznen §: "KOHTpol Ha ekcro3uusITa/ IMYHU MpeJa3Hu cpeacTna’.

)Ia ce n3bsraa H3IIyCKaHE B OKOJIHaTa cpeaa. HpelIOTBpaTCT € HaBJIN3aHETO B KAHAJIU3AIMSTA M B OOIIECTBEHUTE BOJIHU.

3a 3agbpprkaHe : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B IIOJXOIAI KOHTEHHEp 3a 00e3BpeK1aHe Ha OTIIAaIbIIH.
Mertoau 3a mouncTBaHe : Ilouncrere 3aMBpCEHNTE NOBBPXHOCTH OOMITHO ¢ BoJa. IlouncTBane ¢ MOMINTA Ha JIETEPTEHT.

Bmxre Paznen 13 otHOcHO nHbOpMarus 3a 06e3BpekIaHe Ha OTIALBIHTE.

Tpenmasuu Mepku 3a 6e3omacHa pabora : Jla ce n30srBa BCSKaKBa M3JUIIHA eKCo3umus. [la ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU . Jla He ce siae, MUe WIK MyIIH P ynoTpeba Ha npoAykra. Jla He ce u3Hacs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOTO IIOMCHICHHC. I[a C€ UBMUAT PBUECTE NPECAU NOYUBKUTE U CICT
TIPUKITIOYBAaHC HA pa60TaTa.

Vcnosus 3a CbXpaHsABaHE : I{a C€ CbXpaHsBa HA I[OGPC TIPOBETPUBO MSACTO. CpabT 1a ce ChbXpaHsABa INIBTHO 3aTBOPECH. I[a ce
T1a3u OT TOIVIMHA U MpsKa CJIbHYCBA CBETINHA.
OnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTBﬁHepH.

Hsima HanmMuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 8: KonTpo. Ha eKCIO3UIMATA/INYHH NPeANa3Hi CPeACcTBA

Hsima HanmuHa JOMIBJIHUTETHA PIH(I)OpMaI.IHﬂ
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Midazolam for system suitability

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

MMoaxoasig HHKEHEPEeH KOHTPOJI

TMoaxoasiiy MHKeHepPeH KOHTPOJI:
Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKAaTeJIHA BEHTUIIAIMS, TaKa U BEHTUJIALKS Ha 00II0TO
nomemenue. C Marepraia TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOJIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrsa

3ammuTa HA OYHTE U JHIETO

3ammuTa Ha ounTe:

Ja ce HocsT npeanasznu ounna. [Ipeanasuu ounna cbe crpannyHa 3amuTa. (EN 166)
3amuTa Ha KokKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HocH TOAXOAAIIO Tpena3Ho 06nekio. JlaboparopHa ynorpeba : JlabopatopHa npecriika. (EN 13034)

3amura Ha phLeTe:
Jla ce HOCST MOAXOISIY PHKABULY. XUMUYECKH YCTONUNBY npena3nu pbkasuny. (EN 374)

3ammTa HA UXATEJTHUTE MHTHIIA

3amuTa Ha AMXATEJHATE BTHINA:
B ciyuait Ha o6pa3yBaHe Ha IIpax jia ce W3I10JI3Ba arnapar 3a Aumane ¢ puiarsp: P3

PA3IEJI 9: ®u3nyHu 1 XMMMYHHM CBOMCTBA

9.1. Uudopmansi OTHOCHO OCHOBHHUTE (PM3HMYHHM U XUMHUYHHU CBOIHCTBA

ATrperatHo cbCTOSHUE : TBBpIO BELIECTBO
IBsT . He e Hanmuuno
BrbHiieH Bug : Ilpax.

Mupuc : He e Hanuuno
I'panunara Ha Mupuca : He e Hanuuno
Touka Ha TONIEHE . He e HannyHO
Touka Ha 3aMpb3BaHe . He e HamnuHO
Touka Ha KHIICHE . He e HamuunO
3amaaumoct . He e HannuHO
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepatypa . He e npuoxumo
Temmeparypa Ha camo3amajBaHe . He e npuoxumo
Temmeparypa Ha pa3iaraHe . He e HannuHo
pH : He e manuuno
pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHYeH . He e npuoxumo
PazrBopumoct : Bopma: <0.1 g/l
KoedummenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammuHO
Kow)

Hansrane na napure . He e mamuunO
Hansrane na mapute npu 50°C : He e manuuno
IIneTHOCT . He e mamuuno
OTHOCHUTENHA IUTBTHOCT . He e HanuuHo
OTHOCHUTENHA IUTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha wactuiure . He e mamuuno
9.2. Ipyra unpopmanus

Hsima Hanmana JOITBJIHUTCITHA HH(I]OpMaI_II/ISI
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Midazolam for system suitability

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

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

JI 11: TokcukoJornyHa mHpopmManus

OcTtpa TOKCUYHOCT (OpainHa) : ToxcuyeH nmpu MorbLIaHe.
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncsat faHam)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)

Midazolam (59467-70-8)

LD50 opanso mrbx 215 mg/kg (RTECS NI12922190)
KoposusHoct/npasHene Ha Koxara : He ce xnacudunupa (Jluncsat nanxm)
Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUnuTe . He ce ximacuduuupa (Jluncsat 1aHam)
CeHcubunM3anys Ha JUXaTelHUTE MbTUINA K koxata  : He ce kimacuduuupa (JIuncear nanam)
MyTareHHOCT Ha 3apOJIUIITHATE KIECTKA : He ce xmacudumupa (JIuncear nanHm)
Kanneporennoct : He ce xnacudunupa (Jluncsat nanxm)
TokcHuuHOCT 32 PEIPOLYKIHATA . He ce xnacuduuupa (JIuncear jaHH#H)
CTOO (crneuuduyHa TOKCHYHOCT 32 ONPECIeHU : Moxe n1a mpean3BUKa ChbHIUBOCT MM CBETOBBPTEXK.

OpraHu) — eIHOKpPAaTHA EKCITO3ULIUS

CTOO (cnenn@uyHa TOKCHYHOCT 3a OIPEIEICHA : He ce xnacudunupa (JIunceat nanau)

OpraHy) — HOBTapsILIa Ce SKCIIO3ULHS

OmnacHOCT NpH BANIIBaHE : He ce xnmacudunupa (TexHndecka HEBB3MOKHOCT 3a IIOTydaBaHEe HA JTAHHH)

Hsma Hanu4Ha qOMBIHUTENHA HHOPMAIHS

PA3JIEJI 12: Exonoruyna ungopmanus

OmacHo 3a BogHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xnacudunupa (Jluncat nanxm)
OmacHo 3a BogHAaTa cpefia, JbITOCPOUYHA (XPOHUYHA) : He ce xnacudunupa (Jluncat nanHm)

Midazolam (59467-70-8)

YcToiYMBOCT U pa3rpaiuMocT | He ce pasrpaxna 6Bp30
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Midazolam for system suitability

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: OGe3Bpexaane Ha OTHAAbLIUTE

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

UN 2811 UN 2811 UN 2811

14.2. TouHo HaUMeHOBaHHE HAa MpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPAO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'’AHMYHO, H.Y K.

Onucanne HA TPAHCHOPTHHTE TOKYMEHTH

UN 2811 TOKCMYHO TBBPJIO BELIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, III
OPI'AHMYHO, H.Y K., 6.1, III, (E) 1II

14.3. Knac(oBe) Ha 0NAaCHOCT MPH TPAaHCIOPTHPaHe

6.1 6.1 6.1
6 6
14.4. OnakoBb4Ha rpyna
11 1T 11
14.5. OnacHocTH 32 OKOJIHATA cpeaa
OnacHo 3a okojHaTa cpena: He OnacHo 3a okosHata cpena: He OnacHo 3a okosiHara cpeza: He

Mopcku 3ambpeuten: He
EmS-Ne (IToxap): F-A
EmS-Ne (PasnuB): S-A

Hsima nombiHHTENIHA HANTUMYHA PIH(i)OpMaHH?I
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I/IH(I)OpMaL[I/IOHeH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

14.6. Cnenma;THu npeana3Hu MePKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT

Krnacudukannonen xox (ADR) T2
Criennanuu pasnopenou (ADR) 1 274,614
Orpannuenu konuyectsa (ADR) . Skg
W3kmouenu konmyectsa (ADR) . El
OnakoBbunu uHCTpyKLIuK (ADR) : P002, IBCOS, LP02, ROO1
CriennanHy onakoBb4HU pasznopenou (ADR) : B3
Cwmecenu onakoBku (ADR) : MP10
WHcTpyKuuu 3a NPEeHOCUMH LIUCTEPHU U KOoHTelHepu 3a @ T1
HacunHu ToBapu (ADR)
CriennaiiHy pa3nopendy OTHOCHO NMPEHOCUMU Luctepan @ TP33
U KOHTelHepH 3a HacunHu ToBapu (ADR)
Konose 3a nucrepau (ADR) . SGAH, L4BH
Criennaniu pasnopendu oTHocHO uucrepHu (ADR) : TUI15, TEI9
IIpeBo3HO CpesCTBO 3a PEBO3 B LIUCTEPHHU T AT
Tpancnoprha kareropus (ADR) )
Criennaniu pasnopendu 3a npeso3 - HacunHo : VCI, VC2, AP7
cwerosinue (ADR)
Criennaiiiy pasnopesou 3a npeBo3 - TOBapeHe, : CVI13,CV28
pasroBapBane 1 obpaboTka (ADR)
CrienpaiiHy pasnopenou 3a NpeBo3 — ONEePaTUBHU : S9
n3uckBanus (ADR)
Unentudukannonen HoMep 3a onacHoct (Kemnep No.) @ 60
OpanxeBu Tabenu :

60

2811

Kon 3a TyHennu orpanudenus (ADR) : E

TpancnopT o mope

Crennanuu pasnopenou (IMDG) 1 223,274
Orpannyenn konudectsa (IMDG) : Skg
Nzkimouenu konuuecta (IMDG) . El
Onakobunu uHcTpykuuu (IMDG) : P002
IBC onakopbunu unctpykuuu (IMDG) : IBCOS8
IBC cneunanuu pasnopeadu (IMDG) : B3
WHerpykuuu 3a nucrepuu ( IMDG) ¢ Tl
Criennaniu pasnopendou otHocHo uucrepuu (IMDG) . TP33
Kareropus na ToBapene ( IMDG) DA
[Tnamua remneparypa (IMDG) :

CaoiictBa u Habmonenus (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

B'b?:)"[ylllel-l TPpaHCHmopT

PCA Uzkmouenu konudectsa (IATA) . El
PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U 1 Y645
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMUECTBO 3a OTPaHUYEHO : 10kg
KOJIMYECTBO IIbTHUUYECKU camoneT U kapro (IATA)

PCA MHcTpyKiuy 3a orlakoBaHe MbTHUUECKH caMolieTu : 670
kapro (IATA)

PCA MakcuMasaHO HETHO KOJIMYECTBO IIbTHUYECKH : 100kg
camoutet u kapro (IATA)

WHcrpykiun 3a onakoate camo kapro (IATA) 1 677
MaxkcHuMatHO HeTHO KondecTBo camo kapro (IATA) : 200kg
Cnenuanuu pasnopenou (IATA) 1 A3, AS
ERG xon (IATA) : 6L

14.7. MopcKu TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MesK/IyHapOo/iHATa MOPCKA OPraHu3alus

He e npunoxumo
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Midazolam for system suitability

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

3AEJI 15: Uadopmanys OTHOCHO HOPMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BeLIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/IaHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHUs U TEXHOJIOTHH C JIBOWHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIOYEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Benecta (Perimament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M ITYCKAHETO
Ha I1a3apa Ha OIIpeJielIeHH BEIeCTBa, N3II0I3BaHU 32 He3aKOHHO IIPOM3BO/ICTBO HA HAPKOTHYHH HJIM IICHXOTPOIIHH BEIIECTBA)

15.2. OuneHka Ha 0€30NMaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

3AEJI 16: Ipyra nngopmanus

II'bnen Texker na H- u EUH-npegynpeskaeHusiTa 3a oacHOCT:

Acute Tox. 3 (opaiHa) Ocrtpa TokcnuHocT (opaina), Kareropus 3

H301 ToKCHYEH NpH MOTITbILAHE.

H336 Moske ia IpeU3BUKa CHHIMBOCT MIIH CBETOBBPTEK.

STOT SE 3 Crernuuyaa TOKCHYHOCT 32 ONpeJIeIeHH OpTaHy — €AHOKpaTHA eKcIo3uius, Kareropus 3, HapkoTHIHH eheKTH

Nupopmarmonen suct 3a 6e3onacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGOopMaIoHeH JIMCT 3a 6€30MaCHOCT, € MOJy4eHa OT W3TOYHHIIN, KOUTO CMsITaMe 3a
HazjekIHU. Bpnpeku ToBa, MHpopMaIuaTa ce NpeocTaBs 0e3 HUKAaKBa TapaHIus, N3pUYHA WK MOo/Ipasbuparia ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIOBHATA UIN
MeTozuTe 3a paboTa, ChXpaHEeHHe, yIoTpeda Wik 00e3BpexkJaHe Ha MPOAyKTa ca H3BBbH HAIIKS KOHTPOI U MOXKE 1a ca U3BBH Halata KomrneTeHTHOCT. [Topanu
Ta3W U JPYTU OPHYNHY, HEE He TI0eMaMe OTTOBOPHOCT M H3PHYHO C€ OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH HIN Pa3XOJH, IPOM3THYAIIHN OT WIH CBbP3aHH
110 HAKAKBB HAUUH ¢ paboTaTa, CbXpaHEHUETO, yHoTpedaTa Wik 00e3BpexkIaHeTo Ha poaykTa. To3u MHdopMannoHeH nucT 3a 6e30IaCHOCT € U3TOTBEH U TPsIOBa
Jla ce U3IOI3BA CaMo 3a TO3H MPOLYKT. AKO IPOAYKTHT C€ U3IOI3BA KaTO ChCTaBKa HA APYTH IPOLYKTH, HaMUYHaTa HH(GOpMaNus OH MOTIIa Ja ce OKaKe
HenpuiokuMa. Ta3u nHdopMmals ce 0OCHOBaBa Ha HAIINTE TEKyIIH MIO3HAHMS U € IpeAHa3HaueHa Ja JaJie OMHUCaHHe Ha IPOIYKTa caMo 3a IeNUTe Ha
3ApaBeona3BaHeTo, 0€30IaCHOCTTa M OKOJIHATA cpefia. [lopaau ToBa, TS He TpAOBa 1a ce THIKyBa KaTO TapaHIus 3a CBOMCTBATA HA IPOLYKTA.
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