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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 : Colistimethate sodium
Kox Ha mpoaykra : 201700355

1.2. UnenTuduuupanu BUI0Be YNIOTPeda HA BeLIECTBOTO WM CMECTA, KOUTO A OT 3HA4YeHHe, H BU/I0Be yNoTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUOUPAHN YIOTPeOH

OcHOBHA KaTeropusi Ha ynorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
VYnorpeba Ha BeleCTBOTO/CMECTa : Camo 3a mpodecronanHa yrnorpeda
OyYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce uznonssa : [Tornbuiane, Bauisane, [lepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYNKA HA HHPOPMAIHOHHMUS 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: Onucanue Ha ONACHOCTUTE

2.1. Knacupuumupane Ha BEMIECTBOTO HJIM CMeECTA

Kaacupukanus B cborBercTBHE ¢ Permament (EQ) Ne 1272/2008 [CLP]

Koxna cencubmmmzanus, Kareropus 1 H317
3a mpauus TekeT Ha H- n EUH-npenympesxIeHusaTa 3a OacHOCT: BX. paszen 16

Hebaaronpusitiu pU3aNKOXMMUYHYN epeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPABETO HA YOBEKa H OKOJIHATA cpeia
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 nyma (CLP) . Buumanwue
Mpenynpexnenus 3a onacuoct (CLP) © H317 - Moske a npuYHHA alnepruyHa KOXKHA PeaKiiis.
Ipemopbku 3a 6e3omacHocT (CLP) : P261 - U36srBaiite BOUIIBaHe Ha MPaX/IyLIeK/Ta3/ UM/ U3IapEHHUsT/aePO30ITH.

P272 - Jla He ce u3Hacs 3aMbPCEHO PaOOTHO OOJIEKIIO H3BBH PaOOTHOTO IIOMEIICHHUE.

P280 - N3non3Baiite npeanasHu prKaBULI/IPEINA3HO 00IEKIO/IPENa3Hi OYnIa/Ipe/na3Ha Macka
3a JuIe/IpeAna3sHy CPEACTBA 3 3allUTa Ha ClIyXa.

P302+P352 - [IP KOHTAKT C KOXATA: WU3Mmuiite 0GMIHO € BOjA.

P321 - CienpanusupaHo jedeHue (BXK. AOMBIHUTEIHA HHCTPYKIHS 32 IIbPBA IIOMOII] Ha TO3H
€THKET).

P333+P313 - [pu nosiBa Ha KOXKHO Jpa3HeHe MW 0OpHB Ha KoxkaTa: [loThpceTe MeTUIMHCKA

03/04/2023 ([lata Ha u3aBane) BG (6warapeku) 17


mailto:sds@edqm.eu
http://www.edqm.eu/

Colistimethate sodium

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

CHBET/IIOMOII.
P362+P364 - Canete 3aMbpCeHOTO OOJIEKIIO U TO U3MEPETE MPEIN MOBTOPHA yIOTpeDa.
P501 - CpabpxaHHETO/CHABT Aa CE M3XBBPIIH B IIyHKT 3a CHOMPaHe HA OMACHH WM CICLUATHA
OTIIaAbIH, B CBOTBETCTBUE C MECTHUTE, PETUOHAIHA, HAITMOHAJTHA W/ MEXIOYHAPOIHU
pasnopendu.

ETI/IKGTI/IpaHC B CHOTBETCTBUE C: U3KI/IIOUYCHUS 32 BBTPEIIHU OIIAKOBKH, KOTAaTO ChAbPKAaHUETO HE IPEBUIIAaBA 10 ml

He ce u3nckBa eTHKeTHPaHE

Hsima Hanu4Ha JObIHUTENHA UHYOPMALIHS

PA3JIEJI 3: CheraB/mH(poOpManus 3a CbCTABKUTE

BI/II[ Ha BCIICCTBOTO : MuorocbctaBHO
HaumeHnoBanue HNnenTuduxarop Ha % Kuaacudukauus B cboTBETCTBHE C
MPOIAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Colistimethate sodium - <100 Skin Sens. 1, H317

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHusaTa 3a OacHOCT: BX. paszen 16

He e npunoxumo

EJI 4: Mepku 3a nbpBa oMo

H’LpBa TIOMOII MPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaH!U MAaKCUMaJIHO 4YpE3 Pl36’prBaHe (C 4ncCTa 1 MCKa ImonuBama K’Lpl’[a)‘

H’pra TIOMOIII MPU KOHTAKT C OYUTE . M3nmakHeTe O4YHMTE C BO/A KAaTO npearnasna Msapka.

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/I}I

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

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxopsum TI0KapOTaCcUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmacHOCT OT HoXap : Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a raceHe Ha I1oXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIN 3a rAaCCHE Ha I10KapHu B CHCEICTBO.
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Colistimethate sodium

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
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 HanuvHa 1OTBIHUTENHA HHPOPMALIUS

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 eKCIO3UIHS M OHOJIOTHYHH FPAHUYHHU CTOHHOCTH

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

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAOTIOIEHUE
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 INOMECIICHUE. OOHKHOBEHO CE€ N3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlMA, TaKa U BEHTUJIALUA Ha 00110TO
TIOMEUICHHUE.

03/04/2023 ([lata Ha u3aBane) BG (6warapeku) 317



Colistimethate sodium

Nudopmanronen muct 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. 3ammTa HA AUXATEJHUTE IIHTHIIA

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

8.2.3. KoHTpo1 Ha eKCIO3HIMSTA B 0KOJIHATA cpea

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

PA3JEJI 9: ®u3nynu 1 XMMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PpM3WYHM U XMMUYHH CBOHCTBA

ArperaTtHo cbCTOSHHE : TBBpIO BELIECTBO
st : He e Hanuuno
BroHIIEH BUI : Ilpax.

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'paHnnyM Ha €KCIIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa 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, KuHEMaTHUEH : He e npunoxumo
PasTBOpUMOCT : He e nanuuno
Koedumuent Ha pasnpenenenue: n-okranon/soga (Log  : He e Hamuuao
Kow)

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

9.2. ipyra undopmaunus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe Ha (pU3n4yHa onacHoCcT

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

9.2.2. JIpyru XxapaKTepHCTHKH 32 §6e30MacHOCT

Hsima Hammana JOIIBJIHUTCITHA I/IHd)OpMaIII/ISI
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Colistimethate sodium

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

PA3/IEJI 10: CTaONJIHOCT M peaKTHBHOCT

CrabuieH Ipy HOPMAJTHH YCIOBUSL.

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

He e uszBectHo.

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

Hsma npy Hopmainna ynotpe6a. Buokre Pasnen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACJIsI OITAaCHU U3IIapEeHUs.

PA3JIEJI 11: Tokcukosoruuna nugpopmManus

Octpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BIMIIBAHE)
Kopo3uBHOCT/Ipa3HeHe Ha KoxaTta

Cepro3HO yBpeK/jaHe Ha O4MTe/IpasHeHe Ha OYNTE
CeHcnOMIM3anys Ha UXaTeIHUTE ITBTUIIA WITH KOXKaTa
MyTaFeHHOCT Ha 3apOIUIITHUTE KIICTKU
Kanneporennocr

ToKCHYHOCT 3a penpoIyKIHsATa

CTOO (creunduuHa TOKCHIHOCT 32 OIPEACICHI
OpraHu) — eAHOKPATHA EKCHO3UIIUS

CTOO (cneun$uyHa TOKCHIHOCT 32 OIPEACICHU
OpraHu) — TOBTapsIIIA CE CKCIO3UIHS

OrmacHocT TIpY BAUIIIBAHE

Hsawma mamuanaa JOMBJIHUTETHA I/IH(i)OpMaIII/ISI

PA3IEJI 12: Exosnoruusa ungopmanus

Exomnorus - 00mmo
OmacHo 3a BogHATa cpejia, KPaTKocpodHa (0cTpa)
OmacHo 3a BoJHATa cpejia, JbITOCPOUHa (XPOHUIHA)

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS

He ce xnacu¢umupa

He ce xnacu¢umupa

He ce xnacudunupa

He ce xnacudunupa (JIunceammy nanam)

He ce knacubumupa (Jlunceaum ranHm)
Mosxe 1a MPUYMHY anepruvHa KOXKHA PEaKIus.
He ce xnacudunupa (Jluncsamy naHam)

He ce xnacudunupa (Jluncsamy naHam)

He ce xnacudunupa (Jluncsamy naHHm)

He ce knacudumupa

He ce xnacudunupa

He ce Kﬂacn(l)nnnpa (BT)S OCHOBA Ha HAIMYHUTEC JaHHU HE Ca U3IIBJIHCHU KPUTCPUUTE 3a

KIacHHIIpaHe)

He TIpEaACTaB/IABa KOHKPETHA OIMMaCHOCT 3a OKOJIHATa cpeaa.

He ce knacudummpa
He ce knacudunupa
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Colistimethate sodium

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanuvHa 1OTBIHUTETHA HHGOPMALIHS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma HanuvHa 1OOBIHUTETHA HHGOPMALIUS

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 cniucbka Ha OOH niu uaeHTHPUKALUOHEH 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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Colistimethate sodium

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

PA3JIEJI 15: UH(popmanusi 0OTHOCHO HOpMATHBHATA ypenoa

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 [lpunoxenne XVII nra REACH

REACH, Ilpuioxenne XIV (Cniucbk Ha BelllecTBAaTa 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, IIpeaBapuTeiHo 000CHOBAHO ChIJIacHe)

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 HapymaBat o30HoBus cioif (Permament EO 1005/2009): Colistimethate sodium

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

He cpappika BewecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Pernmament EC 2019/1148 3a npeanaranero Ha masapa 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 HapkoTuuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha T1a3apa Ha OIIpeJIe]ICHH BEIeCTBa, H3MI0I3BaHHU 32 HE3aKOHHO IIPOM3BOCTBO HAa HAPKOTUYHH MM IICHXOTPOIIHH 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(bOpMaL[I/IH

PA3/IEJI 16: Apyra unadgopmanus

WNuankanus 3a npoMeHu:
Kracuduuupane Ha BeIIecTBOTO MK cMecTa. MaeHTH(HKAIMS Ha BEIIECTBOTO/CMECTa U Ha IPY)KECTBOTO/IPEANPHUITHETO.

[I'bnen Ttexker Ha H- 1 EUH-npenynpeskieHusiTa 3a onacHocT:

H317 Moxe 1a IPUUUHY aJepruyHa KOXKHA PeaKLys.

Skin Sens. 1 Kosxna cencubunmzanms, Kareropus 1

Hndopmannonen muct 3a 6ezonacuoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT UupopmarusTa, chrbpikamia ce B To3u MHOpMaIMOHEH JUCT 3a 6€30MaCHOCT, € MOIyYeHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeKIHH. Brpeku ToBa, HHpOpMaNusTa ce IpeAoCcTaBs 0e3 HIKaKBa TapaHIis, H3PHYHA WIH I0ogpa30Hpalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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