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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 : Betamethasone dipropionate for system suitability A
XHUMHYECKO HANMEHOBAHHUE : Betamethasone dipropionate

EO Ne 1 226-887-6

CAS Ne 1 5534-13-4

Kon Ha npoxykra : 202400381

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]
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360D
CrrenniyHa TOKCHYHOCT 3a ONPE/IeNICHN OpraHy — noBTapsma ce  H373
excnoszunus, Kateropus 2

3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMH'1Hl/l eq)eKTl/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

Moske na yBpenu miozaa. Moxke 1a MpUYHHE YBPEXJaHe Ha OPTaHUTE IPH IPOIbIDKUTENIHA WU HOBTapSIIa C€ eKCIO3HIIHS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHS08
Curnanna gyma (CLP) : OmacHo

01/08/2024 ([data Ha n3naBaHe) BG (6barapckn) 1/7


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

Betamethasone dipropionate for system suitability A
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Ipenynpexnenus 3a onacHoct (CLP) : H360D - Moxe na yBpenu mioja.
H373 - Moxe J1a Ipu4uHM YBPEXAaHe Ha OPraHUTE MPH IPOABIDKUTEIHA WIN MOBTapsIa ce
€KCIIO3UIIHSL.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.

P202 - He uznon3BaiiTe npeay Aa CTe MpoYean U pa3dpaiy BCHYKH NPEIIa3Hu MEPKH 32
0e30MMacHOCT.
P260 - He BaumBaiite mpax/myIex/ra3/InM/u3napeHs/acpo30iI.
P280 - U3mon3Baiite npeAna3Hyu PbKaBULM/TIPEANA3HO OOICKIO/MPeAna3Hy OYiIa/mpeana3Ha Macka
3a JIHLe/IpeINa3Hu CPeICTBA 3a 3alIUTa Ha CIIyXa.
P314 - Ilpu Hepa3monoKeHNe MOThPCETe MEAUIIMHCKH CHBET/TOMOLI.
P405 - [la ce cbxpaHsiBa 1o KJIroy.
P501 - CbappixaHHETO/CHIBT /1A CC M3XBBPIIH B ITYHKT 33 ChOMPaHE HA OMACHU MU CTICHUATHI
OTMaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHATHH H/MIH MEKIYHAPOIHI
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUSHNS 32 BHTPEIIHH OMTAKOBKH, KOTaTO ChbPKAaHUETO He mpeBumasa 10 ml.

Iuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Jlpyra napopmarys :  AKTHBHO BemEeCTBO (BbB (hapMaleBTHYHN HPOJYKTH).
BHuMaHuMe - BENECTBO, KOETO BCE OIIE HE € M3IHUTAHO HAITBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenrudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Betamethasone dipropionate CAS Ne: 5534-13-4 <100 Repr. 1B, H360D
EO Ne: 226-887-6 STOT RE 2, H373

3a meinnus Teker Ha H- 1 EUH-npenynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

H‘pra moMo1f - 061111/1 MEpKH . BBB Bcnukn CJIy4an Ha CbMHCHHE, WJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEIUITMHCKA
TIOMOIII.
H‘pra TioMonl Ipyu BAUIIIBAHE . W3Benere nuiiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B MO3ULINA, YJIICCHABAIIA IUITAHETO. }Ia C€ oCTaBH

MOCTpasaliys Ja CU odnHe. B cirydaii Ha mpromasane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa moMoLI IPH KOHTAKT C KOXKaTa : Jla ce cBanmy 3aMBPCEHOTO OOIIEKIIO U U3TIOKEHUAT YIaCTBK OT KOXKAaTa J1a Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOTUIA BOAA.

ITspBa mOMOII IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo ABPXKUTE OYUTE MIUPOKO OTBOPeHH. [loThpceTe MeqUIMHCKa TOMOI, aKO
0oJkaTa, MUTaHETO MU 3a4ePBSIBAHETO IIPOJBIDKAT.

ITspBa mOMOI TIPH MOTJTBIIAHE : Msnnaksere ycraTa ¢ Bozia (caMo aKo IIOCTpaJanysaT € B ch3HaHue). Hukora He aBaiite HUIIO TIpe3
ycTaTa Ha 4oBek B Oe3ch3HaHne. HezabaBHO MOTBpceTe MEANIIMHCKH ChBET/TIOMOLL.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM CJIe]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH U edeKTH
Hsama Hannuna JOIIbJIHUTECIIHA PIH(IJOpMaI_II/ISI

4.3. Yka3anue 3a He00XOAHMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIMHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HannyHa 10mbIHUTETHA HHOPMAIUST
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PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxKap

IMoaxosIIIH T0XKapOTraCUTEIIHI CPEICTBA : Jla ce u3non3Bat cpejcTBa, MOAXOMALIM 3a FACEHE HA MOXKapH B ChCEACTBO. BhriepoaeH auokcus.
Bonen crpeit. Cyx npax. Ozesuio 3a 3aracsiHe Ha OTr'bHsI.
Henoaxosiy noxaporacuTelIH| Cpe/ICTBa : Jla He ce n3Mon3Ba CHUIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NMACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIH CMECTa

OnacHu IPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha 1moxxap : HenwiHoTo TropeHe 0cBO0OXK/1aBa OIACeH BBIVIEPOACH OKHUC, BBITIEPOJACH ABYOKUC U APYTU TOKCUYHH
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

5.3. CbBeTH 32 NMOKAPHHKAPHTE

I/IHCprKI.IPH/I 3a racCHe Ha IOXKapu : I[a HE C€ I0ITyCKa U3II0JI3BaHaTa B 6op6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3amura IIpy racCHE Ha oXxap : I[a HE c€ pearpueMa Hameca 6€3 MOAXOASIIO 3aIUTHO 060pynBaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. IIbyiHa 3ammTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapHuiiHO H3MyCKaHe

6.1. JIn4uHM Hpeana3sHu MEPKH, MPeINa3HU CPeACTBA U NPOLeIyPH NPH CHEIIHH CIy4Yau
OO0 Mepku : Jla ce u30srBa KOHTAKT C KOXKAaTa, OUUTE U JIPEXUTE.

3a nmepcoHaJ, KOWTO He OTroBaps 3a CNelIHu CJIydan

ABapuiiHu 1aHoBe . /Jla ce oTCTpaHU HEHYXHUS IEPCOHAIL.

3a JIMIATa, OTTOBOPHH 32 CHELIHHU CJIyYau

3amuTHY CpesicTBa : Jla He ce npennpremMa HaMmeca 6e3 IIOAXO/ISIIO 3alUTHO 060pyaBaHe. 3a HoBede HHdOpMALKS,
BIoKTe paszel §: "KOHTpol Ha eKCIIo3uIusITa/ INYHH [IPeJIIa3Hu cpescTna’.

6.2. Ilpeana3Hu MepKH 3a oNa3BaHe HA OKOJIHATA cpea

)Ia ce u30sTBa HU3ITyCKAaHE B OKOJIHATa cpeaa. HpeL[OTBpaTeTe HABJIM3aHECTO B KaHAJIM3alUsATA U B O6HI€CTB6HI/ITG BOIH.

6.3. MeToau 1 MaTepua/Id 32 OTPAaHNYaBaHe U NOYHCTBaHe

3a 3aabpiKaHe : TlomwmiiTe ¢ MHEPTEH MaTepual U MOCTABETE B MOJXO/ISII KOHTEWHEp 32 00€3BpeXkJaHe Ha OTHAIbLIH.
MeTtoau 3a OYNCTBAHE : Tlouncrere 3aMbpCeHUTE TOBBPXHOCTH OOMIHO ¢ Bojia. [louncTBaHe ¢ MOMIITA HA JETEPIEHT.

6.4. Ilo30BaBaHe HA APYTH pa3aen

Buxre Pazznen 13 otHocHO MH(pOpMaIys 3a 00€3BpeKIaHE HA OTMAABIUTE.

31EJI 7: PaGoTa n cbXpaHeHHe

7.1. llpenna3uu Mepku 3a 6e3omacHa padora

JIOITBJIHUTEIIHY ONACHOCTH 110 BpeMe Ha 00paboTka : Jla He ce n3nmarat GpEMEHHUTE )KEHH MIIH KbPMAUKHUTE.

INpeanasuu Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCo3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, mue WM IMynM npy ynotpeba Ha npoaykTa. Jla He ce M3HaCsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH paGOTHOTO TIOMEUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

7.2. YciioBusi 3a 6e30MacCHO CbXpaHABaHe, BKINYUTEJITHO HECbBMECTUMOCTH

Vcnosus 3a CbhXpaHsBaHE : I[a C€ CbXpaHsABa HA I[06p€ IIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IIPsIKa CIbHYCBA CBETJINHA.
OrnakoBbYHU Marepualin : I[a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTeI\;XHepPL

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bopMaI_II/I}I
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31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
LBsar . He e HanmuHO
Mupuc : He e manuuno
I'pannnaTa Ha Mupuca : He e manuuno
Touka Ha ToreHe 1 230-235°C
Touka Ha 3aMpB3BaHe . He e nanmmuno
Touka Ha KUTICHE . He e HannuHO
3anmanmumocT : He e nanmmuno
JlonHa rpaHuIa Ha KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TemMnepaTypa . He e npunoxumo
Temmeparypa Ha camo3anaiBaHe . He e npunoxumo
Temmeparypa Ha pa3narase : He e nanmuuno
pH : He e nannuno
pH pasrBop . He e nanuuno
Bucko3uter, KHHEMAaTHICH . He e npunoxumo
Pa3tBOpuMOCT : Boma: <0.1 g/l
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane Ha napute . He e HannmuHo
Hansraune na napute mpu 50°C : He e nanuuno
IImpTHOCT . He e HannuHO
OTHOCHTENHA IUTFTHOCT : He e manmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e HannuHo
9.2. /ipyra undopmanus

Hsma HanuyHa I0MBJIHUTENTHA HHOPMAIUS
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PA3JEJI 10: CTa0WJIHOCT U PEaKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

1IKOJIOT'MYHA IIHq)OpMaIIHH

OcTpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMIIBAHE)

KoposusHoct/npa3HeHe Ha KoxaTa

CCPH03H0 YBpEXKIAaHE HA ouuTe/, JAPa3sHCHE Ha OYUTEC

CeHcuOMIM3aNUs Ha IUXATETHUTE IIBTUIIA WK KOXKaTa

MyTareHHOCT Ha 3apOJULIHUTE KIETKU

Kanneporennoct

TOKCHYHOCT 33 pelpOAyKLHsATa

CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEICHN
OpraHu) — €IHOKpATHA EKCIIO3HLIUS

CTOO (cneuuduyHa TOKCHYHOCT 3a ONPEICIICHN
OpraHu) — MOBTaPSIIIa Ce EKCITO3UIUS

OmnacHOCT NP BAUIIBaHE

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 12: Exojioruuia uHgopmanus

OnacHo 3a BOJHATa cpejia, KpaTKocpouHa (ocTpa)
OnacHo 3a BOJHATA CpeJia, BIrOCPOYHA (XPOHHYHA)

He ce knacudunupa (Bp3 0CHOBa Ha HATMYHUTE JAHHHU HE Ca M3ITBJIHEHH KPUTCPHUTE 3a
KnacuHImpaHe)

He ce xnacuduuupa (JIuncsat raHam)

He ce knacu¢urmpa (JIuncsar nanun)

He ce knacu¢urmpa (Bb3 ocHOBa Ha HATMYHUTE JaHHU HE Ca U3ITBIHCHU KPUTEPHUTE 3a
KkIacubHIEpaHe)

He ce knacu¢ummpa (Bp3 ocHOBa Ha HATMYHKUTE JaHHU HE Ca U3ITBIHEHH KPUTEPHUTE 3a
KIacu(pHIIpaHe)

He ce knacu¢uimpa (Bb3 ocHOBa Ha HAIMYHKUTE JaHHH HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KIacupHIIpaHe)

He ce knacu¢urmpa (Bp3 ocHOBa Ha HATHYHHUTE JaHHU HE CA U3ITBIHCHH KPUTEPHUTE 3a
KIacuHIIpaHe)

He ce knacudumupa (Jlunceat nanHmn)

Mosxe na yBpeau miona.

He ce xacudunmpa (Jluncsar nanam)

Mosxe a IPUYMHY YBPEKJAHE HA OPraHUTE NP NPOABIKUTEIHA UM IOBTAPSAILA CE EKCIIO3ULIUSL.

He ce knacu¢urmpa (TexHndecka HeBb3MOXXHOCT 32 MOJIy4aBaHe Ha JaHHH)

He ce xnacuduuupa (Jluncsar q1aHHu)
He ce xnacuduuupa (Jluncsar qaHau)
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Betamethasone dipropionate (5534-13-4)

YcToiuMBOCT U pa3rpaiuMocT | He ce pa3rpaxna 6sp30

Hsima Hanu4Ha TOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbIHUTE

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBe ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKATHOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He e mpunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpela

He e npunoxumo He e npunoxxumo He e npunoxumo

Hsma nompianuTenHa HATMYIHA HHPOPMAIIHS

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopTt o Mope
He e npunoxumo
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
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Bb3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOIHATa MOPCKA OPraHu3aIust

He e npunoxxumo

31EJI 15: Uadopmanys OTHOCHO HOPMATHBHATA ypenda

15.1. CienppvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0OH0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenune XVII nva REACH

REACH, IIpunoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3peliaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xanannar-BemecTsa

PersiaMeHT OTHOCHO BelllecTBa, KOMTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 32 M31esMsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CBbBETA or 5 mait 2009 roauna 3a BpBexxAaHe peskuM Ha OOIIHOCTTA 3a KOHTPOJI Ha M3HOCA, TpaHchepa,
OpoKkepcKkaTa ISHHOCT U TpaH3HTa Ha U3/ICNIUS U TEXHOJIOTHH C JBOHA yrnoTpeda.

Per;iameHT 0THOCHO mpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIUCHKA € MIPeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOoTH4YHHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIOYEHO(H) B criuckka ¢ [Ipekypcopu Ha HapkoTiyHuTe BenecTa (Perimament EO 273/2004 0THOCHO IPOM3BOJICTBOTO M ITYyCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BEUIECTBa, N30JI3BaHH 32 HE3aKOHHO IIPOU3BOCTBO HAa HAPKOTUYHH MIIH ICUXOTPOIIHH BEILIECTBA)

15.2. Onenka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HannyHa nombIHUTENTHA HHOPMALIUS

3AEJI 16: Ipyra nangopmanus

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0OacHOCT:

H360D Moxxe J1a yBpeau Ioja.

H373 Moxe Jia TPUIHUHU YBPEKIAaHE HA OPTraHUTE ITPU NPOABIDKUTEIIHA UITH ITOBTapAIIa CE€ €KCIIO3ULUS.
Repr. 1B Tokcuunoct 3a penpoxykiusaTa, Kareropus 1B

STOT RE 2 CriennpuyHa TOKCUYHOCT 32 ONPEEJICHU OPTaHu — MOBTapsilla ce excrno3uuust, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxkaiia ce B To3u MHdopmaroneH uct 3a 6e30MacHoCT, € MoJdy4eHa OT H3TOYHUIIU, KOUTO CMSTaMe 3a
HajeKHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [0/pa3oupaliia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA N
MeToauTe 3a paboTa, ChXpaHeHue, yrnoTpeba mik 00e3Bperxk/IaHe Ha MPOLYKTa Ca U3BBH HAIlHMsl KOHTPOJI M MOJKE [ja ca M3BbH HalllaTa KoMIeTeHTHOCT. [lopagu
Ta3y ¥ APYTH IPUYUHHU, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, MICTH HJIM Pa3XO/1, IIPOUSTHYAILN OT HJIN CBBP3AHN
110 HAKaKbB HAYMH C pab0TaTa, CbXPAHCHHETO, yIOoTpeOaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
Jla ce M3I0JI3Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CC M3I0I3BA KAaTO ChCTaBKa Ha APYTU MPOIYKTH, HATHYHATA HH(pOPMAIMs OU MOTTIa [1a Ce OKaxKe
Henpuiokuma. Ta3u HHpopMaLMst ce OCHOBaBa HA HAIIMTE TEKYIIH MO3HAHMS U € NPEAHA3HAYCHA JIa []ajic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
37paBeona3BaHeTo, 0€30MacHOCTTa U OKOJIHATa cpejia. Ilopaau ToBa, TS He TpAOBa 1a ce THIKYBa KaTO TapaHIus 3a CBOMCTBATa Ha IMPOLYKTA.
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