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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO . Polymyxin B sulfate

Kox Ha mpoaykra : 202200128

CHHOHUMH . Polymyxin B sulfate, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € MpeqHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [Tornbuiane, Bauisane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onncanue Ha OACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
Ocrtpa TokcuuHOCT (MHXaI.), Kateropus 4 H332
3a mpauus TekeT Ha H- n EUH-npenynpesxnenusaTa 3a 0macHOCT: BX. paszen 16

Hebuaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHe ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna gyma (CLP) . Buumanue
Ipenynpexaenus 3a onacuoct (CLP) : H302+H332 - Bpenen mpu NOTTbLIAHE WK [PH BIHUIIBAHE.
Ipemopbku 3a 6e3omacHocT (CLP) : P261 - U36srBaiite BOuIIBaHe Ha MPaX/IMyLIeK/Ta3/ UM/ U3IaPEHHUsT/aePO30ITH.

P264 - Jla ce u3amue pblLieTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIe/ yrnoTpeba.

P270 - J1a e ce size, mie WK MyIIH IPX yIoTpeOa HA MPOAYKTA.

P271 - Jla ce u3mnon3sa caMo Ha OTKPUTO HJIM Ha H0OpE MPOBETPHBO MSICTO.
P301+P312 - ITPU IIOTJIBLLIAHE: npu sepasmnonoxenue ce obamere B ITEHTBP 10
TOKCHKOJIOT' VIS unu Ha nexap.
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Polymyxin B sulfate

HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

P304+P340 - ITP1 BANIIIBAHE: V3BeseTe MUIETO HA YHCT BB3AYX U IO MOCTABETE B TO3MIIH,
yJecHsBama ANIIAHETO.
P312 - IIpu uepasnosnoxenue ce obanere B IEHTHP II0 TOKCUKOJIOI' M win Ha nexap.
P330 - Uzmnakuere ycrara.
P501 - Cpapp:kaHREeTO/CHABT 1A CE M3XBBPIIH B IyHKT 3a ChOMpPaHe HA OITACHH MITH CIICIUATHA
OTIHA/bLH, B CbOTBETCTBHE C MECTHUTE, PETHOHAIHH, HALMOHAIHHU H/HIIH MEXIyHAPOIHI
pasnopenou.

Ertnkerupane B CbOTBETCTBUE C: M3KIIIOUEHNS 32 BBTPEIIHH OIIAKOBKH, KOTaTO ChAbP)KaHHETO He npeBumasa 10 ml

He ce u3nckBa eTHKeTHPaHe

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

PA3JIEJI 3: CheraB/mH(popManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kuaacudukauus B cboTBETCTBHE C
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Polymyxin B sulfate - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TenecHo TerIo)
Acute Tox. 4 (naxananuonsa), H332
(ATE=1.5 mg/l/4h)

3a mpauus TekeT Ha H- n EUH-npenynpexnenusaTa 3a 0macHOCT: BX. paszen 16

He e npunoxumo

AepKu 32 NbPBa MOMOII]

H’LpBa TIOMOII MPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaH!U MAaKCUMaJIHO 4YpE3 Pl36’prBaHe (C 4ncCTa U MCKa IomnuBama K’Lpl’[a)‘

H’pra TIOMOIIl MPU KOHTAKT C OYUTE . M3nmakHeTe OYHMTE C BO/IA KATO npearnasna Msapka.

Hsima HanmuHa JOMBJIHUTETHA I/IH(l)OpMaIII/DI

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

PA3JIEJI 5: IIporuson

TToaxopsum TI0KapOTaCUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmacHOCT 0T moXxap : Bwx naparpad 2.2.

I/IHCprKIII/II/I 3a racCHe Ha I1oXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CBCEACTBO.
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Polymyxin B sulfate

HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 6: Mepku n1py aBapUiHO M3IIyCKAaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsi 32 CIIEIIHH CJIyYan

ABaprIHH IJIaHOBE . I{a ce u30srBa BCSIKAaKBa U3JIMIIHA CKCIIO3ULIHA.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsima Hanu4Ha qOnbIHUTENHA UHYOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

PA3JIEJI 7: O0pa0oTKa B cCbXpaHeHUe

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3J/IEJI 8: KoHTpPOJI HAa eKCIO3MIIUATA/JINYHYU NMPeANa3sHu CpeacTBa

8.1.1 HanMoHAa/IHH rPAHUYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS ¥ OHOJOTHYHH FPAHUYHH CTOHOCTH

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.1.2. IlpenopbUNTETHH NPOLEIYPH 32 HAGII0deHHe
Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3yXa
Hsma nannuna nonsiHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsima Hanu4Ha qONMBIHUTENHA HHOOPMAIHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.2.1. Iloxxoasil TEXHUYECKH KOHTPOJ

Tloaxoasing TeXHUYECKH KOHTPOJI:
,Z[a C€ CbXpaHsBa B z[o6pe IIPOBETPUBO ITOMELICHUE. OOWKHOBEHO CEe N3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlMsA, TaKa U BEHTHJIAlU Ha 00110TO
TIOMEUICHHUE.
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Polymyxin B sulfate

NudopmanroneH aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

HsiMa HannyHa JOMBIHUTETHA HHOOPMALHS
8.2.2.2. Tlpeana3BaHe Ha KoOKaTa

3amMTa HA KOKATA M TAJ0TO:
JlaGoparopHa mpecTtHika

3ammuTa Ha pBLeTe:

3aluTHY PbKAaBULIU

8.2.2.3. 3amuTa HA JUXATEJTHUTE IbTHIIA

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

8.2.3. KoHTpo1 Ha eKCNo3uIMsITa B OKOJIHATA cpea

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

PA3JEJI 9: ®u3nynu 1 XMMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PM3HYHN U XMMHUYHH CBOHCTBA

ArperaTtHo cbCTOSHHE : TBBpIO BELIECTBO
st : He e Hanuuno
Mupuc : He e nanuuno
I'panunaTa Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KuIIEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHnnm Ha €KCIIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanuIa Ha €KCIITIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
TeMneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uter, KHuHEMaTHYEH : He e npunoxumo
Pa3TBOpHMOCT : Bopa:>1g/l
Koedumuent Ha pasnpenenenue: n-okranon/soga (Log  : He e nanuuao
Kow)

Hansrane na napure : He e nanuuno
Hamsrane na mapure mnpu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTENHA IITBTHOCT : He e Hammano
OtHocHuTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha wactuiure . He e manmuuno

9.2. ipyra undopmaunus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe Ha (U3n4yHa onacHoCT

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hammana JOIIBJIHUTCITHA I/IHd)OpMaIII/ISI
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Polymyxin B sulfate

HH(bOpMaIII/IOHeH JIUCT 3a 6e3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

PA3/IEJI 10: CTaONJIHOCT M peaKTHBHOCT

CrabuieH Ipy HOPMAJHH YCIOBUSL.

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

He e uszBectHo.

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma npy Hopmainna ynotpe6a. Brokre Pasnen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACJIsI OITAaCHU U3IIapEeHUs.

PA3JIEJI 11: Tokcukosoruuna nugpopmManus

OcTpa TOKCHYHOCT (OpaJHa) . Bpenen npwu norneiane.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xmacudumupa
OcTpa TOKCHYHOCT (BAMIIBAHE) . Bpenen npu BaumBane.
KoposzuBHocT/mpa3Hene Ha Koxkata : He ce xmacudummpa
Cepro3HO yBpeK/jaHe Ha O4MTe/IpasHeHe Ha OYNTE : He ce xnacudumpa
CeHcnbMIM3anys Ha JUXaTeITHUTE TbTUINA WK Koxkata . He ce ximacudunmpa
MyTareHHOCT Ha 3apOJUILIHUTE KIETKU . He ce kmacudummpa
Kanneporennoct . He ce xnacudumupa
TOKCHYHOCT 3a PeNpOAYKIHATA . He ce xnacudumpa
CTOO (creunduuHa TOKCHIHOCT 32 OIPEACICHI : He ce knacudpummpa

OpraHu) — eAHOKPATHA EKCHO3UIIUS
CTOO (cneun$uyHa TOKCHIHOCT 32 OIPEACICHU : He ce knacugummpa
OpraHu) — TOBTapsIIIA CE CKCIO3UIHS

OmnacHOCT IpH BANIIBaHE . He ce kmacudummpa

Hsawma manmuanaa JOMBJIHUTETHA PIHq)OpMa.III/U{

PA3IEJI 12: Exosnoru4usa ungopmanus

Exosorust - 061110 © He npezncraBisBa KOHKpETHA OMACHOCT 3a OKOJIHATa Cpefa.
OmacHo 3a BoJgHATa cpejia, KPaTKocpodHa (0cTpa) : He ce xmacudummpa
OmacHo 3a BogHATa cpejia, JbITOCPOUHA (XPOHUIHA) : He ce xmacudummpa

He ce pasrpaxmaa 0bp30

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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Polymyxin B sulfate

HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

PA3IEJI 13: O0e3BpeskiaHe HA OTHAAbLUTE

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

PA3EJI 14: UudopManusi 0THOCHO TPAHCIIOPTHPAHETO

B crotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHGUKALUOHEH HOMeP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HanMeHOBaHHe HA MpaTKaTa nmo cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha OMAaCHOCT MPH TPAHCIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.5. OnacHocTH 3a OKOJTHATA cpefia

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsma nonbiHuTENHA HANMMYHA UHHOPMAIHS

CyxombTeH TPaHCIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bb3gymien Tpancnopt
He e npunoxxumo

He e npunoxxumo
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Polymyxin B sulfate

NudopmanroneH aucT 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. CnenuduyHu 32 BeNIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKOHOAATEICTBO OTHOCHO (€30MaCHOCTTA, 31PABETO H OKOJHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenue XVII nra REACH

REACH, Ilpuioxenne XIV (Cniucbk Ha BelllecTBATa 3a pa3pemiaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BemecTsa

Pernament PIC (EC 649/2012, IIpeaBapuTe/1HO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YceToluuBY OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B ciuchKa ¢ BeIIeCTBa, KOUTO HapymIaBat o30HoBuUs cioil (Permament EO 1005/2009): Polymyxin B sulfate

PersiaMeHT 0THOCHO NpeKypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Pernmament EC 2019/1148 3a npeuiaraneto Ha nasapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha Ta3apa Ha OIIpeJIe]ICHH BEIeCTBa, H3MI0I3BAaHNU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTUYHHU MU ICUXOTPOIIHH BEIIeCTBa)

15.1.2. Hannonauu pasnopenou
Hsma Hannyna JIOIIBJIHUTECIIHA PIH(bOpMaL[I/IH
15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hanu4yHa JOMBIHUTEIIHA HH(bOpMaI.IHﬂ

PA3/IEJI 16: Apyra unadgopmanus

Wnpukanust 3a NPOMeHH
Kracuduimpane Ha BEIIECTBOTO HJIH CMECTA.

[I'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHoOCT:
Acute Tox. 4 Ocrtpa TokcnuHOCT (MHXa.), Kateropus 4
(MHXaJalMOHHA)

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHOCT (OpanHa), Kareropus 4
H302 Bpenen npu nornsiasxe.

H332 Bpenen npu BauiBaHe.

Mudopmanumonen auct 3a 6esonacuoct (MUJIb), EC

OTKA3 OT OTTOBOPHOCT UupopmanusTa, chirbpikaiia ce B To3u MHOpMaMOHEeH JIUCT 3a 0€30MaCHOCT, € MOIyYeHa OT U3TOUHUIH, KOUTO CMSTaMe 32
Ha/IeXKAHU. Bripexn ToBa, nHOOpManuATa ce npeocTass 6e3 HUKaKBa rapaHIys, U3pHYHA WIH 0Apa3ouparia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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