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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 . Alprostadil
XHUMHYECKO HANMEHOBAHHUE . Alprostadil
EO Ne 1 212-017-2
CAS Ne 1 745-65-3
Kon Ha npoxykra : 201600037

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]

Ocrpa TokcnuHocT (opainHa), Kareropus 3 H301
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360Fd
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH! — €IHOKPaTHa H370

excnozunus, Kareropus 1

CrenniyHa TOKCHYHOCT 3a ONPEJIeNIeHN Oprany — noprapsma ce  H372
excnosunus, Kareropus 1

3a meanus Texcet Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(l]eKTl/l 34 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

TokcuueH npu normbinane. Moxe Ja yBpeau OIIou-TenHara cnocooHoct. [Ipeanonara ce, ue yBpexaa riona. [IpuunnsaBa yBpexane Ha opranute. [IpuunHsiBa
YBpEKJaHE Ha OPTaHHUTE MOCPEICTBOM IPOIBIIKUTEIHA HIIM HOBTAPSIIIA CC CKCIIO3HLIUL.

2.2. EneMeHTH HA €THKETA

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

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

GHS06 GHSO08
Curnanna gyma (CLP) : OmacHo
Mpenynpexnenus 3a onacHoct (CLP) : H301 - ToxcuueH npu moriabliaHe.

H360Fd - Moxe nia yBpenu omoaurenHara cnocoonoct. [Ipeamnonara ce, ue yBpexaa mioja.
H370 - [IpuunHsBa yBpeXaaHe Ha OPraHUTE (JUXaTEeIHa CUCTEMA, ChPACYHO-CH/I0BA CUCTEMA).
H372 - llpuunnsiBa yBpexaane ua opranute (Skeletal system, Mera6onu3pm) OCpPEACTBOM
HPOIBIDKUTENHA WM MTOBTAPSAIA CC CKCIIO3UIHS.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHU HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe MpOYesd U pa30panu BCUUKH MPEANIa3HA MEPKH 3a
6e30macHoCT.
P260 - He BrumiBaiite npax.
P264 - Jla ce u3mue phlieTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeba.
P270 - [la He ce e, mye WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P280 - U3nomn3Baiite npeanasHu pbKaBUIH/IPEINa3HO 00IEKI0/MPeAna3Hi Ounia/mpena3Ha Macka
3a JIMIe/TPEAIa3HU CPECTBA 32 3allUTa Ha CIIyXa.
P301+P310 - [TPU [TOT'JTBILIAHE: He3abaBHo ce obaznere Ha Jiekap.
P308+P311 - [1PU siBra nnu npeamnonaraema ekcrosuuusi: O6anere ce B UEHTHP I10
TOKCHKOJIOT' S unu Ha nexap.
P314 - [Ipu Hepa3mnonoKeHne NOTHPCETE MEJUIIMHCKU CHBET/TIOMOILI.
P321 - CneunanusupaHo jgeyeHue (BxkK. AOMbJIHUTEIHA MHCTPYKIMS 3a IbPBa IIOMOLI Ha TO3U
€THUKET).
P330 - M3nnakuere ycrara.
P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CpapprkaHneTo/chabT Aa ce U3XBBPIIH B MYHKT 33 ChOMPaHE HA OMACHU WU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/MIN MEXTyHapOIHU
pasnopenou.

Ertuketnpane B choTBeTCTBHUE ¢: M3KiIIOUCHNMS 32 BBTPEIIHM OMAKOBKH, KOTaTo ChAbPXKAaHHETO He npeBuirasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS06 GHS08

2.3. [Ipyru onacHocTH

Jlpyra nadopmarms : AKTHBHO BeIecTBO (BB (hapMalleBTHIHH IPOTYKTH).
BHumanme - BelecTBO, KOETO BCE OILE HE € U3MIUTAHO HAITbJIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]

Alprostadil CAS Ne: 745-65-3 <100 Acute Tox. 3 (opanna), H301 (ATE=228
EO Ne: 212-017-2 mg/kg TenecHo Terio)

Repr. 1B, H360Fd
STOT SE 1, H370
STOT RE 1, H372

3a mbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H’pra moMo1f - 061111/1 MEpPKHU . BBB Bcnukn CjIydyan Ha CbMHEHUE, WJIN aKO CUMIITOMUTE IPOABIIKABAT, IIOTHPCETE MEAUIIUHCKA
TTOMO1II.
H’pra TIOMOII P BAUIIIBAHE : I/I3BCHBTC JIMOETO HAa YUCT BB3AYX U I'O TIOCTABETE B IMMO3UIINS, YIE€CHABAIIA JUITAHETO. I[a C€ oCTaBH

TIoCTpagaIns 1a Cu NOUYNHE. B cnyqaﬁ Ha IpUJIonIaBaHe: HompceTe MCIUIUHCKHA C’bBeT/HOMOI]_[.
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Alprostadil

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

IIspBa momomy IpH KOHTAKT € KOXKaTa : Jla ce cBanu 3aMBbPCEHOTO OOJIEKIIO M H3TOKEHHUAT YIaCThK OT KOXKaTa Ja ce U3MHUE C MEK CallyH U
BOJIa, KaTO CJIeJ] TOBA Ce M3IUIAKHE C TOIUIA BOAA.

IIppBa momoIIL P KOHTAKT C OYHUTE : M3miakHere ¢ Bojia, KaTO JbPXKUTE OYUTE IIMPOKO OTBOPEHH. [I0oThpceTe MENIMHCKA [TOMOLIL, aKO
60JIKaTa, MUTAHETO WM 3a4EPBSBAHETO MPOABIKAT.

IIppBa momol Npy NOrIbIIAHE : M3mnaknere ycrara ¢ BoAa (caMo ako IMOCTPaAalusT € B Ch3HaHue). Hukora He naBaiite HUILO Ipe3
ycrara Ha 4oBeK B 6e3ch3nanue. Hesabasno ce obanere 8 IEHTBP [10 TOKCUKOJIOI U Sl /Ha
JeKap.

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

Tlomxoasmy NoxaporacHTENHN CPEACTBA : Jla ce m3mon3Bat cpesicTBa, MOAXOAAIIN 3a FaCeHE Ha MOXKapH B ChCEJCTBO. BhrieponeH auokcus.
Bonen cnpeii. Cyx npax. Ojnesiio 3a 3aracsiHe Ha OT'bHS.
Henoxosmy mmoxkaporacuTesTHI CpeicTBa : Jla He ce n3non3Ba CHIIHA BOJHA CTPYSI.

OnacHU IPOJYKTH Ha pasNajaHe B CIydail Ha moxap . HembiHOTO TopeHe 0cBOOO0K/1aBa ONaceH BHITICPOICH OKHC, BEITIEPOCH IBYOKHUC U APYTH TOKCHIHU

Ta30Be. Bh3MOXHO € OTIeIISTHETO Ha TOKCUYHH u3MnapeHus.

MHcTpyKumny 3a raceHe Ha MoKapu : Jla He ce [0mycKa U3mon3BaHaTa B 6opbaTa ¢ moskapa Bo/a Jia 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa Npy raceHe Ha mnoxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3aUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aiuTa. [Ib1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBap

OO0y Mepku : Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepconaJi, KOITO He 0TroBaps 3a CHEIIHHU CJaydYan

ABapHiitHH TITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a unara, 0TTOBOPHH 32 CNEIIHHA CIyYan

3aIIUTHY CpeCTBA : Jla He ce mpeanpreMa Hameca 6e3 MOAXOAIIO 3aIIUTHO 000pyABaHe. 3a MoBede HHpopMaIHs,
BIDKTe paszaen 8: "KoHTpou Ha ekcrio3uiusita/ TMYHU IPeAna3Hu cpeacTaa’.

I[a ce u30srea H3IyCKAaHEC B OKOJIHATa cpeaa. HpCI[OTBpaTeTC HABJIM3aHETO B KaHAJIM3alUsiATa U B OGH.ICCTBCHI/ITC BOIH.

3a 3agbprKane : Ilonmiite ¢ HHEPTEH MaTEpHA U MIOCTABETE B MOAXO/SIL KOHTEHHED 3a 00e3BpexJaHe Ha OTHAABLIH.
Mero/u 3a MoYKCTBaHE : IlouncTeTe 3aMbpceHHUTE TOBBPXHOCTH OOMIHO C Bojia. [104YnCTBaHE ¢ HOMILTA HA JETEPrEHT.

Bmxre Pazznen 13 otHocHO nHbopMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.
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Alprostadil

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

JIOIbIIHUTENHY ONTACHOCTH TI0 BpeMe Ha paboTa . /Jla He ce u3narat OpeMEHHHTE XKEHHU WM KbPMayKHTE.

Ipenna3suu mepku 3a Ge3omacHa pabora : Jla ce u30sirBa BCsKakBa U3IHIIHA eKcro3uims. Jla ce ocurypu 1o6po mpoBeTpsiBane Ha pabOTHOTO
MSICTO.

XUTueHHH MEPKH : Jla He ce siae, ve WK MyLIH Ipy ynoTpeda Ha npoaykra. [la He ce u3Hacs 3aMbpPCEHO PabOTHO

00JIeKII0 U3BBH PaOOTHOTO MOMeEIIeHHE. J]a ce H3MHAT PhLETE NPEIH MOYUBKHUTE H CICT
MPUKIIIOYBAHE Ha paboTaTa.

7.2. YciioBusi 3a 6€301aCHO CbXpaHABaHe, BKINYUTEJITHO HCCbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa HA I[06p€ TIPOBETPUBO MSACTO. CpabT 512 ce ChbXpaHsABa IUNIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsIKa CIbHYCBA CBETJINHA.
OnakoBbYHU MaTepuain : I[a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTCI‘/‘IHCPH‘

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

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaLII/IFI

PA3/IEJI 8: KoHTpPOJI Ha eKCIIO3UIUATA/TUYHHN NpeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmanaa JOITBJIHUTCITHA I/IH(bOpMaI_II/ISI

8.2. KoHTpo.1 Ha eKCo3HIMATA

IMoaxoas HH:KeHEPeH KOHTPOJI

Moaxoasiug HHKEHEPEeH KOHTPOJI:
)_'[a Ce ocurypu HOGPO IIPOBETPsABAHE HA pa60THOT0 MmsicTo. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaT€JIHa BEHTUJIAlKA, TaKa U BEHTUJIAUA Ha 0061110TO
nomenienue. C Marepuajia Tpﬂ6Ba Ja ce pa60m non na6opaT0pHa KaMHHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHH nmpeanasHu cpeacresa

3ammTa HAa 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Jla ce HOCAT IpenmasHu oumna. [Ipeanasuu ounna cse crpannyna 3amuta. (EN 166)
3ammuTa Ha Ko:KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : JlaboparopHa npecrtiika. (EN 13034)

3ammuTa Ha pBIeTe:
Jla ce HOCST MOAXOISIIIN PBKABULM. XUMHUYECKH YCTONYMBY npenasuu pbkasuny. (EN 374)

3amuTa Ha AUXATEJTHUTE MbTHIIA

3ammuTa Ha JUXaTeJIHHTe MbTHINA:
B ciyuait Ha 006pa3yBaHe Ha IIpax Jia ce H3M0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3IEJI 9: ®u3nynu 1 XMMMYHHA CBOHCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PM3UYHU U XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : TBBpIO BELIECTBO
st : OsJ1. XKBJITCHUKAB.
BrbHuieH Bug . Kpucranen npax.
MonekyiHa maca : 354.5 g/mol
Mupuc . He e Hanuuno
I'panunara Ha Mupuca : He e Hanuuno
Touka Ha ToreHe = 115°C

Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KUIIEeHEe : He e HannuHo
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Alprostadil

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

3anmanuMocT : He e Hanuuno
JlonHa rpaHHIa Ha eKCIIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajBaHe : He e npunoxumo
Temneparypa Ha pa3yiarane : He e Hanuuno
pH : He e HamuyHO
pH pastBop : He e HanuynO
Buckosurer, kunemaruueH : He e npunoxumo
PasrBopumocT : Boma: <0.1 g/l
Koeduient Ha pasnpenenenue: n-oktanon/soga (Log @ <4

Kow)

Hansirane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hanu4HO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa JOMIBJIHUTEIHA PlHCl)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

rH4YHa HqupmaumI

Octpa TOKCHYHOCT (OpajiHa) : TOKCHYEH IIpH MOTJIbLIAHE.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (Jlunceat nanHu)
Octpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanxu)

Alprostadil (745-65-3)

LD50 opanHo mrbx 228 mg/kg
KoposuBHOCT/ Ipa3HeHe Ha KoKaTta : He ce xnacudunupa (Jluncat naHH")
CepHo3HO yBpexJaHe Ha OYHTE/Apa3HEeHe Ha OYUTE : He ce xknacu¢uupa (JIunceat nanam)
Cencubunysanys Ha IUXaTeHUTE MbTUINA niK koxkata  : He ce ximacuduumpa (JIuncsar 1annam)
MyTareHHOCT Ha 3apOJHULIHUTE KIETKU : He ce xnacudunupa (Heybenutennn gaHam)
Kanneporennoct . He ce xnacudunupa (Jlunceat gaHmHm)
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Alprostadil

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

TOKCHYHOCT 3a PEeHpOAyKIHATA : Moxe ma yBpeau ortoauTenHara cnocodHoct. [Ipeamnonara ce, e yBpex/aa mioza.
CTOO (crierudpuyHa TOKCHYHOCT 33 ONPEICICHH : IlpuumnsiBa yBpekIaHe Ha OpraHuTe (IMXaTeIHa CHCTEMa, ChPICYHO-CHI0BA CHCTEMA).
OpraHu) — €JHOKpPaTHA eKCIIO3ULIHS

CTOO (cnenn@uyHa TOKCHYHOCT 3a OIPEIEICHA : Ilpnumnssa yBpexxnane Ha opranute (Skeletal system, MeTaboi1n3bM) mocpeIcTBOM
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULIMS MPOBIDKUTENHA HITH TTOBTAPSIIIA C& CKCIIO3HIINSL.

OmnacHOCT IIpU BAUIIBaHE : He ce xnacudunupa (Jluncsar nanxm)

Hsima Hanu4Ha qOMbIHUTENHA HHOOPMATHS

runyHa ml([)opmamm

OmacHo 3a BogHAaTa cpefia, KpaTKOCPOUHa (0CTpa) : He ce xnacudunupa (Jluncat nanxm)
OmacHo 3a BogHATa cpefia, JbITOCPOUYHA (XPOHUYHA) : He ce xnacudunupa (Jluncat nanxm)

Alprostadil (745-65-3)

YcToiYMBOCT U pa3rpaiuMocT He ce pasrpaxna 6sp30

Alprostadil (745-65-3)

Koeduiuent Ha pasnpezaenenue: n-okranon/soaa (Log <4
Kow)

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHﬂ

Hsma nanwyHa nonbIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOOpMATHS

PA3JIEJI 13: O6e3Bpe:kaaHe Ha OTHAXbIHUTE

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS

14: Undopmanus 0OTHOCHO TPAHCIIO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH niu uaeHTH(PUKAIMOHEH HOMEP

UN 2811 UN 2811 UN 2811
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Alprostadil

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

TOKCHUYHO TBBPAO BELIECTBO,
OPI'’AHMYHO, H.Y K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCHOPTHUTE JOKYMEHTH

OPI'’AHMYHO, H.V K., 6.1, 111, (E)

UN 2811 TOKCUYHO TBBP/JIO BEHIECTBO, | UN 2811 TOXIC SOLID, ORGANIC,N.O.S., 6.1,

111

UN 2811 Toxic solid, organic, n.o.s., 6.1, Il

14.3. Kiiac(oBe) Ha OaCHOCT NPH TPAHCHOPTHPAaHe

6.1 6.1 6.1
6 6
14.4. OnakoBb4Ha rpyna
111 1 111

14.5. OnacHocTH 32 OKOJIHATA cpeJa

OmacHo 3a okonHaTa cpeaa: He

OmacHo 3a okonHata cpena: He
Mopcku 3ambpeuten: He
EmS-Ne (TToxxap): F-A
EmS-Ne (PaznuB): S-A

OmacHo 3a okonHaTa cpea: He

HsiMa mompiHHuTeIHA HANMHYHA HHQOpMALHS

14.6. Cnenma;THu npeana3Hu MepPKH 3a MOTpPedUTeINTE

CyxonbTeH TPAHCIIOPT

Knacudukannonen xox (ADR)

Crnieunanuu pasnopenou (ADR)

Orpannuenu konmuectsa (ADR)

Wzkimouenu konmuectsa (ADR)

OnakoBbuHU uHCTpyKLIUK (ADR)

CrenuanHy onakoBbuHH paznopendu (ADR)

Cwmecenu onakoBku (ADR)

VIHCTpyKIHMH 32 IPEHOCHMH LIUCTEPHU U KOHTEHHEepH 3a
HacumHu ToBapu (ADR)

CnenyanHu pa3nope ol OTHOCHO IPEHOCUMH LIUCTEPHU
U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

Creruanau pasnopenou oTHocHo uucrepau (ADR)
ITpeBO3HO CPEACTBO 3a MPEBO3 B LINCTEPHU
TpancnoprHa kareropus (ADR)

Creruansu pasnopenou 3a npesos - Hacumxo
cberosiHue (ADR)

CrernuanHu pa3nopenou 3a IpeBo3 - TOBapeHe,
pasroBapBane 1 06paboTka (ADR)

CreruanHu pa3nopenou 3a IPeBo3 — ONEPaTHBHH
n3uckBanus (ADR)

Vnentndukannonen Homep 3a onacHocT (Keminep No.)
OpanxeBu Tabenn

Kon 3a TyHenHu orpanudenus (ADR)

TpancnopT 1o mope
Cnenuanuu pasnopenou (IMDG)

. El
: P002, IBCO8, LP02, ROO1
: B3

: MP10

. Tl

T2
. 274,614

Skg

: TP33

SGAH, L4BH

. TUI1S5, TE19

. AT

: 2

: VCI1, VC2, AP7

: CVI13,CV28

S9

;60

60
2811

1 223,274
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Orpannuenu konnuectsa (IMDG) : S5kg

W3kirouenu konmmyecta (IMDG) : El

Onakobunu uHctpykuuu (IMDG) : P002

IBC onakopwsunu uncrpykuuu (IMDG) : IBCOS8

IBC cneunanuu pasnopendou (IMDG) : B3

Wucrpykuuu 3a nucrepuu ( IMDG) ¢ Tl

Crienmaniu pasnopendou otHocHo nucrepuu (IMDG) : TP33

Kareropus na toBapene ( IMDG) DA

[Inamua remneparypa (IMDG) :

CaoiictBa u Habmonenus (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Bb3ayumen Tpancnoprt

PCA Uskmrouenu konuuecta (IATA) . El
PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U 1 Y645
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPAaHUYEHO : 10kg
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpykuuny 3a onakoBaHe MbTHUYECKH camoieT 1 : 670
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 100kg
camouter u kapro (IATA)

WHcerpykuun 3a onakoaHe camo kapro (IATA) 1 677
MakcuManaHo HeTHO KosmuecTBo camo kapro (IATA) : 200kg
Criennanuu pasnopendu (IATA) 1 A3, AS
ERG xox (IATA) : 6L

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUIIHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cienuanm 32 BEMIECTBOTO HJIH CMECTA HOPMATHBHA Ypea0a/3aKOHO0IATEICTBO OTHOCHO 0€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpeaa

PeraamenTtn Ha EC

REACH, Ilpuio:xenne XVII (¥YciaoBus 3a orpaHuyaBaHe)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnmcbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsk ¢ kanauaaTt-semiecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMmeHT 0THOCHO BelllecTBa, KOMTO HapymaBat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BelecTBa, KOMTO HapylaBat 030HoBus cioii (Permament EO 1005/2009)

Perniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CbBETA ort 5 mait 2009 roguna 3a BpBexAaHe pesxxuM Ha OOIIHOCTTA 32 KOHTPOJI HAa M3HOCA, TpaHchepa,
Opokepckarta AEHHOCT M TpaH3UTA Ha U3JEH U TEXHOIOTHH C JBOHHA yrnoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappika BemmecTBo(a), BKIIIOYEHO(M) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha nmasapa u ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO npeKkypcopuTe Ha HapKoTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ras3apa Ha OIpPE/ICICHH BEIIECTBA, H3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.2. Onenka Ha 0€30IMACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS
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PA3JIEJI 16: Ipyra ungopmanus

HNupnkanus 3a NMPOMEHHU

Pasznen IIpomenen eemMeHT KomenTtapu
OOH Ne (RID) JobaBeHo
Bpoii cunu konycu/cBernuau (ADN) Jlo6aBeno
3agbmkurento obopynsane (ADN) JobaBeHo
IIpeBo3swT € paspeuieH (ADN) JobaBeHo
W3kiarouenu konmuectsa (ADN) Jlo6aBeHo
Orpannueny konmmuecta (ADN) JobaBeHo
Etuxern 3a onacuoct (ADN) Jlo6aBeno
Krnacudukannonen xox (ADN) Jlo6aBeno
Touno npeBo3Ho HaumeHoBanue (RID) JobaBeHo
Unentudukaunonex Homep 3a onacHoct (RID) JobaBeHo
Excnpecuu npatku (RID) JlobaBeHo
CrenmaiHu pas3nopenon 3a NpeBo3 - TOBapeHe, JlobaBeno

pa3roBapBaHe u 0OpaboTka (RID)

Crienpaiiiu pasnopendu 3a npeos - HacunHo JobaBeHo
cecrosaue (RID)

TpancnoprHa kareropus (RID) JobaBeHo

Creranuu pasnopen6u 3a RID muctepau (RID) | lo6aBeno

Kopnose na muctepuu 3a RID uucrepuu (RID) JobaBeHo
CrenmaHm pasnopeou OTHOCHO MPEHOCHMH JlobaBeno
LUCTEPHH M KOHTEHHEPH 32 HACHITHU TOBApU

(RID)

VHCTpyKIUH 33 IPEHOCUMH [TUCTEPHU U JlobaBeno

KoHTeitHepH 3a HacunHu ToBapu (RID)

Cwmecenn onakoBku (RID) JobaBeHo
CrienpaiiHy onakoBb4HHU pasznopenou (RID) JobaBeHo
OnaxoBbyHu uHCTpYKIUH (RID) JobaBeHo
W3kirouenu konmuectra (RID) JlobaBeHo
Orpannuenn konmmuectsa (RID) Jlob6aBeHo
Crienmanau pasnopendu (RID) JobaBeHo
OmnakoBbuHa rpymna (RID) Jlo6aBeno
Knacudukarmonen ko (RID) JobaBeHo
3amMeHs BepcusTa OT JobaBeHo
Jlara Ha peakuusTa Jlo6aBeno
1.1 EO Ne Jlo6aBeno
1.1 CAS Ne JobaBeHo
1.1 CuHOHHMH IIpemaxunaro
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMECTa IIpomeneno

18/07/2025 ([data Ha pepakuusra) BG (6barapckn) 9/12



Alprostadil

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
1.2 OcHoBHa KaTeropus Ha ynorpeda IIpemaxnaro
2.1 Hebnaronpusatan Gpu3nKOXUMHYHU eHEKTH 1 IIpomeneno
HeOIaronpusATHY e()eKTH 3a 3APAaBETO HA JOBEKA U
OKOIIHATa cpejia
2.1 Knacudukarus B cborBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.2 IMpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
2.3 Ipyra unpopmanus Jlo6aBeno
4.1 ITspBa nomomns - 00U MepKU Jlob6aBeHo
4.1 IIppBa NOMOII TP KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIppBa nomo1 Npu BIUIIBaHE IIpomeneno
4.1 IIppBa nomoll npu NMOrIbIIAHE IIpomeneno
4.1 ITspBa nomouL Ipy KOHTAKT C OYHUTE ITIpomeneno
4.2 Cunmnromu/edexTn IIpemaxnaro
4.2 CumMnromu/edexTy ciejl MOrIbIaHe IIpemaxunaro
42 Cumnromu/eeKTd ciae] KOHTaKT C KoKara IIpemaxHarto
4.2 Cumnromu/eheKTy ciel| BAUIIBaHE IIpemaxHarto
4.2 Cumnromu/eeKxT ciesy KOHTAKT C OYUTe IIpemaxuaTo
43 Jlpyro MeIUIHCKO CTAaHOBUIIE HIIN JICUCHUE IIpemaxunato
5.1 Henoxaxonsuy noxxaporacuTeNnHu CPeACTBa JobaBeHo
5.1 IToaxomsiuy mo>kaporacUTENIHN CPeICTBA IIpomeneno
5.2 OnacHu IPOAYKTH Ha paslajiaHe B cilyyaid Ha JobaBeHo
oXap
5.2 OnacHocCT OT moxap IIpemaxnaro
53 3amuTa Npy raceHe Ha rmoxap Jlob6aBeHo
53 MHcTpykuuu 3a raceHe Ha 1oxxapu IIpomeneno
6.1 3anuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiH¥ TUIAaHOBE IIpomeneno
6.1 OO0 Mepku IIpomeneno
6.2 IIpenna3sHu Mepky 3a ora3BaHe Ha OKoJHaTta cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JlobaBeHo
6.3 Meroau 3a MOYUCTBaHE IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru pazneint (8, 13) JlobaBeHo
7.1 JIOIBJIHUTENTHYE ONIACHOCTH T10 BpeMe Ha padoTta IIpomeneno
7.1 IIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUTrHeHHU MEPKH IIpomeneno
72 VYcnoBus 3a CbXpaHsABaHE ITpomeneno
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
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Nuauxanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu

7.2 TexHU4eCKH MEPKH IIpemaxnaro

7.3 Creru$uyna KpaifHu yIoTpeOn IIpemaxHarto

8.2 3amura Ha JUXaTeTHUTE IIbTUIA IIpomeneno

8.2 3amura Ha pbLeTe IIpomeneno

8.2 3aluTa Ha OYUTE IIpomeneno

8.2 TToxxomsiy MHKEHEPEH KOHTPOI IIpomeneno

8.2 3amurTa Ha KoXkaTa U TSIOTO IIpomeneno

9 MornekyiaHa Maca JobaBeHo

9 IBsar Jlo6aBeno

9 BroHIeH BHL IIpomeneno

9 Touka Ha TOTIEHE Jlo6aBeHo

9 Koeduuumenr na pasnpenesnenue: n-oktraHon/soga | Jlo6aBeHo
(Log Kow)

9 Mupuc IIpemaxuato

10.1 Peaknmonna criocoOHOCT IIpemaxuarto

10.5 HecwsBmMecTumu marepuanu IIpemaxnarto

10.6 OnacHu NPOJYKTH Ha pa3nagaHe IIpemaxunarto

11.1 ATE CLP (opaina) IIpomeneno

11.1 LD50 opanHo mabx IIpomeneno

12.1 Exounorus - o01o IIpemaxHarto

13.1 IIpenopbku 3a 00e3BpeKAaHE HA IIpemaxuarto
MPOJIyKTa/OMaKkoBKaTa

13.1 Pervonanuu pasnopendu 3a oTnaabLuTe IIpemaxnarto

14.1 OOH Ne (ADN) Jlo6aBeHo

14.2 TouHO 1peBo3HO HanMeHoBaHKe (ADN) Jlo6aBeno

143 Etuxern 3a onacuoct (RID) Jlob6aBeHo

14.4 OnakoBbyHa rpymna (ADN) JobaBeHo

14.6 Crenunanau pasnopendou (ADN) JobaBeHo

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

Acute Tox. 3 (opanna) Octpa TokcudHOCT (OpanHa), Kateropus 3

H301 TokcHYEH NpU MOTITBILAHE.

H360Fd Moske 1a yBpeau oroauTesHara crocooHoct. [Ipearnonara ce, ye yBpexna mioja.

H370 IIpuunHsBa yBpeKaaHe Ha OPraHUTe (IMXaTeIHA CUCTEMA, ChbP/ICUHO-CH/I0BA CUCTEMA).

H372 IpuunnsBa yBpexaane Ha opranute (Skeletal system, MeTa00113bM) MOCPEICTBOM IPOIBIKUTENHA HIIH OBTAPSILIA ce
€KCTIO3ULIHS.

Repr. 1B ToxcnunocT 3a penpoaykuusaTa, Kareropus 1B

STOTRE 1 Creru$uyHa TOKCHIHOCT 32 OIIpeJie]IeHH OpTraHy — IIOBTapsIa ce excrosuius, Kareropus 1

STOT SE 1 Creru¢uyaa TOKCHYHOCT 32 ONpeielIeHH OpTaHy — eJHOKpaTHa excrosuius, Kareropus 1
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Wudopmanmonen muct 3a 6ezonacHoct (MJ1b), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxkaiia ce B To3u MHdopMaroneH uct 3a 6e30MacHoCT, € MoJy4eHa OT H3TOYHUIIN, KOUTO CMSITaMe 3a
HajekKHU. BbIpeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [0/ipa3oupaliia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE J1a ca U3BBH Hamata komnereHTHocT. [Topaau
Tasu U APYTU HPUYHHU, HUE HE TI0EMaMe OTTOBOPHOCT U M3PHYHO CE OTKAa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WK PA3X0/IH, IPOU3TUYALIM OT WIH CBbP3aHH
10 HAKAKbB HAUMH C paboTaTa, ChbXpAaHEHUETO, yroTpedaTa uin 00e3BpexIaHeTo Ha npoaykTa. To3u MHpopMannoHeH JucT 3a 6€30MacHOCT € U3TOTBEH U TPsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H MPOIYKT. AKO HPOIYKTHT CE U3MON3BA KaTO ChCTABKa Ha APYTH MPOIYKTH, HaJINYHAaTa MH(OpPMALHs OM MOTJIa Jia ce OKake
Henpuiokuma. Ta3u nHpopMarMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHNS U € NPEAHA3HAYCHA A [aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOIHATa cpena. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATA HA MPOAYKTA.
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