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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 : Salbutamol
XUMHYECKO HANMEHOBaHHE : Salbutamol
EO Ne : 242-424-0
CAS Ne . 18559-94-9
Kon Ha npoxykra : 201600809

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 4 H302
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Koxxna cencubunmsanus, Kareropus 1B H317
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH — €IHOKPaTHa H370

excnoszunus, Kareropus 1

OnacHo 3a BoJiHaTa cpejja — XpOHWYHA ONAcHOCT, KaTeropus 3 H412

3a meanus Texcet Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

He0naronpuaTay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA YOBEKA H OKOJIHATA cpela

Bpenen npu norasiiane. BpeneH 3a BoguuTe opranusmu, ¢ JearorpacH edexrt. [Ipean3suksa cepuosHo apasHeHe Ha ounte. Moxe 1a IPUYHHY alepruiHa KOXHa
peakuus. [IpuunnsaBa yBpexxaaHe Ha OPraHHUTE.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)
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Salbutamol

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Curnanna gyma (CLP)
Mpenynpexnenus 3a onacHoct (CLP)

Ipenopbku 3a 6e3omacuoct (CLP)

GHSO07 GHSO08
OmnacHo
H302 - Bpenen npu noribliaHe.
H317 - Moxe /1a IpUYMHHM aJepruyHa KOXKHa PeaKiys.
H319 - [Ipean3BuKBa ceprHo3HO Jpa3HEHE Ha OYMTE.
H370 - [IpuunnsBa yBpexaaHe Ha OPraHUTe (ChbpPACYHO-CHOBA CHCTEMA).
H412 - BpeneH 3a BOTHUTE OPraHU3MH, C ABJITOTPACH €EKT.
P260 - He BaumBaiite mpax/myIex/ra3/InM/u3napeHs/acpo30iI.
P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel ynoTpeba.
P270 - [1a He ce sae, nmue WK MyIIU Opy ynoTpeda Ha MPOoayKTa.
P272 - Jla He ce u3Hacs 3aMbPCCHO pabOTHO 00JIEKIO U3BBH PAOOTHOTO MOMEIICHHE.
P273 - Jla ce n36srBa n3ImycKane B OKOJIHATA Cpea.
P280 - U3non3Baiite npeAna3Hyu pbKaBULM/TPEANA3HO O0IEKI0/MPeAna3Hy OYrIa/Ipeana3Ha Macka
3a JIMIe/TIPEAa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P301+P312 - ITPU ITOT'JIBIIAHE: Ilpu Hepasznonoxenue ce obagaere B LLEHTHP I10
TOKCHKOJIOT' S unu Ha nexap.
P302+P352 - [IPU KOHTAKT C KOXATA: V3muiite 00uIHO € Boza.
P305+P351+P338 - [IP1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO C BOAA B IPOIbIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHUTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bb3MOKHO.
Ipoabkere ¢ U3MIIAKBAHETO.
P308+P311 - I1PU siBuHa wnu npeanonaraema excrnosunus: O6azxere ce 8 LIEHTHP [10
TOKCHKOJIOT' S unu Ha nexap.
P321 - Cnenuanu3upano je4eHue (BXK. JOMBbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).
P330 - M3miakHere ycrara.
P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxaTa: [loTbpcere MeTUIUMHCKU
CHBET/MOMOIII.
P337+P313 - Ilpu mpoAB/DKUTEIHO ApasHeHe Ha ounte: [loTbpcere MeUIIMHCKU CHBET/TIOMOLL.
P362+P364 - CBanere 3aMbpCEHOTO 0OJIEKIIO M TO M3IEpeTe MPeIH MOBTOPHA yIoTpeba.
P405 - Jla ce cbxpaHsiBa 110 KJIr04.
P501 - CbabpxaHHETO/CHIBT J1a Ce U3XBBPJIH B ITYHKT 33 ChOMPaHe Ha ONMACHU MU CIICHUATIHI
OTHaJbIH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/HJIN MEX/LyHapOIHU
pasnopenou.

ETI/IKCTI/IpaHC B CHOTBETCTBHE C: M3KimoueHus 3a BBTPCIIHU OITAKOBKH, KOraTO ChbABPIKAHUETO HE IPEBUIIaBA 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

2.3. Ipyru onacHocTH

Jlpyra napopmarys

GHS08

: AKTHBHO BeIecTBO (BB (hapMalleBTHIHH IPOTYKTH).

Buaumanwe - BEHICCTBO, KOCTO BCE OIIIC HE € U3IIUTAHO HAITBJIHO.

PA3JEJI 3: ChcraB/mHdopmanus 3a CbCTABKUTE

3.1. BemecTBa

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

Salbutamol CAS Ne: 18559-94-9 <100 Acute Tox. 4 (opanna), H302 (ATE=660
EO Ne: 242-424-0 mg/kg)

Eye Irrit. 2, H319

Skin Sens. 1B, H317
STOT SE 1, H370
Aquatic Chronic 3, H412

3a meauus TekeT Ha H- n EUH-npenynpesxeHusTa 32 OIACHOCT: BXK. pa3jen 16
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Salbutamol

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

JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

IIbpBa nomoii - 00K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM KO CUMIITOMUTE NPOIBIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa oMol Mpu BIUIIBAHE : H3Besere nMLETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIMS, YJIECHABAILA AMIIaHeTO. [la ce ocTaBu

MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

[IbpBa HOMOIILL IPY KOHTAKT € KOXKATa . Caaziere 3aMbpceHOTO 00J1eKI10. VI3MHIiTEe BHUMATEIHO U OOMIIHO ChC CallyH U BOJa. AKO
CHMIITOMHUTE IPOJBIDKABAT, J]a C¢ IIOBUKA JIeKap.

ITbpBa oMo IPH KOHTAKT C OYUTE : MsnnakHete He3a0aBHO M CTAPATEIHO € BOAA, KAaTO JBP)KHTE KIEMAuUTe MIHPOKO OTBOPCHH (B
HPObIDKCHNE Ha NOHE 15 MuHyTH). CBajeTe KOHTAKTHUTE JICIIHU, aKO MMa TAKHBA H JIOKOJIKOTO TOBA
€ Bb3MOXHO. [Ipoabmkere ¢ u3miakBaneto. IToTbpceTe MeUIMHCKA TOMOLL, aKO OOJIKaTa,
MHTaHETO WIIM 3a4EPBSABAHETO MPOJIBIDKAT.

ITbpBa MOMOLI IPH MOTTBINAHE : Msnnaksere ycraTa ¢ Boza (caMo aKo IOCTpaJanusaT ¢ B Ch3HaHKe). Hukora He JaBaiiTe HUIIO Tpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere B IEHTHP I10 TOKCHUKOJIOT Ul/Ha
JeKap.

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

CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C KOXKaTa : Moxe na NPUINHHU aJIEPrudHa KOXKHaA peaKuus.
CI/IMHTOMI/I/CQ)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 I'PUKHA 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 FACECHE 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 HJIH CMECTa

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

5.3. CbBeTH 32 O’KAPHUKApHUTE

WHCTpyKUHUH 3a TaceHe Ha MOXKapu : Jla He ce IoIycKa H3MoJ3BaHaTa B 6opbara ¢ moxapa Boja 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 MOAXOISIIO 3AUMTHO 060pyaABaHe. 3a moBede HHopMarus,
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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Salbutamol

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

3a 3agbpprKane : TlonmiiTe ¢ HHEPTEH MATEPHAI U IIOCTABETE B MOAXO/SII KOHTEHHED 32 00e3BpexJaHe Ha OTIAABIIH.

Mertoau 3a HOYHCTBaHE . ITlouucrere 3aMBPCEHUTE MIOBBPXHOCTU 0OHITHO ¢ Boza. [TouncTBane ¢ momiira Ha JCTEPreHT.

Bmxre Pazznen 13 otHocHO nHbopMarys 3a 06e3BpekaaHe Ha OTIAIBLHTE.

PA3/IE]

Pabora u cbxpaHeHue

Tpennasun mepku 3a 6e3omacHa padora : Jla ce n304rBa BCsAKaKBa M3IMIITHA eKcro3uLus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKN . Jla e ce sze, mue WM mymm npy ynotpeba Ha npoaykra. [la He ce H3HACA 3aMBPCEHO PabOTHO

00JICKIIO H3BBH pa60THOT0 TIOMELICHHUE. ,Z[a C€ UBMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKIIIOYBAHE HA pa60TaTa.

VYcmoBus 3a CbXpaHsBaHE . )Ia C€ CbXpaHsBa HA 1106pe TIPOBETPUBO MSACTO. CT:ZIT)T Jla c€ CbXpaHsBa INITbTHO 3aTBOPCH. }13 ce
T1a3u OT TOIUIMHA U MpsIKa CIbHYCBA CBETINHA.
OrnakoBbYHU MaTepuain . )Ia C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTeﬁHepH.

Hsima Hanu4Ha TONBIHUTENHA HHOpMATHS

PA3JIEJI 8: KonTpoa Ha eKCcNO3MUIMATA/IMYHU NPEANa3HU CPeIcTBa

Hsma HanmuvHa TOTBITHUTENHA HHPOPMAIIHS

Toaxoasiux HHKEHEPEeH KOHTPOJI

Hoaxoasi HHKeHEPEH KOHTPOI:
Jla ce ocurypu 106po npoBeTpsiBaHe Ha pabOTHOTO MsicTo. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMyKaTeTHAa BEHTUIIAIMS, TaKa U BEHTHJIALHS Ha 00II0TO
nomemenye. C Marepnana Tps6Ba a ce paboTH 1101 1abopaTopHa KaMHHA, JOKOJIKOTO TOBA € Bh3MOXKHO.

JIu4yHu npeanasHyu CpeacTBa

3amuTa Ha OYNTE M JTUIETO

3amuTa Ha ounTe:

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

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOoCH mOAXOAIIO Ipena3Ho obieko. JlaboparopHa ynorpeba : JlaboparopHa npecriuika. (EN 13034)

3ammuTa Ha pbIETe:
Jla ce HOCST MOAXOISIIN PhKABULH. XUMUUYECKH YCTONUNBY npena3au pbkasuny. (EN 374)
3ammTa HA AUXATEJTHUTE MHTHIIA

3amuTa Ha AMXATEJHATE IMBTHINA:
B cinyuaii Ha 0Opa3yBaHe Ha Ipax Ja ce U3I0JI3Ba anapar 3a quiaxe ¢ Gpunrsp: P3

PA3JIEJI 9: ®u3nyHH 1 XHMHAYHHI CBOiiCTBA

Al"pCI"aTHO CbCTOSAHUEC : TB’LpI[O BCIIECTBO
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Salbutamol

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

1BsT : OsUI. TIOYTH OsIL.
Brpaien Bun : Crystalline powder.
MonexynHa maca : 239,3 g/mol
Mupuc : He e Hanuuno
I'panunara Ha mupuca : He e Hanuyno
Touka Ha ToneHe : 150-155°C
Touka Ha 3aMpb3BaHe : He e HamuyHO
Touka Ha KUIIEHEe : He e HanuynO
3amanuMocT : He e Hamu4HO
JlosHa TpaHMIia Ha eKCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHMIa Ha EKCIUIO3UBHOCT : He e npunoxumo
IInamua Temneparypa : He e npunoxumo
Temneparypa Ha camo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hanu4HO
pH : He e Hanu4HO
pH pasrBop : He e Hanmu4HO
Buckosurer, kunemaruueH : He e npunoxumo
PazrBopumocT : Boma: 10-33.3 g/l
Koedunuent na pasnpenenenue: n-okranon/soga (Log  : He e HamuHO
Kow)

Hansrane Ha napure : He e Hanu4HO
Hansrane Ha napure npu 50°C : He e Hanu4HO
ITeTHOCT : He e Hanmu4HO
OTHOCHTEIHA IITBTHOCT : He e HannyHO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure : He e Hanu4HO

Hsima HanmuHa OMIBJIHUTETHA HthopMaum

PA3JIEJI 10: CTaGHIHOCT U PEAKTHBHOCT

Hsima HanmuHa OMIBJIHUTETHA HH(I)OpMaHHﬂ

Hswma Hanmnyaa JOIIBJIHUTCIIHA I/IH(‘I)OpMaI.II/[ﬂ

Hsima HanmM4HA TOBIHUTENHA HHDOpMAIHS

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

Octpa TOKCHYHOCT (OpajHa) . BpeneH npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (JIunceat nanHu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢mmpa (JIunceat nanuu)
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Salbutamol

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Salbutamol (18559-94-9)

LD50 opanHo mrex

660 mg/kg (RTECS Ne ZE4400000)

Kopo3uBHOCT/Ipa3HeHe Ha KoxKarta

Cepro3HO yBpeXkJaHe HA OUHTE/APa3HEHE HA OYHUTE
CeHcHOMIM3aLKs HA AMXATEIHUTE IHTUILA HIIH KOKaTa

MyTaI‘CHHOCT Ha 3apOAUIIHUTE KIICTKH

Kanneporennocr

ToKCUYHOCT 32 penpoIyKIHATa

CTOO (crnenuuyHa TOKCHYHOCT 3a OIPEACTICHI
OpraHy) — eIHOKpPAaTHA eKCIIO3ULIUS

CTOO (crnenuduyHa TOKCHYHOCT 3a ONPEICICHU
OpraHu) — MOBTapsIIa Ce eKCIO3ULHs

OmnacHoct IIpu BAUIIIBAHE

Hsma HanwyHa 1OoMBIHHUTENHA HHPOPMAIIUSL

PA3EJI 12: ExonornyHa uH(popManus

OmnacHo 3a BOJHATa cpefa, KpaTKkocpouHa (0cTpa)

OmacHo 3a BogHAaTa cpefia, JbITOCPOUYHa (XPOHHYHA)

He ce xnacudunupa (B3 ocHOBa Ha HANUYHUTE JaHHU, HE Ca U3IIBIHCHU KPUTEPHUTE 32
KJacudupane)

IpeaunsBUKBa CEPHO3HO APa3HEHE Ha OUHTE.

Mosxe /1a IPUYHHY aneprudHa KOKHA PEaKys.

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH, HE Ca U3IIBIHEHH KPUTEPUUTE 32
KJIacupuIIpaHe)

He ce xnacudunupa (Jluncsar naHam)

He ce xnacudunupa (Jluncsar nannm)

IIpuunHsBa yBpeKaaHe Ha OPraHuTe (ChPICYHO-CHOBA CHCTEMA).

He ce xnacudunupa (Jluncear naHHu)

He ce xnacu¢unupa (Jluncear nanam)

He ce xnacudunupa (B3 ocHOBa Ha HATUYHUTE JaHHY, HE ca U3II'BIHCHU KPUTEPHUTE 32
KJacudupane)
BpeneH 3a BogHUTE OpraHU3My, C JBITOTPAcH eeKT.

Salbutamol (18559-94-9)

ECS50 - Pakoo6pa3uu [1]

> 100 mg/1 (48h, Daphnia magna (Boxna 651xa)) (Merog OECD 202))

EC50 72h - Bogopacnu [1]

57,2 mg/1 (72h, Raphidocelis subcapitata(merogq OECD 201)

Salbutamol (18559-94-9)

YcToiuMBOCT U pasrpaauMocT

He ce pasrpaxna 6bp30

Hsima HanmuHa OMIBJIHUTETHA I/IH(l)OpMaI.IHFI

Hsawma manmmyaa JOITBJIHUTCITHA I/IH(i)OpMaLII/UI

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS

Hsma HanmuvHa TOTBITHUTENHA HHPOPMAIIHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS
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Salbutamol

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

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXBIN

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

PA3JIEJI 14: UH¢dopMmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naeHTHGUKATUOHEH HOMEP

He e obekT Ha HapeOUTE 3a TPAHCIIOPT

14.2. Touno HaMMeHOBaHMEe HA MPaTKaTa no cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perynupa

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCIIOPTHPAaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. OnakoBbuHa rpyna

He ce perymupa He ce perynupa He ce perymupa

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He ce perynupa He ce perynupa He ce perynupa

Hsma JOITBJIHUTCITHA HAJTUIHA I/IH(l)OpMaI_IPU{

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpe0uTeuTe
CyxonbTeH TPAHCIIOPT

He ce perymupa

TpaucnopT no mope
He ce perymupa

Bb3ayumien Tpancnoprt
He ce perymupa
14.7. MopckH TPaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHNE CHIJIACHO MHCTPYMEHTH Ha MesKIyHapOoIHATa MOPCKAa OPraHu3alus

He e npunoxumo

PA3JIEJI 15: Un¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WJIH CMECTAa HOPMATHBHA ypen6a/3aKOHOIATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO U OKOJHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHuyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [punoxenne XIV na REACH (Crnuchk Ha BeliecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemectsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapywmasat 030HoBus cjoii (EC 1005/2009)

He ¢urypupa B cnimcbKa ¢ BeLecTBa, KOUTO HapyiaBat 030HoBusI cioii (Permament EO 1005/2009)
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Salbutamol

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

Peraament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/IeJIUs ¢ IBOHHA ynoTpeda

He ¢urypupa 8 PETJTAMEHTA HA CBHBETA (EC) 3a koHTpoI Ha M3/1€Hs ¢ ABOIHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IPeKypcopu Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
[IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha ONpeJIeIeHH BEIECTBA, N3IO0NI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH TN IICHXOTPOITHH BEIIECTBA)

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OpMaI_II/IH

PA3JIEJI 16: Ipyra undgopmanus

HNupukanus 3a npoMeHu

Paznen IIpomeHeH eneMeHT Komenrapu
Jlata Ha pepakuusara IIpomeneno
3ameHs BepcHATa OT ITpomeneno

1.1 EO Ne Jlo6aBeHo

1.1 CAS Ne Jlo6aBeHo

1.1 CHHOHUMH IIpemaxuarto

2.1 Heb6naronpusiTiu QU3HKOXUMUYHH e(DEKTH 1 IIpomeneno

HCGJ’IaFOHpI/IﬂTHI/I C(bCKT]/I 3a 3/IpaB€TO HAa YOBEKa U
OKOJIHaTa cpena

2.1 Krnacugukauus B ceorBerctre ¢ Pernament (EO) | IIpomeneno
Ne 1272/2008 [CLP]

22 Ipenynpexnenus 3a onacuoct (CLP) IIpomeneno
22 Curnanna gyma (CLP) IIpomeneno
2.2 Tuxrorpamu 3a onacuoct (CLP) IIpomeneno
2.2 Ipenopsku 3a 6e3omacuoct (CLP) IIpomeneno
2.3 [pyra unpopmarys IIpomeneno
11.1 ATE CLP (opaina) IIpomeneno
11.1 LD50 opanHo mrex IIpomeneno

II'bnen Texker na H- 1 EUH-npegynpeskaeHusiTa 3a oacHoCT:

Acute Tox. 4 (opanHa) Octpa TokcuuHocT (opanHa), Kareropus 4

Aquatic Chronic 3 OnacHo 3a BoJIHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 3
Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kateropus 2

H302 Bpenen npu norneimane.

H317 Mo:xe 1a IPUYMHH aJepruyHa KOXKHA PeaKIys.

H319 IIpean3BuKBa CEpPHO3HO Jpa3HEHE HA OUYUTE.

H370 IIpuunHsBa yBpeXaaHe Ha OPraHuTe (ChpJIEYHO-ChIOBA CUCTEMA).
H412 Bpezen 3a BOZHHTE OpraHU3MH, C ABITOTPAcH e(eKT.

Skin Sens. 1B Koxna cencnbummzanus, Kareropus 1B
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Salbutamol

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

IIbaen Teker Ha H- 1 EUH-npenynpe:kieHusiTa 3a 0NacHOCT:

STOT SE 1 CrenmdiyHa TOKCHYHOCT 3a ONPE/IENICHN OpraHy — €IHOKpaTHa excrio3unus, Kareropus 1

Wupopmarmonen iuct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cpabpikamnia ce B To3u MHpOpMamoHeH JucT 3a 6e301acHOCT, € HOJIy4eHa OT H3TOYHUIH, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaImsITa ce IpeaocTans 0e3 HUKAaKBa rapaHIys, H3pUYHA HIIM [I0pa30upalia ce, OTHOCHO HeHHATa KOPEKTHOCT. Y CIIOBHSITA WU
MeToauTe 3a paboTa, ChXpaHeHHe, yIoTpeda Wik 00e3BpexkJaHe Ha IPOAYKTa ca H3BBbH HAIIMS KOHTPOJ U MOXKE J1a ca U3BBH Halata komrneTeHTHocT. [Topanu
Ta3u U JIPyrd NPUUUHU, HUE HE II0eMaMe OTTOBOPHOCT U U3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOHu, ILETH WX Pa3XOou, IPOU3TUYALIM OT WM CBbP3aHU
110 HAKAKBbB HAUMH ¢ paboTaTa, CbXpaHEeHNEeTo, ynoTpedaTa min 00e3BpekIaHeTo Ha npoaykra. To3u MHpopMannoHeH et 3a 6e3011aCHOCT € N3TOTBEH U TPsIOBa
J1a ce M3I0JI3Ba CaMo 3a TO3M HPOAYKT. AKO IIPOJYKTHT CE H3II0I3BA KaTO ChCTAaBKa HA JPYTH NPOAYKTH, HATMYHATA HH(OpPMaNus OU MOTJIa Ja ce OKaxe
HenprIokuMa. Ta3n nHdopMaIs ce OCHOBaBa Ha HAIIWTE TEKYIIH ITO3HAHMS M € IPeJHa3HauYeHa J1a 1aJie OIHCAHKe Ha IIPOYKTa caMo 3a IEJIUTEe Ha
3[paBeoIia3BaHeTo, 0e30IIACHOCTTa M OKOJIHATA cpena. [lopaam ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIIMs 3a CBOMCTBATA HA MPOIYKTA.
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