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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 : Venlafaxine for system suitability
XHUMHYECKO HANMEHOBAHHUE . Venlafaxine hydrochloride

CAS Ne 1 99300-78-4

Kon na npoxykra : 202500018

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€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 HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
TOKCHYHOCT 3a peNpOAyKIMsATA, JOMBIHNTENHA KaTeropus, epektn  H362
BBPXY MM UPE3 JTAKTALMATA

OnacHo 3a BoJIHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 2 H411

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

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

Bpenen npu nornbiane. TokcHYeH 3a BOAHUTE OPraHU3MU, € JBIroTpaeH edexr. Moxe 1a Ob/ie Bpe/ieH 3a KbpMauerTa.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

$ )

GHSO07 GHS09
Curnanna gyma (CLP) : Buumanue
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Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H362 - Moxe na Ob/1e BpesieH 3a KbpMauerTa.
H411 - TokcuueH 3a BOIHUTE OPTaHU3MH, C ABJITOTPACH EeKT.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P260 - He BaumBaiite mpax/myIex/ra3/anM/u3napeHs/acpo30i.
P263 - Jla ce n304rBa KOHTAKT 10 BpeMe Ha OPEMEHHOCT U IPH KbPMEHE.
P264 - Jla ce u3amue pbLeTe 10 JIJAKTUTE U JIMIETO CTApaTENIHO clie]] ynoTpeda.
P270 - [la e ce sine, mue WK MyIIU OpU ynoTpeda Ha MPOoayKTa.
P273 - Jla ce n36srBa U3IycKane B OKOJIHATA Cpea.
P301+P312 - ITPU ITOT'JIBLIAHE: Ilpu nepasnonoxenue ce obagaere 8 LEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa mim mpeAnonaracMa eKCrno3unust: I10Tbpcete MeANIMHCKH ChBET/IOMOLIL.
P330 - M3nnakHere ycrara.
P391 - Cpbepere pazasaroro.
P501 - CbabppixaHHETO/CHIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe Ha OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.
ETuxernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChbPKAHHETO He mpeBumasa 10 ml.
He ce u3nckBa eTuKeTHpaHe

2.3. JIpyru onacHoOCTH

Jlpyra napopmarus :  AKTHBHO BemeCTBO (BbB (hapMaleBTHYHN HPOJYKTH).
BHuMaHMe - BEECTBO, KOETO BCE OIIE HE € M3IHUTAHO HAIBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Venlafaxine hydrochloride CAS Ne: 99300-78-4 <100 Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg TenecHo Terio)
Lact., H362
Aquatic Chronic 2, H411

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

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

ITbpBa oMot - 00N MEPKU : BbB BcHUKH Ccllyyan Ha ChMHEHHE, UM aKO CHMITTOMHUTE MPOIBIDKABAT, TOTHPCETE MEIUIIMHCKA
TIOMOIII.

[TbpBa mOMoI NPY BIUIIIBAHE : H3BezeTe NMIETO HA YHCT BB3/yX U IO MOCTABETE B TIO3MIIMS, YIIECHSBAIA JUITaHeTO. J[a ce ocTtaBu
MOCTpaJalys J1a CU rmo4yrHe. B ciyyaii Ha npuiomasane: [ToThpceTe MEANIIMHCKH CHBET/IOMOIIL.

ITbpBa oMo MPH KOHTAKT C KOXKATa : Jla ce cBany 3aMBbPCEHOTO OOJIEKIIO U U3IOKEHUAT YIaCThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

ITbpBa MOMOII TP KOHTAKT C OYHTE : Hsmiakuerte ¢ BoJa, KaToO ABPIKUTE OUUTE NIUPOKO OTBOPEHH. [I0ThpceTe MEIUIIMHCKA TOMOIIL, KO
GoJKaTa, MUTAHETO WK 3aU€PBSIBAHETO TIPOJIBIDKAT.

ITbpBa MOMOIIL TIPU MOTITBIIAHE : Usmiaksere ycrara ¢ Boza (caMo ako IIOCTpaJalusT € B Ch3HaHKe). HuKora He JaBaiiTe HULIO 1Ipe3
ycraTa Ha 4oBeK B Oe3ch3HaHue. HesabaBHo ce obanere B IEHTBP I1O TOKCUKOJIOT USl/va
JIeKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM CJ1e]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsma Hanu4Ha IOMBJIHUTETHA HHPOPMAIUST

4.3. Yka3anue 3a He00X0AHMMOCTTA OT BCIKAKBY HEOT/I05KHH MEAMIUHCKH FPUAKHU U CIICLIHATHO JieYeHue

Hsma HannyHa nombIHUTENTHA HHOPMALIUS
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PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

HHCprKHP[H 3a racCHe Ha IOXKapu : I{a HE C€ I0ITyCKa U3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3ammra IIpU raceHe Ha I10XKap : )_Ia HE c€ IpearpueMa Hameca 6e3 NOAXOIAIIO 3alIUTHO oGopyz[BaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKAHE

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

JIOITBITHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE )KEHH MIIH KbPMAUKHUTE.

Ipenmnasxn 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 pa6OTHOT0 TIOMEUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcnosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsABa HA I[O6p€ TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsiKa CIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHﬂ
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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
st : Osu1. TOYTH OsLI.
BrwHiieH Bug : Ilpax.
MornexynHa Maca : 313.9 g/mol
Mupuc : He e manuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha ToneHe 1 207-209°C
Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KUIIEHE : He e nanuuno
3ananuMocT : He e manmuuno
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TemMnepaTypa . He e npunoxumo
Temmeparypa Ha camo3amnaiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe : He e nanmuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uteT, KHHEMaTHICH . He e npunoxumo
Pa3tBOpUMOCT : Boma: 100 — 1000 g/
KoedumumenT Ha pa3npenenenue: n-okranon/soga (Log @ 0.43

Kow)

Hansrane Ha napure : He e nanuuno
Hansraune Ha napute mpu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITTHOCT : He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure : He e nanuuno
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Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

CHUKOJIOTHYHA HH(l)OpMaIIHﬂ

OcTtpa TOKCHYHOCT (OpanHa) : Bpenen npu norieliate.
OcTpa TOKCUYHOCT (iepMajHa) . He ce xnacudunupa (Jlunceat nanHmn)
OcTpa TOKCUYHOCT (BJIUILIBAHE) : He ce xnacudunupa (Jlunceat nanHm)

Venlafaxine hydrochloride (99300-78-4)

LD50 opanHo mrbx > 300 — <2000 mg/kg

KoposuBHocT/mpasnene Ha Koxara . He ce xnacudunupa (Jlunceat naHHm)

CepHO3HO yBpex/JaHe Ha OYUTE/Apa3HEeHe Ha OYHUTE : He ce knacu¢umpa (Jlunceat nanxu)

CeHcuOMIM3aIysl Ha IUXaTeIIHUTE IBTUINA WK Koxkata : He ce xacudunmpa (Jluncsar naHHmM)

MyTareHHOCT Ha 3aPOJUIIHATE KICTKA . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHECHH KPUTEPUUTE 3
KJacuupane)

Kanneporennoct : He ce xnacudunupa (Bp3 ocHoBa Ha HAIMYHATE TaHHY, HE Ca H3IBIHCHH KPHTEPHUTE 32
KIacupHIIpaHe)

TOKCHYHOCT 32 PEIPOAYKIHATA : Moske 1a 6be BpeaeH 3a KbpMavera.

CTOO (cneunduyHa TOKCHYHOCT 32 OIPEIEICHU : He ce knacu¢umpa (Jlunceat nanxu)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHS
CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEIeHU : He ce xnacudunupa (JIuncsat nanau)
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT IIpHU BAUIIBAaHE : He ce xnacudunupa (Jluncsat nanmm)

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIHS

04/02/2025 ([daTa Ha n3gaBaHe) BG (6barapckn) 5/9



Venlafaxine for system suitability

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

PA3JIEJI 12: Exojiornyna nHpopmanust

12.1. Tokcu4HOCT

OnacHo 3a BOJIHATa cpejia, KpaTkocpouHa (ocTpa) : He ce knacu¢uimpa (Bb3 0cHOBa Ha HATMYHHUTE JAHHH, HE Ca U3ITBJIHEHA KPHTEPUHTE 32
KIacupHIEpaHe)
OnacHo 3a BOJHATa cpefa, IbIAroCpoYHa (XPOHUYHA) : ToKcHYeH 3a BOJHUTE OPTaHU3MH, C JBITOTPACH ePEeKT.

Venlafaxine hydrochloride (99300-78-4)

ErC50 Bomopaciu | 4.8 mg/1 (72 gaca, Pseudokirchneriella subcapitata (3exenn Bogopacnu))

12.2. YCcTOiYHUBOCT ¥ pa3rpaguMocTt

Venlafaxine hydrochloride (99300-78-4)

He ce pasrpaxzia 6bp3o

YCTOHUMBOCT M pasrpajuMocCT

12.3. BuoakymyJimpania crnocooHOCT

Venlafaxine hydrochloride (99300-78-4)

KoedurmenT Ha pasnpeneneHue: n-okranoi/soaa (Log 0.43
Kow)

12.4. [lpeHocHuMOCT B MOYBATA

Hsima HanuaHa JOITBJIHUTCITHA I/IH(bOpMaI.II/IH

12.5. Pe3yaTatu ot onenkara Ha PBT u vPvB

Hsima Haju4HA AOTIBIHUTETHA I/IH(bOpMaI.II/Iﬂ

12.6. CBojicTBa, HapymIaBau (PyHKIHHTE HA €HAOKPUHHATA CHCTEMA
Hsma Hanmuuna JOITbJIHUTCITHA I/[H(t)OpMaI_II/ISI

12.7. Ipyru He01aronpusitTHu egeKTH

Hsima Hammana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/IH

PA3JIEJI 13: O6e3BpeskaaHe HA OTHAABIUTE

13.1. MeToau 3a TpeTHpaHe Ha OTHAXBIHT

Hsma HannvHa IOMBJIHUTENTHA HHPOPMAIUST

PA3IEJI 14: UndopManysi 0OTHOCHO TPAHCTIOPTUPAHETO

B crotBercTBHEe ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH mim naeHTHHKALIIOHEH HOMeP

UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHHE HA MpaTKaTa no cnucbka Ha OOH

BELIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBP/IO, H.V K. SUBSTANCE, SOLID, N.O.S.

Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH

UN 3077 BEIIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJA, TBBPJO, H.V.K,, 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, III
POLLUTANT
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ADR IMDG IATA
14.3. Kiac(oBe) Ha OaCHOCT NPH TPAHCHOPTHPAaHe
9 9 9

14.4. OnakoBb4Ha rpyna

111

1

111

14.5. OnacHocTH 32 OKOJIHATA cpelia

OmacHo 3a okonHata cpeaa: la

OmnacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-F

OmacHo 3a okonHata cpeaa: Jla

HsiMa mompiHuTeIHA HaNMHYHA HHOOpMALHS

14.6. Cnenma;THu npeana3Hu MePKH 3a MOTpPedUTeINTe

CyXonmbTeH TPAHCIIOPT

Krnacudukanmonen xox (ADR)

Crniennanuu pasnopenou (ADR)

Orpannuenn konnuectsa (ADR)

Uskimtouenu konmdectsa (ADR)

OnakoBbuHN HHCTPYKIHK (ADR)

CrienpiaiHu onakoBbuHH pasznopentdu (ADR)

Cwmecenn onakoBky (ADR)

VIHCTpyKIHMH 32 IPEHOCHUMH LIUCTEPHU U KOHTEHHEepH 3a
HacunHu ToBapu (ADR)

CnenyanHu pa3nope oy OTHOCHO IPEHOCUMH LIUCTEPHU
1 KOHTeitHepy 3a HacunHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPEACTBO 3a MPEBO3 B LUCTEPHH
TpancnoprHa kareropus (ADR)

Creruansu pasnopenou 3a npesosa - OnakoBku (ADR)
Crrenanau pasnopenou 3a npeo3 - Hacumao
cberosiHue (ADR)

CrienaHu pasnopeaou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe u oopaborka (ADR)
WnenrudurkanponeH Homep 3a onacHocT (Kemiep No.)
OpamxeBu Tabenn

Kon 3a TyHenHu orpanudenus (ADR)

TpaHcnopT no mope

Cnenuanuu pasnopenou (IMDG)

Orpannuenu konuyectsa (IMDG)

W3kirouenu konnyectsa (IMDG)

Onakobunn nuctpyknuu (IMDG)
Cnenuanuu pasnopenou 3a onaxkosare (IMDG)
IBC onakosbunn nacrpykuun (IMDG)

IBC cneunannu pasnopendu (IMDG)
Wncrpyknun 3a mucreprn ( IMDG)
Cnenuanuu pasnopenou otocHo uucrepad (IMDG)
Kareropust Ha ToBapene ( IMDG)

Cxitagupane u o6padotka (IMDG)

M7

274, 335, 375, 601

Skg

El

P002, IBCO8, LP02, RO01
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
SGAV, LGBV

AT
3

1 V13

VC1,VC2

CV13

90

90
3077

274, 335, 966, 967, 969
S5kg

El

LP02, P002

PP12

IBC08

B3

BK1, BK2, BK3, T1
TP33

A

SW23
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Venlafaxine for system suitability

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

Bob3ayumien Tpancnopt

PCA Uskinrouenu konmuecta (IATA) : El
PCA OrpaHuueHu KOJIMuecTBa MbTHUYECKH CaMOJIET 1 : Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO 1 30kgG
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpykuuy 3a onakoBaHe MbTHUYECKH camoneT 1 : 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg
camouet u kapro (IATA)

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) 1 956
MakcumanaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg
Crennanuu pasnopenou (IATA) 1 A97, Al1S8, A179, A197, A215
ERG xox (IATA) : 9L

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouﬂaTa MOpPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: U opmanust OTHOCHO HOpMaTHBHATa ypenda

15.1. CietppvyHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTtn Ha EC

REACH, IIpuiaoxenue XVII (YciaoBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

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

He ¢urypupa B [lpunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BemecTsa

PersiaMeHT OTHOCHO BelllecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeLeCTBa, KOMTO HapyaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 3a u3esmsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBex/JaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckarta AEHOCT M TpaH3UTa Ha U3JEIHs U TEXHOIOTHH C JBOHHA yrmoTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe BemecTtsa (Permament EO 273/2004 0oTHOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha ra3apa Ha OIPE/ICICHH BEIIECTBA, N3MOI3BAHM 32 HE3aKOHHO [IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.2. Ouenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4dHa QOMBJIHATENHA HHQOpMALHS

PA3JIEJI 16: Ipyra ungopmanus

[Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a ONacHOCT:

Acute Tox. 4 (opainHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 4
Aquatic Chronic 2 OmacHo 3a BoHATa cpefia — XPOHHYHA OIMACHOCT, KaTeropus 2
H302 Bpenen npu norneimnane.
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Venlafaxine for system suitability

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

[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

H362 Mosxe a Ob/ie BpelieH 3a KbpMayeTa.
H411 TOKCHYEH 32 BOJHUTE OPTaHU3MH, C JIBITOTPAcH e(eKT.
Lact. TokcuaHOCT 32 pEIPOLYKIHATA, JOIBIHATEIHA KATETOPHS, epeKTH BbPXY HIX Upe3 JIAKTallUATa

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHopMaIoneH JMcT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a
HajekKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa3oupalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WIIH
MeToauTe 3a paboTa, ChbXpaHeHHe, yIoTpeda Wil 00e3BpexkIaHe Ha MPOAyKTa ca H3BBH HAIIMS KOHTPOI U MOXKE Ja ca U3BBH Hamata KomrneTeHTHoCT. [Topagu
Ta3u ¥ APYTH IPUYUHH, HUE HE TOeMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOH, MICTH HJIM Pa3XO/H, IPOU3THYAIN OT WX CBBP3aHN
110 HSKaKbB HAYMH C pabOTaTa, ChXPAHCHHETO, yIoTpeOaTa Win 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH anct 3a 6€301macHOCT € H3TOTBEH U TpsiOBa
JIa ce M3II0JI3Ba CaMo 3a TO3H MPOAYKT. AKO IPOIYKTHT CE H3II0JI3BA KATO ChCTaBKa HA APYTU HPOAYKTH, HATHYHATA HH(pOpPMAIHs OM MOTTIa 1a CC OKaKe
Henpmiokuma. Ta3u HHpopMarMst ce OCHOBABA HA HAIIMTE TEKYI[H MO3HAHNS U € NPEAHA3HAYCHA Ja ajic ONMCAHHE Ha MPOYKTa CaMo 3a LEINTE Ha
3[paBeona3BaHeTo, 0e30IIaCHOCTTa M OKOIHATa cpera. [lopaau ToBa, T He TPsIOBa [a ce THIKyBa KaTO FapaHIMs 32 CBOHCTBATA HA MPOMYKTA.
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