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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 : Pregabalin
XHUMHYECKO HANMEHOBAHHUE : Pregabalin
CAS Ne 1 148553-50-8
Kon na npoxykra : 201600751

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]

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OPraHy — €IHOKPaTHa H336

excriozunust, Kateropust 3, HAapKOTHYHU eeKTH

Creru$uaHa TOKCHIHOCT 32 ONpeJIe]IeHH OpraHy — mosrapsma ce  H373

excnosunus, Kareropus 2

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

He6naronpusatan GU3HKOXHMHUYHH e()eKTH U HeGIATONPHATHH e(eKTH 32 31PaBeTO HA YOBEKA H OKOJIHATA cpeaa

Ipenmnonara ce, ye yBpex/aa OIUIOJUTENIHATA CIIOCOOHOCT MK Tioza. [Ipean3BuKBa cepro3HO yBpekaaHe Ha ounTe. Moxe J1a MpeAn3BUKa ChbHIMBOCT HIIH
CBETOBBPTEK. MOXKE []a IPUYMHY yBPEKIAHE HA OPraHUTE MIPU MPOIBIDKUTEHA WM MOBTAPSIIIA CE& €KCIIO3UIIMS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

GHSO05 GHS07 GHSO08
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Pregabalin

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

Curnanna gyma (CLP) : OmacHo

Mpenynpexnenus 3a onacHoct (CLP) : H318 - [Ipenu3BuKBa CEPUO3HO YBPEXKIAHE HA OYHTE.
H336 - Moxe 1a mpein3BUKa ChbHIMBOCT MJIM CBETOBBPTEK.
H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H373 - Moxe 1a Ipu4MHM YBPEXIaHe Ha OpraHuTe (LEHTpaJiHa HEPBHA CUCTEMA, O4YH) MTPU
HPOJIBIDKUTENHA WM [TOBTAPSAIA CC CKCITO3UIHS.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHU HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesu U pa3dpaiu BCHUKH MPEANIa3HA MEPKH 3a
6e30macHoCT.
P260 - He BaumuBaiite npax/myuex/ra3/ ium/u3napeHust/acpo30ii.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MSACTO.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYrIa/mpeana3Ha Macka
3a JIMIe/TIPEANa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P304+P340 - [TPU BJAMIIBAHE: M3Benere aMIETO Ha YUCT Bb3YX M I'O IOCTABETE B MO3MIIHA,
yJIECHsBAIIA AUIIAHETO.
P305+P351+P338 - [IP KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JIOKOJIKOTO TOBA € Bb3MOKHO.
Ipoabikere ¢ U3MIAKBAHETO.
P308+P313 - [1PU siBHa niu npeamnonaraemMa ekcro3uuusi: [loTbpcere MEAUIMHCKH ChBET/ITIOMOLI.
P310 - Heza6agno ce ob6anere B LIEHTHP I10 TOKCUKOJIOT' A nnu Ha nekap.
P312 - Ipu Hepasznonoxenue ce odazere 8 IEHTHP [10O TOKCHUKOJIOT' YIS unu Ha nexap.
P403+P233 - Jla ce cpxpansaBa Ha 100pe TPOBETPHBO MsACTO. CHIBT Aa Ce ChXPAHsIBA ITBTHO
3aTBOPCH.
P405 - Ta ce chxpaHsiBa 1oJ KJIto4.
P501 - CpapprkaHueTo/chabT Aa ce U3XBBPIIH B MYHKT 33 CHOMPaHE HA OMACHU WU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAITHH, HALIMOHAIIHY H/HIIN MEX/ILyHapOIHU
pasnopenou.

Ertukerupane B choTBeTCTBHUE C: M3KiIIOUCHNMS 32 BBTPEIIHM OMAKOBKH, KOTaTo ChAbPXKaHUETO He npeBuiiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

i
GHS08 GHSO05
2.3. JIpyru onacHocTH
Jlpyra napopmarys : AKTHBHO BeIecTBO (BB (hapMalleBTHIHH IPOTYKTH).

Buumanue - BEHICCTBO, KOCTO BCE OIIIC HE € U3ITUTAHO HAITBJIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HMnenTndguxarop Ha % Kiaacudukauus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Pregabalin CAS Ne: 148553-50-8 <100 Eye Dam. 1, H318
Repr. 2, H361
STOT SE 3, H336
STOT RE 2, H373

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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Pregabalin

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, KaToO CIIeJ TOBa ce M3IUIAKHE C TOILIA BOJA.

IIspBa momory Ipyu KOHTAKT C OYUTE : M3makHere He3a0aBHO M CTApPATENIHO C BOJIA, KATO ABPXKUTE KIICHAYUTE IINPOKO OTBOPEHH (B
MpoIbJbKeHUe Ha oHe 15 MunyTH). CBasieTe KOHTAaKTHUTE JICIH, aKO UMa TAKHUBA U IOKOJIKOTO TOBA
€ Bb3MOXKHO. [Ipoabmkere ¢ u3riakBaneto. Jla ce H3BbpIIH He3abaBeH Mperies OT OQTaIMOIIOr.

IIppBa nmomol Npy NOrTbIIAHE : M3mnaknere ycrara ¢ BoAa (caMo ako IMOCTPaAalusT € B ch3HaHue). Hukora He naBaiite HUILO Tpe3
ycTaTa Ha 40oBeK B Oe3ch3HaHne. HezabaBHO MOThpCeTe MEANIMHCKH ChBET/TIOMOLIL.

CI/IMHTOMI/I/GQ)CKTI/I CJI€O KOHTAKT C OYUTC : Hpe/:[PISBI/lKBa CEPHO3HO YBPEIKIAHE HA OUUTE. Ba‘IepBﬂBaHI/IH, 6oJika.

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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Pregabalin

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 : Ost1. mouTH Osi1.
BbHIeH Bux . Ilpax.
MonekyiHa maca : 159.23 g/mol
Mupuc . He e Hanuuno
I'panunara Ha Mupuca : He e Hanuuno
Touka Ha ToreHe : He e Hannuno
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KUIIEeHEe : He e HannuHo
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Pregabalin

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 : 6.22 — 6.88 Pa3TBOPUMOCT BBB BOJA
pH pastBop : He e HanuynO
Buckosurer, kunemaruueH : He e npunoxumo
PasrBopumocT : Boma: 10-33.3 g/l
Koeduient Ha pasnpezpenenue: n-okranon/soga (Log @ He e Hamudno
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) . He ce knacu¢unupa (B3 0CHOBa Ha HATMYHUTE JaHHH, HE Ca U3ITBJIHCHH KPHTEPUHTE 32
KIacupHIEpaHe)

OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (Jlunceat nanxu)

Octpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanxu)

Pregabalin (148553-50-8)

LD50 opanHo mrbx > 5000 mg/kg

KoposuBHOCT/ Ipa3HeHe Ha KoKaTta : He ce knacu¢umpa (Jlunceat nanxm)
pH: 6.22 — 6.88 Pa3rBoprMOCT BB BOJla
Cepno3HO yBpesk/laHe Ha OUHTE/IpasHEHEe Ha OUNTe : Ilpenu3BHKBa cepro3HO YBPEXIaHE HA OUHTE.
pH: 6.22 — 6.88 Pa3TBOpUMOCT BEB BOJa
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Pregabalin

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

Cencubunu3anyst Ha AUXaTeIHATE IBTUINA WK Koxkata : He ce knacuduuupa (JIumncsar qaHHm)

MyTareHHOCT Ha 3aPOAUIIHUTE KICTKU : He ce knacu¢umpa (Jlunceat nanxu)

KanneporenHoct : He ce xnacu¢ummpa (HeyOenutenHu naHHm)

TokcHIHOCT 32 PENPONYKIHATA : Ilpenmonara ce, ye yBpesx/ia OIUIOAUTEIIHATA CIIOCOOHOCT HIIM ILIOAA.

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPE/ICIICHN : Moxe 1a mpeu3BHKa ChHINBOCT UM CBETOBBPTEK.

OpraHu) — €IHOKpaTHA €KCIIO3UIHS

CTOO (crneuuduvHa TOKCHYHOCT 3a ONPECICHU : Moske 1a IpHYKMHE YBPEXKIaHE HA OPraHuTe (LCHTPATHA HEPBHA CHCTEMa, OYM) TIPH MPOIBIDKUTEIHA
OpraHu) — MOBTAPSIIIa Ce EKCITO3UIIUS HJTH TIOBTApSIIIA CE EKCIIO3UIIUSL.

OnacHOCT NP BAUIIBAHE : He ce knacu¢umpa (JIunceat nanxu)

Hsima HanmuHa JOMIBIHUTETHA HH(l)OpMaI.IHﬂ

PA3EJI 12: Exojioru4uHa uH@opmanus

OrmacHo 3a BoHAaTa cpejia, KpaTKoCpouHa (0cTpa) . He ce xnacu¢mummpa (JIuncsat nanxm)
OmacHo 3a BoHAaTa cpejia, IBIr0CpPOYHa (XPOHHYHA) : He ce xnacu¢mummpa (JIuncsat nanxm)

Pregabalin (148553-50-8)

YCTOHYMBOCT U pa3rpaauMocT He ce pasrpaxnaa 6bp30

Hsima HanmuHa OMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa OMIBIIHUTETHA HH(I)OpMaHHﬂ

Hsma nanwyna qonbiHUTENHA HHPOPMAIIUSL

Hsima Hanu4Ha qOMBIHUTENHA HHOOpMATIHS

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

JI 13: OGe3BpeskaaHe HA OTHAABIUTE

Hsma HanuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 14: Undopmanusi 0THOCHO TPAHCII

B crorBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naenTudukannoneH Homep

He e npunoxumo He e npunoxumo He e npunoxumo
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Pregabalin

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 npunoxumo | He e npunoxumo | 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 npunoxumo | He e npunoxumo | He e npunoxumo

Hsma nombaHUTEIHA HATMYHA HHGOpMaIUs

14.6. CnennaTHu MpeANa3HA MEPKH 32 MOTPedUTeINTE

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpaucnopT no mope
He e npunoxxumo

Bb3ayuien 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 HOpMAaTHBHATa ypenda

15.1. CienpvuHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPe10a/3aK0H0IATE/ICTBO OTHOCHO 6€301MaCHOCTTA, 3PABETO H OKOJIHATA
cpexa

Pernamentn Ha EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He durypupa B [Ipunoxenne XVII na REACH

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

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

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 3a u31esMsiTa ¢ ABoiiHa ynorpeda (428/2009)

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

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)
He cpappixa BemecTBo(a), BKIIIOYSHO(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), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe BemecTtsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO

Ha 1ma3apa Ha OIIPEACIICHA BCIICCTBA, U3MOJI3BAHU 32 HE3aKOHHO IIPOM3BOACTBO HA HADKOTUYHU WIIA MICUXOTPOITHA BeI_LIeCTBa)
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Pregabalin

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

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

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

JIEJI 16: /Ipyra ungopmanust

HNuaukanms 3a MPOMEHHU

Pasznen IIpomenen eqemMenT KomenTtapu
3ameHs BepcHATa OT IIpomeneno
JlaTa Ha peakusATa IIpomeneno
1.1 CHHOHUMH IIpemaxnarto
2.2 Ipenynpexaenust 3a onacxoct (CLP) IIpomeneno
9 LBsT JobaBeHo
11.1 LD50 opanHo mrex Jlo6aBeno
12.1 EC50 72h - Bogopacnu [1] IIpemaxunaro
12.1 EC50 - PakooOpasuu [1] IIpemaxnarto
12.1 LC50 - Pubwu [1] IIpemaxuato

II'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHocT:

Eye Dam. 1 Cepuo3HO yBpexIaHe/mpazHene Ha ounte, Kareropus 1

H318 IIpennsBukBa cepro3HO yBpEkKIaHE HA OUUTE.

H336 Moske 1a mpeAn3BUKa ChbHIMBOCT MM CBETOBBPTEXK.

H361 [penmosara ce, 4ye yBpex/aa OIUIOAUTEIHATA CIIOCOOHOCT I TUIOZA.

H373 Mooxe 1a NpUYMHY YBpEXkK/JaHe Ha OpraHuTe (LIEHTpaJHa HEPBHA CHCTEMa, O4HM) MPH NMPOABIDKUTEIIHA HIIH TTOBTapsIIIa ce
€KCIIO3ULIHS.

Repr. 2 TokcuaHocT 32 penpoxaykiusta, Kareropus 2

STOT RE 2 Crernu$uyaa TOKCHYHOCT 32 ONpeJielIeHH OpTaHu — IIOBTapsIa ce excrosuius, Kareropus 2

STOT SE 3 CrennduyHa TOKCHYHOCT 32 ONPEACICHN OpPraHu — eAHOKpaTHa ekcro3uuus, Kareropus 3, HapkoTH4HU eeKTH

Wudopmanmonen muct 3a 6ezonacHoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxkaiia ce B To3u MHdopMaroneH juct 3a 6e30MacHOCT, € MoJdy4eHa OT H3TOYHUIIN, KOUTO CMsTaMe 3a
HajeKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IPeaoCcTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [0/ipa30upaliia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA N
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MIPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Halata komnereHTHocT. [Topaau
Ta3u ¥ APYTH IPUYUHHU, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOH, MICTH HIIM Pa3XO/1, IIPOUSTHYAILN OT HJIN CBBP3aHN
110 HAKaKbB HAYMH C pabOTaTa, ChXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH anct 3a 0€301acHOCT € H3TrOTBEH U TpsiOBa
J1a ce M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3I0I3BA KATO ChCTaBKa Ha APYTU HPOAYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa [1a CC OKaKe
Henpuiokuma. Ta3u HHpopMarMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30I1acHOCTTa H OKOIHATa cpera. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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