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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
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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
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
TokcuuHoCT 3a penpoaykuusTa, Kareropus 2 H361
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH — €IHOKPaTHa H336

excriosunus, Kareropus 3, HapkoTnaau edexrn
OnacHo 3a BoJIHaTa cpejja — XPOHUYHA ONACHOCT, KaTeropus 2 H411
3a meanus Texcet Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])eKTn 34 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

ToxcuueH npu normbiiane. TOKCHYEH 3a BOOHUTE OPTraHU3MH, ¢ AbirotpaeH edekr. [Ipenmonara ce, e yBpekaa OIUIOANTEIHATA CIIOCOOHOCT HIIH IUIOAA.
Ipean3BuKBa cepro3HO Jpa3sHEHe Ha oynTe. MoXKe /1a MPEeAN3BUKa CHHINBOCT WM CBETOBBPTEK.

2.2. EneMeHTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]
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Midazolam for system suitability

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

GHS06 GHSO08 GHS09
Curnanna gyma (CLP) : OmacHo
Mpenynpexnenus 3a onacHoct (CLP) : H301 - ToxcuueH npu moriabliaHe.

H319 - [Ipean3BuKBa cepHo3HO Jpa3HEHE Ha OYMTE.
H336 - Moxe 1a mpeAn3BUKa ChbHIMBOCT MJIH CBETOBBPTEK.
H361 - IIpeamnonara ce, 4ye yBpex/a OIUIOJUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H411 - TokcuueH 3a BOTHUTE OPTaHU3MH, C ABJITOTPACH EEKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHU HHCTPYKIUH.
P202 - He usnon3BaiiTe npeay Aa CTe MpoYean U pa3dpani BCHYKH NPEIa3Hu MEpKH 32
6e30macHOCT.
P261 - U36sireaiite BAMIIBaHE Ha Mpax/MyIIek/Ta3/IuM/H3mapeHns/aepo30u.
P264 - Jla ce u3mue phlieTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeba.
P270 - [la He ce e, mye WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MACTO.
P273 - Jla ce n36srBa n3Imyckane B OKOJIIHATA Cpea.
P280 - U3non3BaiiTe npeAna3Hu pbKaBULM/TPEANA3HO OOIEKIO/PeIna3Hy OYIIa/mpeana3Ha Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P301+P310 - [TPU ITIOT'JTBIIIAHE: He3zabaBHo ce obanere Ha jekap.
P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HA YUCT BB3AYX U IO OCTABETE B MO3UIIUSA,
yJIECHsBAIlA AULIAHETO.
P305+P351+P338 - [IPY1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JIOKOJIKOTO TOBA € Bh3MOKHO.
Ipoabikere ¢ U3MIAKBAHETO.
P308+P313 - [1PU siBHa miM mpeAnonaracMa eKcrno3unus: I10Tbpcere MeANIMHCKH CHBET/IOMOLL.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBP I10 TOKCUKOJIOI'US nnu Ha nekap.
P321 - Cnenuanu3upano je4eHue (BxK. JOMbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOILL HAa TO3H
€THUKET).
P330 - M3mnakHere ycrara.
P337+P313 - Ilpu nmpoaB/DKUTEIHO ApasHeHe Ha ounte: [loTbpcere MeUIIMHCKU ChBET/TIOMOLL.
P391 - Cobepere pasmsiroro.
P403+P233 - Jla ce cbxpansiBa Ha 100pe MPOBETPHUBO MACTO. CHABT J1a Ce ChXpaHsBa IIBTHO
3aTBOPCH.
P405 - [la ce cbxpaHsiBa 110, KJIr04.
P501 - CbabpixaHHETO/CHIBT J1a C€ U3XBBPJIH B ITYHKT 33 ChOMpaHe Ha OMACHU WU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/HJIN MEXLyHapOIHU
pasnopenou.

Ertukerupane B choTBeTCTBHUE C: M3KIIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaToO ChABPXKaHUETO He npeBumrasa 10 ml.

S

GHS06 GHS08

IMuxrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHocTH

Jlpyra nuapopmarms : AKTHBHO BemecTBo (BB (hapmaneBTHIHH NpoaykTH) (IIcnxoTpomnHo BemecTso).
BHHEMaHHE - BEIECTBO, KOETO BCE OIIE HE € H3MHUTAHO HAIIBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HUpentuduxarop na % Kaacudukanus 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 TeIecHO Tero)
Eye Irrit. 2, H319
Repr. 2, H361
STOT SE 3, H336
Aquatic Chronic 2, H411
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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

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

JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MePKHUTe 32 MPBA MOMOL

ITspBa omou - 001 MEpKH : BbB BcHUKH Cllyyan Ha CbMHEHHUE, WM aKO CUMITOMUTE IPOABIDKABAT, IOThPCETE MEANIIMHCKA
HOMOLII.

ITspBa oMol Ipy BAUIIBAHE : M3Benere nuieTo Ha YUCT BB3/yX U IO IIOCTABETE B MO3MLNS, yJleCcHsABaIla AuiuaHeTo. [la ce octaBu
MOCTpaaiys 1a cu movnne. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH CHBET/IIOMOLL.

ITspBa oMo IPK KOHTAKT C KOXKaTta : Jla ce cBanmM 3aMBbPCEHOTO OOJIEKIIO U U3JIOKEHUAT Y4acThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOIUIA BOAA.

ITspBa oMo IPH KOHTAKT C OYUTE : MsmnnakHete He3a0aBHO M CTAPATEIIHO € BOAA, KAaTO JBP)KUTE KICMAuuTe MIHPOKO OTBOPECHH (B

[POJbIDKEHKE Ha NOHE 15 MuyTH). CBajieTe KOHTAKTHUTE JICIHU, aKO HMa TAKMBA M JJOKOJIKOTO TOBA
€ Bb3MOXkHO. [Ipogbimkere ¢ usiakBaneto. [loTbpcere MeUIMHCKA TOMOLL, aKO OOJIKaTa,
MHTaHETO WIIH 3a4ePBABAHETO MPOJIBIIKAT.

[TbpBa MOMOLL [PH MOTITBIIAHE : Usnnaksere ycrara ¢ Bojia (caMo ako IMOCTpaJalusT € B Ch3HaHue). HUKora He jaBaiiTe HULIO Tpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere B LIEHTHP I10 TOKCHUKOJIOT USl/Ha
JeKap.

4.2. Hajli-chbIecTBeH! OCTPH M HACTBHIIBALIIHU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKT]/l

CI/IMHTOMI/I/GQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[HSBI/[KBa CEPHO3HO APA3HEHE Ha OYHUTE. 3a'{epBﬂBaHH${, Gouika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIMHCKH TPUKHA U CNICLIMAJTHO JIeYeHue

Hsima HanmaHa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap

TToaXOSIIIH TT0XKAPOTACHTEIIHU CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BBIiiepojeH AHOKCHA.
Bopen crpeii. Cyx npax. Ozesiio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy mokaporacuTeNIHA CPECTBA : Jla He ce U3MON3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIM CMECTa

Omnacau MPOOYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1oXxap . HemwmrOTO TOpCHE 0013060>K,ua13a OITaCE€H BBIJICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U IPYTU TOKCUIHHU
razoBe. B3MOXKHO € OTAENSIHETO Ha TOKCHYHU U3IIapCHUA.

5.3. CbBeTH 32 OKaAPHUKApHUTe

WHCTpyKIUH 3a TaceHE Ha TOXKapu : Jla He ce IoIycKa H3MoJ3BaHaTa B 6opbara ¢ moxapa Bojia 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . /Jla He ce npennpremMa HaMmeca 6e3 MOAXOSIIO 3aUTHO 000pyIBaHE. ABTOHOMEH U W30JIMPAIL]
amapar 3a AuxaresHa 3anmTa. [IbiHa 3amura Ha TSI0TO.

PA3JIEJI 6: Mepku npu aBpapuiiHO H3IIyCKAHE

6.1. JInyHH MpeANa3sHA MePKH, PEINAa3HH CPEICTBA U MPONEAYPH NPHU CHENIHA CJIyYan
OO0y Mepku : Jla ce u30sIrBa KOHTAKT C KOXKATa, OYUTE H JAPEXHTE.

3a nepcoHaJi, KOITO He O0TroBaps 3a CHElIHHU CJIydYan

ABapuifHu TIIaHOBE : Jla ce oTCTpaHH HEHY>KHUS IIEPCOHAIL.

3a JIMIATa, OTTOBOPHHU 32 CIICHIHH CJIyYan

3aluTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXO/ISIIO 3aUMTHO 060pyABaHe. 3a moBede HHdopMarus,
BrokTe paszaen §: "KoHTpoia Ha ekcro3uimsaTa/ MMYHU peana3Hu cpeactsa’.

6.2. l'[pezmasml MEPKH 32 Olla3BaHE HA OKOJIHATA cpeaa

)_'[a ce u3bsrea HM3IIyCKaHE B OKOJIHATa cperaa. HpCZlOTBpaTCTC HaBJIM3aHETO B KaHAJIM3alUATa U B Oﬁ].LleCTBeHI/ITC BOOH.
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Midazolam for system suitability

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

6.3. MeToan u MaTepuaJIi 32 OrPAaHUYABAHE H MOYHCTBAHE

3a 3a1bpKaHe : TlonmiiTe ¢ HHEPTEH MATEPHAI U IIOCTABETE B MOAXO/SII KOHTEHHED 32 00e3BpexJaHe Ha OTIAABIIH.
MeTtoau 3a MOYNCTBaHE : Tlouncrere 3aMbpCeHNUTE OBBPXHOCTH OOMIHO ¢ Bojia. [louncTBaHe ¢ moMIITa HA IETEPIreHT.

6.4. Tlo3oBaBaHe HA APYTH pa3esn

Buwkre Pasnen 13 otHocHO HHpOpManust 32 00e3BpekIaHe Ha OTIAbLUTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

7.1. Ilpeana3Hu MepkH 3a Ge3omacHa padora

JIOITBJIHUTEITHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3narat GpEeMEHHUTE )KEHH HIIN KbPMAUuKHTE.

IMpenmnasan Mepkw 3a 6e3omacHa padboTa : Jla ce m304rBa BCAKAKBA M3IMIITHA eKCIIO3UIHs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XWTHEeHHN MEPKH . Jla He ce sze, mue WM Imymm npu ynotpeba Ha npoaykTa. la He ce H3HACsA 3aMBPCEHO PabOTHO

00JIEKIIO N3BBH PabOTHOTO IOMeIeHue. Jla ce M3MHAT PBILETE MPEIH IIOYMBKHUTE H CIeT
TIPHKITIOYBAHE Ha paboTara.

7.2. YciioBusi 3a 6e301aCHO CbXpaHsiBaHe, BKIYUTEJITHO HECbBMECTUMOCTH

VcmoBus 3a CbXpaHsIBaHE : )Ia C€ ChXpaHsABa Ha L[06pe MIPOBETPUBO MSCTO. CT:)I[T)T Jla C€ ChXpaHsBa IIJIBTHO 3aTBOPEH. IIa ce
T1a3u OT TOIUJIMHA U IIPsIKa CIbHYEBaA CBETIIMHA.
OrnakoBbYHU Marepuain : )Ia C€ CbXpaHsBa B OPUTHHATHUTE KOHTeﬁHepH.

7.3. Cneuudpuyna(u) kpaiina(u) ynorpeda(u)

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3IEJI 8: KoHTpoJ1 Ha eKCIO3MIMSATA/JIMYHH MPeINa3Hu CpecTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsma HannyHa nombiHUTETHA HHOPMAIUS

8.2. KonTpoJ Ha ekcno3unusaTa

IMoaxoas HH:KeHepeH KOHTPOJI

Ioaxoasiuy MHKEHEPEH KOHTPOJI:
/Jla ce ocurypu 106po npoBeTpsiBaHe Ha pabOTHOTO MsicTo. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMyKaTeTHAa BEHTUIIAIMSA, TaKa U BEHTHJIALHS Ha 00II0TO
nomemenue. C Marepnana Tps6Ba a ce paboTH 1o 1abopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bh3MOXKHO.

JInuHu npeamnasHu Ccpeacrsa

3ammTa HA 0YHTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanaszuu ounna. [Ipeanasuu ounna cbe crpannyHa 3amuTa. (EN 166)
3ammTa Ha KoKaTa

3ammTa Ha KOXKATa U TAJIOTO:
Jla ce HocH moAXOAA1IIO0 TIpeTa3Ho 00eko. JlaboparopHa ynorpeba : JlJabopatopHa npecriika. (EN 13034)

3amuTa Ha phUeTe:
Jla ce HOCST MOAXOMAIIM PhKABHIM. XUMHYCSCKH YCTOMYUBH TIpena3Hu pprasuii. (EN 374)
3amuTa HA AUXATeTHUTE MbTHIIA

3amuTa Ha AMXaTeJHATE ITBTHINA:
B ciyuaii Ha 0Opa3yBaHe Ha Ipax [a ce M3M0JI3Ba anapar 3a quiuane ¢ Guarsp: P3
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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

PA3IEJI 9: ®u3u4yHN 1 XUMHUYHU CBOMCTBA

ATperaTHo ChCTOSHUE : TBBPIO BEIIECTBO
1BsT . White. )xbJITEHHKAB.
BeHien Bug : Crystalline powder.
Mornekynna maca : 325,8 g/mol
Mupuc : He e Hanu4HO
I'panunara Ha MupHca : He e Hanu4HO
Touka Ha ToreHe : 161 -164 °C
Touka Ha 3aMpb3BaHe : He e Hanu4HO
Touka Ha KUIIeHEe : He e Hanu4HO
3ananuMocT : He e Hanmu4HO
JloJHa TpaHMIIa Ha KCIUIO3HMBHOCT : He e npunoxumo
T'opHa rpaHMIa Ha €KCIUIO3UBHOCT : He e npunoxumo
Ilnamua TemMneparypa : He e npunoxumo
Temneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hammuno

pH 1 6-8(10%)

pH pasrBop . He e Hannuno
Buckosurer, kunemaruueH : He e npunoxxumo
PazrBopumocT : Boma: <0,1 g/l
Koedunuent na pasnpenenenue: n-okranon/sona (Log  : He e HamuHO
Kow)

Hansrane Ha napure : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hanuuno
ITneTHOCT : He e Hannuno
OTHOCHTEIHA IITBTHOCT : He e Hammuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTunure : He e Hanuuno

Hsima HanmuHa OMIBJIHUTETHA HH(I)OpMaHHﬂ

PA3JIEJI 10: Ctaduian

Hsma HanwyHa 1ONBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOTBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IHﬂ
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Midazolam for system suitability

HudopmarmoneH aucT 3a 6€300acHOCT

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

PA3JIEJI 11: ToxkcukonoruyHa uHGopManus

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

Octpa TOKCHYHOCT (OpanHa)
OcTpa TOKCUYHOCT (iepMaiHa)
OcTpa TOKCHUYHOCT (BJIUILIBAHE)

ToOKCHYEH NpH MOTITbIIAHE.
He ce knacudunupa (Jlunceat ganHm)
He ce knacuduuupa (Jlunceat ganHm)

Midazolam (59467-70-8)

LD50 opanHo mrex

215 mg/kg

Kopo3uBHOCT/Apa3HEeHe Ha KOXKaTa
Cepro3HO yBpeskJ[aHe Ha OUHTE/Ipa3sHEHEe Ha OUNTe

CCHCHGHJ’II/ISaHHﬂ Ha TUXaTCIIHUTE IBbTUILA UITW KOXKaTa

MyTareHHOCT Ha 3apOJUIIHUTE KIETKH

KanueporenHoct

TOKCHYHOCT 3a PeHPOAYKIHATA

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEICICHU
OpraHu) — €JHOKPATHA EKCIIO3HIIUS

CTOO (crnenuduyHa TOKCHYHOCT 32 ONPE/ICIICHN
OpraHy) — HOBTapsIIIa ce eKCIIO3UIHS

OmnacHOCT I BAUIIBAaHE

11.2. Uudopmanusi 32 APYrd ONACHOCTH

Hsma HannyHa nombeiHUTETHA HHOPMALUS

He ce knacudunupa (Jluncsar nanxu)

pH: 6 — 8 (10%)

Ipenu3BUKBa CEPHO3HO Apa3HEHE Ha OUHTE.

pH: 6 — 8 (10%)

He ce knacu¢unupa (Jluncsat nanam)

He ce xnacu¢unupa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca H3IBIHEHH KPUTEPHUTE 32
KJIacuuIupane)

He ce knacudunmpa (Jluncsar nanuu)

IIpeanonara ce, ue yBpex/aa OMIOAUTEIHATA CIIOCOOHOCT WITH IIOAA.

Moxe na npeanu3BUKa CbHIUBOCT UM CBETOBBPTEK.

He ce knacuduumpa (JIuncear qaHnH")

He ce knacudunupa (Jluncsar nanxu)

PA3JIEJI 12: Exosiornyna nHpopmManust

12.1. TokcuuHoOCT

OnacHo 3a BOJHATa cpejia, KpaTKkocpouHa (ocTpa)

OnacHo 3a BOJHATa cpefia, IbIArocpoyHa (XPOHUYHA)

He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca H3IIBIHCHH KPUTEPHHUTE 3
KIacupHIEpaHe)
TokcHYeH 32 BOAHUTE OPraHU3MHU, C ABITOTPACH eEKT.

Midazolam (59467-70-8)

LC50 - Pubw [1]

4,3 mg/1 (96 gaca, Oncorhynchus mykiss ( lsroBa mectspsa )) (Mmerox OECD 203)

EC50 - Pakoo6paznu [1]

7,1 mg/1 (48 uaca, Daphnia magna (Bozana 6b1xa)) (metox OECD 202)

ECS50 72h - Bogopaciu [1]

11,4 mg/1 (72 yaca, Scenedesmus subspicatus (3enenu Bogopaciu)) (metox OECD 201)

12.2. YCTOIYMBOCT M pa3rpagnMoct

Midazolam (59467-70-8)

YCcTOHYMBOCT U pa3srpaguMocT

He ce pasrpaxna 65p30

12.3. BuoakymyJMpamia cioco0HoCT

Hsma HannyHa nombeiHUTETHA HHOPMALUS

12.4. IIpeHocuMocCT B MOoYBaTa

HsiMa HannyHa JOMBJIHATENTHA HHQOPMALHS

12.5. Pe3yaratu ot ouenkara Ha PBT u vPvB

Hsima HanuyHa A0NMBIHUTEIHA m—ui)opMaum
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

12.6. CBoiicTBa, HapymaBamy GyHKIHHTE HA eHAOKPHHHATA CHCTEMa

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

12.7. Ipyru He4JIaronpusTH eexTH

Hsima HanuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JEJI 13: O0e3BpeskaaHe HA OTHAABLUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAABIHN

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

PA3/IEJI 14: WH¢dopMaiusi 0OTHOCHO TPAHCIOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH nian naeHTHUKATUOHEH HOMEP
UN 2811 UN 2811 UN 2811

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa Mo cnucbka Ha OOH

TOKCHUYHO TBBPAO BELLECTBO,
OPI'’AHMYHO, H.Y K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 2811 TOKCHYHO TBBP/J1IO BEHIECTBO,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, 111,

OPI'’AHMYHO, H.V K., 6.1, III, (E), OITACHO 3A 111, MARINE ENVIRONMENTALLY HAZARDOUS
OKOJIHATA CPEJIA POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Kiiac(oBe) Ha OacCHOCT NPH TPAHCHOPTHPAaHe
6.1 6.1

6.1

£2S

6

¥

14.4. OnakoBb4Ha rpyna

111

1

111

14.5. OnacHocTH 32 0KOJIHATA cpeja

OmacHo 3a okonHata cpeaa: la

OmnacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-A

OmacHo 3a okonHara cpeaa: la

HsiMa mompiHuTeIHA HANMHYHA HHOOPMALHS

14.6. CnenynaaHu NpeANa3sHH MePKH 32 MOTPeOUTeINTe

CyXombTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Cnenuanuu pasnopenou (ADR)
Orpannuenu xonnyectsa (ADR)
W3kirouenu kosryectsa (ADR)
OmnakoBbuHH HHCTPYKIMH (ADR)
CreruaiHy onakoBb4HH paznopenou (ADR)
Cwmecenu onakoBku (ADR)

T2

. 274,614
: Skg

. El
: P002, IBCOS, LP02, ROO1
: B3

. MP10
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HudopmanroneH IucT 3a 6€30MacHOCT

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

MucTpykuuu 3a NpeHOCUMU LIUCTEPHH U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CrienpaiiHy pa3nopedu OTHOCHO MPEHOCHMH LIUCTEPHU
U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepun (ADR)

Criennaniu pasnopendu oTHocHO uucrepHu (ADR)
ITpeBo3HO CPeACTBO 3a MPEBO3 B LIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaue (ADR)

CrienpaiiHy pasnopendu 3a npeBo3 - TOBapeHe,
pastoBapBate 1 o6pabotka (ADR)

CrienpaiiHy pasnopendu 3a NpeBo3 — ONePaTHBHU
nzucksanus (ADR)

Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tadbenu

Kon 3a TyHenHu orpanudenus (ADR)

TpaucnopT no mope

Crennanuu pasnopenou (IMDG)
Orpannuenu konuuectsa (IMDG)
W3kmrouenu konmyecta (IMDG)
Onakobunu uHcTpykuuu (IMDG)
IBC onakopwsunu uncrpykuuu (IMDG)
IBC cneunanuu pasnopendou (IMDG)
Wucrpykuuu 3a nucrepuu ( IMDG)
Criennanuu pasnopendou otHocHo uucrepuu (IMDG)
Kareropus na toBapene ( IMDG)
CgoiictBa 1 Habmoaenus (IMDG)

Bb3ayuied Tpancnopr

PCA WUzkmrouenu konuuecta (IATA)

PCA OrpaHuueHu KoJMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMUECTBO 32 OTPaHUYEHO
KOJIMYECTBO IIbTHUYECKH camoneT U kapro (IATA)
PCA MHcTpyKuuny 3a OnakoBaHe IbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MaxkcuManHo HETHO KOJIHYECTBO IIbTHUYECKU
camouter u kapro (IATA)

Wucerpykuuu 3a onakoaHe camo kapro (IATA)
MakcumanaHo HeTHO KosmuecTBo camo kapro (IATA)
Crenmanuu pasnopendu (IATA)

ERG xox (IATA)

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

He e npunoxumo

. AT

T1

TP33

SGAH, L4BH
TU1S5, TE19

2
VC1, VC2, AP7

CV13,CV28

S9

60

223,274
Skg

El

P002
IBCO8
B3

Tl

TP33

A
Toxic if swallowed, by skin contact or by inhalation.

El
Y645

10kg
670
100kg

677
200kg

1 A3,AS

6L

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. Cl'lel.ll/l(l)ll‘ll-ll/l 3a BeIEeCTBOTO HJIH CMECTAa HOPMATHBHA ypezlﬁa/salcononaTechTBo OTHOCHO 6630ﬂaCHOCTTa, 3APaBe€TO U OKOJIHATA

cpexa

Peramamentn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

23/10/2025 ([daTa Ha pepakuusra)

BG (6warapckn)



Midazolam for system suitability

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peliaBane)

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

REACH, Cnucsk ¢ kanguaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

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

He ¢urypupa B crimcbKa ¢ BelecTa, KOUTO HapymaBaT 030H0BH: cioii (Permament EO 1005/2009)

Peraament (EC) Ha ChBeTa 3a KOHTPOJI Ha U3/1eJIUs ¢ IBOIiHA ynoTpeda

He ¢urypupa 8 PETJTAMEHTA HA CBBETA (EC) 3a KoHTpoJ1 Ha U3/ieius ¢ ABOMHA yroTpeda.

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

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

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

He cpabpixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

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

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 16: [Ipyra ungopmanus

HNupuxanus 3a npoMeHu

Pazpnen IIpomeHeH eneMeHT KomenTapn
3ameHs BepcHATa OT JobaBeHo
Jlara Ha pegakuusira Jlo6aBeHo
OOH Ne (RID) Jlo6aBeHo
Bpoii cuan konycu/cBeTiuan (ADN) Jlo6aBeHo
3agbmkutenHo obopyasane (ADN) JobaBeHo
IIpeBo3sT e paspenter (ADN) Jlo6aBeno
W3zkrouenu konmuuectBa (ADN) JobaBeHo
Orpannuenu konuuectsa (ADN) JobaBeHo
Etukern 3a onacuoct (ADN) Jlo6aBeHo
Krnacudpukannonen xox (ADN) JobaBeHo
Touno npeBo3HO HanMeHoBaHue (RID) Jlo6aBeno
Wnentuduxanuonen HoMep 3a onacHocT (RID) Jlo6aBeno
Excnpecnu npartku (RID) JobaBeHo
Crerpaiiy pa3nopeaou 3a IpeBo3 - TOBapeHe, JobaBeHo
pastoBapBaHe u 06paboTka (RID)
Crenpaiiu pasnopeou 3a npeso3 - Hacumxo JlobaBeHo
cherosinue (RID)
TpancnoprHa xateropus (RID) JlodaBeno
Creranau pasnopen6ou 3a RID nucteprn (RID) | lo6aBeno
Konose na nucrepuu 3a RID nucrepuu (RID) JobaBeHo
Creraniu pa3nopeaos OTHOCHO IPEHOCHMHU JobaBeHo
LUCTEPHH U KOHTCHHEPHU 3a HACUITHU TOBapH
(RID)
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Nuauxanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
VHCTpyKIUH 33 IPEHOCUMH [TUCTEPHU U Jlobaseno
KoHTeitHepH 3a HacunHu ToBapu (RID)
Cwmecenn onakoBku (RID) JobaBeHo
CrienpaiiHy onakoBb4HHU pasznopenou (RID) JobaBeHo
OnaxoBbyHu uHCTpYKIUH (RID) Jlo6aBeno
Wskmouenu konuyectsa (RID) Jlob6aBeHo
Orpannuenu kommuectsa (RID) JobaBeHo
Crenmanau pasnopendu (RID) Jlo6aBeHo
OnakosbyHa rpyna (RID) JobaBeHo
Knacudukarmonen xoj (RID) Jlo6aBeno
IInamua remneparypa (IMDG) IIpemaxnaro

2.1 HebnaronpusaThu QU3NKOXUMUYHH e)EKTH 1 ITIpomeneno
HeOIaronpusTHE e(peKTH 3a 3APaBeTO Ha YOBEKa U
OKOJIHaTa cpena

2.1 Krnacudukanus B ceorBerctBre ¢ Permament (EO) | IIpomeneno
Ne 1272/2008 [CLP]

22 IMuxrorpamu 3a omacuoct (CLP) IIpomeneno

2.2 Tpenopsku 3a 6e3onacHoct (CLP) IIpomeneno

2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneno

2.3 [pyra unpopmarys IIpomeneno

4.1 IIppBa nomo1I P KOHTAKT € O4UTE IIpomeneno

4.2 CumMnromu/edeKTu ciie]f KOHTaKT C OYUTe JlobaBeHo

7.1 JIOI'BJIHUTENTHHE ONIACHOCTH I10 BpeMe Ha padorta JobaBeHo

9 IBsar Jlo6aBeHo

9 BroHIieH B Ipomeneno

9 pH Jlob6aBeHo

9 MornekyiHa Maca JobaBeHo

9 Touka Ha TOTICHE Jlo6aBeHo

11.1 LDS50 opanHo mibx IIpomeneno

12.1 LC50 - Pubu [1] Jlo6aBeno

12.1 ECS50 72h - Bogopaciu [1] Jlo6aBeno

12.1 ECS50 - Pakoo6pasuu [1] Jlo6aBeHo

14.1 OOH Ne (ADN) JlobaBeHo

14.2 Touno npeBo3no HanmeHoBaHHe (ADN) JlobaBeHo

14.3 Etukeru 3a onacuoct (RID) JobaBeHo

14.4 OnakoBbyHa rpymna (ADN) JlobaBeHo

14.6 Creuuanuu pasnopenou (ADN) Jlo6aBeno
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[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

Acute Tox. 3 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 3

Aquatic Chronic 2 OmacHo 3a BoHATa cpesia — XPOHHYHA OIACHOCT, KaTeropus 2

Eye Irrit. 2 Cepuo3HO yBpexIane/mpazHene Ha ounrte, Kareropus 2

H301 TokcHYeH NpH NOTITbILAHE.

H319 IIpean3BuKBa CEpPHO3HO IPa3HEHE HA OUUTE.

H336 Moxe J1a peAn3BUKa ChbHIMBOCT HJIM CBETOBBPTEXK.

H361 Ipenmoinara ce, 4e yBpex/a OIUIOAUTEIHATA CIIOCOOHOCT I TUIOZA.
H411 TOKCHYCH 32 BOJHUTE OPTaHU3MH, C IBITOTPAcH eEKT.

Repr. 2 Toxcuunoct 3a penpoxykmusta, Kareropus 2

STOT SE 3 Crerrryaa TOKCHIHOCT 3 OMpPEIeICHH OPraHd — SAHOKpaTHA ekcro3uimsi, Karteropus 3, HapkOTHIHH eheKTH

Wudopmanmonen muct 3a 6ezonacHoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxaiia ce B To3u MHdopmaroneH uct 3a 6e30MacHoCT, € MoJy4eHa OT H3TOYHHIIM, KOUTO CMsITaMe 3a
HajeK/IHU. BbIpeku ToBa, HHpopMaIMsITa ce IpepocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK M0/ipa3oupaliia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA HIIN
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexaHe Ha IPOAyKTa ca M3BBbH HAIIMs KOHTPOJ U MOXKE 1a ca U3BBH Halata komnereHTHocT. [lopaau
Tasu U APYrU HPUYHHU, HUE HE TI0EMaMe OTTOBOPHOCT 1 U3PUYHO CE OTKAa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM Pa3X0/iH, IPOU3TUYAILH OT WK CBbP3aHH
10 HAKAKbB HAYMH C paboTaTa, ChbXpPaHEHUETO, yIoTpedaTa uiu 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMalinoHeH JIMCT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOJYKTHT CE H3I0I3BA KATO ChCTaBKa Ha APYTU HPOIYKTH, HAIHYHATA HH(pOPMAIMs OU MOTIa []a ce OKaxKe
Henpuiokuma. Ta3u nuHopmaryst ce 0OCHOBaBa Ha HAIIMTE TEKYI[M MO3HAHKS U € NPEAHA3HAYCHA 1A []ajie ONMCAHHE Ha MPOJYKTa CaMo 3a LIEJINTE Ha
3[]paBeora3BaHeTo, 0e30I1aCHOCTTa M OKoJIHATa cpena. [lopanau ToBa, Ts1 He TPsAOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATA HA MPOIYKTA.
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