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PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Methylphenidate hydrochloride
XHUMHYECKO HANMEHOBaHHUE : Methylphenidate hydrochloride
EO Ne 1 206-065-3

CAS Ne : 298-59-9

Kon Ha npoxykra : 201600578

1.2. UneHTHUIMPAHH BU/I0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYeCKH U3NUTBAHUS U AaHAITH3U
Camo 3a npoecronanHa ynorpeba

ODyHKIMS WK KaTeTOpys Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

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

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS 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 HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HAa 0NACHOC

TEC

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Koxxna cencubnmmsanus, Kareropus 1 H317
ToxcuunocT 3a penpoaykuusra, Kareropus 2 H361d
CrrenniyHa TOKCHYHOCT 3a OTIPE/IENICHN OpPraH! — €IHOKPaTHa H370

excnozunus, Kareropus 1

OnacHo 3a BoJiHaTa cpejia — XpOHWYHA ONACHOCT, KaTeropus 3 H412

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

He0naronpusaTay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 3PABETO HA YOBEKA H OKOJIHATA cpela

Bpenen npu normbiane. BpeneH 3a BogHuTe opranusMu, ¢ aeiarotpaeH edexr. [Ipeanonara ce, ye yBpexna mioga. Moxe a IpU4MHH ajlepruuHa KOXHa
peaxis. [IpuunnsiBa yBpexaaHe Ha OpraHure.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)
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Methylphenidate hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Curnanna gyma (CLP)

Mpenynpexnenus 3a onacHoct (CLP)

Ipenopbku 3a 6e3onacuoct (CLP)

GHS07 GHSO08
OnacHo

H302 - Bpenen npu noribliaHe.

H317 - Moxe 1a IpU4uHM ajJepruyHa KOXKHA PeaKiys.

H361d - IIpeanonara ce, ue yBpexaa mioja.

H370 - [IpuunHsBa yBpexaaHe Ha OpraHuTe (ChbpIEYHO-ChI0OBA CUCTEMA, [ICHTpaIHA HEPBHA
cucTeMa).

H412 - BpeneH 3a BOTHUTE OPraHU3MH, C ABJITOTPACH €EKT.

P201 - IIpeau ynotpeba ce cHabneTe ChC CELUAIHE HHCTPYKLUH.

P202 - He usnon3BaiiTe npeay Aa CTe Mpoyean U pa3dpani BCHYKH NPeIa3Hu MEpKH 32
6e30macHOCT.

P260 - He BaumBaiiTe mpax/myIex/ra3/InM/u3napeHus/acpo30iH.

P264 - Jla ce u3amue pbLeTe J10 JJAKTUTE U JIMIETO CTAPATENIHO clie]] ynoTpeda.

P270 - [la He ce sae, nMye WK MyIId Ipy ynoTpeda Ha MpoayKTa.

P272 - Jla He ce u3Hacs 3aMbpCceHO pabOTHO OOJICKIIO U3BBH PaOOTHOTO MOMELICHHE.

P273 - Jla ce n30dsrea usnyckaHe B OKOJIHATa Cpesa.

P280 - U3non3Baiite npeAna3Hyu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMLE/IPe/a3H CPEJICTBA 32 3alUTa Ha CIIyXa.

P301+P312 - [TPU ITIOI'JTBILIAHE: IIpu nepasnonoxenue ce odanere B LIEHTBHP I10
TOKCHKOJIOT' S unu Ha nexap.

P302+P352 - [TPU KOHTAKT C KOXATA: V3muiite 00MIHO € Boza.

P308+P311 - [IPU sBHa unm npeanonaraema excrnosuuus: Obanere ce B IEHTBP I10
TOKCHKOJIOT' M unu Ha nexap.

P308+P313 - [1PU siBHa miu mpeAnonaracMa eKcrno3unus: I10Tbpcere MeANIHMHCKH ChBET/IOMOLIL.
P321 - Cnenpanu3upano je4yeHue (BxK. JOMbIHUTEIHA HHCTPYKLUS 32 I'bPBa OMOIIL HAa TO3H
€THUKET).

P330 - M3miakHere ycrara.

P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEeHe Win 0OpuB Ha KoxaTa: [ToTbpcere MeIMIMHCKU
CHBET/IOMOIII.

P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO U TO U3IEPETe Npey OBTOPHA yroTpeda.
P405 - [la ce cbxpaHsiBa 110 KJIr04.

P501 - CbabpixaHHETO/CHIBT J1a Ce U3XBBPIIH B ITYHKT 32 ChOMPaHe Ha ONMACHU WU CIICHUATHH
OTHajbIIH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/HJIN MEX/LyHapOIHU
pasnopenou.

ET“KeT"paHe B cboTBeTcTBHE C: U3KiII0ueHnus 3a BBTPEIIHU ONTAKOBKH, KOraT0 CbABP/KAHUETO HE IPEBUIIIABA 10 ml.

IMukrorpamu 3a omacHocT (CLP)

2.3. /Ipyru onacHoCTH

GHSO08

Tosa BemectBo/cMec He otroBaps Ha kputepunute PBT na Pernament REACH, IIpunoxenne XIII

Toa BemecTBo/cMec He oTroBaps Ha kpurepuute VPVvB Ha Permamentr REACH, Ipunoxenne X111

JHpyra uapopmanus

AKTHBHO BelecTBo (BbB (apmarieBTuuH NpoaykTH) (IICHXOTPOIHO BEleCTBO).
BHuMaHue - BEIEeCTBO, KOCTO BCE OIIE HE € H3MUTAHO HAITBIIHO.
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Methylphenidate hydrochloride

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentundukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]

Methylphenidate hydrochloride CAS Ne: 298-59-9 <100 Acute Tox. 4 (opanna), H302 (ATE=350
EO Ne: 206-065-3 mg/kg)

Skin Sens. 1, H317
Repr. 2, H361d

STOT SE 1, H370
Aquatic Chronic 3, H412

3a mennus TekeT Ha H- u EUH-nipenynpexxaeHusta 3a onacHOCT: BX. pa3aen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOLI

ITspBa momou - 001 MEpKH : BbB BcHUKH Cllyyan Ha CbMHEHHUE, WM aKO CUMITOMUTE MPOABIDKABAT, OThPCETE MEANIHHCKA
HOMOLIL.

ITspBa oMol Ipy BAUIIBAHE : M3Benere nUIETO Ha YUCT BB3/yX U IO IIOCTABETE B MO3MIINS, yJIeCHsABaIla AuinaHeTo. [la ce octaBu
MOCTpaIairs 1a Cu mounHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOILL.

[IbpBa HOMOIIL IPY KOHTAKT € KOXKATa : Caaziere 3aMbpCeHOTO 00J1eKI10. VI3MHIiTe BHUMATEIHO U OOMIIHO ChC CallyH U BOJa. AKO
CHMIITOMHUTE HPOJIBIDKABAT, J]a Ce IIOBUKA JIeKap.

ITbpBa oMo TP KOHTAKT C OYUTE : Usmiaksere ¢ BoJa, KaTO AbPKUTE OUUTE LIMPOKO 0TBOpeHH. [ToThpceTe MEANIIMHCKA TOMOLLL, aKO
60JIKaTa, MUT'AHETO WM 3a4EPBSBAHETO MPOABIKAT.

[IppBa nomo1L NpY MOTITbIIAHE : HMsmakHere ycrara ¢ Bojia (CaMo ako IMOCTpaJlalIvsiT € B ch3HaHue). Hukora He naBaiite HUIIO rpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce obanere B LEHTHP I10 TOKCHUKOJIOT USl/Ha
JeKap.

4.2. Hali-chbIecTBeH! OCTPH M HACTHIIBALIU CJIe/I U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

CHMHTOMH/C@)CKTI/I CJIE] KOHTAKT C KOXKaTa : Moxe na NPUINHHU aJIEPrudHa KOXKHaA peakuus.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJI0KHU MeIUIMHCKH TPUKHA U CIIEUAJTHO JIeYeHUu e

Hsima Hanmanaa JOITBJIHUTECITHA I/[H(bOpMaLII/IH

PA3/IEJI 5: IIpoTHBONOKAPHH MEPKH

5.1. CpeactBa 3a raceHe Ha MoKap

TToaXO/ISIIIH TT0KAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSAIIN 3a FACCHE Ha MIOXKapH B ChCEICTBO. BhIiiepoeH AHOKCH .
Bopen crpeii. Cyx npax. Ozesiiio 3a 3aracsiHe Ha OI'BHSL.
HeroaxoIs11uy okaporacuTelIH| CPeICTBa : Jla He ce n3mon3Ba CHIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

OnacHu MIPOAYKTH Ha pasnajJaHe B cnyqaﬁ Ha moxap . HemwiHOTO TOpCHE OCBOGO)KI[B.BB. OIIac€H BBITIEPOJICH OKHC, BBITIEPOJACH ABYOKHUC U APYT'H TOKCUIHU
razoBe. Bp3aMoxxHO € OTACIITHETO HAa TOKCUYHU U3IIapCHUS.

5.3. CbBeTH 32 NOKAPHUKApHUTE

WHCTpyKIHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa M3MoJI3BaHaTa B 6opbara ¢ moxapa Bojia 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha mnoxap . Jla He ce npennpuemMa HaMmeca 0e3 MOAXOSIIO 3alUTHO 000pyIBaHe. ABTOHOMEH U W30JIMPAL]
arapar 3a AuxaresHa 3ammTa. [IbiHa 3amura Ha TSII0To.
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Methylphenidate hydrochloride

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

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

OGH.II/I MEPKH N I[a ce u30srBa KOHTAKT C KoOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He O0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CPeACTBA : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3AMTHO 060pyaBaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha eKCro3uLusaTa/ TMYHU Mpena3Hu cpeacTsa’.

I[a ce u3bsrsa H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U ITIOCTABETE B ITOAXOIAILL KOHTeﬁHep 3a oGe3Bpe)K.uaHe Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCCHUTE IIOBBPXHOCTH 0OHITHO ¢ Boza. [TouncTBane ¢ momiira Ha JACTEPIeHT.

Bikre Pasnen 13 orHocHO nH(pOpMarus 32 06e3BpexkIaHe Ha OTIANbLUTE.

JIOITBJTHUTEITHY ONIACHOCTH 10 BpeMe Ha paboTa : Jla He ce m3naraT OpeMEHHUTE YKEHU I KbPMAUIKUTE.

TIpennaszuu Mepku 3a 6e3omacHa pabora : Jla ce n30srea BCIKaKkBa M3JIMIIHA eKCIIo3uLus. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrueHHn MEPKH . Jla He ce siae, MHe WIK MyIIH IpH ynoTpeba Ha npoaykra. Jla He ce H3Hacsl 3aMBbPCEHO pabOTHO

00JIEKII0 N3BBH pabOTHOTO MoMenieHue. [la ce U3MUAT phLETe NPeIu OYUBKUTE H CIIE]T
IPHUKIIOYBaHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHEe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MsicTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILUTHHA U IPSIKA CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAaIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

J1 HA EKCHO3llllllﬂTa/JIll‘lHH npeanmasHu Cpeacrea

Hsima HanmMuHa OMIBJIHUTEHA PlHd)OpMaI.IHﬂ

TMoaxoasiy HHKEHEPEH KOHTPOJI

IMoaxoasm HH:KeHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMYKaTEIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa a ce paboTH Mo 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrea

3ammTa HA OYHTE U JIUIETO

3ammuTa Ha ouMTe:
[la ce HOCsT npennasuu oura. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Methylphenidate hydrochloride

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

3ammTa Ha Ko}KaTa

3ammMTa Ha KOKaTa U TAJIOTO:
Jla ce HOCH mOAXOAIIO HpenasHo obieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmiika. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONUMBY npenasau pbkasuny. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa HA AMXATEJHATE IIBTHINA:
B ciyuaii Ha 0O6pa3yBane Ha IIpax [1a ce H3MOJI3Ba anapar 3a quiuane ¢ Guarsp: P3

PA3JIEJI 9: ®u3nyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (M3UYHN M XMMHYHH CBOICTBA

ATpEraTHo ChCTOSHHUE : TeBpmo BemecTBo
LBat : Osu1. MOYTH OsuI.
BrbHuieH Bua . Kpucranen npax.
MonekyiHa Maca : 269,77 g/mol
Mupuc : He e Hanuuno
I'panuuara Ha Mupuca : He e Hannuno
Touka Ha ToneHe : He e Hannuno
Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KuIIeHe : He e Hannuno
3ananumocT : He e Hanuuno
JloJIHa rpaHMIa Ha KCIUIO3HBHOCT : He e npunoxxumo
I'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxxumo
ITnamHa TemnepaTypa : He e npunoxumo
Temneparypa Ha camo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hammuno
pH : He e nannuno
pH pasrBop : He e nanuuno
Bucko3uTer, KHHEMaTHYEH : He e npunoxxumo
PastBOpuMOCT : Bogma: 100 — 1000 g/
Koedunument Ha pasnpenenenue: n-okranon/soga (Log  : He e nammuno
Kow)

Hansrane na napure : He e nannuno
Hansrane na napute npu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTEIHA ITBTHOCT : He e naymuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha gacTuiure . He e Hanuuno
9.2. Ipyra uagopmanus

Hsima Hanmaaa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 10: CTaOMIHOCT U PpeaKTHBHOCT

10.1. PeakunoHnHa crnocooHocT

Hsama nannuna JOIIbJIHUTCIIHA I/IH(IJOPM&LII/I}I

10.2. XuMu4HA CTA0OMITHOCT

Hsima Hanu4Ha IOMBJIHUTENTHA HHPOPMAIUST

10.3. Bb3MOKHOCT 32 ONACHH PeaKIUH

Hsma HannyHa nombiHUTETHA HHOPMALUS

10.4. YcioBusi, KONTO TPsIOBA /1a ce H30ATBAT

HsiMa Hann4yHa JOMBJIHATENTHA HHQOPMALHS
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Methylphenidate hydrochloride

HudopmarmoneH aucT 3a 6€300acHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

10.5. HecrBMecTHMH MaTepHAIN

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS

10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGoOpManus

11.1. Madopmanus 3a K1acoBeTe HA ONACHOCT, onpeaeieHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMIIBAHE)

BpezieH npu noribiaHe.
He ce knacu¢unupa (Jlunceat nanHu)
He ce knacu¢unupa (JIunceaT nanam)

Methylphenidate hydrochloride (298-59-9)

LD50 opanHo mibx

350 mg/kg (RTECS Ne TM3850000)

KoposuBHOCT/ipa3HeHe Ha KOKaTa
CepHo3HO yBpeXKAaHe Ha OUHTE/pa3HEeHe Ha OUHTe
CeHcnOMITM3aNus Ha AUXATCIHUTE IBTHIA WIH KOXKaTa

MyTareHHOCT Ha 3apOJHUIIHHTE KICTKH
Kanneporensoct

TOKCHYHOCT 32 PENPONYKIHATA

CTOO (cnenuduyHa TOKCHYHOCT 32 OMPEICIICHN
OpraHy) — eIHOKPAaTHA eKCIIO3UIU

CTOO (cnenuduyHa TOKCHIHOCT 33 OIPEIEIeHU
OpraHi) — MOBTAPSIIIa CE EKCIIO3UIIHSI

OnacHOCT NpH BAUIIBaHE

11.2. Undopmanust 3a Ipyrd ONacCHOCTH

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/Iﬂ

He ce knacu¢unupa (Jlunceat nanHu)
He ce xnacu¢unupa (Jluncsat nanam)

Moske 1a IPHYINHY alIePrUIHA KOXKHA PEaKIlHs.

He ce knacudunupa (Bp3 ocHOBa Ha HANWYHUTE JAHHH, HE CA MU3ITBIHEHH KPUTEPUUTE 3a

Kiacuuypane)

He ce Knacnq)m.mpa (B’1>3 OCHOBA Ha HAJIMYHHUTE JaHHU, HE Ca U3I'BJIHEHU KPUTEPUUTE 3a

KIacupHIIpaHe)

Hpenr{onara C€, 4€ yBpexKaa mjioaa.

IMprunHsBa yBpekaHe Ha OpraHUTe (ChPACYHO-CHI0BA CHCTEMA, IIEHTPaIHA HEPBHA CHCTEMA).

He ce xnacudumupa (Bb3 ocHOBa Ha HATMYHUTE NAHHH, HE Ca H3ITBIHEHH KPHTEPUUTE 3

KIacuduIupane)

He ce knacudumupa (Jlunceat ganHm)

PA3JIEJI 12: ExoJjiornyna nHpopManust

12.1. Tokcu4uHOCT

OrnacHo 3a BoJHaTa cpejia, KpaTKocpouHa (ocTpa)

OrmacHo 3a BojiHaTa cpena, ApJIrocpoyHa (xpox—qua)

He ce Knacmbnunpa (B'I:3 OCHOBA Ha HAJIMYHHUTE JaHHH, HE Ca U3II'BJIHEHU KPUTEPUUTE 32

KJIacupuIIpaHe)
BpezieH 32 BOXHUTE OPraHU3MH, € ABJITOTPacH eeKT.

Methylphenidate hydrochloride (298-59-9)

LC50 - Pubu [1]

> 100 mg/1 (96 yaca, Brachydanio rerio (pu6a 3e6pa)) (meton OECD 203)

EC50 - Pakoo6pa3uu [1]

42 mg/I (48 gaca, Daphnia magna (Boxgua 651xa)) (merog OECD 202)

ECS50 72h - Bonopaciu [1]

6 mg/1 (72 gaca, Scenedesmus subspicatus (3exern Bogopacmu)) (merox OECD 201)

NOEC xponu4na pubu

3,3 mg/l (35 nuu, Brachydanio rerio (puba 3e6pa)) (Mmerox OECD 210)

NOEC xponnyHa pakooOpazHH

5,2 mg/1 (21 auu, Daphnia magna (Boxna 6b1xa)) (Mmetox OECD 211)

NOEC xpoHn4Ha BOJOPACIH

0,77 mg/1 (72 4aca, Scenedesmus subspicatus (3enenn Bogopaciu)) (merox OECD 201)

12.2. YcToi4nBOCT H pa3rpajuMocT

Methylphenidate hydrochloride (298-59-9)

YcToMYMBOCT U pa3srpaiuMocT

Pasrpaxna ce 6b6p30
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Methylphenidate hydrochloride

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

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Methylphenidate hydrochloride (298-59-9)

Tosa BerecTBO/cMec He otroBapst Ha kputepunte PBT Ha Permament REACH, Hpunoxenne XIII

Toga BerecTBO/cMec He oTroBapst Ha kpurepunte VPvB Ha Pernament REACH, Ipunoxenue XIII

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmMuHa OMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Oo0e3BpexaaHe HA OTIATbUUTE

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

PA3JEJI 14: UadopManysi 0OTHOCHO TPAHCI

B crotBercTBie ¢ ADR /IMDG / IATA
ADR IMDG TATA

14.1. Homep no cincbka Ha OOH niau uaeHTHGUKATHOHEH HOMEP

He e obexT Ha HapenOuTe 3a TpaHCIOPT

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perymnupa

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTUPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. Onakopb4Ha rpyna

He ce perymnupa He ce perynupa He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpela

He ce perymnupa He ce perynmpa He ce perymnmpa

Hsma nompiaHuTeTHA HATMYHA HHPOPMAIIUS

CyXonmbTeH TPAHCIIOPT
He ce perymnupa

TpancnopTt no Mope
He ce perynupa

Bb3aynien Tpancnopt
He ce perynupa
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Methylphenidate hydrochloride

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

14.7. Mopckd TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSIHHE CHIJIACHO HHCTPYMeHTH Ha MeKIyHAPOAHATA MOPCKA OPraHU3anust

He e npunoxxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMaTHBHATAa ypenoda

15.1. Cl'le[[l/l(l)l/l‘ll-llfl 3a BeIEeCTBOTO UJIH CMECTAa HOPMATHBHA ypenﬁa/salcononaTechTBo OTHOCHO 6e30nacH0cTTa, 3APaBE€TO U OKOJIHATA

cpena
Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuniaoxenue XIV (CiucbK Ha BellecTBaTa 32 pa3peliaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnucbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xanannar-BemecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO HApyIIAaBaT 030HOBUS ¢JI0ii (2024/590)

He ¢urypupa B cnucbKa ¢ BelecTBa, KOMTO HapymaBat 030HoBus cioit (Permament EO 2024/590)

Pernament (EC) Ha CbBeTa 32 KOHTPOJI HA U3/1eJIHS C IBOIHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpoI Ha U31e1us ¢ JBOHHA yrnoTpeba.

PernamMeHT 0THOCHO MpekypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He ¢urypupa B cnincbka ¢ npekypcopu Ha B3puBHH Betectsa (EC)

PerjiaMeHT 0THOCHO NPeKypcoOpHTe HA HADKOTHYHH BemecTBa (EO 273/2004)
He ¢urypupa B cnucbka ¢ Ipekypcopu Ha HapkoTH4IHE Bemectsa (EC)

15.2. Ouenka Ha 6€30MAaCHOCT HA XMMHYHOTO BEIECTBO HJIM CMeC

Hsma HannyHa n0mbIHUTENTHA HHOPMALUS

PA3JIEJI 16: Ipyra undgopmanus

HNHaukanms 3a npoMeHun
Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcuATa OT JlobaBeHo
Mara Ha penakiusirta Jlo6aBeno
1.1 EO Ne JobaBeHo
1.1 CAS Ne Jlo6aBeHo
1.1 CHHOHUMU IIpemaxnarto
1.1 HaumenoBanue IIpomeneno
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeba IIpemaxuarto
2.1 Heb6naronpusitTiu QU3HKOXUMUYHH e(DEKTH 1 IIpomeHneno
HeOmaronpusiTH e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHATa cpena
2.1 Krnacugpukauus B ceorBerctBre ¢ Pernament (EO) | IIpomeHeno
Ne 1272/2008 [CLP]
2.2 Curnanna gyma (CLP) IIpomeneno
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Methylphenidate hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHeHn enemMeHT KomenTapu
2.2 IMuxrorpamu 3a onacHoct (CLP) IIpomeneno
22 Ipenopsku 3a 6e3omacuoct (CLP) IIpomeneno
2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.3 Jpyra undopmarius Jlo6aBeno
4.1 ITppBa nomoux - 00IIM MEpPKU JlobaBeHo
4.1 IIppBa noMoILL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1 Npu BIUIIBAHE JlobaBeHo
4.1 II'ppBa nOMOII IPH MOTITBILAHE Jlo6aBeHo
4.1 IIbpBa nOMOIIL TP KOHTAKT C OYUTE IIpomeneno
4.2 CumnToMu/epeKTH ciel KOHTAKT ¢ KoXKaTa Jlob6aBeHo
5.1 Hemnoaxoasiy 1oxaporacuTesIHu CpeicTBa Jlo6aBeno
5.1 TToxxomsiy mo>kaporacUTEHN CpeICTBA IIpomeneno
52 OmnacHu IPOIYKTH Ha pa3lajiaHe B CIydail Ha Jlob6aBeHo
moxap
5.2 OnacHOCT OT moXxap IIpemaxuarto
53 3amuTa Npy raceHe Ha moxap JlobaBeHo
53 MHcTpykuum 3a raceHe Ha 1moxapu IIpomeneno
6.1 3alMTHY cpelicTBa JobaBeHo
6.1 ABapuiiHy 11aHOBe IIpomeneno
6.1 O0um Mepku Jlo6aBeHo
6.2 IIpeana3uu Mepku 3a orna3BaHe Ha OKoONHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe Jlo6aBeno
6.3 MeToau 3a moYnCcTBaHE Jlo6aBeHo
6.4 ITo3oBaBane Ha apyru pasnenu (8, 13) Jlo6aBeno
7.1 JIOIbITHUTEHH OIIACHOCTH I10 BpeMe Ha paboTta Jlob6aBeHo
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa JobaBeHo
7.1 XUrueHHH MEPKH JobaBeHo
7.2 YcnoBus 3a chXpaHsBaHE JlobaBeHo
7.2 OnakoBbYHU MaTepUaIn JlobaBeHo
7.3 Crenuduyea KpaifHu yIoTpeoun IIpemaxunarto
8.2 3ammra Ha IUXATETHUTE IIETUIA Jlo6aBeHo
8.2 3amura Ha pbleTe IIpomeneno
8.2 3alura Ha OYUTE Jlo6aBeno
8.2 Tloaxoasiiy HHKEHEPEeH KOHTPOJI IIpomeneno
8.2 3amura Ha Ko)kara U TSI0TO ITpomeneno
9 PasrBOpumocT BBB Boaa JlobaBeHo
9 MonekyaHa Maca Jlo6aBeno
9 st Jlo6aBeHo
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Methylphenidate hydrochloride

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

HNuaukanms 3a NMPOMEHHU

Paznen IIpomeHeHn enemMeHT KomenTapu
9 BroHmien Bux IIpomeneno
10.1 PeakmonHa ciocoOHOCT IIpemaxuato
10.3 BB3MOXKHOCT 32 OIaCHU peakLuu IIpemaxnarto
10.5 HecwsBmecTumu marepuanu IIpemaxnaro
10.6 OnacHu NpOJyKTH Ha pa3nagaHe IIpemaxunaro
11.1 ATE CLP (upax, MbII1a) IIpemaxunaro
11.1 ATE CLP (u3mapeHus) IIpemaxnaro
11.1 ATE CLP (ra3ose) IIpemaxunaro
11.1 ATE CLP (opanna) IIpomeneno
11.1 LDS50 opanHo maex IIpomeneno
12.1 NOEC xponuyna pudu JobaBeHo
12.1 ECS50 72h - Bonopaciu [1] JobaBeHo
12.1 NOEC xpoHn4Ha pakooOpa3Hi JobaBeHo
12.1 NOEC xponndyHa BOIOpaciIu Jlo6aBeno
12.1 LC50 - Pubu [1] Jlo6aBeno
12.1 EC50 - Pakoo6pasuu [1] Jlo6aBeHo
12.1 Exomnorus - 06110 IIpemaxunaro

IIbaen Texer Ha H- 1 EUH-npenynpexiennsiTa 3a 0nacHoCT:

Acute Tox. 4 (opanHa)

Octpa Tokcu4HocT (opanHa), Kareropus 4

Aquatic Chronic 3 OmnacHo 3a BOHATA Cpe/ia — XPOHHYHA OMACHOCT, KaTeropus 3

Repr. 2 TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2

Skin Sens. 1 Koxna cencnbnmzanus, Kareropus 1

STOT SE 1 Crernu$uyaa TOKCHIHOCT 32 OINpeJIe]IeHH OpTaHy — eJHOKpaTHa excrosuius, Kareropus 1
H302 Bpenen npu norneimane.

H317 Moske 1a IPUYMHM aJepruyHa KOXKHA PeaKIHs.

H361d IIpenmnonara ce, ye yBpexaa miozaa.

H370 [prunHsBa yBpexaaHe Ha OpPraHUTe (ChPACYHO-CHI0OBA CHCTEMA, LIEHTPAIHA HEPBHA CHCTEMA).
H412 Bpenen 3a BOZHHTE OpraHU3MU, C ABITOTPACH e(EKT.

Wupopmarmonen auct 3a 6e3omnacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpskamnia ce B To3u MHpOpMamoHeH JIUCT 3a 6€3011acHOCT, € HOJIy4eHa OT H3TOUHUIH, KOUTO CMsITaMe 3a

HaOCKTHH. B’preKI/I TOBAa, HH(bOpMaLH/IHTa C€ IpeaoCcTaBs 06e3 HUKaKBa TapaHuys, U3puiHa Ui noz{pa36npama C€, OTHOCHO HeliHaTa KOPEKTHOCT. VYcnoBusiTa Ui

MCTOOHUTE 3a pHGOTa, CbXpaHCHUE, yl'[OT]’)e6a N 06C3Bpe)K,ElaHe Ha MpoAYKTa ca U3BBH HAIIWs KOHTPOJ U MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. HO}’)H}JI/I

Ta3u U Apyru NpuvIrHU, HUE HE TIOEMaM€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3ary61/1, LIETHU WU pa3Xoau, NPpOU3TUYaIIu OT WJIN CBBP3aHU

110 HAKaKbB HA4YUH C pa60TaTa, CbXpPaHCHUETO, yHOTp€6aTa J5a10%0 0663Bp€)KI[aHeTO Ha IIpoayKTa. To3u I/IHd)OpMaLII/IOHCH JIMCT 3a 6€3011aCHOCT € U3TOTBEH U Tpﬂ6Ba

Ja ce U3I10JI3Ba caMo 3a TO3U MPOAYKT. Axo MPOAYKTHT C€ U3IIOJI3BA KATO CbCTaBKa Ha APYTryd NPOAYKTH, HAJIMIHATA I/IH(.I)O}’)MHLU/IH Ou MorJIa Jla CC OKaxe
HETIPUIOKUMaA. Tasu PIH(bOpMaLU/IH C€ OCHOBaBa HAa HAIIWUTE TEKYIIH IIO3HAHUS U € IPETHA3HAUCHA J1a 1a/I€ ONMMCAaHUE Ha IIPOAYKTa CaMO 3a LCJIUTE Ha
3ApaBE€OoIIa3BaHeTO, 0e30macHOCTTa M OKOJIHATA Ccpena. HO}’)B.I[I/I TOBa, TS HE Tpﬂ6Ba Jla C€ ThIIKYBaA KaTO rapaHiys 3a CBOMCTBaTa Ha IIpOoayKTa.
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