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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa : Cmec
HanmeHoBaHue Ha MpOyKTa : Morphine for system suitability
Kon na npoxykra : 202300230

1.2. UneHTHUIMPAHH BU/I0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeoa : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATIN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BEIECTBOTO/CMECTa : Camo 3a npodecroHanHa ynorpeda
OyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KOUTo He ce NPenopbLYBAT

OrpannueHns 3a ynorpeda . Jla ne ce uznonssa : [lornmemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHUS JIHCT 32 6€30NaCHOCT

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 HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO WJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHocT (opainna), Kareropus 4 H302
MyTareHHOCT 3a 3apOJUIIHHU KiIeTku, Kateropus 2 H341
TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2 H361

TOKCHYHOCT 32 PENPONYKIMATA, JOBIHHTEIHA KATETOPHs, €PEKTH BBPXY HIN H362
9pe3 JaKTaluATa

CrrenniyHa TOKCHYHOCT 3a ONPE/IENICHN OpPTaHy — €IHOKPaTHA eKCITO3UIINS, H336
Kareropust 3, HApKOTHYHU epeKTH

3a meanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a OacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMH'{Hl/l eq)eKTl/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa HAa IOKA3aTCJICTBA.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue
Coabpxa : Morphine hydrochloride trihydrate; Oripavine; Morphinone; Morphine N-oxide
Ipenynpexnenus 3a onacHocT (CLP) : H302 - Bpenen npu noraslnase.

H336 - Mosxe 1a mpeu3BUKa ChHINBOCT HIIH CBETOBBPTEX.
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Morphine for system suitability

HH(I)OpMaHI/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

H341 - IIpeamnonara ce, ye NPUYMHSBA FEHETUYHH Ae(DEKTH.
H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H362 - Moxe na Ob1e BpesieH 3a KbpMauerTa.

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
0e30MacHOCT.
P260 - He BrumBaiiTe npax/mymex/ras/ 1uM/u3napeHus/acpo30im.
P263 - Jla ce n304rBa KOHTAKT 10 BpeMe Ha OPEMEHHOCT U IPH KbPMEHE.
P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel ynoTpeba.
P270 - [la e ce sne, nmue WM MyIIU OpU ynoTpeda Ha MPOoayKTa.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MSACTO.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEANa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - [TPU ITIOI'JTBIIAHE: npu Hepasnosnoxenue ce obanere B LIEHTBP I10
TOKCHKOJIOT' S unu Ha nexap.
P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HA YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yJIeCHsBAIIA AULIAHETO.
P308+P313 - [1PU siBHa mim mpeAnonaraeMa eKcrno3unust: I10Tbpcere MeANIMHCKH ChBET/IOMOLI.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBHP 10 TOKCUKOJIOI'US nnu Ha nekap.
P330 - M3mnakHere ycrara.
P403+P233 - Jla ce chxpansiBa Ha 0Ope MPOBETPHUBO MACTO. CHABT J1a Ce ChXPaHsIBa IIBTHO
3aTBOPCH.
P405 - [la ce cbxpaHsiBa 1o, KIr0Y.
P501 - CbappixaHHETO/ChIBT 1A CC U3XBBPIIH B MYHKT 33 ChOMPaHEe Ha OMACHU WU CTICHUATHI
OTHajbliH, B ChOTBETCTBHE C MECTHHTE, PETHOHAIIHY, HALIMOHAIIHY H/HJIN MEXTyHapOIHU
pasnopenou.

EUH o¢pazu : EUH208 - Csappixa Oripavine, Morphinone, Morphine N-oxide. Moxe 1a npean3Brka anepradsa
peaxIusi.

EtukeTHpaHe B ChOTBETCTBHUE C: U3KIIIOUCHHMS 32 BBTPEILIHH ONAKOBKH, KOraTo ChAbPXKAaHHETO He TpeBuirasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08
OmnacHH ChCTaBKU : Morphine hydrochloride trihydrate; Oripavine; Morphinone; Morphine N-oxide

2.3. [Ipyru onacHocTH

He cpabpxa PBT/vPvVB Bemectsa > 0.1%, onenenn B ceotBerctre ¢ [Tpunoxenne XIII va Permamenr REACH
CMecTa He ChAbpIKa BellecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, H3rOTBEH B choTBeTCTBHE ¢ WwieH 59(1), maparpad 1 or REACH, 3a mpurexaBaHeTo Ha CBOICTBa,
HapylaBany QyHKIMHTE HA €HOOKPHHHATA CHCTEMa, WIIH 32 KOCTO/KOUTO HE € YCTAaHOBEHO, Y€ UMa(T) CBOWCTBA, HapyllaBalu (GyHKINUTE HAa €HIOKPHHHATA

CHCTEMa, B ChOTBETCTBUE C KpuTepuute, onpezenenu B lenerupan Permament (EC) 2017/2100 na Komucusra i Pernament (EC) 2018/605 na Komucusita B
KOHIIEHTpaLysl, paBHa MU 1o-BUcoka ot 0,1 TernoseH %.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

He e npunoxumo

3.2. Cmecu

HaumenoBanue HMnenTndguxarop Ha % Kiacudukauus B CbOTBETCTBHE C
MPOAYKTA Periaament (EO) Ne 1272/2008 [CLP]

Morphine hydrochloride trihydrate - <100 Acute Tox. 4 (opanna), H302 (ATE=335
mg/kg TexecHo Terio)

Muta. 2, H341

Repr. 2, H361

Lact., H362

STOT SE 3, H336
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Morphine for system suitability

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

HaumeHnoBanue HNnentnduxarop Ha % Knacndukanusi B cbOTBeTCTBHE €
NMPOAYKTa Persament (EO) Ne 1272/2008 [CLP]
Oripavine - <0,2 Acute Tox. 3 (opanna), H301 (ATE=100

mg/kg TexecHo Terno)

Acute Tox. 3 (mepmanna), H311 (ATE=300
mg/kg TenecHo Terno)

Acute Tox. 3 (uaxananuonHa), H331
(ATE=0,5 mg/l/4h)

Resp. Sens. 1, H334

Skin Sens. 1, H317

Repr. 2, H361

Morphinone - <0,2 Acute Tox. 3 (opanna), H301 (ATE=100
mg/kg TenecHo Terio)

Acute Tox. 3 (uuxananuonsa), H331
(ATE=0,5 mg/l/4h)

Resp. Sens. 1, H334

Skin Sens. 1, H317

Morphine N-oxide - <0,2 Acute Tox. 3 (opanna), H301 (ATE=100
mg/kg TeaxecHo Terio)

Acute Tox. 3 (nuxanauuonsa), H331
(ATE=0,5 mg/l/4h)

Resp. Sens. 1, H334

Skin Sens. 1, H317

Repr. 2, H361fd

Lact., H362

3a meinnus Teker Ha H- u EUH-nipenynpexaeHusta 3a onacHOCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a nbpBa OMoII{

H’LpBa TIOMOLII ITPU KOHTAKT C KOXKaTa : I{a C€ OTCTpaHU MaKCUMAJIHO 4Ype3 H36'l>pCBaHe (C YHUCTa U MEKa IoImuBalia m;pna).

H’LpBa TIOMOLI ITPU KOHTAKT C OUUTE : M3makHeTe ounTe C BOja KaTo npeanasHa Msipka.

Hsawma mammyaa JOITBJIHUTECITHA I/IH(i)OpMaLIPISI

Hsima Hanu4Ha TONBIHUTENHA HHDOpMAIHS

PA3JIEJI 5: [IpoTHBONOKAPHU MEPKH

TMogxonsmm TI0)KapOTaCUTECIIHA CPEIACTBA N OI[C}UIO 3a 3aracCsHe Ha OI'bHs.

OmnacHOCT OT moXxap : Bmxk maparpad 2.2.

I/IHC’I‘pyKLII/IH 3a racCHE Ha NOXapu : }_'[a C€ U3MN0JI3BaT CPEACTBA, NOAXOAAIIHN 32 raCEHE Ha IM0XKapu B CbCEICTBO.
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Morphine for system suitability

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 6: Mepku npu aBapuiiHoO u3

6.1.1. 3a nepcoHaJ1, KOITO He OTrOBapsl 32 CIIELIHHU CJIy4Yan

ABapuiitHH IITaHOBE : Jla ce n30srBa BCAKAKBA M3JUIITHA €KCIIO3UIINS.

6.1.2. 3a MuuaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsma HanuvHa 1ONBIHUTETHA HHPOPMAIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

PA3JIEJI 7: O0paboTka u chbXpaHeHHe

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

8.1.1 HanMoHaJHH rPAHUYHYU CTOHHOCTH HA NMPOPECHOHATHA eKCIO3UIUs U OHOJOrMYHN TPAHUYHH CTOHHOCTH
Hsma HanwyHa HOoMBIHHUTENHA HHPOPMAIIUSL

8.1.2. IlpenopbunTeTHH NPOLETYPH 32 HAGII0deHHE

Hsima Hanmuna nonbiHuTeNHA HHGOPMALIHS

8.1.3. O6pasyBar ce 3aMbPCUTEJIM HA Bb3/1yXa

Hsma nanuyna goneiHUTENHA HHOOPMAIIUSL

8.1.4. DNEL u PNEC

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

8.1.5. Peryimpane upe3 o6xsatu (control banding)

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

8.2.1. Tloaxoasin TEXHUYECKH KOHTPOJI

Tloaxoasiuy TEXHHYECKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe mpoBeTpuBo nomeinenie. OGHKHOBEHO ce M3MCKBAT KAKTO MECTHA CMyKATeHA BEHTUIALNS, TAKA U BEHTHJIALMS Ha 00II0TO
MOMEIIEHHUE.
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Morphine for system suitability

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2. JIM4HM npena3sHu cpecTBa

8.2.2.1. 3ammTa Ha OYMTE H JHIIETO

HsiMa HaiM4Ha JOIBIHUTENHA HHPOPMALHS
8.2.2.2. [Ipenna3Bane Ha KoOXkKaTa

3amMTa HA KOKATA M TAJI0TO:
JlaGopartopHa mpecTHiIKa

3ammuTa Ha pbUeTe:

3aIUTHA PHKaBULU

8.2.2.3. 3amuTa Ha AUXaTEeJHUTE MbTHIA

Hsma HanuyHa 10MbIHUTENTHA HHOPMALUS

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2.3. KoHTpO.1 Ha eKCcNno3HIMATA B OKOJIHATA Cpeja

Hsma HannyHa nombIHUTENTHA HHOPMALUS

3JIEJI 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PM3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : TBBpIO BELIECTBO
IBsar . He e HannuHO
Mupuc : He e HannuHo
I'panunara Ha Mupuca : He e HannuHo
Touka Ha ToreHe : He e Hannuno
Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KUIIeHe . He e Hannuno
3ananumoct : He e Hanuuno
I'panuuyM Ha EKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHuna Ha eKCIIO3UBHOCT : He e npunoxumo
ITnamHa TemnepaTypa : He e npunoxumo
Temneparypa Ha camo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hamuno
pH : He e Hannuno
pH pasrBop : He e Hannuno
Bucko3uTeT, KHHEMaTHYEH : He e npunoxumo
PazrBopumoct : He e Hannuno
KoedurmenT Ha pasnpenesienue: n-okranoi/soga (Log  : He e HanuuHO
Kow)

Hansrane Ha napure . He e Hanuuno
Hansrane na napute npu 50°C : He e Hannuno
ITnbTHOCT : He e Hannuno
OTHOCHTEIHA IITBTHOCT : He e Hamuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiure : He e Hannuno
9.2. Ipyra ungopmanus

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KjIacoBeTe HAa GU3NYHA ONIACHOCT

Hsma HanuyHa nombiHUTETHA HHOPMALUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmaHa JIOITIBJIHUTECITHA I/[H(bOpMaLII/IH
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Morphine for system suitability

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 10: CTa0MiIHOCT U PEAKTHBHOCT

10.1. PeakunoHHa CocooOHOCT

CraOuiieH Ipy HOPMAJTHU YCIJIOBUSL.

10.2. XuMH4YHA CTA0HIHOCT

Hsima HanuyHa A0NMBIHUTEIHA I/IH(i)OpMaLII/Iﬂ

10.3. Bb3MOKHOCT 32 ONIACHH PeAKIUU

He e uzBectHo.

10.4. YciaoBus, KOUTO TpsidBa Aa ce H30ArBaT

Hsima Hanmana JOITBJIHUTECITHA I/[H(i)OpMaI_II/ISI

10.5. HecbBMecTUMH MaTEepUAIH

Hsima npu HopManHa ynotpe6a. Binkre Pasnen 7.

10.6. OnacHu NPOAYKTH HA pa3najaHe

IIpu 3arpsiBaHe 10 TOYKaTa Ha pasrpakAaHe OTAEIN ONAaCHU U3MapeHusl.

PA3JIEJI 11: TokcukoaoruyHa uHGpopManus

11.1. Undopmanust 3a KIacoBeTe HA ONMACHOCT, onpeneaeHn B Permament (EO) Ne 1272/2008

OcTtpa TOKCUYHOCT (OpainHa) . Bpenen npu nornsiase.

OcTpa TOKCUYHOCT (iepMaiHa) . He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHUTE TAaHHH HE Ca U3ITBJIHEHU KPUTEPUHTE 32
Kiacuupane)

OcTpa TOKCUYHOCT (BIIUILIBAHE) : He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHUTE JTAaHHHU HE Ca U3ITBJIIHEHU KPUTEPUHTE 32
KJacudupane)

Morphine for system suitability

ATE CLP (opanna) ‘ 331,264 mg/kg TenecHo Terno

Morphine hydrochloride trihydrate

LD50 opanHo misx ‘ 335 mg/kg RTECS : QC8590000
Oripavine

LD50 opanHo misx 50 — 100 mg/kg

LD50 nepmainno mrbx 200 — 1000 mg/kg

LC50 Banmsane - ITnbx (IIpax/mbria) 0,5 — 1 mg/l/4h

Morphine N-oxide

LD50 opanHo mibsx 50 — 300 mg/kg
LC50 Baumsane - ITnbx (IIpax/mbria) 0,5 — 1 mg/l/4h
Kopo3uBHOCT/Ipa3HEeHe Ha KOXKaTa . He ce knacuduippa (Bb3 0CHOBa Ha HAJTMYHUTE JAaHHH HE Ca U3ITBIHEHU KPUTEPUHTE 32
KJIacupuIpane)
Cepro3HO yBpeXkIaHe HA OUHTE/ApasHEeHe HA OYHUTE : He ce knacu¢muimpa (Bb3 0OCHOBA Ha HATMYIHKUTE JAHHH HE Ca U3MBIHCHH KPUTEPHUTE 38
KJIacuuIpane)
CeHcnOunu3anys Ha JUXaTeTHUTE TbTHINA WM Koxkata : He ce kimacuduuupa (Bb3 0ocHOBa Ha HAJMYHUTE JTAaHHU HE Ca U3ITBJIIHEHU KPUTEPUHTE 32
KIacupHIEpaHe)
MyTareHHOCT Ha 3apOJHIIHUTE KICTKH : Ilpenmomnara ce, 4e MpUYHHIBA TCHETHIHH ACPEKTH.
Kanmeporenoct . He ce xnacu¢uimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAHHH HE Ca M3I'BIHCHU KPUTEPHUTE 32
KIacH(pHIIpaHe)
TOKCHYHOCT 32 PEMPOIYKIHATA . Ilpeamonara ce, 4ye yBpex/Ja OIUIOJUTENIHATA CIOCOOHOCT MiTH TIoa. Moxe 1a ObJie Bpe/ieH 3a
KbpMauera.
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Morphine for system suitability

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

CTOO (crenuprdHa TOKCHYHOCT 3a OIPEICTICHI : Moske na npeJU3BUKA CHHIUBOCT UIIH CBETOBBPTEIK.
OpraHy) — eIHOKPAaTHA eKCIIO3ULIUS

Morphine hydrochloride trihydrate

CTOO (cenuduyHa TOKCHYHOCT 3a OIPEIENICHH Oprany) | Moxke 1a mpefu3BUKa ChHINBOCT WIIH CBETOBBPTEX.
— €/{HOKpAaTHa CKCIIO3ULHS

CTOO (cenurdHa TOKCHYHOCT 3a OIPEACTICHI . He ce xnacudunupa (B3 ocHOBa Ha HAIMYHUTE JaHHHU HE Ca M3IIBIHCHHU KPUTCPUHTE 32

OpraHy) — HOBTapsIIIa ce eKCIO3ULUL KnacupuImpaHe)

OnacHOCT NpH BANIIBaHE : He ce xnacuduiupa (Bb3 ocHOBa Ha HAJIMYHHUTE JAHHH HE Ca U3IIBIHCHU KPUTCPUUTE 32
KIacupHIEpaHe)

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 12: Exosioruuna uagopmamnus

Exounorust - 061o . He npencraBisiBa KOHKpETHa OMACHOCT 3a OKOJIHATA CPEJa.

OrnacHo 3a BOJ{HATa Cpesia, KpaTKOCpOUHa (0CTpa) . He ce knacudunupa (B3 0cHOBa Ha HATMYHUTE JaHHU HE Ca H3IIBIHEHH KPUTSPHHUTE 32
KIacu(pHIIpaHe)

OrnacHo 3a BOJ{HATA CPejia, ABIrOCPOYHA (XPOHHYHA) . He ce knacudunupa (B3 ocHOBA Ha HANTMYHUTE JAHHU HE Ca U3IIBIHEHH KPUTSPHUTE 32
KIacu(pHIIpaHe)

He ce pasrpaxa 66p30

Hsma nanuyna qonbiIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

Hsma HanuvHa TOTBIHUTETHA HHOOPMAIIHS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbIHUTE

Hsima HanmuHa JOMIBIHUTETHA I/IH(I)OpMaI.IHﬂ

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cniucbka Ha OOH niu uaeHTHGUKATHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo
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Morphine for system suitability

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa no cnucbka Ha OOH

He e mpunoxumo | He e mpunoxumo | He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT NP TPAHCIIOPTHPaHe

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeja

He e mpunoxumo He e mpunoxumo | He e nmpunoxumo

Hsma nombaHUTEIHA HATMYHA HHGOpMaIUs

14.6. CnennaTHu MpeANa3HA MEPKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt mo Mope
He e npunoxumo

Bb3ayuied Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA Memyﬂapom{aTa MOPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CienpvuHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPe0a/3aK0H0IATE/ICTBO OTHOCHO G€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpexa

15.1.1. Pernament Ha EC
REACH IIpuaosxenne XVII (YciaoBus 3a orpaHnyapaHe)

He cpappixa BemecTBo(a), BkitodeHo(u) B [Ipunoxenne XVII na REACH (YcnoBus 3a orpaHndaBane)

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

He cpappixa BewectBo(a), BriitodeHo(u) B [Ipunoxenne XIV va REACH (Cnmcbk Ha BeniecTBara 3a pa3peliaBane)
REACH Cnucbk ¢ kanauaat-seuectsa (SVHC)

He cpappika BemecTBo(a), BIoueHo(1) B cniuckka Ha REACH ¢ kanaunar-BeriecTsa

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

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.

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

He cpappixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C BEIIECTBA, KOUTO HapymaBaTt 030HOBUs cioi (Permament EO 1005/2009 oTHOCHO BelecTBa, KOUTO

HapyIIaBaT 030HOBUSI CIIO¥)

PersiaMeHT 0THOCHO npeKypcopHuTe Ha B3puBHH BeectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIACHKA ¢ IPEeKypcopH Ha B3puBHHU BemecTBa (Permament EC 2019/1148 3a npeanaranero Ha ma3apa u ynorpebarta Ha

IIPEKypCOPH Ha B3PUBHU BEIIECTBA)
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKoTH4YHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO

Ha 1masapa Ha OIIpEACIICHU BEIICCTBA, U3II0JI3BaHH 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU HIIH IICUXOTPOITHU BCIJ_IeCTBa)

15.1.2. Hauuonauu paznopenoun

Hsma HannyHa nonbeiHUTETHA HHOPMALUS

15.2. Ouenka Ha 6€30MACHOCT HA XMMHYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa JOMBIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra ungopmanus

II'bnen Texker Ha H- u EUH-npenynpeskieHusiTa 3a onacHocT:

Acute Tox. 3 (zepmaiina)

Octpa Tokcu4HoCT (nepmanna), Kareropus 3

Acute Tox. 3
(MHXaTaIMOHHA)

Ocrtpa TokcuuHOCT (MHXaI. ), Kateropus 3

Acute Tox. 3 (opanna)

Octpa Tokcu4HocT (opanHa), Kareropus 3

Acute Tox. 4 (opanHa)

Octpa Tokcu4HocT (opanHa), Kareropus 4

EUH208 Cawappxa Oripavine, Morphinone, Morphine N-oxide. Moxe 1a npean3BHKa ajleprudHa peaxius.

H301 ToKCHYEH NpU MOTTbILAHE.

H302 Bpenen npu norneinane.

H311 ToKCHYEH NPH KOHTAKT C KOXKAaTa.

H317 Moske 1a IPUYUHM aJepruyHa KOXKHA PEaKIMs.

H331 ToKCHYEH NpH BAUILIBAHE.

H334 Mooxe 1a NPUYHHY AJIEPIUYHH MM aCTMATHYHN CUMIITOMH WM 3aTPyAHCHHUS B AULIAHETO MPH BIMIIBAHE.
H336 Moske 1a NpeIM3BUKa CHHIMBOCT UM CBETOBBPTEXK.

H341 Ipenmonara ce, 4e NPUYNHABA TCHETUYHU Te(EKTH.

H361 TIpenmnonara ce, ye yBpex/aa OIUIOUTENIHATA CIIOCOOHOCT WITH TUIOJA.

H361fd IIpenmnonara ce, ye yBpexaa oroauresiHara criocooHoct. [Ipearnonara ce, ye yBpex/a mioja.

H362 Mosxe a Ob1e BpeieH 3a KbpMayeTa.

Lact. TokcHYHOCT 32 PEHPOAYKIHATA, TOBIHATEIHA KATETOpHs, epEeKTH BbPXY WX Upe3 JIAKTalusTa

Muta. 2 MyTareHHOCT 3a 3apOAUIIHY KIeTkH, Kareropus 2

Repr. 2 Toxcuuanoct 3a penpoxaykmusra, Kareropus 2

Resp. Sens. 1 Pecniupatopna cencubunmzanus, Kateropus 1

Skin Sens. 1 Koxna cencubmmmzanust, Kateropus 1

STOT SE 3 CrenuduyHa TOKCHYHOCT 32 ONpeeTICHH OpraHy — eJHOKpaTHa ekcro3uius, Kareropus 3, HapkOTHYHH eheKTH

Kaacuduuupane u npoueaypa, H3no/13BaHa 32 M0JIy4aBaHe HA KJIacH(PUKALIUATA 32 cMecH cbriiacHo Persament (EO) Ne 1272/2008

[CLP]:

Acute Tox. 4 (opanHa) H302 M3uucnurenen MeTox
Muta. 2 H341 W3unciuresieH METOI
Repr. 2 H361 W3zuncnntenen Meton
Lact. H362 M3unciuTeen METO L
STOT SE 3 H336 M3uncnuTeen MEeToI
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nudopmarmonen suct 3a 6e3onacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT HudopmanusTa, chabpxaiia ce B To3u MH opMaoneH uct 3a 6e30MacHOCT, € MoJy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a
Ha/ieX1HU. Bhripexn ToBa, nHQOpManusTa ce npegocTasst 6e3 HUKAaKBa rapaHIisl, I3pUYHA MM T0pa30upalla ce, OTHOCHO HeifHaTa KOPEKTHOCT
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