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J1: l/IIIEHTH(bHKaIIHH Ha BBHIBCTBOTO/CMECTa H Ha CTBOTO/Hpe,HHpHﬂTHETO

®dopma Ha IPOTYKTa . Bemectso

HaumeHoBaHue Ha BEIECTBOTO : Zoledronate salt

Kox Ha npoxykra 1 201700632

CHUHOHUMH : Zoledronate salts, hydrates, isomers and impurities where applicable.

1.2.1. Unentudunupanu ynorpedun

OcHOBHa KaTeropust Ha ynorpeda . TIpomykThT € IpeHa3HA4YeH 3a U3CIICABAHM, aHATH3H M HAYYHO-00Pa30BATEIHHU LIeIH.
Vnorpeba Ha BelmecTBOTO/CMeCTa : Camo 3a npodecroHanHa ynorpeba
DyHKIHS WK KaTeropus Ha ynorpeba . JIaGopaTOopHM XHMMHUKAIN

1.2.2. Ynotpeou, KOUTO He ce MPenopbYBaT

Orpanunuenus 3a ynorpeba : Jla He ce n3nonssa : [lorneiane, Baumsane, JIepmanno

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

TenedoHeH HOMEp NPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha OMACHOCTHTE

Knacuduxanus B crorBeTcTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]|

Koposus/npazHene Ha koxata, Kareropus 2 H315
3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

Heo6naronpusatHn GU3NKOXUMHYHYU e()eKTH U HeOJIArONPUATHH eeKTH 32 3PABETO HA Y0BEKA U OKOJIHATA cpe/ia

OHpeI[eﬂﬂHe Ype3 EKCNCPTHO MHEHHUE U T10 CAJIaTa Ha JOKa3aTCICTBA.

Etuxernpane B choTBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

ITuxrorpamu 3a onacuoct (CLP)

GHS07
Curnanna gyma (CLP) . Buumanue
IIpenynpexnenns 3a onacHoct (CLP) : H315 - [Ipean3BukBa apa3HeHe HA KOXKATA.
IIpenopeku 3a 6e3omacuoct (CLP) : P332+P313 - [Ipu nosiBa Ha KOXXHO ApasHeHe: [loTbpceTe MEIUIIMHCKU CHBET/TIOMOIL.

ETI/IKC'THpaHC B CbOTBETCTBUE C: U3KIHOYCHHUSA 3a BBTPCIIHN ONTAaKOBKH, KOI'aTO CHABPIKAHUETO HE NIPEBUILIaBa 10 ml
He ce nzucksa €TUKETUPaHE

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Zoledronate salt

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€30IacHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTAaBKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Zoledronate salt - <100 Skin Irrit. 2, H315

3a meanus Teker Ha H- u EUH-npenynpexienusTa 3a onacHocT: BxK. pa3zen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a NbpBa NOMOIIY

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MeKa MONMBAMIA KbpIIa).

H‘LpBa TIOMOIII ITPX KOHTAKT C OUYUTE : W3miakaere ounte ¢ BoJa KaTto TIpearnasHa Mspka.

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIHS

TToaxoasiu TIOKapoOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXKapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMOXKapHu B CbCEICTBO.

: Mepku npu aBapuiiHo u3

6.1.1. 3a mepcoHas, KOWTO He OTrOBApPsI 32 CIELIHH CJIy4Yau

ABapPIﬁHH IIJTAaHOBC . I[a ce u30srBa BCSIKAKBa M3JIMIITHA CKCIIO3UIHA.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIHHU CJIy4Yan

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima HayM4Ha TOMTBJIHUTETHA I/IH(I)OpMaI.H/IS[

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Zoledronate salt

HH(bOpMaHI/IOHeH JINCT 3a 0€30IacHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

: O0pa6oTKka U CbXpaHeHHne

Hsma nanmgHa JOTBIHUTENHA HHPOPMAIHSA

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Bwx maparpag 1.

poJ Ha €KCIO3UIUATA/JTHIHA npeamnasHu Cpeacraa

8.1.1 HanuoHaTHU TPAHMYHH CTOHHOCTH HAa MPO(eCHOHATHA eKCIIO3HINS M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH
Hsma nanmuna fonmeIHUTENHA MHBOPMALHL

8.1.2. [IpenopbYNTETHHU MPOLETYPH 32 HAGTIOIeHHE

Hsma HaymuHa [ombIHUTENHA HHOOPMALHL

8.1.3. OGpa3yBart ce 3aMbPCHTEIH HA Bh3yXa

Hsma nanmuna fonmeIHUTENHA MHBOPMALHL

8.1.4. DNEL n PNEC

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima Haym4Ha TOMTBJIHUTETHA HHq)OpMaHHH

8.2.1. [oaxoasi TeXHUYECKH KOHTPOJI

Tloaxoasiug TEXHUYECKH KOHTPOJI:
I{a C€ CbXpaHsABa B L[06pe NPOBETPUBO ITOMEIIEHUE. OOWKHOBEHO C€ M3UCKBAT KAKTO MECTHA CMyKaT€JIHa BCHTWIALMs, TaKa U BEHTUJIallU Ha OGH.IOTO
TIOMEIICHUE.

8.2.2. JIM4HH NMpeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIUIETO

Hsma HaymuHa OMBIHUTENHA HHOOPMALHSL
8.2.2.2. Ilpeana3BaHe HAa KokaTa

3amuTa Ha KOKATA H TSAJIOTO:
JlaboparopHa mpecTrika

3ammTa Ha pbIeTe:
3amuTHA PHKABULIN

8.2.2.3. 3amuTa HA IMXATEJTHUTE MHTHIIA

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

8.2.3. KoHTpOJ Ha eKCIIO3HIHSATA B OKOJIHATA Cpeaa

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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Zoledronate salt

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€30IacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

PA3AEJI 9: ®u3u4yHM 1 XUMUYHH CBOHCTBA

ArperaTtHo chCTOSHUE : TBBpOoO BemecTso
st : He e Hanuyno
BrHien By : Crystalline powder.
Mupuc . He e nanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e HanuyHo
Touka Ha 3aMpB3BaHe . He e nanmuuno
Touka Ha KuIIEeHEe : He e Hanuyno
3anmanumocT . He e nanuuno
I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha EKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCITTIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pa3narane . He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e Hanmu4HO

pH . He e Hanu4yHO

pH pastBop : He e Hanmu4HO
Buckosurer, kMHEMaTHYEH . He e npunoxumo
PasrBopumocT : Boga: 10-100 g/l
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgsO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na nmapure npu 50°C . He e nammano
IleTHOCT . He e nannuno
OTHOCHTEINHA ITBTHOCT . He e HammunO
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe HA (PH3UYHA ONACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

Cra0useH npy HOPMAJHHU YCIIOBHS.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

He e uszBectHO.

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma npu HopmanHa yrotpe6a. Broxre Pasnen 7.

HpI/I 3arpsBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIII OITaCHU HU3IIapCHUS.
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Zoledronate salt

HH(bOpMaHI/IOHeH JINCT 3a 0€30IacHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

OKCHKOJOTHYHa HHq)OpMaIIHﬂ

OcTpa TOKCHYHOCT (OpaJHa) : He ce xmacuduumpa

OcTpa TOKCHYHOCT (JiepMaltHa) : He ce xmacudpumnmpa

OcTpa TOKCHYHOCT (BAMIIBAHE) : He ce xmacudpumnmpa
Kopo3uBHOCT/Ipa3HeHe Ha KoxKaTa . IlpenusBuKBa Ipa3HeHe HA KOXKAara.
CepHo3HO yBpeK/jaHe Ha OUMTE/IpasHEHEe Ha OUHUTE . He ce ximacuduumpa (JIuncpaum njaHHm)
CeHcnbunu3anys Ha AMXaTelIHUTE MbTUIIA Wik Koxkata . He ce xiiacuuumnpa (JIuncpanum njaHHm)
MyTareHHOCT Ha 3apOJULIHUTE KIETKU . He ce xnacudunupa (Jluncsamy nanam)
Kamnmeporennoct . He ce xnacudunupa (Jluncsamy nanHam)
ToKCHYHOCT 3a PEHPOAYKLHATA : He ce xiacuduumpa (JIuncpanum gaHHm)
CTOO (cnenupuyHa TOKCHYHOCT 3a ONpPEICICHH . He ce xiacuduumnpa (B3 ocHOBa Ha HAJIMYHUTE JIaHHU HE Ca M3IIbJIHCHU KPUTEPUUTE 32
OpraHu) — eIHOKpaTHA EKCIIO3ULIUS KIacHHIHPaHe)

CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI . He ce xnacudunupa (Jluncpamy naHH")

Opl"aHI/I) — IOBTapsIa C€ €KCIIO3ULIUA

OmnacHOCT NP BAWIIIBaHE : He ce xnacudunupa (Jlnrcpamy nanHm)

Hsma HanmuaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 12: Exonoru4yHa ungopmanus

Exounorust - 06110 : He npexncrasisiBa KOHKpETHA OMACHOCT 32 OKOJIHATA CPeJa.
OmacHo 3a BoHaTa cpesia, KpaTKOCpoUuHa (0CcTpa) : He ce xacudunmnpa
OmnacHo 3a BOAHATa cpesia, JBIrOCPOYHa (XPOHHYHA) : He ce xacudunmnpa

Hsma HanmuvHa HOMBIHATETHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 13: O0e3BpeskaaHe HAa OTHagbLHUTE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.H/IS[

PA3EJI 14: Uadopmanus OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTere ¢ ADR / IMDG / IATA
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Zoledronate salt

Nudopmanronen aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.2. TouHo HaMMeHOBaHHE HA MpPaTKaTa No cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAaHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBb4YHa rpyna

He e npunoxxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.5. OnmacHocTH 32 OKOJIHATA Cpena

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOpMALHS

14.6. CienquaaHu mMpeAna3sHA MepPKH 32 MOTPedHTeIHTe

CyxombTeH TPAHCNOPT
He e npunoxumo

Tpancnopr no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeskIyHApOIHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJI 15: UHdopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cl'le].lll(l)l/l'-ll-ﬂ/[ 3a BEeIIECTBOTO HJIK CMECTAa HOPMATHBHA ypeuﬁa/salcononaTechTBo OTHOCHO 6e30ﬂacHOCTTa, 3ApPaBe€TO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuao:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Tpunoxernne XVII nva REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peuiaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Crnmnchk Ha BeliecTBaTa 3a pasperiaBaHe)

REACH Cnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B crimceka Ha REACH ¢ kanpunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Pernament orHocHo YO3 (EC 2019/1021, YcToliuMBH OPraHUYHH 3aMbPCHTEJIN)
Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B criuchKa ¢ BelecTa, KOUTO HapymraBaT 03oH0BHs cioii (Permament EO 1005/2009): Zoledronate salt

PeriiameHT 0THOCHO mpeKypcopuTe Ha B3puBHH BemecTsa (EC 2019/1148)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeiaranero Ha nasapa H yrnorpebara Ha

HPEKYPCOPH Ha B3PUBHH BEIICCTBA)
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Zoledronate salt

Nudopmanronen aucT 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTU4YHHU BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoYeHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTuunuTe BemecTBa (Pernament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIYCKaHETO
Ha 11a3apa Ha OIPEJICIICHH BEILECTBA, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTUYHH MM IICMXOTPOITHHU BEIIECTBA)

15.1.2. HanuoHaHU pa3nopendu

Hsma Hanmm4Ha JOMBIHUTENTHA HHOPMALUS

5.2, OueHka HA 0€30MACHOCT HA XHMHUYHOTO BelIeCTBO HJIM CMeC

Hsma HanmmvHa JOMBIHUTENTHA HHOPMALUs

PA3JIEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

H315 IIpenu3BuKBa ApasHeHe HAa KOXKATa.

Skin Irrit. 2 Koposusi/npasuene na koxara, Kareropus 2

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusita, chabpxaiia ce B To3u MHbopMannoHeH jucT 3a 6e30MacHOCT, € MOoIy4eHa OT U3TOYHUIH, KOMTO CMsATaMe 3a
HaJgexXIHU. Berpeku ToBa, nHpopManusTa ce IpeaocTans 6e3 HUKaKBa rapaHLUs, U3pUUHA WIH HOApa30Hpalla ce, OTHOCHO HelfHaTa KOPEKTHOCT
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