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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 : Thiamphenicol
XHUMHYECKO HANMEHOBAHHUE : Thiamphenicol
EO Ne 1 239-355-3
CAS Ne 1 15318-45-3
Kon Ha npoxykra : 201600889

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]

ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361
ToKCHYHOCT 3a penpOAyKIMsATa, JOMBIHNTENHA KaTeropus, epektn  H362
BBPXY MM UPE3 JIAKTALMATA

CrenndiyHa TOKCHYHOCT 3a ONpEJieNIeHN Oprany — noprapsima ce  H372
excnoszunus, Kareropus 1

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

Ipenmnonara ce, ye yBpex/aa OIUIOJUTENIHATA CIIOCOOHOCT MK Tioaa. Moxe 1a Obae BpeieH 3a KbpMauerta. [IpuumnHsBa yBpekiaHe Ha OpPraHUTe MOCPEACTBOM
HPO/BIDKHTENHA WM TOBTAPAIA CE eKCITO3UIIHS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

GHSO08
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Thiamphenicol

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

Curnanna gyma (CLP) : OmacHo

Mpenynpexnenus 3a onacHoct (CLP) : H361 - IIpennonara ce, 4e yBpeskaa OIIIOAUTEIHATA CIIOCOOHOCT W IIJIO/A.
H362 - Moxe na Ob/1e BpesieH 3a KbpMauerTa.
H372 - [lpuunnsBa yBpexaaHe Ha OpraHuTe (KpbB, KOCTEH MO3bK) MOCPEACTBOM MPOIBDKUTETHA
WM TIOBTApSIa C¢ eKCITO3UIIHS.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKLIUH.
P202 - He usnon3BaiiTe npeay Aa CTe MpoYean U pa3dpani BCHYKH NPeIa3Hid MEpKH 32
6e30macHOCT.
P260 - He BaumBaiite mpax/myIex/ras3/anM/u3napeHs/acpo30i.
P263 - Jla ce n36srBa KOHTAKT 110 BpeMe Ha OPEMEHHOCT U MIPU KbpPMEHE.
P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHoO Clel yrnoTpeba.
P270 - [la He ce e, mue WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P280 - U3non3Baiite npeAna3Hyu pbKaBULM/TPEANA3HO O0IEKI0/MPeAna3Hy OYrIa/Ipeana3Ha Macka
3a JIMIe/TIPEAa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P314 - Ilpu Hepa3monoKeHne MOThPCeTe MEAUIIMHCKH ChBET/TOMOLIL.
P405 - [la ce cbxpaHsiBa 1o KJroy.
P501 - CbappixaHHETO/ChIBT 1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/UJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUSHNS 32 BBTPELIHH OMTAKOBKH, KOTaTO ChbPKAHUETO He mpeBumana 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

Jlpyra nadopmanus : AKTHBHO BelecTBO (BB (hapMalleBTHIHH IPOILYKTH).
BHuMaHuMe - BELIECTBO, KOETO BCE OLLE HE € U3MUTaHO HAIIBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HMnenTudguxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Thiamphenicol CAS Ne: 15318-45-3 <100 Repr. 2, H361
EO Ne: 239-355-3 Lact., H362
STOT RE 1, H372

3a meanud TekceT Ha H- n EUH-npenynpeskennsaTa 3a ONacHOCT: BXK. pa3jen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIIL

H'I)pBa moMo1f - 061111/1 MEpPKU . B®B Bcnukn CjIydan Ha CbMHEHUE, WJIN aKO CUMIITOMUTE IPOABIDKABAT, IIOTHPCETE MEAUIITUHCKA
TTOMO1II.
H’BpBa TIoMo1I Ipyu BAUIIBAHE . W3Benere nuitero Ha 9uCT BB3AYX U I'O IIOCTABETE B IMO3UL U, YIICCHABAIA JUIIAHETO. )Ia C€ oCTaBH

MOCTpaalKis 1a CU rmo4yrHe. B ciyuaii Ha npuiomasane: [IoThpceTe MEANIIMHCKH ChBET/IOMOIIL.

IIppBa HOMOII TPY KOHTAKT C KOXKAaTa : Jla ce cBay 3aMBPCEHOTO OOJICKIIO U H3JIOKEHUST YUacThK OT KOXKaTa Jia ce H3MHe ¢ MK CallyH U
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIbpBa HOMOIIL TPY KOHTAKT C OYUTE . HM3makHere ¢ BoJa, KaToO JbPXKUTE OYUTE MIMPOKO OTBOPEeHH. [I0ThpceTe MEMIIMHCKA TIOMOILL, aKO
0oJKaTa, MUTaHETO HJIH 3a4epPBSIBAHETO MPOIBIDKAT.

IIppBa HOMOIL IPH TOTITBIAHE . M3makuere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycTara Ha 4OBeK B Oe3ch3HaHMe. He3abaBHO OTHpceTe MEUIIMHCKY CHBET/IIOMOII.

4.2. Haji-cb11eCTBEHH OCTPH M HACTBIIBAILM CJ1e]l H3BECTeH epHo/l 0T BpeMe CHMITOMH U edeKTH

Hsma Hanu4Ha DOMBIHUTENTHA HHOPMAIUST
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Thiamphenicol

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

Tloxxozsmy noxaporacHTeNHN CPEACTBA : Jla ce u3nonsBat cpecTBa, MOAXOAALIM 3a FACEHE HA MOXKapH B ChCEJACTBO. BbriepoeH auokcus.
Bopnen cnpeii. Cyx npax. Oneso 3a 3aracsiHe Ha OI'bHsL.
Henonxonsimy moxaporacuTelIH| CpeICTBa : Jla He ce n3Mon3Ba CUIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasrnaJaHe B cnyl{aﬁ Ha 11oxxap : HenwiHoTO TOpeHE OCBOGO)KI[aBa OITaCE€H BBITICPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTd TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNsIHEeTO Ha TOKCHYHHI H3MapeHus.

HHCTPYKHP[PI 3a racCHE Ha IoOXKapu : I{a HE C€ I0ITyCKa H3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BOJa J1a 3aMbpPCH OKOJIHaTa cpea.
SammTa IIpHU rac€He Ha I10XKap : I{a HE c€ IIpearpueMa Hameca 0e3 NOAXOAIIO 3alIUTHO o6opyz[BaHe. ABTOHOMEH U H30JIMpant
arnapar 3a 1uXaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3EJI 6: Mepku npu aBapuiiHO U3MyCKaHe

OO0 Mepku . Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepcoHaJ1, KOITO He 0TrOBAps 32 CHEIUIHHU CIIy4an

ABapuitHH IJTaHOBE : Jla ce oTCTpaHM HEHYKHHUS IEPCOHAI.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3auuTHU CpecTBa . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alMTHO 000pyABaHe. 3a oBeye HHMOopMarws,
BroKTe paszgen §: "KoHTpol Ha eKCIIo3uIuATa/ TUYHH [IPeJIIa3Hu cpejcTBa.

Jla ce n30sTBa U3MIycKaHe B OKOIHATA cpefa. [IpenoTBpaTeTe HABIM3aHETO B KAHAIM3AIMATA U B OOIIECTBEHUTE BOJH.

3a 3aabpiKaHe : Tlonwmiire ¢ HHEPTEH MaTEpUa M MOCTABETE B MOJAXO/IAII KOHTEHHED 32 00e3BPEKIaHe Ha OTIIAIbIIH.
MerTou 3a OYKCTBaHE : Tlouncrere 3aMbpCeHUTE MOBBPXHOCTH OOMITHO ¢ Boza. [lourcTBane ¢ MOMIITA Ha JETEPreHT.

Bmxre Pazznen 13 otHocHO nHbopMarus 3a 06e3BpekaaHe Ha OTIAIbLHTE.

: PadoTa u cbxpaHeHnue

JIOITBITHUTEITHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE XKEHH MIIH KbPMAuKHTE.

Tpennasun Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCAKAKBA M3IMIITHA eKcro3uus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEpPKN : Jla He ce sze, mue WM IMymy npy ynotpeba Ha npoaykTa. la He ce M3HACsA 3aMBPCEHO PabOTHO

00JICKIIO H3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA pa60TaTa.

VYcnosus 3a CbXpaHsBaHE : I{a C€ CbXpaHsBa Ha z[06pe TIPOBETPUBO MSCTO. C'I:Z['bT Jla c€ CbXpaHsBa IUIBTHO 3aTBOPCH. ,Z[a ce
T1a3u OT TOIUIMHA U IIpsIKa CIbHYEBA CBETJIMHA.
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Thiamphenicol

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

OnakoBbYHH MaTepHaId : Jla ce cpXpaHsBa B OPUTHHAITHUTE KOHTEHHEPH.

7.3. Cnennduyna(n) kpaiina(u) ynorpeda(m)

HsiMa HannyHa JOMBIHATETHA HHQOPMALIHS

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3MIUSAITA/THYHH NPeINa3HH CPEeACTBa

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA m—[(bopMaum

8.2. KoHTpo.1 Ha eKCNO3NIUATA

Tloaxoasiuy MHKEHEPEH KOHTPOJ

Hoaxoasii HHKEHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3UCKBAT KAKTO MECTHA CMYKAaTEIHA BEHTUIAIMS, TaKa ¥ BEHTUIIALKS Ha 00II0TO
nomemnienue. C marepuaina TpsOBa qa ce padoTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € Bb3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuMTa HA OYUTE H JUIETO

3ammuTa Ha oumTe:

Jla ce HOCsT npemnasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KOKaTa

3amuTa Ha KOXKATa H TSJIOTO:
Jla ce Hocu nmozaxosIIo npennasHo ooaekio. Jlaboparopua ynorpeba : JlJabopatopHa npecruinka. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBH peana3Hu perasuiy. (EN 374)

3ammTa HA JUXATEJHUTE IHTHIIA

3amuTa Ha AMXATEHATE MBTHINA:
B ciyuqait Ha 0Opa3yBaHe Ha IIpax Jia ce M3I0JI3Ba anapar 3a Juimane ¢ Guirsp: P3

PA3JIEJI 9: ®u3uyHA U XUMHYHH CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3HYHM M XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
LBat : OSUL XKBITEHHKAB-OSII.
BroHien Bung : Kpucranen npax. Kpucramm.
MonekynHa Maca 1 356,22 g/mol
Mupuc . He e nanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : 163 -167°C
Touka Ha 3aMpB3BaHE : He e nanuuno
Touka Ha KUIICHE : He e nanuuno
3anmanuMocT : He e nanuuno
JlonHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpanuLa Ha EKCITIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3anaaBaHe : He e npunoxumo
Temneparypa Ha pa3narane : He e nanuuno

pH : He e manmuuno

pH pastBop : He e nanuuno
Bucko3uter, kKuHEMaTuueH : He e npunoxumo
PastBOpUMOCT : Boma: 1-10g/1
Koedunuenr Ha pasnpenenenue: n-okrason/Boga (Log  : He e HanuuHO
Kow)

Hansrane na napute : He e nanuuno
Hansraune na napute mpu 50°C : He e nanuuno
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Thiamphenicol

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

TlnbpTHOCT . He e nanmuuno
OTHOCHUTEIHA TUIBTHOCT . He e nanmuuno
OtHOcHTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure . He e HanuyHO

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMAIHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

1IKOJIOr'M4YHa HHq)Op 1Al A

Octpa TOKCHYHOCT (OpajiHa) . He ce knacupuumpa (Bb3 ocHOBa Ha HAJIMYHHUTE JAHHH, HE CA M3IIBIHEHH KPUTEPHHTE 32
KIacubHIEpane)

OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jlunceat nanHm)

OcTpa TOKCHYHOCT (BMILIBAHE) . He ce xnacudunupa (Jlunceat ganHm)

Thiamphenicol (15318-45-3)

LD50 opanso mrbx 5000 mg/kg

KoposuBHocT/mpasHene Ha Koxara . He ce xnacudunupa (Jlunceat nanHmn)

Cepno3HO yBpeskJ[aHe Ha OUHTE/IpasHEHEe Ha OUNTe : He ce xnacudumupa (JIuncear qaHHm)

CencuOmn3anys Ha IUXaTeJHUTE IBTUINA WK Koxkata : He ce xacudunupa (Jluncsar naHam)

MyTareHHOCT Ha 3aPOUIIHUTE KIETKN . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHN KPUTEPUUTE 32
KJacuuypane)

Kanneporensoct . He ce xnacuduuupa (JIuncsat 1aHam)

TOKCHYHOCT 3a PeHPOAyKIHATA : Ilpexnonara ce, 4e yBpesk/ia OIUIOAUTEIHATA CIIOCOOHOCT MK Tioza. Moxe aa Objie BpecH 3a
KbpMadera.

CTOO (cneunduyHa TOKCHYHOCT 32 OIPEICICHU : He ce knacu¢uupa (JIunceat nanuu)

OpraHu) — €JHOKPATHA EKCIIO3HIIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEIeHI : IlprumnsBa yBpexaaHe Ha OpraHuTe (KpbB, KOCTEH MO3bK) IIOCPEACTBOM MPOABIDKHTENHA HIIH

OpraHi) — IIOBTapsIIa CE EKCIIO3ULHS MOBTApSIIIA CE SKCITO3ULIHS.

OmnacHOCT IIpU BAUIIBAHE : He ce xnacudunupa (Jluncat nanxm)

Hsma HanuvHa KOTBIHUTENHA HHPOPMAIIHS
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Thiamphenicol

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

PA3JIEJI 12: Exosiornyna uH(popmManus

OmnacHo 3a BOj(HATa Cpejia, KpaTKocpouHa (0cTpa) . He ce knacu¢uuupa (B3 0CHOBA Ha HATMYHUTE JAHHH, HE Ca U3ITBJIHCHH KPHTEPUHTE 32
KIacubHIEpane)

OnacHo 3a BOJIHATA CPEia, ABJITOCPOYHA (XPOHHYHA) . He ce knacu¢uuupa (B3 0CHOBA Ha HATMYHUTE JAHHH, HE Ca U3ITBJIHEHH KPHTEPUHTE 32
KkIacubHIEpaHe)

Thiamphenicol (15318-45-3)

EC50 72h - Bogopaciu [1] 8,86 mg/l (72 uaca, Pseudokirchneriella subcapitata (3eneru Bogopacin))

NOEC xponunyHa BOZOPacIn 4,06 mg/1 (72 gaca, Pseudokirchneriella subcapitata (3enenu Bogopaciu))

Thiamphenicol (15318-45-3)

YcToHYMBOCT U pa3srpagiuMocT | He ce pa3rpaxna 6sp30

Hsima Hanu4Ha nonbiIHUTENHA HHDOpMAIHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbLHUTE

Hsima HanmuHa JOMIBIIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 14: Nudopmauus 0THOCHO TPAHCIIOPTUPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cincbka Ha OOH niu ureHTHGUKATHOHEH HOMEP

He e obexT Ha HapenOuTe 3a TpaHCTIOPT

14.2. TouHo HauMeHOBaHHE HA paTKaTa no cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perynupa

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. Onakopb4Ha rpyna

He ce perynupa He ce perynupa He ce perynupa

17/10/2025 ([lara Ha penakuusTa) BG (6barapckn) 6/9



Thiamphenicol

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

ADR IMDG IATA

14.5. OnacHocTH 32 OKOJIHATA cpeAa

He ce perynupa He ce perynupa He ce perynupa

HsiMa mompiHuTeIHA HaMHYHA HHQOpMALHS

14.6. CnennaaHu NpeANa3sHA MePKH 32 MOTPeOUTeINTe

CyxonbTeH TPAHCIIOPT
He ce perynupa

TpancnopT no mope
He ce perynupa

Bb3ayumen Tpancnopt
He ce perynupa

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

He e npunoxumo

PA3JIEJI 15: WH¢dopMmanusi 0OTHOCHO HOPMATHBHATA ypeada

15.1. Cneuuduynu 3a BemeCTBOTO UJIH CMeCTA HOPMATHBHA ypea0a/3aK0OHOAATEICTBO OTHOCHO 0€30I1aCHOCTTA, 3PABETO M OKOJHATA
cpena

Peramamentn Ha EC

REACH, Ilpuio:xenne XVII (¥YciaoBus 3a orpaHuyaBane)
He ¢urypupa B [Tpunoxenne XVII nra REACH

REACH, IIpuioxenue XIV (Cnucbk Ha BellecTBaTa 3a pa3peniaBaHe)

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

REACH, Cnucsk ¢ kanguaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbpka Ha REACH ¢ kananaaT-BenecTsa

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

He ¢urypnpa B crimcbKa ¢ BemecTna, KOUTO HapymiaBaT 030H0BH: cioii (Permament EO 1005/2009)

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

He ¢urypupa 8 PETJTAMEHTA HA CBBETA (EC) 3a koHTpoJ1 Ha U3/eius ¢ ABOMHA yrnoTpeda.

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cprppika BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPEeKypcopy Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha masapa 1 ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

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

He cpappixa BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, N3MOI3BAHN 32 HE3aKOHHO MPOM3BOICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

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

Hsma HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/IH

PA3JIEJI 16: [Ipyra ungopmanus

HNuaukanus 3a NMPOMEHHU

Pazpnen IIpomeHeH eneMeHT KomenTapn

3aMeHs BepCHATa OT Jlo6aBeno
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Thiamphenicol

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
JlaTa Ha penakusara Jlo6aBeHo
1.1 EO Ne JobaBeHo
1.1 CAS Ne Jlo6aBeHo
1.2 Orpanuuenus 3a ynorpeba JobaBeHo
1.2 VYnorpeba Ha BelecTBOTO/CMECTa Jlo6aBeHo
1.2 ODyHKIHS WM KaTeropus Ha yrnorpeda Jlo6aBeno
2.1 Heb6naronpusitau QU3HKOXUMHUYHY e(DeKTH 1 JlobaBeHo
HeOIaronpusaTHY e()eKTH 3a 3APABETO HA YOBEKA U
OKOIIHAaTa cpejia
2.1 Knacudukarus B crorBercTBre ¢ Pernament (EO) | lo6aBeHo
Ne 1272/2008 [CLP]
2.2 Ipenopsku 3a 6e3onacHoct (CLP) JobaBeHo
2.2 Ipenynpexnenus 3a onacHoct (CLP) JlobaBeHo
2.2 Curnanna gyma (CLP) JlobaBeHo
2.2 TTukrorpamu 3a onacuoct (CLP) Jlo6aBeno
2.3 Jpyra undopmaruys Jlo6aBeno
4.1 II'ppBa nomou - 00K MEpPKH JobaBeHo
4.1 IIppBa HOMOIIL TP KOHTAKT € KOXKaTa JlobaBeHo
4.1 IIppBa nomo1l pu BAUIIBAHE JobaBeHo
4.1 IIspBa oMo npu noryrbIaHe Jlo6aBeno
4.1 IIppBa noMoII IPYU KOHTAKT C O4UTE JobaBeHo
5.1 Henoaxonsmu noxaporacuTeHu cpeacTa Jlo6aBeHo
5.1 Toaxoasimy no>kaporacuTeHA CpeCTBa Jlo6aBeno
5.2 OnacHu NPOAYKTH Ha pa3ajiaHe B cilyyaid Ha JobaBeHo
moxap
53 3amuTa Npy raceHe Ha rmoxap JlobaBeHo
53 MHucTpykumu 3a raceHe Ha oXapu Jlo6aBeno
6.1 3anuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiH¥ TUIAaHOBE JobaBeHo
6.1 OO0 Mepku Jlo6aBeno
6.2 IIpenna3sHu Mepky 3a ora3BaHe Ha OKoJHaTta cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JobaBeHo
6.3 Meroau 3a MOYUCTBaHE JlobaBeHo
6.4 Tlo3oBaBaHe Ha apyru pazneint (8, 13) JlobaBeHo
7.1 JIOIBJIHUTENTHYE ONIACHOCTH T10 BpeMe Ha padoTta JobaBeHo
7.1 IIpenna3uu Mepku 3a 6e3omacHa paboTa JlobaBeHo
7.1 XUTrHeHHU MEPKH JlobaBeHo
7.2 YcnoBus 3a chXpaHsBaHe JobaBeHo
7.2 OnakoBbYHU MaTepUaIl JobaBeHo

17/10/2025 (JlaTa Ha penakuusTa)

BG (6barapckn)
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Thiamphenicol

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
8.2 3amuTa Ha AUXATEITHUTE IIBTUILA JobaBeHo
8.2 3amuTa Ha phleTe JobaBeHo
8.2 3amura Ha OYUTe Jlo6aBeHo
8.2 Toaxoasii HHKEHEPEH KOHTPOJI Jlo6aBeno
8.2 3aluTa Ha Ko)KaTa U TSUIOTO Jlo6aBeHo

9 Touka Ha TOTIEHE Jlo6aBeno

9 LBsiT Jlo6aBeno

9 MonekynHa maca JobaBeHo

9 BroHIieH By IIpomeneno
11.1 LDS50 opanHo maex IIpomeneno
11.1 Jlonbaautenta nadopmarus IIpemaxunaro
12.1 ECS50 72h - Bonopaciu [1] JobaBeHo
12.1 NOEC xpoHHYHa BOJIOPACIH JobaBeHo

IIbaen Texer Ha H- 1 EUH-npenynpexieHnsaTa 3a 0NacHOCT:

H361 [penmosara ce, 4ye yBpex/1a OIUIOAUTEIHATA CIIOCOOHOCT MK IUIOZA.

H362 Mosxe a Oblie BpelieH 3a KbpMayeTa.

H372 IprunHsBa yBpexxaaHe Ha OpraHuTe (KpbB, KOCTEH MO3BK) IOCPEACTBOM MPOABIDKHTETHA MIIH ITOBTAPSINA CE eKCIIO3UIINL.
Lact. TokcuaHOCT 32 pENPOLYKIHATA, JOMBIHATEIHA KaTCETOPHs, €pEeKTH BbPXY HIX Upe3 JIAKTallUATa

Repr. 2 TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2

STOTRE 1 Crerduyna TOKCHYHOCT 3 ONpe/IeJIeHH OpraHu — MOoBTapsiia ce ekcrosuims, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, chabpkamia ce B To3u MHbopMamoHeH JucT 3a 6e30MacHoCT, € MOIyYeHa OT H3TOYHHUIIN, KOUTO CMsTaMe 3a

HaZeKAHU. Bbrpexn ToBa, mHGopManusTa ce mpeocTaBs 0e3 HUKaKBa rapaHIis, H3pUYHA WK oapa3oupalia ce, OTHOCHO HeiHATa KOPEKTHOCT. Y CIIOBUSITA HITH

MeTouTe 3a paboTa, ChbXpaHEeHHe, ynoTpeda ik 00e3BperkIaHe Ha MPOJIyKTa ca W3BbH HAIINSA KOHTPOJ U MOJKE Ja Ca U3BbH Halllata KoMreTeHTHocT. [Topaau
Ta3u U JIPyrv NPUUUHU, HUE HE II0eMaMe OTTOBOPHOCT U U3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOHu, ILETH WM Pa3sXoM, MIPOU3THYALIM OT W CBbP3aHU

I0 HJKaKbB HAUHMH ¢ paboTara, CbXpaHeHHETOo, yroTpebdara uin 00e3BpexIaHeTo Ha npoaykTa. To3u MHdopmanroneH IUCT 3a 6€30IaCHOCT € U3rOTBEH U TpsOBa

Jla ce U3M0JI3Ba CaMo 3a TO3H NPOJIYKT. AKO IIPOIYKTHT C€ U3II0JI3Ba KaTO ChCTaBKa Ha JAPYTH NPOILYKTH, HalMuHaTa MH(OpMAalKs O1 MOIJIa 1a Ce OKaXe
Henpuioxkuma. Tazu nHpopManys ce OCHOBaBa Ha HAIIUTE TEKYILIM O3HAHMS U € IIpe/IHa3HauYeHa J1a J1a/Ie OIMCaHKUe Ha TIPOJyKTa CaMo 3a IIEJIUTE Ha
3/]paBeoIa3BaHeTo, 0e30I1acHOCTTa M OKoJIHATa cpesa. [lopaau ToBa, Ts1 He TPsAOBa J1a ce ThIKyBa KaTo rapaHIMs 3a CBOMCTBATa HA MPOJYKTA.

17/10/2025 (daTa Ha pepakuusra)
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