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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Cilastatin

Kon na nponykra : 201600197

CHHOHUME . Cilastatin, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH eheKTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B choTBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHuMmanue
Ipenynpexnenus 3a onacHoct (CLP) : H319 - [Ipean3BukBa cepruo3HO Apa3HEHE HA OUYHTE.
Ipenopsku 3a 6e3onacHoct (CLP) : P264 - 1a ce u3mue pblieTe 10 JAKTHTE H JIMLETO CTapaTeIHo cle] yroTpeda.

P280 - M3non3gaiiTe nmpenna3Hu pbKaBUIN/TIPEAIa3HO 00JIEKIIO/IPeIIa3Hy OYrIIa/IIpeina3Ha Macka
3a JIMIE/TIPe/a3Hy CPEe/ICTBA 32 3allUTa Ha CIIyXa.

P305+P351+P338 - IIPY1 KOHTAKT C OYUTE: npomMuBaiiTe BHUIMATEIHO C BOZA B IPOBIDKCHUE
Ha HSKOJIKO MHHYTH. CBajieTe KOHTaKTHUTE JICI[H, aKO UM TAKHBA U JOKOJKOTO TOBA € BH3MOXKHO.
IpoxbimkeTe ¢ H3IUIAKBAHETO.

P337+P313 - Ilpu npoab/DKUTETHO IpasHeHe Ha ounte: IloTbpceTe MEANIIMHCKY CHBET/IIOMOLI.
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Cilastatin

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ETI/IKCTI/l‘paHC B CBOTBETCTBHUE C: U3KIIFOYCHUSA 3a BBTPCIIHU OITAKOBKH, KOraTO ChbAbPKAHUETO HE IPEBUIIaBA 10 ml
He ce n3uckBa €TUKEeTHPaHe

Hsma nammana nomsmauTenHa HHGOPMAIHs

CTaB/ll]—[(bOpMaIIllﬂ 34 CbCTABKUTEC

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Cilastatin - <100 Eye Irrit. 2, H319

3a menHua Texet Ha H- m EUH-nipenynpexaennsaTa 3a omacHOCT: BiK. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 MbpBa NOMOIL

IIppBa momoI pM KOHTAKT C KOXKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MEKa MONMBAMIA KbpIIa).

H‘I:pBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasiu TI0KapOTraCuTEIIHA CPEICTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKHPIPI 3a raceHe Ha IoXxapu : I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOIAIIH 3a TACEHE Ha ITOXKapU B CbCEACTBO.

PA3JIEJI 6: Mepku npu apapuiiHO CKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapS 32 CIEIHH CJIyYan

ABapuiiHH IITAHOBE : /Jla ce n30srBa BCAKAKBa M3/IUIIHA €KCIO3HIIHS.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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Cilastatin

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nanmuana gomsnHUTENHA HHOOPMAIIUS

Hsma nammana nomsmanTenHa HHGOPMAIHs

padoTKa u ¢

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

8.1.1 HanuoHATHM rPAHHYHH CTOHHOCTH Ha NPO(eCHOHATHA eKCIO3HIHA H GMOTOrHYHU TPAHUYHH CTOHHOCTH

Hsima HammuHa nombiHUTeIHA HHGOPMALHS

8.1.2. IlpenopbYNTETHH NPOLETYPH 32 HAGII0OeHHE
Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL n PNEC

Hsma HanmgHa KOBIHHUTENHA HHOOPMALUS

8.1.5. Perysnupane upe3 ooxBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe npoBeTpuBo mnomeiieHine. OGMKHOBEHO ce H3UCKBAT KAKTO MECTHA CMyKaTelHa BEHTHIAIHS, TAKA U BEHTIIAIMS Ha 00IIOTO
MOMEIIEHHE.

8.2.2. JImuHun npeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE W JIHIETO

Hsima HaymuHa TobIHATEIHA HHGOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOKATA U TSIOTO:
JlaGoparopHa mpecTiika

3auuTa Ha pblETe:
3aIUTHA PHKaBULIN
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Cilastatin

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

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUs

8.2.3. KoHTpo.1 Ha eKCIO3HIHUATA B OKOJIHATA cpeja

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

31EJ 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHTE (PM3HYHH U XHMHYHHU CBOHCTBA

ArperaTtHo ChCTOSHUE . Teepno BemecTBo
Bsar . He e HanuuHO
BroHIeH By : IIpax.

Mupuc : He e Hanuuno
I'panunata Ha Mupuca : He e Hanuuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KuIIEeHe . He e Hanuuno
3anmanumocT . He e Hanuuno
I'paHuIy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCITIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temneparypa Ha pasnagaHe : He e Hanuuno
pH . He e nanuusno
pH pasrBop : He e Hanuuno
Bucko3uter, KuHEMaTu4eH : He e npunoxumo
PaszrBopumoct : Bopma: > 1000 g/l
Koeduruent Ha pasnpenernenue: n-okranoi/soga (Log  : He e HamuuHO
Kow)

Hansrane na napute : He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCHUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nanmnuno

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA ONMACHOCT

Hsima Hammana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

31EJI 10: CTa0nIHOCT ¥ peaKTUBHOCT

10.1. PeaknmoHHa cOCOOHOCT

CraOwiIeH npy HOPMATHH YCIIOBHS.

10.2. XumMu4HA CTAOMIHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[

10.3. Bb3MOKHOCT 32 OMACHH PeaKuu

He e u3BectHo.
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Cilastatin

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nipu Hopmansa ynorpe6a. Brkre Pazzgen 7.

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

Octpa ToKCHYHOCT (OpajHa) . He ce xnacudunupa (Jluncpamy gaHH")

OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacudunupa (Jluncpamy naHH")

OcTpa TOKCHYHOCT (BMILBAHE) . He ce xnacudunupa (Jluncsamy naHH")

Koposusnoct/npasuene Ha koxara . He ce ximacuduunpa

Cepno3HO yBpek/jaHe Ha OUHTE/IpasHEHEe Ha OUNTe : Ilpenn3BUKBa CEPHO3HO Apa3HEHE HAa OUHTE.

CeHcnOMNIM3aIys Ha IUXaTSIHUTE TBTHINA WM Koxkata - He ce kacudummpa

MyTareHHOCT Ha 3apOJHILIHUTE KIETKU . He ce xacudunmnpa

Kanneporennoct . He ce xnacuduunpa

TOKCHYHOCT 3a PEHPOAYKLHATA : He ce ximacuduunpa

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xacudunmnpa

OpraHu) — eJJHOKPATHA EKCTIO3HIINS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xacudunmnpa

OpraHu) — ITOBTaPIIIA CE EKCIO3UIHS

OnacHOCT NpH BJMIIBAHE . He ce ximacuduumnpa (B3 ocHOBa Ha HAJIMYHUTE JAaHHU HE Ca M3IIBJIHCHU KPUTEPHUUTE 32
KIacuHIIpaHe)

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

3AEJI 12: ExoioruuHa uapo

Exomnorus - 0610 . He npencraBnsiBa KOHKpeTHa OIACHOCT 32 OKOJHATA CpPefa.
OmnacHo 3a BogHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumpa
OnacHo 3a BOJHATA CPe/ia, ABITOCPOUHA (XPOHHYHA) : He ce xmacuduumnpa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Hsma HanuvHa TONBIHHUTENHA HHPOPMAIIUS

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIIUS

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS

3

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 5/



Cilastatin

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

12.7. ipyru He4JIaronpusitTHu edexTu

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma Hanm4Ha JONBIHUTENTHA HHOPMALUS

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHo HAaUMEHOBAaHHUE HA NMPaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPAaHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakopbyHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu MpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJ 15: UudopManusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenupuyHu 32 BENIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpea

15.1.1. Persiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

REACH, Ilpuio:xenue XIV (Cniucbk Ha BelIecTBaTa 3a pa3peniaBaHe)

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

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

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnincska Ha REACH ¢ kanauaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/HO 060CHOBAHO ChIJIACHE)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B criichbka ¢ BellecTBa, KOUTO HapymaBat 030HoBuUs cioii (Pernmament EO 1005/2009): Cilastatin

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeecTBa (Pernmament EC 2019/1148 3a npemiaraneto Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKOTHYHH BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(1) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BemectBa (Pernament EO 273/2004 0THOCHO MPOU3BOJICTBOTO U ITyCKaHETO
Ha I1a3apa Ha OIIpe/Ie/IcHH BEIleCTBa, N3II0I3BaHN 32 HE3aKOHHO IIPOM3BO/ICTBO HA HAPKOTHYHH HIIM IICHXOTPOIIHH BEIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XUMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBJIHATENHA HHQOPMALIHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2

H319 IIpennsBuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

Nudopmarones et 3a 6e3omacuoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, chappkamia ce B To3u VH(pOpMaImoHeH JIHCT 3a 0€3011acHOCT, € MOIyYeHa OT H3TOYHUIHN, KOUTO CMsTaMe 3a
HaJeXKIHU. Berpeku ToBa, HH(pOpMarusTa ce IpeocTans 6e3 HIKaKBa rapaHIis, H3pUIHA WM opa30oHpalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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