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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 : Histamine for system suitability
XHUMHYECKO HANMEHOBAHHUE : Histamine dihydrochloride

EO Ne 1 200-298-4

CAS Ne 1 56-92-8

Kon Ha npoxykra : 202500727

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]

Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Pecnupatopra cencnbmnmzanust, Kateropus 1 H334
Koxna cencubmmzanus, Kateropus 1 H317
CrrenniaHa TOKCHYHOCT 3a OTIPE/IENICHN OpPraH! — €IHOKPaTHa H335

excrozunus, Kareropus 3, npasHeHe Ha JUXaTEIHUTE IBTHIIA
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

ITpenu3BuKBa cepro3HO Ipa3HEHe Ha ounTe. Moxke 1a MPUYHHH aJepruuHa KojkHa peakuus. [IpenusBuxsa qpa3sHene Ha Koxkata. Moxke 1a MPUIMHH aJeprudHy
WM ACTMAaTHYHU CHMIITOMH WM 3aTPpyJHEHUS B JUIIAHETO NpU BAMIIBaHE. MojKe Ja NpeJu3BUKa Jpa3sHeHE Ha JUXATCIHUTE IIBTUIIA.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)
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Histamine for system suitability

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
H315 - [lpean3BukBa apa3sHeHe HA KOXKATA.
H317 - Moxe /1a IpUYMHHM aJepruyHa KOXKHa PeaKiys.
H319 - [Ipean3BuKBa ceprHo3HO Jpa3HEHE Ha OYMTE.
H334 - Moske ja pHYUHY aJePrUYHU WIK ACTMATHYHY CHMIITOMH WM 3aTPYJHCHHS B UIIAHETO
IIPH BIUIIBAHE.
H335 - Moxe n1a mpean3BUKa Apa3HEHE HA TUXATEIHUTE IbTHIA.
P261 - U30sirBaiite BAMLIBaHE HA Ipax/MyIeK/Ta3/IuM/H3MapeHus/aepo30u.
P264 - Jla ce u3mue ppleTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeba.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MSACTO.
P272 - Jla He ce u3Hacs 3aMbPCCHO pabOTHO 00JIEKIO H3BBH PAOOTHOTO MOMEIICHHE.
P280 - U3non3Baiite npeAna3Hyu pbKaBULM/TPEANA3HO O0IEKI0/MPeAna3Hy OYrIa/Ipeana3Ha Macka
3a JIMIe/TIPEAa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P284 - Hocete cpencrsa 3a 3amura Ha AMXaTEIHUTE IBTUILA.
P302+P352 - [TIPU KOHTAKT C KOXXATA: U3muiite 00MIHO ¢ BOJA.
P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX U IO OCTABETE B MO3UIIMSA,
yJIECHsBAIIA AULIAHETO.
P305+P351+P338 - [IP1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO € BOAA B IPOIbIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bb3MOKHO.
Ipoabkere ¢ U3MIAKBAHETO.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBP 10 TOKCUKOJIOI'US nnu Ha nekap.
P321 - Cnenuanu3upano je4eHue (BXK. JOMBbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).
P332+P313 - Ilpu mosiBa Ha KOXxKHO apasHene: [loTbpcere MEUIMHCKH CHBET/TIOMOIL.
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.
P342+P311 - [Ipu cumnromu Ha 3arpynHeHo auiane: O6anere ce B IEHTBP 10
TOKCHKOJIOT' S unu Ha nexap.
P362+P364 - CBanere 3aMbpCEHOTO 00JIEKIIO M TO M3IEpeTe Mpe/IH MOBTOPHA yIoTpe6a.
P403+P233 - Jla ce chxpansiBa Ha 100pe MPOBETPHUBO MACTO. CHABT J1a Ce ChXpaHsBa IUIBTHO
3aTBOPCH.
P405 - Jla ce cbxpaHsiBa 110, KJIr04.
P501 - CbabppixaHHETO/ChIBT 1A CC U3XBBPJIH B ITYHKT 33 ChOMpaHe Ha OMACHU MU CIICLUATIHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/HJIN MEXyHapOIHU
pasnopenou.

ETI/IKCTI/IpaHC B CHOTBETCTBHE C: M3KiIoueHus 3a BBTPCIIHU OITAKOBKH, KOIraTO CbABPIKAHUETO HE IPEBUIIaBa 10 ml.

IMuxrorpamu 3a onacHoct (CLP)

GHS08
2.3. JIpyru onacHocTH
Hsma Hanmuuna JOITbJIHUTCITHA MH(i)OpMaHI/IH
PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE
3.1. BemecTBa
HaumenoBanue UnenTuduxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Histamine dihydrochloride CAS Ne: 56-92-8 <100 Skin Irrit. 2, H315
EO Ne: 200-298-4 Eye Irrit. 2, H319

Resp. Sens. 1, H334
Skin Sens. 1, H317
STOT SE 3, H335

3a nbanus Teket Ha H- n EUH-npenynpeskienusTa 3a ONacHOCT: BXK. pazjen 16
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Histamine for system suitability

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 Ia CU nodnHe. B cimy4aii Ha pecriupatopau cumnromu: Obanere ce B TOKCHKOJIOTHYCH
LEHTBP WK Ha JIeKap.

[IppBa nOMOIIL IPU KOHTAKT € KOXKaTa : Caaziere 3aMbpceHOTO 00J1eKI10. VI3MHIiTEe BHUMATEIHO U OOMIIHO ChC CallyH U BoJa. AKO
CHMIITOMHTE MPOIBIDKABAT, 1a CE MOBUKA JieKap. AKO IPa3HEHETO Ha KOXKaTa MPOIbIDKaBa, 1a ce
HAInpaBu KOHCYNTALHS C JeKap.

[TppBa moMoLI IPU KOHTAKT C OYHUTE : M3mnakHeTe He3a0aBHO M CTAPATETHO C BOJA, KATO IbP)KUTE KIICMAvUTe IHPOKO OTBOPEHH (B
MPOABIDKEHHE Ha NoHe 15 MuHyTH). CBajeTe KOHTAKTHUTE JICIIH, aKO NMa TaKHBa U JOKOJIKOTO TOBA
¢ Bp3MOXKHO. [Ipoabmkere ¢ H3ruiakBaHeTo. I1oThpceTe MEANIIMHCKA IIOMOIL, aKo 0oIKaTa,
MHT'aHETO WITH 3a4ePBSBAHETO MPOJBIDKAT.

[TpBa noMoLI NIPU MOTJTBIIAHE : M3miaksere ycrara ¢ Bojia (caMo ako MOCTpaJgajusT € B cb3HaHue). Hukora He naBaiiTe HUIIO Hpe3
ycTaTa Ha 4oBeK B Oe3ch3Hanue. He3abaBHO moThpceTe MEAULIMHCKH CHBET/IOMOLIL.

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

CI/IMHTOMI/I/GQ)CKTI/I CJIE] BAUIIBAHE : Moxe na NPUYINHU aJIEPTUIHU WK aCTMAaTUYHU CUMIITOMU WM 3aTPYAHECHHUSA B JUIIAHETO IIPH
auiBaHe. Moxe aa npeau3BUKa IpasHEHE HA JUXATCIIHUTE IIbTUIA.

CP[MHTOMI/I/C(beKTI/I CJIE] KOHTAKT C KOXKaTa : Moxe na NPUYINHHU aJIEPrudHa KOXKHaA peakuus. HpeﬂI/ISBI/IKBa Jpa3sHCHE Ha KOKaTa.

CP[MHTOMI/I/C(beKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[HSBI/[KBa CEPHUO3HO APAa3HEHE Ha OYHUTE. 3a'{epB$[BaHH${, Gouika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIMHCKH I'PUKHU U CNICLIMATTHO JIeYeHUe

Hsima HanmaHa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoOKap

TToAX OIS MOKAPOTACHTEITHN CPEICTBA : Jla ce u3mon3Bat cpencTBa, MOAXOMAIIN 3a FACCHE Ha MIOXKapH B ChCEACTBO. BBIiiepoeH AHOKCHA.
Bogen crpeii. Cyx npax. Ozesiio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy mokaporacuTeNIHA CPeCTBA : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSL.

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

OmnacHH IPOIYKTH Ha pa3lajiaHe B CIydail Ha Ioxap . HembnHOTO TopeHe 0cBOO0K/1aBa ONACceH BHITICPOCH OKHC, BEITIEPOACH IBYOKHC U APYTH TOKCHIHU
ra3oBe. Bb3MOXKHO € OTAEIAHETO HA TOKCUYHU U3MIapEHUSL.

5.3. CbBeTH 32 HO:KAPHUKAPHTE

WHCTpyKIUH 3a TaceHe Ha MOXKapu : Jla He ce momycKa M3MoJ3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha rnoxap . Jla He ce npennprema HaMmeca 0e3 MOAXOSIIO 3aUTHO 000pyIBaHE. ABTOHOMEH U W30JIMPALI]
amapar 3a AuxartesHa 3anmTa. [IbiHa 3amura Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBapHiiHO H3ITyCKaHe

6.1. JInyHH NpeANa3sHA MEPKH, PEANA3HH CPEACTBA U MPONEAYPH NPHU CHENIHA CJIyYan
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H JIPEXHTE.

3a nepcoHaJi, KOWTO He O0TroBaps 3a CHEIIHHU CJIydYan

ABapwuifHu TIIaHOBE : Jla ce oTCTpaHHu HEHY>KHUS IIEPCOHAIL.

3a JIMIATAa, OTTOBOPHHU 32 CIICIIHH CJIyYan

3aIIUTHA CpeACTBA : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 000py/ABaHe. 3a moBede HHdopMarus,
BrokTe paszaen §: "KoHTpoi Ha eKcro3uiusITa/ TMYHU Mpena3Hu cpeactsa’.

6.2. l'[pezmasml MEPKH 32 Olla3BaHe HA OKOJIHATA cpeaa

I[a ce u3bsrsa HU3IIYCKaHE B OKOJIHATa cperaa. Hpe,Z[OTBpaTCTe HaBJIM3aHETO B KaHAJIM3alUATa U B OﬁH.IeCTBeHI/ITC BOOH.
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Histamine for system suitability

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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Histamine for system suitability

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

st

BroHIIEH BU

Mupuc

I'panunara Ha mupuca

Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUTICHE

3amaauMoct

JlonHa rpaHuia Ha eKCIUIO3UBHOCT
T'opHa rpanuIa Ha eKCIUIO3UBHOCT
Ilnamua Temmeparypa
Temmeparypa Ha camo3amnajiBaHe
Temmepatypa Ha pa3iaraHe

pH

pH pasrBop

Bucko3uter, KHHEMaTHYEH

Osu1. mouTH Gsis1. besnBeTeH.
Kpucranen npax. Kpucramm.
He e nanuuno

He e nanuuno

=245 °C

He e nanuuno

He e nanuuno

He e nanuuno

He e npunoxumo

He e npunoxumo

He e npunoxumo

He e npunoxumo

He e HanuuHo

>2,8 (5%, Boaen pastBop)
He e nanuuno

He e npunoxumo

PazrBopumocT Bopma: > 1000 g/l
Koedunuent na pasnpenenenue: n-oxranon/soga (Log He e namnuno
Kow)

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

Hsima HanmMuHa JOMIBJIHUTETHA nthopmaum

PA3JIEJI 10: CTaGHIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTETHA HH(I)OpMaHHﬂ

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

Hsima Hanu4Ha qOnbIHUTENHA HHDOpMATHS

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

Hsma HanuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

PA3JIEJI 11: Toxkcuxojoruuia nHgopmanus

Octpa TOKCHYHOCT (OpajHa) : He ce knacu¢umpa (JIunceat nanxu)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (JIunceat nanxu)
OcTpa TOKCHYHOCT (BIMILIBAHE) : He ce knacu¢umpa (JIunceat nanxu)
KoposusHocT/ipasHeHe Ha koxaTa . Tlpenu3BukBa Jpa3HeHe Ha KOXaTa.

pH: > 2,8 (5%, Bonen pasrBop)

07/10/2025 (daTa Ha n3gaBaHe) BG (6barapckn) 5/10



Histamine for system suitability

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

Cepro3HO yBpesKJjaHe Ha OUMTE/IpasHEHEe Ha OUUTe : Ilpenu3BHKBa CeprHO3HO Jpa3HEHE HA OYHTE.
pH: > 2,8 (5%, Boaen pasrBop)

CeHcnbunm3anys Ha IMXaTeIHUTE IBTUIA WM KoxkaTa  : MoxKe 1a IPUYHHY alepruiHy WM aCTMaTHYHH CHMITTOMH MIIH 3aTPyHEHHMS B AUIIAHETO MPH
BAMIIBaHE. MoXe /1a IPUYHHM aJleprUYHa KOXKHA PEaKIus.

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU : He ce xnacudunupa (JIuncsat nanxm)

Kanneporennoct : He ce xnacudunupa (Jluncat nanxm)

TOKCHYHOCT 3a PENPOAYKIHMATA . He ce xnacudunupa (Jlunceat ganHmn)

CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONPEACICHI : Moske na peu3BHKa JpasHEHE HA JUXATCITHUTE TBTHINA.

OpraHy) — eIHOKPATHA EKCIIO3ULIUS

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN : He ce xnacudunupa (JIuncsat nanam)

OpraHy) — HOBTapsIIIa Ce eKCIIO3UIUS

OmnacHOCT IIpH BAUIIIBaHE : He ce xnacudunupa (Texaudecka HeBB3MOXKHOCT 3a IIOTyYaBaHE Ha JaHHH)

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

OrMYHa m{q)opMamm

OmacHo 3a BogHaTa cpefia, KpaTKOCPOUHa (0CTpa) . He ce xnacudunupa (Jlunceat nanmHm)

OmnacHo 3a BogHATa cpefia, JbITOCPOUYHa (XPOHUYHA) . He ce xnacudunupa (Jlumncear nanmHm)

Histamine dihydrochloride (56-92-8)

YcToiuMBOCT U pa3srpagiuMocT | He ce pasrpaxna 6sp30

Hsima Hanu4Ha qOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa TOMBJIHUTETHA HH(bOpMaI.II/Iﬂ

Hsima HaymMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa OMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbLIHUTE

Hsima HanmuHa JOMIBIIHUTETHA I/IH(I)OpMaI.IHﬂ

PA3JIEJI 14: Uudopmauus 0THOCHO TPAHCIIOPTUPAHETO

B cpotBetcTBre ¢ ADR /IMDG / IATA
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Histamine for system suitability

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

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH mim naeHTugHKALIOHEH HOMeEP

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He e npunoxxumo | He e npunoxumo | He e npunoxumo

14.4. OnakoBbuHa rpyna

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpea

He e npunoxxumo | He e npunoxumo | He e npunoxxumo

Hsma JOITBJIHUTECITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. Cnenua oy npeana3sHu MepKH 3a NOTpe0UTeIuTe

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaucnopT no Mmope
He e npunoxumo

Bb3ayuien TpaHcnopt
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoaHATa MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyaHY 32 BENIECTBOTO WM CMECTA HOPMATHBHA ypen6a/3aK0HOAATEeJICTBO OTHOCHO 6€30NMaCHOCTTA, 3[PABETO H OKOJIHATA
cpena

Pernamentu na EC

REACH, IIpuinoxenue XVII (YciioBusi 3a orpaHuyaBane)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He durypupa B [Ipunoxenne XIV na REACH (Cnuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucbk ¢ kanguaart-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-Bemecrsa

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cnucbka ¢ BelecTBa, KOUTO HapymiaBat 030HoBus cioii (Permament EO 1005/2009)

Peraament (EC) Ha ChBera 32 KOHTPOJI HA U3/IeJIUs € IBOHHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a KoHTpoJ Ha M31eius ¢ JBOHHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopH Ha B3puBHHU BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

IPEKypCOpH Ha B3PUBHU BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO

Ha 1masapa Ha OIIpEACIICHU BEIICCTBA, U3II0JI3BAaHH 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU HIIH IICUXOTPOITHU BCIJ.IeCTBa)
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Histamine for system suitability

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

15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu
Paznen IIpomeHeH eneMeHT KomenTapu
Jlata Ha pemakuusTa Jlo6aBeno
3amMeHs BepcusiTa OT JobaBeHo
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeno
1.2 Orpannuenns 3a ynorpeda ITpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
2.1 Heb6naronpusitin GU3HKOXUMUYHE e(DEKTH 1 IIpomeneno
HeOnaronpusaTHU e(PeKTH 3a 37paBeTo Ha YOBEKA U
OKOJIHATa cpefa
23 Jpyra undopmarus JobaBeHo
4.1 [TppBa nomouy - 00IIM MEpPKU JlobaBeHo
4.1 ITepBa nomou1 IpH KOHTAKT € KOKaTa ITpomeneno
4.1 IIppBa nomo1l Npu BIUIIBAHE IIpomeneno
4.1 IIppBa nomo1l Npy NOrIbIAHE IIpomeneno
4.1 [IppBa mOMOIIL TP KOHTAKT C OYUTE IIpomeneno
4.2 Cumnromu/edexTu IIpemaxuaTo
4.2 CuMnToMu/epeKTH ciiell MorTbIaHe IIpemaxunaro
4.2 CumMnToMu/eeKTH ciell KOHTAKT ¢ KoXKaTa IIpomeneno
4.2 CumMnromu/edexTd ciejl BAUIIBAHE IIpomeneno
42 Cumnromu/e(eKTu ciae] KOHTaKT C OYUTE IIpomeneno
43 Jpyro MEAMIIMHCKO CTAHOBHILE WU JICYEHUE IIpemaxHarto
5.1 Henoxxonsuy noxaporacuTenHu CpeiCTBa Jlo6aBeHo
5.1 Tloaxoasimu noxkaporacuTeHA CpecTBa IIpomeneno
52 OnacHu IPOAYKTH Ha pa3lajiaHe B cilydyaii Ha JobaBeHo
oxap
52 OmacHOCT OT IoXap IIpemaxunaro
53 3amuTa npy raceHe Ha Mmoxap JobaBeHo
53 MHcTpyKuuu 3a raceHe Ha mokapu IIpomeneno
6.1 3aluTHU cpejicTBa Jlo6aBeHo
6.1 ABapuiinu n1aHoOBE ITpomeneno
6.1 O06mu Mepku IIpomeneno
6.2 Ipenma3sHu Mepku 3a oma3BaHe Ha OKoNHaTa cpeza | JlobaBeHo
6.3 3a 3aabpKaHe Jlo6aBeno
6.3 MeTou 3a moyncTBaHe IIpomeneno
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HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
6.4 Tlo3oBaBaHe Ha apyru paszneint (8, 13) Jlo6aBeHo
7.1 JIOIbIHUTEIHU OIIACHOCTH 10 BpeMe Ha paboTra IIpemaxuato
7.1 TIpenna3uu mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUrHeHHH MEPKH IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JlobaBeHo
7.2 TeXHUYEeCKH MEPKH IIpemaxunaro
72 YcnoBust 3a CbXpaHsIBaHE IIpomeneno
7.3 CriennbuyHM KpaifHu ynotpedu IIpemaxuarto
8.2 3amura Ha JUXaTEIHUTE IIbTUIA IIpomeneno
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amura Ha OuHTe ITpomeneno
8.2 TToxxomsiy MHKEHEPEH KOHTPOI IIpomeneno
8.2 3ammra Ha KOKara U TSUIOTO IIpomeneno
9 Mupuc IIpemaxuarto
9 pH JobaBeHo

9 Touka Ha TOIIEHE Jlo6aBeno

9 st JlobaBeHo

9 BroHien Bux Jlo6aBeHo
10.1 Peakuuonna ciocoOHOCT IIpemaxHarto
10.5 HecwsBmMecTumu marepuanu IIpemaxuarto
10.6 OnacHu NPOAYKTH Ha pasnagaHe IIpemaxnaro
12.1 Exomnorus - 0010 IIpemaxnaro
13.1 Pernonanuu pasnopenou 3a OTHabIHTE IIpemaxunarto

II'bnen Texer na H- u EUH-npenynpeskaenusiTa 3a oacHoCT:

Eye Irrit. 2 Cepuo3HO yBpexIane/ipazHene Ha ounre, Kareropus 2

H315 IIpenn3BuKBa apa3HeHe Ha KOXKaTa.

H317 Moske 1a NpHUYMHHM alepruyHa KOXKHA PeaKiHs.

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OYUTE.

H334 Moske 1a IPHYMHY aIePTUYHU WIH aCTMATHYHU CHMIITOMH WM 3aTPyJHEHUS B JUIIAHETO IIPU BIMIIBAHE.

H335 Moske 1a mpeAn3BUKA Apa3HEHE Ha IUXATEIHUTE IbTUILA.

Resp. Sens. 1 Pecniupatopna cencubunuzanus, Kateropus 1

Skin Irrit. 2 Koposust/npasuene Ha koxara, Kareropus 2

Skin Sens. 1 Koxna cencnbmmzanus, Kateropus 1

STOT SE 3 Crienn(pryHa TOKCUYIHOCT 3a ONPEICIICHU OpraHu — €JHOKpaTHa eKcro3uius, Kareropus 3, apa3HeHe Ha TUXATEIHUTE ITBTUILA

Nudopmarmone suct 3a 6e3omnacuoct (UJIB), EC
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

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 M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3I0JI3BA KATO ChCTaBKa Ha APYTU HPOLYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa [1a CC 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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