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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 : Salbutamol impurity J

XHUMHYECKO HANMEHOBAHHUE . 2-(Tert-butylamino)-1-[4-hydroxy-3-(hydroxymethyl)phenyl]ethanone
CAS Ne 1 156547-62-5

Kon na npoxykra : 202400729

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Koxxna cencubunmsanus, Kareropus 1B H317
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH! — €IHOKPaTHa H370

excnozunus, Kareropus 1
OnacHo 3a BoJIHaTa cpejja — XpOHWYHA ONAcHOCT, KaTeropus 3 H412
3a mbanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (I)I)BI/IKOXHMPIWHM eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l ed)eKTn 34 3IPaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

Bpenen npu nornbiane. BpeaeH 3a BogHUTE OpraHu3Mu, ¢ AbiaroTpaeH edexr. [Ipean3BukBa cepHo3Ho qpa3HeHe Ha oynTe. MoKe Ja IPUYMHY aJlepruiHa KOXKHa
peaxis. [IpuunnsiBa yBpexaane Ha OpraHure.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

GHSO07 GHSO08
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Salbutamol impurity J

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)

OmnacHo

H302 - Bpenen npu noribliaHe.

H317 - Moxe /1a IpU4MHM ajJepruyHa KOXKHA PeaKiys.

H319 - [Ipean3BuKBa cepHo3HO Jpa3HEHE Ha OYMTE.

H370 - [IpuunnsBa yBpexaaHe Ha OPraHuTe (CbpACYHO-ChOBA CHCTEMA).

H412 - Bpenen 3a BOTHUTE OPraHU3MH, C JABJITOTPACH €EKT.

P260 - He BaumBaiite mpax/myIek/ra3/InM/u3napeHs/acpo30iI.

P264 - Jla ce u3mue pbLeTe 10 JIJAKTUTE U JIMIETO CTAPATENIHO e ynoTpeda.

P270 - [la e ce sne, nmue WK MyIIU Py ynoTpeda Ha MPOayKTa.

P272 - Jla He ce u3Hacs 3aMbPCCHO PabOTHO 00JIEKIO H3BBH PAOOTHOTO MOMEIICHHE.

P273 - Jla ce n36srBa n3MmycKane B OKOJIHATA Cpea.

P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYrIa/mpeana3Ha Macka
3a JIMIe/TIPEANa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.

P301+P312 - ITPU ITOT'JIBIIAHE: Ilpu Hepasznonoxenue ce obagaere 8 LLEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.

P302+P352 - [IPU KOHTAKT C KOXATA: V3muiite 00uIHO ¢ Boza.

P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIIHO C BOAA B IPOIbIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHUTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bh3MOKHO.
Ipoabikere ¢ U3MIAKBAHETO.

P308+P311 - IIPU siBuHa wnu npeanonaraema excrnosunus: Obazxere ce 8 LIEHTHP [10
TOKCHKOJIOT' S unu Ha nexap.

P321 - Cnenanu3upano je4eHue (BxK. JOMBbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).

P330 - M3miakHere ycrara.

P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxkaTa: [loTbpcere MeTUIMHCKU
CHBET/MOMOIII.

P337+P313 - Ilpu mpoABDKUTETHO ApasHeHe Ha ounte: [loTbpcere MeUIIMHCKU CHBET/TIOMOLL.
P362+P364 - CBanere 3aMbpCEHOTO 0OJIEKIIO M TO M3MEpeTe MpeIH MOBTOPHA yIoTpeba.

P405 - Jla ce cbxpaHsiBa 10 KJIr04.

P501 - CbabpixaHHETO/ChIBT J1a CC U3XBBPJIH B ITYHKT 33 ChOMPaHe Ha OMACHU WU CIICHUATHI
OTHajbIH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHH H/UJIN MEX/LyHapOIHU
pasnopenou.

ETI/IKCTI/IpaHC B CHOTBETCTBHE C: M3KiItoueHus 3a BBTPCIIHU OITAKOBKH, KOraTO ChbABPIKAHUETO HE IPEBUIIaBa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

2.3. JIpyru onacHocTH

Jlpyra nadopmarys

GHS08

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

PA3JIEJI 3: ChcraB/mHdopmanus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukauus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]

2-(Tert-butylamino)-1-[4-hydroxy-3- CAS Ne: 156547-62-5 <100 Acute Tox. 4 (opanna), H302 (ATE=500

(hydroxymethyl)phenyl]ethanone mg/kg)

Eye Irrit. 2, H319

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

3a mesHUA TekeT Ha H- 1 EUH-npenynpexaenusTa 3a onacHoCT: BX. paszen 16
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Salbutamol impurity J

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 impurity J

WNudopmannoHeH JUcT 3a 6€301MacHOCT
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

IMpennasun Mepku 3a 6e3omacHa padboTa : Jla ce n304rBa BCsAKaKBa M3IMIITHA eKcro3uLus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XWTHEHHN MEPKH . Jla e ce sze, mue WM mymm npy ynotpeba Ha npoaykra. [la He ce H3HACA 3aMBPCEHO PabOTHO

00JICKIIO H3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKIIIOYBAHE HA paﬁoTaTa.

7.2. YciioBusi 3a 6e301aCHO CbXpaHsiBaHe, BKIKNYUTEITHO HECbBMECTUMOCTH

VYcmoBus 3a CbXpaHsIBaHE : )Ia C€ ChXpaHsABa Ha I[O6p€ TIPOBETPUBO MSCTO. CT:)I[T)T Jla C€ ChXpaHsBa IJIBTHO 3aTBOPEH. )Ia ce
T1a3u OT TOIJIMHA U IIPSKa CIbHYEBaA CBETIIMHA.
OrnakoBbYHU Marepuain : )Ia C€ CbXpaHsBa B OPUTHHATHUTE KOHTeﬁHepH.

7.3. Cneuudpuuna(u) kpaiina(u) ynorpeda(u)

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

PA3IEJI 8: KoHTpoJ Ha eKCIO3MIMSATA/IMYHH NPEeINa3Hu CpecTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsma HannyHa I0MBIHUTENTHA HHOPMAIUS

8.2. KonrtpoJ Ha ekcno3unusTa

IMoaxoas HH:KeHePeH KOHTPOI

Ioaxoasiy MHKEHEPEH KOHTPOJI:
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.

JInuHu npeamnasHu Ccpeacrsa

3amuTa HA OYHTE U JIHIETO

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

3ammTa Ha Ko})KaTa

3ammTa Ha K0KaTa U TAJIOTO:
Jla ce HOCH TIOAXOAAIIO0 TIpea3Ho 00ekio. JlaboparopHa ynorpeba : JlJabopatopHa npecriika. (EN 13034)

3amuTa Ha phLeTe:
Jla ce HOCST MOAXOISIIN PhKABULH. XUMUUYECKH YCTONUNBY npena3au pbkasuny. (EN 374)

3amura Ha AUXATCJIHUTE MbTHIA

3amuTa Ha AMXATEJHATE IMBTHINA:
B ciyuaii Ha 0Opa3yBaHe Ha IIpax [a ce M3M0JI3Ba anapar 3a quiuane ¢ Guarsp: P3

PA3JIEJI 9: ®u3nyHu U1 XMMMYHHM CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHUYHH CBOHCTBA

ArperaTHo CbCTOSAHUEC : TB’bp,E[O BCIIECTBO
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Salbutamol impurity J

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

st : He e HanuyHO
Mornekynna maca : 2373 g/mol
Mupuc : He e nanuuno
I'panunara Ha mupuca : He e Hanuuno
Touka Ha TONIEHE . He e nanmuuno
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KUTICHE . He e nanmuuno
3amaauMoct . He e nanmuuno
JlonHa rpaHuia Ha eKCIUIO3UBHOCT . He e npunoxumo
T'opHa rpanuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa . He e npuinoxumo
Temmeparypa Ha camo3amnajiBaHe . He e npuinoxumo
Temmepatypa Ha pa3iaraHe . He e Hanuyno
pH : He e Hanu4HO
pH pasrBop : He e Hanu4HO
Bucko3uter, KHHEMaTHYEH . He e npuioxumo
PazrBopumoct . He e nanmuuno
Koeduiment na pasnpepenenue: n-okranon/soga (Log  : He e namuuno
Kow)

Hansirane Ha napure . He e nanuuno
Hansrane Ha napure npu 50°C : He e Hanu4HO
IInsTHOCT . He e nanmuuno
OTHOCHUTEIHA IUIBTHOCT . He e Hanuyno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure . He e nanmuuno

Hsima HanmMuHa JOMIBJIHUTETHA HthopMaum

PA3JIEJI 10: CTaGHIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTETHA PIH(I)OpMaI.IHFI

Hswma Hanmmyaa JOITBJIHUTCITHA I/IH(i)OpMaI.II/[SI

Hsima Hanu4Ha qOnbIHUTENHA HHDOpMATHS

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

Hsma HanuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

PA3JIEJI 11: Toxkcuxojoruuia nHgopmanus

Octpa TOKCHYHOCT (OpajHa) . Bpenen npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (JIunceat nanxu)
OcTpa TOKCHYHOCT (BIMILIBAHE) : He ce knacu¢umpa (JIunceat nanxu)
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Salbutamol impurity J

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

2-(Tert-butylamino)-1-[4-hydroxy-3-(hydroxymethyl)phenyl]ethanone (156547-62-5)

LD50 opanHo mrex > 300 — < 2000 mg/kg (mporHo3Ha cTOHHOCT)

Kopo3uBHOCT/Ipa3HeHe Ha KoxKarta : He ce xnacugunupa (Bb3 0CHOBa Ha HATMYHUTE IAaHHU, HE Ca M3ITBIHECHU KPUTEPHUTE 32
KJacudupane)

Cepro3HO yBpesKaHe Ha OUKTe/IpasHEeHE Ha OYUTe : IIpenu3BuKBa cCepHO3HO Ipa3HEHE HA OUUTE.

Cencnbunu3anys Ha IMXaTeIHUTE IBTUIA WK KoxkaTa  : MoxKe Ja IPUYMHHM aJlepruyHa KOXKHA PEaKIus.

MyTareHHOCT Ha 3apOJIUIITHATE KICTKN : He ce knacuduimpa (Bb3 ocHOBa Ha HATMYHKUTE JITAHHH, HE Ca M3ITBJIHEHH KPUTEPHHUTE 32
KJIacupuIIpaHe)

Kanneporennoct : He ce xnacu¢mumpa (JIuncsat nanxm)

TOKCHYHOCT 3a PenpOAyKLHUATA : He ce xnacudunupa (JIuncsat nanxm)

CTOO (crnenuuyHa TOKCHYHOCT 3a OIPEACTICHI . IlpuumHsBa yBpexJaHEe HA OpraHUTE (ChPACYHO-CHI0BA CUCTEMA).

OpraHu) — €JHOKpPaTHA eKCIIO3ULIHS
CTOO (crnenuduyHa TOKCHYHOCT 3a ONPEICICHU . He ce xnacudunupa (Jlunceat nanHu)
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULIMS

OmnacHOCT NP BAUIIBaHE . He ce xnacu¢uupa (JIunceat nanam)

Hsma HanwyHa 1OoMBIHHUTENHA HHPOPMAIIUSL

PA3EJI 12: ExonornyHa uH(popManus

OmacHo 3a BoHAaTa cpesia, KpaTKOCPOUuHa (0CcTpa) : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE NaHHY, HE Ca M3IBIHEHH KPUTEPHUTE 32
KJacudupane)
OmnacHo 3a BOAHATA CPefia, ABIrOCPOYHA (XPOHHYHA) . Bpezen 3a BoOHHUTE OPraHU3MH, C ABITOTPACH S(PEKT.

2-(Tert-butylamino)-1-[4-hydroxy-3-(hydroxymethyl)phenyl]ethanone (156547-62-5)

ECS50 - Pakoo6pa3uu [1] > 100 mg/1 (48h) (mporHo3Ha cToifHOCT)

EC50 72h - Bogopacnu [1] > 10 — <100 mg/1 (72h) (mporHo3Ha CTOHHOCT)

2-(Tert-butylamino)-1-[4-hydroxy-3-(hydroxymethyl)phenyl]ethanone (156547-62-5)

YcToiuMBOCT U pasrpaauMocT He ce pasrpaxnaa 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 impurity J

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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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
3aMeHs BepcusTa OT JlobaBeHo
Jlara Ha pepakuusara JobaBeHo

2.1 Heb6naronpustan QU3HKOXUMHUYHY e(DeKTH 1 IIpemaxnarto

He6IIaI‘OHpI/I$ITHI/I e(beKTI/I 3a 3JpaBE€TO Ha Y0BEKaA U
OKOJIHaTa cpeaa

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

2.2 Curnanna nyma (CLP) IIpomeneno
2.2 ITuxrorpamu 3a onacuoct (CLP) IIpomeneno
2.2 Ipenopsku 3a 6e3omacuHoct (CLP) IIpomeneno
2.2 TIpenynpexnaenus 3a onacHoct (CLP) IIpomeneno

II'bnen Texer na H- u EUH-npegynpesxaennsiTa 3a oIacHOCT:

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

Aquatic Chronic 3 OnacHo 3a BoJJHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 3

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kateropus 2

H302 Bpenen npu nornsiane.

H317 Mosxe 1a IPUYMHH aJepruyHa KOXKHA PeaKIys.

H319 IIpean3BuKBa CEpHO3HO Jpa3HEHE HA OUYUTE.

H370 IIpuunHsBa yBpexaaHe Ha OPraHuTe (ChpJIEYHO-CHIOBA CUCTEMA).

H412 BpeneH 3a BOTHHTE OpraHU3MH, C ABITOTPAcH e(eKT.

Skin Sens. 1B Koxna cencubnmmzanus, Kareropus 1B

STOT SE 1 Creru$uyaa TOKCHIHOCT 32 OIpeJielIeHH OpTraHy — eJHOKpaTHa excrosuius, Kareropus 1

Nupopmarmonet suct 3a 6e3omnacuoct (UJ1B), EC
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
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OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H HPOAYKT. AKO HPOIYKTHT CE U3IM0NI3BA KATO ChCTABKA HA APYTH MPOLYKTH, HaJTNYHATa MH(OpPMALHs 61 MOTIIa J1a ce OKake
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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