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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
Kon na npoxykra : 201600751
CuHOHMMH : Pregabalin, salts, hydrates, isomers and impurities where applicable

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

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€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 HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

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

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2 H361
CrreniyHa TOKCHYHOCT 3a ONPE/IENICHN OpTaHH — €IHOKPaTHA eKCITO3MIINS, H336

Kareropust 3, HapKOTHYHM epeKTH

CrendryHa TOKCHYHOCT 3a ONPE/IENICHN OpraHy — MOBTapsIa ce excriosuims,  H373
Kareropus 2

3a meinnus Teker Ha H- u EUH-nipenynpexaeHusTa 3a onacHoCT: BX. pazjen 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

OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTCJICTBA.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO05 GHS07 GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHocT (CLP) : H318 - IIpexn3BuKBa CEpHO3HO YBPEXKIaHE Ha OUUTE.

H336 - Mosxe 1a mpeu3BUKa ChHINBOCT HIIH CBETOBBPTEX.
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Pregabalin

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

H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H373 - Moxe J1a Ipu4uHM YBPEXAaHe Ha OPraHUTE MPH IPOABIDKUTEIHA WIN MOBTapsIa ce
EKCITO3UIIHSL.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCUUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P260 - He BaumBaiite npax/myuex/ra3/ ium/u3napeHust/acpo30ii.
P271 - la ce u3moi3Ba caMo Ha OTKPUTO WJIK Ha 0OpE MPOBETPUBO MSICTO.
P280 - U3nomn3Baiite npeanasnu pbKaBHUIH/IPEINa3Ho 00IEKIO/MPeAna3Hi OUnia/mpena3Ha Macka
3a JIHLE/IPeINa3Hu CPeICTBA 3a 3alIUTa Ha CIIyXa.
P304+P340 - [TPU BAWIIIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO MOCTABETE B MO3UIIMS,
yIIeCHsIBAIIA THIIAHETO.
P305+P351+P338 - [IP KOHTAKT C OUYMUTE: npomuBaiiTe BHUMATEIHO C BOAA B MPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBasieTe KOHTAKTHHUTE JICIH, aKO UMa TAKHBA U JTOKOJIKOTO TOBA € B3MOXHO.
Ipoabkere ¢ U3MIAKBAHETO.
P308+P313 - [1PU siBHa niu npeamnonaraemMa ekcro3uuust: [loTbpcere MEAUIMHCKH ChBET/TTIOMOLI.
P310 - Heza6agHo ce ob6anere B LEHTBP I10 TOKCUKOJIOI' M niu Ha nekap.
P312 - I1pu Hepasznonoxenue ce odazere B IEHTHP [1O TOKCUKOJIOT' YIS unu Ha nexap.
P403+P233 - Jla ce chxpansiBa Ha 100pe TpOBETPHBO MsACTO. CHABT Aa Ce ChXPAHsIBA ILTBTHO
3aTBOPEH.
P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CpapprkaHueTo/chaBT Aa Ce U3XBBPIIH B MYHKT 33 CHOMPaHE HA OMACHU WU CIICHUATHI
OTIaAbLH, B ChOTBETCTBUE C MECTHUTE, PETHOHAIHH, HALIMOHATHH /MM MEKIYyHAPOIHI
pasnopenou.

ETuketHpaHe B CbOTBETCTBHUE C: H3KITIOUCHHUS 32 BHTPELIHH OIIAaKOBKH, KOTaTo ChAbPKAHUETO He npeBuniaBa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

dap
GHS08 GHSO05
2.3. [Ipyru onacHocTH
Hsima Haju4HA AOMIBIHUTETHA I/IH(bOpMaI.II/IH
PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE
3.1. BemectBa
HaumenoBanue HNnenTuduxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Pregabalin - <100 Eye Dam. 1, H318

Repr. 2, H361
STOT SE 3, H336
STOT RE 2, H373

3a nennus Teker Ha H- u EUH-nipenynpexaeHusta 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOL

H‘pra moMo1f - 061111/1 MEpKHU . HesabaBHo Jla CC€ U3MHE 30HaTa Ha KOHTAKT C TOJIEMH KOJIWYECTBA BOJA.
H'I)pBa TIoMOII IpyU BAUIIBAHE : )Ia C€ OCTaBHU ITOCTpaAaINs HAa YUCT BB3AYX. OCI/Il"ypeTG CBCXK BBb3/1yX Ha 3aCE€rHaTOTO JIULEC.
Heotnoxan MeTUITMHCKH TPUKHU U CIIEHUAIHO JICYEHUE, aKO € HeO6X0)I[HMO.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

IIspBa momomy IpH KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MaKCHMAJHO 4pe3 H30bpcBaHe (C 4MCTa M MEeKa MonuBama Kbppia). Jla ce namue
OOHITHO ¢ BOJa B KOATO € mpubaBeH aeteprent. [la ce n3Iuiaksa ¢ XJaaka Boja B IPOIbDKeHHE Ha 15
MHHYTH. AKO Ipa3HEHeTO Ha KO)KaTa MPOABIDKABa, 1a Ce HAaIPaBH KOHCY/ITALHS C JIeKap.

IIppBa momoIIL NP KOHTAKT C OYHUTE : H3nnakHere ¢ Bozia, KaTo IbPKUTE OYHUTE IIMPOKO OTBOPeHH. CBajeTe KOHTAKTHUTE JICIIH, aKO HMa
TaKMBa U JOKOJIKOTO TOBA € Bb3MOXXHO. [Ipob/KeTe ¢ H3ILUIaKBaHETO. AKO APA3HEHETO MPOIBIIKH,
KOHCYNTHpaiiTe ce ¢ 0(hTaaIMOIIOr.

IIppBa momon npy MOrTbIIAHE : Msmnakuere ycrara. Jla He ce mpen3BHKBa moBpsilane. CrenuanHo ekapeko HabmoaeHue. Moxe
J1a Ob/ic IPENOPbYAHO HPOIBIDKUTEIHO MEUIMHCKO HAOIIOACHHE.

Cumnromu/edextu . IlpenussukBa usrapsiaus. Bp3aMoxHH ca 3aKbCHENH eheKTH.

Cumnromu/edeKxTd ciel BAUIIBaHE : Hemocrarpunu nanuu. Moxe a npean3BUKa 3aIbXBaHe, YCCIIAHe 32 TEXKECT B I'bPIHUTE, Jpa3sHEHE
Ha T'BPJIOTO U KalUTHIIA.

Cumnromu/edexT ciell KOHTAKT ¢ KoXKaTa . Henocrtatpunu nanuu. 3auepBsiBaHus, O0IKa.

Cumnromu/eeKTH ciies] KOHTAKT C OYUTE : Henocratpunu nanuu. 3auepBsiBaHus, O0OIKa.

Cumnromu/eexTd cie/l MorIblaHe : W3rapsiHus Ha CTOMANIHO-YpEeBHUTE NUraBuid. CHMITOMHTE MOTaT Ja ObIaT 3aMaiBaHus,

I"J'IaBOGOJII/IB, raacHe u 3ary6a Ha KOOpAnWHaIUA.

TloTspcere MeauuuHCcky chBet/momont. IIpn BE3MOMKHOCT J1a Ce MOKaXe HACTOSIHS JIUCT, a aKO HE € Ha Pa3IoJI0KEHHE, J1a Ce MOKaXKe ONaKOBKATa MM €THKETA.
AxrtuBarop. dapMaleBTHYEH POIYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TToaxosmm TI0KapOTacUTECIIHA CPELACTBA . Opesyio 3a 3aracsiHe Ha OI'bHSL.

OmacHOCT OT Hoap : Bmx maparpacd 2.2. Puck ot o6pa3zyBaHe Ha TOKCHYHHU ¥ KOPO3HBHH Ta30BE.

I/IHCpr'KIII/IPI 3a raCcCHE Ha MOXKapu : Jla ce u3nona3par CpeacTBa, MOAXOIAIIH 32 TaCCHE Ha IT0Xapu B CbCEICTBO.

O6mu MepKu : Jla ce n30srBa NpeKkust KOHTAKT ¢ MpoaykTa. He BaumBaiite
pax/MmyIek/ra3/ M/ u3napeHns/acpo3ou.

6.1.1. 3a nepcoHaJ, KOITO He OTrOBaps 32 CIIELIHHU CJIy4an

ABapPIﬁHH TTAaHOBE : I{a C€ HOCH IOAXOAIIO0 NPpEeANa3sHO 06J'ICKJ'IO, PBKaBUIH U 3alIUTHU CPEACTBA 32 OUNUTE UIIH JIULETO.

6.1.2. 3a 1nuaTa, OTTOBOPHH 32 CIICIHHU CJay4Yan

3aluTHU CpeacTBa . Bmkre Pasznmen 8.

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

MeTo/u 3a HounCTBaHE : Yb0enere ce, 4e oTHabLUKUTE ca ChOPAHU U CE ChbXPAHABAT HA CUTYPHO MscTo. [Touncrere
crapatento. C matepuaina TpsbBa Ja ce pabotu BHUMaTenHO. BbB BojgHa cpena: Koposusen 3a
o4uTe, IUXaTeIHaTa cucTeMa M Koxara. Jla ce u3Mue HechbOMpaeMus ocTaThK ¢ : Pa3tBop OT HaTpHeB
XUIOXJIOPHT.

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ
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Pregabalin

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

31EJI 7: O6padoTka 1 cCbXpaHeHue

7.1. llpenna3un Mepku 3a 6e30macHa padora

JIOITBJIHUTEIHY ONACHOCTH 110 BpeMe Ha 00paboTka : Ha norpeburens 1a ce 00bpHe BHUMaHHE 32 PUCKOBETE, CBCHTYAIIHO CBbP3aHHU C U3MOI3BAHETO HA
HPOJYKTa 3a APYTH LIeIH, Pa3INYHHU OT TE3H, 3a KOMTO € NpeHa3Ha4deH. BbB BosHa cpena:
Kopo3suBeH 3a ounte, AuXaTenHaTa CHCTEMA U KOXara.

Ipennasuu mepku 3a Ge3omnacHa pabora : C marepuana TpsiOBa 1a ce paboTu BHUMATENHO. Jla ce n30srBa mpekus KOHTaKT ¢ npoaykra. C
MatepHaia TpsabBa Ja ce paboTH Moj JabopaTopHa KaMHHA, JOKOJIKOTO TOBA € Bb3MOXKHO.

XHUrueHHH MEPKU : Jla ce paboTH B CHOTBETCTBHE C U3UCKBAHHATA Ha J0OpaTa MPOMHUIIICHA XMTUCHA U HPOLCIYPUTE 32
6e30MacHoCT.

7.2. YciioBusi 3a 6e30aCHO CbXpaHABaHe, BKINYUTEJIHO HECCbBMECTUMOCTH

TexHuuecku MEpKH : )_'[a C€ crasBaT NPUIOKUMUTE pa3n0pez[6ﬂ.
Vcnosus 3a CbXpaHsABaHE : )_'[a C€ CbXpaHsABa O KJIOY.

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

Bwx maparpag 1.

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

8.1. [TapameTpu Ha KOHTPOJI

8.1.1 HanmonajHu rpaHNYHH CTOHHOCTH HA NMPO(eCHOHATHA eKCIO3HINS ¥ OMOJIOTHYHH TPAHUYHH CTOHHOCTH
Hsima Hanu4Ha JOIBbIHUTENIHA HHPOPMALUSL

8.1.2. IlpenopbuHuTeJHH NPOLEIYPH 32 HAOI0eHHe

HsiMa HanuYHA JOIBIHUTENHA HHGOPMAIHS

8.1.3. OGpasyBar ce 3aMbPCHTEJIM HA Bb31yXa

Hsima Hanu4Ha JOIBIHUTENIHA HHPOPMALUSL

8.1.4. DNEL u PNEC

Hsima Hanmana JOITBJIHUTCITHA I/[H(I)OpMaI_II/IH

8.1.5. Peryaupane upe3 o6xBatu (control banding)

Hsma HanuyHa AOMBIHUTEIHA HH(bOpMa].IPIH

8.2. KoHTpo.1 HA eKCIO3HIMATA

8.2.1. IToaxoasiul TeXHHYECKH KOHTPOJI

Ioaxoasiy TeXHHYECKH KOHTPOJI:
Jla ce cpxpaHsBa B 10Ope MPOBETPUBO HOMeIeHNe. [{a ce H3Mo3yBa eMHCTBEHO B CMyKaTellHa KaOUHA ¢ HHTerpupaH GuiTsp. BucokoedekTnBeH GuiaTsp 3a
gactuiy (HEPA ¢untsp).

8.2.2. JIn4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa Ha OYHTE U JTUILETO

3ammTa HA OYHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. [Ipenna3Bane Ha KoxKaTa

3ammTa Ha KOXKaTa U TAJIOTO:
Jla ce n3non3zyBa XUMHUYECKH yCTOHYMBO 3amuTHO 06aekno. DIN EN 13034

3amuTa Ha phLeTe:
XUMHYeCKH YCTOHYHBY Npena3Hu pbkasunu. ISO 374-1

8.2.2.3. 3amuTa Ha AUXATEJTHUTE MbTHIA

3ammuTa Ha JTUXaTeJTHHTE MbTHINA:
OrtaensiHe Ha npax: mpotuBonpaxosa Macka ¢ Gpuintsp P3. DIN EN 140 & 149. Teuen npoxykT : AuTHaepo3onHa Macka. Hocere nuxareneH amapar, ako cTe
U3JI0)KEHU Ha Iapy/IIpaxoBe/aepo30iIn
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NupopmarmoneH 1ucT 3a 6e30macHoCT

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

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIFI

8.2.3. KoHTpO.1 Ha eKCIO3HIUATA B OKOJIHATA cpesia

HsiMa Hann4dHa QOMBIHATETHA HHOOPMALIHS

3JIEJI 9: ®u3uyHu 1 XHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PM3HYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE

Bsar

BbHIeH BT

Mupuc

I'panuuaTa Ha MEpHUCa

Touka Ha TOTIEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUTIEHE

3anajauMoct

I'paHMIM HAa EKCIUIO3HBHOCT
JlonHa rpaHHIa Ha €KCIIO3UBHOCT
I'opHa rpaHHMIia Ha €KCIUIO3UBHOCT
[Tnamua TemMnepatypa
Temmeparypa Ha camo3amnajiBaHe
Temmneparypa Ha pa3naraHe

pH

pH pasrBop

Bucko3uTeT, KHHEMaTHYEH
PazrBopumoct

KoedurimenT Ha pa3npeneneHue: n-okranoi/soaa (Log
Kow)

Hansrane Ha mapute

Hansrane na napute npu 50°C

ITnsTHOCT

OTHOCHTEIHA IITBTHOCT

OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C

Pasmep Ha wacTuiuTe

9.2. JIpyra uapopmanus

TBBPIIO BELIECTBO
He e Hanuuxo
Ipax.

He e npunoxxumo.
He e HanuuHo

He e nanuuxo

He e HanuuHo

He e nanuuxo

He e nanuuHo

He e npunoxxumo
He e npunoxxumo
He e npunoxxumo
He e npunoxxumo
He e npunoxxumo
He e nanuuxo

6,22 — 6,88 PazrBOopuMOCT BBB BOjIa
He e nanuuxo

He e npunoxxumo
Boga: 10— 33,3 g/l
OpranunyeH pazrBoputer:< g/100ml
He e nanuuno

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e npunoxumo
He e nanmmuno

9.2.1. Unpopmanus BbB BPb3Ka ¢ KjIacoBeTe HAa GU3NYHA ONIACHOCT

HsiMa Hann4dHa qOMBIHATETHA HHQOPMALHS

9.2.2. JIpyru XapaKkTepucTHKH 32 6€30MacHOCT

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

T U PEAKTUBHOCT

10.1. PeakumnonHa cnocooHocT
CrabuieH Ipu HOPMAaIHH YCIOBHSL.

10.2. XumMu4Ha CTAOMIHOCT

Hsma Hanu4Ha IOMBJIHUTENTHA HHPOPMAIUS

10.3. Bb3MOKHOCT 32 ONIACHM PeaKIuU

Hsma HannyHa nombiHUTETHA HHOPMAIUS
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NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsma npu HopmanHa ynotpe6a. Brokxre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TO4YKaTa Ha pasrpaxaaHe OTACJIA OIlaCHU U3IapEeHUs.

PA3JIEJ 11

KCHKOJOI'MYHa l’IHq)OpMallllﬂ

Ocrpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (epMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)

Kopo3uBHOCT/Ipa3HeHe Ha Koxarta

Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUUTe

CeHcnbMIM3anus Ha UXaTEIHUTE IBTUILA WK KOXKaTa
MyTareHHOCT Ha 3apOJUIITHATE KICTKN
Kanneporennocr

TOKCHYHOCT 3a PenpOAyKLHUATA

CTOO (crnenuduvHa TOKCHYHOCT 32 ONPECIeHN
OpraHu) — €JHOKPATHA EKCTIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICICHU
OpraHu) — IOBTapsIIa Ce eKCIO3UIHs

OmnacHocT IIpyu BAUIIBAHE

He ce xacudunmpa (Bb3 ocHOBa Ha HAIMYHUTE JAHHU HE Ca W3ITBIHEHN KPUTEPUHTE 3a
KIacH(pHIIpaHe)

He ce xnacudunupa (JIuncsamy naHam)

He ce xnacudunupa (JIuncsamy naHam)

He ce xnacudunupa (JIuncanm naHHN)

pH: 6,22 — 6,88 Pa3TBOoprMOCT BBB BOJa

Ipenu3BUKBa CEPHO3HO YBPEXKIaHE HA OUHTE.

pH: 6,22 — 6,88 Pa3TBOoprMOCT BB BOJIa

He ce knacudunupa (Jluncpauy g1aHH)

He ce xnacudunmpa (Jluncsamy naHam)

He ce xnacudunupa (Heybenutennn fanam)

Ilpeamnonara ce, 4e yBpexaa OIIOJUTEIHATA CIIOCOOHOCT HIIH ILIO/A.

Mosxe na NpEean3BHKa CbHIMBOCT WJIA CBETOBBPTEK.

Mosxe na TIPUYMHU YBPEKIaHE HA OPraHUTE IIPU NPOABIDKUTEIHA UIIU ITOBTApAIIa CE€ CKCIIO3ULUA.

He ce Knacmbpmupa (TCXHI/I‘-IeCKa HEBB3MOXKHOCT 3a IIOJIyJaBaHE Ha HaHHI/I)

Hsma nanwyHa nonbnHUTENHA HHOOPMAIUSL

Exosorust - 061110

OmnacHo 3a BOJHATa cpefa, KpaTKkocpodHa (ocTpa)

OmacHo 3a BogHATa cpefia, JBITOCPOUYHA (XPOHHYHA)

Omnacuu otnagsiy. Jla ce H3M0n3yBaT MOAXOASAIIH KOHTCHHEPH 3a OTIAAHHUTE IPOLYKTH.
He ce xnacu¢unupa (Bs3 ocHOBa Ha HATMYHUTE JaHHH HE ca U3I'BIHCHU KPUTEPHUTE 32
KIacubHIIpaHe)
He ce xmacudunupa (Bb3 ocHOBa Ha HAIMYHUTE JAHHU HE Ca U3IIBIHEHN KPUTEPUHTE 3a
KIacu(HIIpaHe)

Pregabalin

LC50 - Pubw [1]

1000 mg/l hOncorhynchus mykiss ( [[prosa mscTbpBa )

EC50 - PakooGpa3zuu [1]

1000 mg/1 (48h,Daphnia magna (Boxua 6b1xa)

EC50 72h - Bogopacnu [1]

300 mg/l 3enenu Bogopacin3eaeHn BOIOPACITH

Hsma HanuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ
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Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 13: O06e3Bpe:xaaHe Ha OTHHAIbUUTE

MecTHO 3aKOHOIATENCTBO (OTHATBIH) : Jla ce n3XBBpIM MO OE301ACEH HAYMH B CHOTBETCTBHE C MECTHHTE / HALIOHAIHHN Pa3nopeaoH.

PA3EJI 14: Uudopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciimcbka Ha OOH niu upeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HauMeHOBaHHe HAa MPAaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.3. Knac(oBe) Ha OMacHOCT NP TPAHCTIOPTHPAHE

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo

Hsima mombiHHTEIHA HANTMYHA I/IH(bOpMaLII/Iﬂ

CyXonbTeH TPAHCIIOPT

He e npunoxumo

Tpancnopr no mope
He e npunoxumo

Bb3aywmeH TpaHcnopT
He e npunoxumo

He e npunoxumo
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PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn na EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3periaBaHe)

REACH Cnucbk ¢ kanauaar-seugecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

Pernament PIC (EC 649/2012, IIpenBapute1Ho 000CHOBAHO ChIVIacHe)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTE/IN)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapywmasat 030HoBus cjoii (EC 1005/2009)

He ¢urypupa B cnircbKa ¢ BelecTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C IIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha nma3apa u ynorpebara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PeriameHT 0THOCHO MpeKypCOpHTe HA HApKOTHYHH BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpE/ICICHH BEIECTBA, U3MO0I3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICUXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA HH(I)OpMaLIPI}I

15.2. OneHka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST

PA3JIEJI 16: Ipyra undgopmanus

HWNupnkanus 3a NMPOMEHHU

Paznen IIpomeHeH eneMeHT Ipomsina Komenrapn
3aMeHs BepcHsATa OT JlobaBeHo
Jlata Ha pemakuusTa Jlo6aBeHO
JlaTa Ha U3aBaHe IIpomeneno
IpuurHa 3a JUnca Ha Kiacu(bHUKaus Jlo6aBeno
2.1 Kracudukauus B crorBerctue ¢ Permament (EO) | [Ipomeneno

Ne 1272/2008 [CLP]

2.2 Ipenynpexaenus 3a onacxoct (CLP) IIpomeneHo
2.2 Curnanna gyma (CLP) IIpomeneHo
2.2 Tuxrorpamu 3a onacuoct (CLP) IIpomeneno
2.2 TIpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
4 Mepk# 3a MbpBa NOMOIIL Jlo6aseno

5.2 OnacHocT OT moxap IIpomeneHo
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HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT IIpomsina Komenrapn
6.1 3anmTHA cpecTBa Jo6aBeHo
6.1 OO0um Mepku Jo6aBeno
6.1 ABapuiiHu 11aHOBE IIpomeneHo
6.3 MeTroau 3a moyncTBaHe JloGaBeHo
7.1 JIOI'bIIHUTENHY ONACHOCTH 110 BPEME Ha Jlo6aBeHo
obpaboTka

7.1 Ipenma3uu Mepku 3a Ge3omnacHa paboTa JlobaBeno
7.1 XUrHeHHH MepKI JlobaBeHo
72 TexHu4ecK: MEpKH JlobaBeHo
7.2 VYcnoBust 3a chXpaHsIBaHe Jlo6aseno
8.2 3aluTa Ha OYUTE JloGaBeno
8.2 3aluTa Ha JUXaTeIHUTE IIbTUIIA Jlo6aBeHo
8.2 3amuTa Ha pbIEeTe ITpomeHeHO
8.2 Toaxoasmy TeXHUYECKH KOHTPOII IIpomeneHo
8.2 3armra Ha KOKaTa U TSIIOTO IIpomeneHo
9.1 Mupuc Jlo6aBeno
9.1 pH JloGaBeHo
11.1 IpyurHa 3a Junca Ha KiIacH(HKAIUs IIpomeneHo
12.1 Exosorust - 061110 IIpomeneno
12.1 EC50 72h - Bopopaciu [1] Jo6aBeno
12.1 EC50 - Pakoo6Opasuu [1] Jlo6aBeno
12.1 LC50 - Pubu [1] Jlo6aseHo
13.1 MecTHO 3aKOHOATENCTBO (OTHAIBIIN) Jlo6aBeHo

II'bnen Texker na H- 1 EUH-npegynpeskieHusiTa 3a oacHocT:

Eye Dam. 1 CepHo3HO yBpexaaHe/npa3HeHe Ha ounte, Kareropus 1

H318 IIpean3BuKBa CeproO3HO yBPEkKIAHE HA OUUTE.

H336 Mosxe 1a peAn3BUKa ChbHIMBOCT MM CBETOBBPTEXK.

H361 [penmosara ce, 4ye yBpex/a OIUIOAUTEIHATA CIIOCOOHOCT I IUIOZA.

H373 Moske 1a IPHYHHA YBpeXKIaHe Ha OPraHHUTe IIPH MIPOIBIDKUTEIHA WIH IIOBTAPAIIA e eKCIIO3HIIHS.

Repr. 2 Toxcuuanoct 3a penpoxaykmusra, Kareropus 2

STOT RE 2 Creruduyaa TOKCHYHOCT 32 ONpeielIeHH OpTaHH — IIOBTapsIa ce excrosuius, Kareropus 2

STOT SE 3 Crerdryaa TOKCHYHOCT 3 ONpeneIeHH OPraHd — eAHOKpaTHa ekcro3uimsi, Karteropus 3, HapkOTHIHH e)eKTH

Wudopmarmonen muct 3a 6ezonacHoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHdopmaroneH uct 3a 6e30MacHOCT, € MoJy4eHa OT H3TOYHHIIU, KOUTO CMsITaMe 3a
HajekK/HU. Bbrpeku ToBa, HHpOpMaIMsITa ce MpeocTaBs 0e3 HUKAKBA rapaHIus, H3pUYHA WK HO/pa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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