European Directorate  Direction européenne

V4 m COUNCf OFEUROPE Orphenadrine

HNudopmanmoneH aucT 3a 6€30MacHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B chotBeTcTBHE ¢ Pernament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878
Jara Ha usnasane: 03/04/2023 Bepcusi: 1.0

31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHuUE Ha BELECTBOTO : Orphenadrine

Kox Ha mpoaykra 1 201600662

CHHOHUMH . Orphenadrine, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AaHAM3H U HAyIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [lornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcuuHOCT (opanHa), Kareropus 3 H301
Ocrtpa ToxcuuHOCT (MHXaI.), Kateropus 3 H331
3a mpauus TekeT Ha H- n EUH-npenynpesxnenusaTa 3a 0macHOCT: BX. paszen 16

Hebnaronpusatan GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJIHATA cpeaa

Onpez[enm—le Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.

2.2. EneMeHTH HA eTHKeTa

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

S

IMuxrorpamu 3a onacuoct (CLP)

GHS06
Curnanna gyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) © H301+H331 - TokcuyeH npu MOTTbIIAHE WK IPU BAUIIBAHE.
Ipemopbku 3a 6e3omacHocT (CLP) : P261 - U36sarBaiite BAUIIBaHE HA TIPaX.

P301+P310 - [TPU IIOT'JIBILIAHE: He3abaBHo ce obanere Ha jeKap.
P304 - TIP1 BAWIIIBAHE:
P311 - Obanere ce Ha nekap.

ETukeTHpaHe B ChOTBETCTBHE C: U3KIIIOUEHHUS 3@ BBTPELIHM OMAKOBKH, KOTaTO ChIbPXKAHUETO He mpeBumasa 10 ml
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NudopmanroneH aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

S

GHS06

IMukrorpamu 3a onacHoct (CLP)

2.3. JIpyr" onacHOCTH

Hsma HanuuHa DOMBJIHUTENTHA HHPOPMALUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacuduxanus B cbOTBeTCTBHE C
MPOIYKTA Pernament (EO) Ne 1272/2008 [CLP]
Orphenadrine - <100 Acute Tox. 3 (opanna), H301 (ATE=50 mg/kg

TEJIECHO TETJIO)
Acute Tox. 3 (nuxananuonna), H331
(ATE=0.5 mg/l/4h)

3a mpauus TekeT Ha H- n EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. paszen 16

3.2. Cmecn

He e mpunoxumo

PA3JIEJI 4: Mepku 3a NbpBa OMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

ITspBa oMol IpH BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3/yX Ha 3aCErHATOTO JIULE.

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce OTCTpaHM MakCUMAJIHO upe3 u30bpcBaHe (C YhcTa M MeKa MoNuBalla Kbpra). F3muiite 00uiIHO
c BOJA/....

ITspBa MOMOII] IPK KOHTAKT C OYUTE : Usmiaksere ¢ BOJa, KATO ABPKUTE OUHTE MIUPOKO OTBOPCHH.

IIppBa moMoII PHU MOTIIBbIAHE . Mzmnakuere ycrara. HezabasHo ce o6aznetre B LIEHTBP ITO TOKCUKOJIOI Ufl/Ha nekap.

CrienmanHo JeKapcKo HaOIoICHHUE.

4.2. Haii-cbecTBeHun OCTPHU U HACTBIIBALIU CJIe/l U3BECTEH NMEPUOa OT BpeMe CUMIITOMU U e(])elc'm

Cumnromu/eeKxTH ciiel BAUIIBAaHE . HemoctarbyHu JaHHH.
Cumnromu/eeKTH ciiey KOHTAKT ¢ KOXKaTa . HemoctarbyHu JaHHH.
Cumnromu/eeKTH ciies] KOHTAKT C OUUTE . HemoctarhyHu JaHHH.
Cumnromu/eeKTH ciie] MOrTblaHe : Cumnromure Morar Jja ObaaT 3aMaliBaHus, I1aBo00INE, TaieHE U 3ary0a Ha KOOPAMHALIHSL.

4.3. Yka3zanue 3a HEeo0X0AUMOCTTA OT BCAKAKBU HEOTJIOKHU MEIUIIMHCKH I'PHUXKU U CHIELIMAJIHO JIeYeHue

IMoTbpceTe MEANIIMHCKH ChBET/MOMOII. ITpH BE3MOXKHOCT Jia ce MOKaKe HaCTOSIIMS JIKCT, a aKO HE € Ha Pa3NoNIoKEHHE, J]a Ce IIOKaKe OMTAKOBKATA MM CTUKETA.
AxruBarop. ®apManeBTHUCH TPOJIYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. Cpencrsa 3a raceHe Ha moxap

Tonxoasum TI0KapoOTaCcUTECIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OI'bHSI.

5.2. Ocodenn OIIACHOCTH, KOUTO MPOU3THYAT OT BelIeCTBOTO WM CMeCTa

OmnacHoCT OT 1oXxap © Bmx nmaparpad 2.2.
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Orphenadrine

HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

MHcTpyKuunu 3a raceHe Ha MOKapu : Jla ce M3MON3BAT CPEACTBA, MOIXO/IAIIN 33 TACEHE Ha TI0YKAPHU B ChCEICTBO.

PA3JIEJI 6: Mepku npyu aBpapuiiHO H3IIyCKAHE

O6mu Mepku : Jla ce u30srBa MpeKust KOHTAKT ¢ Ipoxykra. He BaumBaiite

[Ipax/MmyIek/ra3/ anM/u3napeHus/aepo30u.

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsI 32 CIIEUIHH CJIyYau

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIy4an

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Meroau 3a HoYrcTBaHE . VGSZ[CTC C€, Y€ OTHaaABLIUTE Ca csﬁpa}m 1 C€ ChbXpaHABAT Ha CUTYPHO MSCTO. ITouuncrere
CTapaTeiiHo.

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

PA3JIEJI 7: O0pa0oTKka B cCbXpaHeHHe

JIOITBJIHUTEIHY OMIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpeburens na ce 00bpHEe BHUMaHNE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHHU C H3I0JI3BAHETO HA
MPOJYKTA 3a APYTH LIEIH, PA3JIHYHH OT TE3H, 38 KOUTO € IIPeJHa3HAYCH.

IIpenma3uu Mepku 3a Oe3omacHa paboTta : C Marepuaia TpsiOBa J1a ce paboTH BHUMaTeNHO. J[a ce n304rBa MpeKkust KOHTAKT C IPOIYKTA.

XHUrueHHH MepKU : Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHMATA HA T00OpaTa MPOMHIIUICHA XUTHEHA U IIPOLICIYPUTE 3a
Oe3omacHoCT.

TexHu4ecKH MepKH . Jla ce cra3BaT IPHIIOKUMUTE Pa3HoOpeOH.
YcnoBus 3a cbXpaHsBaHE . Jla ce cpXpaHsBa 0] KJIIOY.

Bmx maparpad 1.

JIEJI 8: KoHTpOJI Ha eKCIIO3MIUATA/TNYHH NIPeNa3Hu CPeACTBa

8.1.1 HanMoHAa/IHU rPAHUYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS M OHOJOTHYHH FPAHUYHH CTOHOCTH

Hsma nannuna nonmsiHUTENHA HHOPMALHST

8.1.2. [lpenopbunTETHH NPOLEAYPH 32 HADII0EHNE
Hsima Hanu4HA JONBIHUTENHA UHOPMATIHS

8.1.3. OGpa3yBat ce 3aMbPCHTEIH HA BB3IyXa

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.II/Iﬂ

8.1.4. DNEL n PNEC

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIIHS
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Orphenadrine

NudopmanroneH aucT 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.1.5. Perysimpane upe3 o6xBartu (control banding)

Hsima Hanu4yHa ZONBIHUTEIIHA I/IHd)OpMaLlI/ISI

8.2. KoHTpo.I Ha eKCHO3NIUsATA

8.2.1. Tloaxoasiy TeEXHUYECKH KOHTPOI

IMoaxoasi TeXHUYECKH KOHTPOJI:

Jla ce cpxpaHsBa B 10Ope MPOBETPUBO NoMeIeHHe. [la ce H3Mon3yBa eqUHCTBEHO B CMyKaTelHa kabiHa ¢ HHTerpupal Guitsp. Bucokoedexrusen Gpuarsp 3a

gactuny (HEPA ¢untsep).
8.2.2. JIM4HM npeana3sHu cpeIcTBa
8.2.2.1. 3amuTa HA OYUTE H JIUIETO

3ammTa Ha oUYHTE:
Ipexnna3uu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KoKaTa

3ammTa HA KOXKATa M TAJIOTO:

Jla ce u3non3zyBa XUMHUYECKH YCTOHYHMBO 3aiuTHO 06aekio. DIN EN 13034

3ammuTa Ha pbUETe:

XUMHYeCKH YCTOHUYHMBY Ipeana3ny ppkasumy. 1SO 374-1

8.2.2.3. 3ammTa Ha JUXATEJTHUTE IHTHIA

3ammTa HA JUXATEJHATE MHTHIIA:

OtnensiHe Ha mpax: npoTuBonpaxosa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oiaHa Macka. HoceTe auxarteneH amapar, ako cTe

W3JI0’KEHHU HA Mapy/TIpaxoBe/aepo30Ii

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanu4yHa JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

8.2.3. KoHTpo1 Ha eKCNO3HIMSITa B OKOJIHATA cpela

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

3JIEJI 9: ®u3uyHu U XHMHYHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XUMHUYHHU CBOHCTBA

ArperatHo CbCTOSHHE

st

BbHIeH By

Mupuc

I'pannnaTa Ha MupHca

Touka Ha TonEeHe

Touka Ha 3aMpB3BaHe

Touka Ha KuIIEHE

3amanuMocT

I'paHnnyM Ha €KCIIIO3UBHOCT
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT
I'opHa rpanuIa Ha €KCIITIO3UBHOCT
TeMneparypa Ha pa3narane
TeMneparypa Ha camo3ananaBaHe
TeMneparypa Ha pa3nagaHe

pH

pH pastBop

Bucko3uter, KHHEMaTHUEH
PasTBOpUMOCT

KoeduuueHr Ha pasnpezneneHue: n-okrason/soja (Log
Kow)

Hansrane na napure

Hansrane Ha napure mpu 50°C
IImeTHOCT

TBBpIO BELIECTBO
He e nanuuno
IIpax.

He e npunoxumo.
He e nanuuno

He e nanuuno

He e nanuuno

He e nanuuno

He e nanuuno

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanuuno

He e nanuuno

He e nanuuno

He e npunoxumo
Bopa: 10 - 33.3 g/l
He e nanimuno

He e nanmuano
He e nanuuno
He e nanuuno

03/04/2023 ([lata Ha u3aBane)

BG (6barapckn)

419



Orphenadrine

HH(bOpMaIII/IOHeH JIUCT 3a 6e3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

OTHOCHTENHA ITBTHOCT : He e Hanmmuno
OTHocHuTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunute : He e Hanuuno

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJacoBeTe Ha (GU3MYHA ONACHOCT

Hsima HanmuHa JONIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALHS

PA3JIEJI 10: CTa0MiIHOCT U PEAKTHBHOCT

CrabuiieH pyu HOPMAIIHH YCIIOBHSI.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nipur Hopmanua ynorpe6a. Brukxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OITaCHU U3IIapCHUS.

H4YHA MHopManus

OcTtpa TOKCHYHOCT (OpanHa) : ToKCHYEH NpH HOTTbIIAHE.

OcTpa TOKCHYHOCT (IepMaiHa) . He ce knacudumupa

OcTpa TOKCUYHOCT (BIUIIBAHE) : TokcuueH mpu BAUIIBAaHE.

KoposuBHocT/ipasnene Ha Koxxara : He ce xnacudumpa (Jluncsanm qaHam)

CepHO3HO yBpexkIaHe HA OUUTE/APA3HEHE HA OYUTE : He ce knacudummpa (Jluncsanm qaHam)

CeHcubMIM3anys Ha JUXaTeJIHUTE TPTUINA WK Koxkara . He ce kimacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JJAHHH HE Ca M3ITBIHCHN KPUTEPUHTE 32
KJIacHHIIpaHe)

MyTareHHOCT Ha 3apOAUIIHAUTE KICTKH . He ce xnacudummpa (Jlunceamm jaHam)

Kanneporennoct : He ce xmacudummpa (Jlunceamm gaHam)

TOKCHYHOCT 3a PENPOAYKIHUATA  He ce knacudpummpa (Ipyru ykazanus: Octpa TOKCHIHOCT)

CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONpPEJICICHH : He ce xnacudumpa (JlanuuTte ca yoeuTeNnHN, HO HEJOCTATHYHM 32 JIa CC HAMPABH KJIACH(UKALINS)

OpraHu) — eIHOKPATHA EKCIO3UIIUS

CTOO (crennduiHa TOKCHIHOCT 33 OIPEACIICHI : He ce xmacudummpa (JIuncsamu naHamN)

OpraHy) — HOBTapsIIIa ce eKCIO3HUIHS

OnacHOCT IpH BANIIBaHE . He ce xmacudummpa (Bb3 ocHOBa Ha HANMYHKUTE JAHHY HE CA U3ITBIIHEHN KPUTEPHUTE 32
KJIacHHIIpaHe)

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIIHS

03/04/2023 ([lata Ha u3aBane) BG (6warapeku) 5/9



Orphenadrine

HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 12: Exonoruysa undopmanus

Exomnorus - 00mmo : OmacHu oTnagsuy. Jla ce H3M0I3yBaT MOAXOAAIIN KOHTSHHEPH 3a OTIAIHHUTE IPOIYKTH.
OmacHo 3a BogHATa cpeja, KPaTKocpodHa (0cTpa) : He ce xknacudumnupa
OmnacHo 3a BogHATa cpeia, JbITOCPOUYHA (XPOHUIHA) : He ce xnacudummpa

Hsma nanudHa 10TBIHATETHA HHPOPMAIIHS

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(I)OpMaI.lI/Iﬂ

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma nanuyHa noneiHuTeNHAa HHGOPMAUSL

PA3JIEJI 13: O0e3Bpeskaane HA OTHAABIUTE

MecTHO 3aKOHOATENCTBO (OTIIAIBIIN) : Jla ce U3XBBPIH IO 630IaCCH HAYMH B CHOTBETCTBHE C MECTHHUTE / HAIIMOHAIIHU PAa3HoOpea0H.

IIpenopwku 3a 00e3BpekIaHe HA NPOJyKTa/onakoBkaTa  : Jla He ce M3XBBPIIAT OTHAIBIKTE B KaHAIN3aIUATa. VI3XBBbpIieTe TO3M MaTepuall U HerOBUS
KOHTEHHEp B IICHTHP 32 ChOMpaHe Ha ONACHU U CIICIUATHU OTIAIbIIN.

PA3JIEJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBHE ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cincbka Ha OOH niu naeHTHGUKATNOHEH HOMEDP

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa 1o cnucbka Ha OOH

TOKCHUYHO TBBPJO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI’AHNYHO, H.V .K.

Onucanne Ha TPAHCNOPTHUTE JOKYMEHTH

UN 2811 TOKCUMYHO TBBHPJI0O BEHIECTBO, UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, Il
OPI'AHMYHO, H.Y K., 6.1, 111, (E) 11

14.3. Kinac(oBe) Ha ONACHOCT MPH TPAHCHOPTHPAHE

6.1 6.1 6.1
23 E2S
6 6
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Orphenadrine

Nudopmanronen mucT 3a 6€30macHOCT

B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

14.4. OnakoBbuHa rpyna

14.5. OnacHocTH 32 OKOJIHATA cpeja

OmnacHo 3a okonHaTa cpena: He

OmnacHo 3a oxonHaTa cpena: He
Mopcku 3ambpeuten: He

OmnacHo 3a okonHaTa cpexa: He

Hsma JOITBJIHUTECIIHA HAJIUMIHA I/IHCI)OpMaI_H/Iﬂ

14.6. CnenuaJiHy mpeana3sHu MePKH 32 MOTPeONTeTuTe

CyxonbTeH TPaHCIIOPT

Knacudukanmonen xox (ADR)

Crnieunanuu pasnopenou (ADR)

Orpannuenu konuyectsa (ADR)

Wskimovenu koiuuectBa (ADR)

OnakoBb4HH UHCTPYKLMK (ADR)

CriennaiHy onakoBb4HH pasnopendu (ADR)

Cwmecenu onakoBku (ADR)

WHCTpyKIUHM 32 IPEHOCHMH LIUCTEPHU U KOHTEIHepH 3a
Hacunuu ToBapu (ADR)

CriennaiHy pa3nopedoy OTHOCHO IPEHOCUMH LUCTEPHU
1 KOHTeiHepH 3a HacurHu ToBapu (ADR)

Konose 3a uucrepuu (ADR)

Crenuanuu pasnopenbu oTHocHO nuctepuu (ADR)
IIpeBO3HO CPEACTBO 3a NPEBO3 B LIUCTCPHU
Tpancnoprha kareropus (ADR)

CreruanHu pasnopenbu 3a npeso3 - Hacumzo
cberosiHue (ADR)

CreruanHu pasnopenou 3a IPeBo3 - TOBapeHe,
pasroBapBaHe 1 o6paboTka (ADR)

CreruanHu pa3nopeadu 3a IPeBo3 — ONepaTHBHU
n3ucksanus (ADR)

Vnentudukannonen Homep 3a onacHoct (Kemnep No.)
OpamxeBu Tabenu

Kon 3a TyHennu orpannuenus (ADR)

Tpancnopt no Mope

Crnennanuu pasnopenou (IMDG)
Orpannuenu konuuectsa (IMDG)
Wzkirouenn konnyecta (IMDG)
Onakobunu uHcTpyKuu (IMDG)
IBC onakopwsunu uacTpykipu (IMDG)
IBC cneunannu pasnopendou (IMDG)
WHcrpykuun 3a nuctepau ( IMDG)
Crienmaniu pasnopendu oTHocHo nuctepau (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pasnus)

Kareropus Ha ToBapene ( IMDG)
ITnamua temneparypa (IMDG)
CaotictBa 1 Habmonenus (IMDG)

Bb3aywmeH TpaHcnopT

PCA Uzkmouenn kommuectsa (IATA)

PCA Orpanndenu KojanyecTBa ITbTHUYECKH CaMOJIET 1
xapro (IATA)

T2

274,614

5kg

El

P002, 1IBCO8, LP02, R001
B3

MP10

T1

TP33

SGAH, L4BH
TU15, TE19

AT

2
VC1, VC2, AP7

CV13,Cv28

S9

60

60
2811

223,274
5kg

El

P002
1BCO8
B3

T1
TP33

Toxic if swallowed, by skin contact or by inhalation.

El
Y645
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Orphenadrine

NudopmanroneH aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PCA MakcuManHO HETHO KOJIHYECTBO 332 OTPaHUYCHO : 10kg
KOJIMYECTBO IbTHHYECKH camoieT U kapro (IATA)

PCA MHcTpyKuuy 3a OIIakoBaHe MbTHUYECKH camoieTru : 670
xapro (IATA)

PCA MakcuMaHO HETHO KOJHYECTBO IBTHUYECKU : 100kg
camortet u kapro (IATA)

WHcTpyknuu 3a onakoBaHe camo kapro (IATA) T 677
MakcuMaHO HETHO KosimuecTBO camo kapro (IATA) : 200kg
Cnermanuau pasnopentu (IATA) : A3, A5
ERG xog (IATA) © 6L

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUIIHO CHbCTOSAHUE CHIJIACHO HHCTPYMEHTH Ha MemyﬂaponHaTa MOPCKa OpraHu3aunus

He e mpunoxumo

PA3JIEJI 15: UHndopmanusi OTHOCHO HOPpMaTHBHATa ypenoda

15.1. CienupuuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0AATEICTBO OTHOCHO (G€30MACHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ipuaosxenune XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B IIpunoxenne XVII nra REACH

REACH, IIpunoxenue XIV (Ciucbk Ha BellecTBaTAa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenune XIV na REACH (Cruchk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kanannar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToluuBY OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KONTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BeIIecTBa, KOUTO HapymIaBaT 030HoBuUs cioil (Permament EO 1005/2009): Orphenadrine

PersiaMeHT OTHOCHO npeKkypcopuTe Ha B3puBHM BemecTa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIOYEHO(M) B CIUCHKA ¢ MpeKypcopH Ha B3puBHU BenecTBa (Permament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebaTa Ha
HPEKYPCOPU Ha B3PUBHH BEIIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewlecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B cIUChKa ¢ [Ipexypcopu Ha HapkoTuuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha T1a3apa Ha OIpeJIe]IeHH BEIeCTBa, H3MI0I3BAaHHU 32 HE3aKOHHO IIPOM3BOCTBO HAa HAPKOTUYHH MM ICHXOTPOIIHH BEIIECTBA)

15.1.2. Hannonauu pasnopenou

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BelecTBO HJIH CMeC

Hsima Hammana JOITBJIHUTEITHA HH(bOpMaHHﬂ

PA3JIEJI 16: Ipyra undgopmanus

[I'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a oacHoCT:
Acute Tox. 3 Octpa Tokcu4HoCT (MHXa.), Kareropus 3
(MHXaJIalMOHHA)

Acute Tox. 3 (opasHa) Octpa Tokcu4HocT (opanHa), Kateropus 3
H301 ToKcu4eH Mpy HOrTbLIAHE.
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[I'bnen Texker nHa H- u EUH-npenynpeskieHusiTa 3a 0acHoOCT:

H331 ToKcHYeH Npu BAUIIBAHE.

Mudopmanuonen auct 3a 6esonacuoct (MJIb), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, chabpskaia ce B To3u MupopmannoneH nuct 3a 6e301aCHOCT, € MOTyYeHa OT U3TOYHHIH, KOUTO CMATaMe 3a

HaJCXKIHU. B"hl'lpCKM TOBA, nmpopwauwma Ce NpeaocTaBs 0e3 HUKaKBa rapaHiuys, u3puaHa uiu no;[pa36upa1|1a ce, OTHOCHO HelHaTa KOPEKTHOCT
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