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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 impurity C
XHUMUYECKO HAaMMEHOBAHUE : Mandelic acid

EO Ne 1 202-007-6

CAS Ne 1 90-64-2

Kon Ha npoxykra : 202000290

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMPl‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Ipean3BuKBa CEpHO3HO yBPEXkKIAaHE HA OUUTE.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO05
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H318 - IIpean3BrKBa CEpHO3HO YBPEXKIaHE HA OUUTE.
Ipenopbku 3a 6e3omacHoct (CLP) : P280 - N3nosn3Baiite npeanasHyu pbKaBUIK/IPEIIIa3HO 0OJICKIIO/IPEIITa3HU OUrIa/Ipe/ia3Ha MacKa

3a JIMIE/Tpema3Hu CPEJICTBA 32 3alIUTa Ha CIIyXa.
P305+P351+P338 - [IPU KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIHO C BOJA B IPOABIDKCHHE
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Pregabalin impurity C

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

Ha HAKOJIKO MUHYTH. CBaseTe KOHTaKTHHTE JICIIH, KO UMa TAKUBA H JOKOJIKOTO TOBA € BH3MOXKHO.
IIpoawmkeTe ¢ U3MIAKBAHETO.
P310 - Heza6asHo ce obanere B IEHTHP [10 TOKCHUKOJIOT S unu Ha nexap.

Etukerupane B choTBeTCTBUE C: V3KIII0YEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTO ChIbPXKAHUETO He npeBuiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS05

2.3. [Ipyru onacHOCTH

ToBa BerecTBo/cMec He oTroBapst Ha kpurepuute PBT na Permament REACH, Ipunoxenne X111

ToBa BerecTBo/cMec He oTroBapst Ha kpurepuute vPvB Ha Permament REACH, Ipunoxenne X111

Jpyra napopmarms : AKTHBHO BeIECTBO (BbB (hapMaleBTHYHU HPOJYKTH).
BHuMmanme - BeliecTBO, KOETO BCE OIIE HE € U3IUTAHO HaIIbJIHO.

PA3JIEJI 3: ChcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Mandelic acid CAS Ne: 90-64-2 <100 Eye Dam. 1, H318
EO Ne: 202-007-6

3a meinnus Teker Ha H- 1 EUH-nipenynpexaeHusta 3a onacHoOCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHue Ha MepKHUTe 32 IbPBa MOMOLI

H’BpBa moMo1f - 061].[1/1 MEpPKHU . B®B Bcnukn CJIy4au Ha CbMHCHHE, HWJIK aKO CUMIITOMHUTE IIPOABIDKABAT, IOTHPCETE MEJUIIMHCKA
TTOMOIII.
H'BpBa TioMounl 1pyu BAUIIBAHE . HM3Benere nuiiero Ha 9UCT BB3AYX U I'0 [IOCTABETE B IO3ULINA, YJIICCHABAIIA AUITAHETO. lIa C€ oCTaBH

HocTpajaius 1a cu nounse. B ciaywaii Ha npunomasane: ITorbpcere MeIUIMHCKH CHBET/IIOMOIIL.

ITepBa oMo IPK KOHTAKT C KOXKaTa : /Jla ce cBayu 3aMbPCEHOTO 00JIEKIIO U U3JI0KEHUAT YUACTBK OT KOXKATa JIa Ce M3MHE C MEK CallyH H
BOJIa, KaTO CJIeJl TOBA C€ U3IUIAKHE C TOIIA BOJIA.

ITepBa oMo IPK KOHTAaKT C OYUTE : Msnnaknere He3a0aBHO M CTAPaTEIHO C BOJA, KAaTO JIbP)KUTE KJIETIAUUTe MIMPOKO OTBOPEHH (B
IPOJIbIDKEHNE Ha NoHe 15 MuHyTH). CBaeTe KOHTAKTHHTE JIEIHN, aKO NMa TaKHBa H JIOKOJIKOTO TOBA
€ Bp3MoxkHO. [Ipoxsikere ¢ u3miaksanero. Jla ce u3Bbpun He3abaBeH NMperiies T OTaIMOIIor.

ITepBa MOMOII IPH MOTITBINAHE : Msnnmaksere ycrara ¢ Boja (CaMo ako IIOCTPaJlaliAT € B Ch3HaHUe). Hukora He naBaiiTe HUIIO Npe3
ycTara Ha 4oBeK B Oe3ch3HaHue. He3abaBHO NOTHpCeTe MEAMLMHCKU CHBET/IIOMOLL.

4.2. Hajli-chbIecTBeH! OCTPH M HACTBIIBALIHU CJIe/I U3BECTEH NEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

CI/IMHTOMI/I/G(I)BKTI/I CJICO KOHTAKT C OUUTEC : HpeL[PBBI/IKBa CEPUO3HO YBPEKIAaHE HA OYUTE. 3a‘IepBﬂBaHI/I$I, 6oJKa.

4.3. Yka3anue 3a He00X0AHMMOCTTA OT BCIKAKBY HEOTI0KHH MEAMIUHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma Hanu4Ha IOMBJIHUTETHA HHOPMAIUS

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHne Ha mo:kap

IMoaX0/sIIH TT0XKAPOTACUTEIIHI CPEICTBA : Jla ce u3mon3Bat cpecTBa, MOAXOMAIIM 3a FACCHE Ha MOXKApH B ChCEACTBO. BhriepoaeH AHokcu.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OT'bHSI.
Hernoaxos1uy moxaporacuTelIH| CPeICTBa : Jla He ce n3mon3Ba CHIHA BOJHA CTPYSL.
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Pregabalin impurity C

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

OnacHu NPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1moxxap . Hemwanoto TOpeHe OCBOGO)KI[aBa OmaceH BBIVIEPOJACH OKHUC, BBITIEPOJACH ABYOKHUC U APYTd TOKCUYHH
TazoBe. Bb3MOXKHO € OTJeNIHETO Ha TOKCHUHHU H3MIapCHUs.

MHcTpyKuunu 3a raceHe Ha HOXXapH : Jla He ce momycka U3moj3BaHaTa B 6opbara ¢ moxkapa BojJa Jia 3aMbpPCH OKOJIHATa Cpefa.
3aiyta Ipy raceHe Ha moxap : Jla He ce mpeanprema Hameca 0e3 MOAXOSIIO 3ALMTHO 000pyABaHe. ABTOHOMEH H H30JIHMPALL]
arapar 3a AuxaresHa 3aunmTa. [IeiHa 3amura Ha TI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OGH.IH MEpPKH : I{a ce n30srBa KOHTAKT C KoOXaTa, O4UTE U APEXUTE.

3a nepcoHasl, KOWTO He 0TroBaps 3a CHEUIHH CJIy4Yan

ABapuiiHu Mm1aHOBE : Jla ce OTCTpaHu HEHYKHUS NIEPCOHA.

3a JMIATA, OTTOBOPHHU 32 CHELIHHU CJIy4Yau

3aImuTHY cpesicTBa : Jla He ce npenpremMa HaMmeca 6e3 IOAXO/ISIIO 3aIUTHO 060pyABaHe. 3a noBede HHMOpMALKs,
BIoKTe pasznen §: "KOHTpol Ha ekcro3uusITa/ IMYHU MpeJa3Hu cpeacTna’.

)Ia ce n3bsraa H3IIyCKaHE B OKOJIHaTa cpeaa. HpelIOTBpaTCT € HaBJIN3aHETO B KAHAJIU3AIMSTA M B OOIIECTBEHUTE BOJIHU.

3a 3agbpprkaHe : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B IIOJXOIAI KOHTEHHEp 3a 00e3BpeK1aHe Ha OTIIAaIbIIH.
Mertoau 3a mouncTBaHe : Ilouncrere 3aMBpCEHNTE NOBBPXHOCTH OOMITHO ¢ BoJa. IlouncTBane ¢ MOMINTA Ha JIETEPTEHT.

Bmxre Paznen 13 otHOcHO nHbOpMarus 3a 06e3BpekIaHe Ha OTIALBIHTE.

Tpenmasuu Mepku 3a 6e3omacHa pabora : Jla ce n30srBa BCSKaKBa M3JUIIHA eKCo3umus. [la ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU . Jla He ce siae, MUe WIK MyIIH P ynoTpeba Ha npoAykra. Jla He ce u3Hacs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOTO IIOMCHICHHC. I[a C€ UBMUAT PBUECTE NPECAU NOYUBKUTE U CICT
TIPUKITIOYBAaHC HA pa60TaTa.

Vcnosus 3a CbXpaHsABaHE : I{a C€ CbXpaHsBa HA I[OGPC TIPOBETPUBO MSACTO. CpabT 1a ce ChbXpaHsABa INIBTHO 3aTBOPECH. I[a ce
T1a3u OT TOIVIMHA U MpsKa CJIbHYCBA CBETINHA.
OnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTBﬁHepH.

Hsima HanmMuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 8: KonTpo. Ha eKCIO3UIMATA/INYHH NPeANa3Hi CPeACcTBA

Hsima HanmuHa JOMIBJIHUTETHA PIH(I)OpMaI.IHﬂ
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Pregabalin impurity C

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

MMoaxoasig HHKEHEPEeH KOHTPOJI

TMoaxoasiiy MHKeHepPeH KOHTPOJI:
Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKAaTeJIHA BEHTUIIAIMS, TaKa U BEHTUJIALKS Ha 00II0TO
nomemenue. C Marepraia TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOJIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrsa

3ammuTa HA OYHTE U JHIETO

3ammuTa Ha ounTe:

Ja ce HocsT npeanasznu ounna. [Ipeanasuu ounna cbe crpannyHa 3amuTa. (EN 166)
3amuTa Ha KokKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HocH TOAXOAAIIO Tpena3Ho 06nekio. JlaboparopHa ynorpeba : JlabopatopHa npecriika. (EN 13034)

3amura Ha phLeTe:
Jla ce HOCST MOAXOISIY PHKABULY. XUMUYECKH YCTONUNBY npena3nu pbkasuny. (EN 374)

3ammTa HA UXATEJTHUTE MHTHIIA

3amuTa Ha AMXATEJHATE BTHINA:
B ciyuait Ha o6pa3yBaHe Ha IIpax jia ce W3I10JI3Ba arnapar 3a Aumane ¢ puiarsp: P3

PA3IEJI 9: ®u3nyHu 1 XMMMYHHM CBOMCTBA

9.1. Uudopmansi OTHOCHO OCHOBHHUTE (PM3HMYHHM U XUMHUYHHU CBOIHCTBA

ATrperatHo cbCTOSHUE : TBBpIO BELIECTBO
IBsT . He e Hanmuuno
MonekyiaHa Maca : 152.15 g/mol
Mupuc : He e Hanuuno
I'panunara Ha Mupuca : He e Hanuuno
Touka Ha TONIEHE . He e HannyHO
Touka Ha 3aMpb3BaHe . He e HamnuHO
Touka Ha KHIICHE . He e HamuunO
3amaaumoct . He e HannuHO
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepatypa . He e npuoxumo
Temmeparypa Ha camo3amajBaHe . He e npuoxumo
Temmeparypa Ha pa3iaraHe . He e HannuHo
pH : He e manuuno
pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHYeH . He e npuoxumo
PasrBOpuMOCT : Boga: 139 g/1 (20°C)
KoedummenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammuHO
Kow)

Hansrane na napure . He e mamuunO
Hansrane na mapute npu 50°C : He e manuuno
IIneTHOCT . He e mamuuno
OTHOCHUTENHA IUTBTHOCT . He e HanuuHo
OTHOCHUTENHA IUTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha wactuiure . He e mamuuno
9.2. Ipyra unpopmanus

Hsima Hanmana JOITBJIHUTCITHA HH(I]OpMaI_II/ISI
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Pregabalin impurity C

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

PA3JEJI 10: CTa0WJIHOCT U PEaKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

1IKOJIOT'MYHA IIHq)OpMaIIHH

OcTpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMIIBAHE)

He ce knacudunupa (Bp3 0ocHOBa Ha HANWYHUTE JAHHH, HE Ca U3ITBIHEHH KPUTEPUUTE 3a
KnacuHImpaHe)

He ce xnacuduuupa (JIuncsat raHam)

He ce knacu¢urmpa (JIuncsar nanun)

Mandelic acid (90-64-2)

LD50 opanno mrbx

> 2000 mg/kg

KoposusHocT/ipasnene Ha Koxkara
Cepuo3HO yBpeK/aHe Ha OUKTe/IPasHEHe Ha OUnTe

CCHCHGHJ’IHE}&HI/M Ha TUXaTCJIHUTE IIbTUIIA UIIA KOXKaTa

MyTaI'eHHOCT Ha 3apOJUIITHUTE KIICTKH

Kanneporennoct

TOKCHYHOCT 3a PEHPOAYKIHATA

CTOO (crnenuduyHa TOKCHYHOCT 32 ONPEICICHU
OpraHu) — €JHOKPATHA EKCIIO3ULIUS

CTOO (cnenn@uyHa TOKCHYHOCT 32 OIPEIEICHN
OpraHu) — TOBTapsIIIa Ce eKCIO3UIIHs

OmnacHOCT NpH BANIIIBaHE

He ce xnacudunupa (Jlumncsar qanam)

Ipeu3BHKBA CEPHO3HO YBPEXKAAHE HA OUHTE.

He ce knacuduumpa (Bb3 0cHOBa Ha HAIMYHUTE JaHHH, HE Ca U3IIBIHEHH KPUTEPUUTE 32
KIacupHIIpaHe)

He ce knacu¢urmpa (Bs3 ocHOBa Ha HATMYHHUTE JaHHH, HE Ca M3ITBJIHEHH KPUTEPUHTE 32
KIacu(pHIIpaHe)

He ce xnacudunupa (Jluncsar naHam)

He ce xmacuduuupa (Jlumncsar qaHnm)

He ce knacudunupa (Jlunceat nanHmn)

He ce knacuduimpa (Bb3 0cHOBa Ha HAIMYHUTE JAaHHH, HE Ca U3IBIHECHH KPUTEPHUTE 32
KiacuduIupaHe)

He ce xnacudunupa (Jlumncsar naHam)

Hsima Hanu4Ha nonbiIHUTENHA HHDOpMATHS

OrMYHa HH(I)OpMaIIHSl

OmacHo 3a BogHAaTa cpefia, KpaTKOCPOUHa (0CTpa)

OmacHo 3a BogHATa cpefia, JbITOCPOUYHA (XPOHUYHA)

He ce knacudumupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca U3ITBIIHCHH KPUTEPHHUTE 3
KinacuHImpaHe)
He ce knacu¢urmpa
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Pregabalin impurity C

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

Mandelic acid (90-64-2)

ECS50 - Pakoo6pa3uu [1] > 100 mg/1 (48 yaca, Daphnia magna (Boxna 651xa)) (Meron OECD 202)

ErC50 Bomopaciu > 100 mg/1 (72 gaca, Pseudokirchneriella subcapitata (3exenu Bogopacmu)) (merox OECD 201)

Mandelic acid (90-64-2)

YcToiuMBOCT U pasrpaauMocT Pasrpaxna ce 6p30

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHFI

Hswma manmmyaa JOIIBJIHUTECITHA I/IH(i)OpMaLII/ISI

Mandelic acid (90-64-2)

Toga BerwecTBo/cMec He oTroBapst Ha kpurepuute PBT na Permament REACH, Ipunoxenne X111

ToBa BewecTBo/cMec He oTroBapst Ha kpurepuute vPvB Ha Permament REACH, Ilpunoxenne X111

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: OGe3Bpexaane Ha OTHAAbIUTE

Hsima Hanu4Ha qOonbIHUTENHA HHDOpMATHS

B crorBercTBre ¢ ADR / IMDG / IATA

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHGUKALHOHEH HOMep

He e obexT Ha HapenbuTe 3a TpaHCIOPT

14.2. TouHo HaUMeHOBaHHE HA MpaTKaTa no cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perymnupa

14.3. Kitac(oBe) Ha onacHOCT NPH TPAHCIOPTHPaHe

He ce perymupa He ce perymupa He ce perymupa

14.4. OnakoBb4Ha rpyna

He ce perynupa He ce perynupa He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpea

He ce perymnupa He ce perynupa He ce perynupa

Hsima nombiHHTENIHA HANTMYHA I/IH(bOpMaI.IPIﬂ
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Pregabalin impurity C

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He ce perynupa

Tpancnopt o Mope
He ce perynupa

Bb3aynien Tpancnopr
He ce perynupa

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)
Persniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ISHHOCT U TPaH3UTa Ha U3/ENHUS U TEXHOJIOTHH C BOHHA ynoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPEeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIECTBA)

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

He cpappixa BemmecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH M IICHXOTPOITHHU BEIIECTBA)

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

HsiMa Hann4yHa JOMBJIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu

Paznen IIpomeHeH eneMeHT KomenTapu
3ameHs BepcHATa OT Jlo6aBeno
JlaTa Ha pegakmnusara Jlo6aBeHo

1.1 EO Ne Jlo6aBeno

1.1 CAS Ne Jlo6aBeHno

1.1 CHHOHMMU IIpomeneno
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Pregabalin impurity C

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
1.1 HaumenoBanne IIpomeneno
1.2 Orpanudenus 3a ynorpeda JobaBeHo
1.2 Ynorpeba Ha BelecTBOTO/cMecTa Jlo6aBeHo
1.2 DyHKIMS WK KaTeropus Ha ynorpeda JobaBeHo
2.1 Hebnaronpusathu QU3NKOXUMUYHH €EKTH 1 JlodaBeno
HeOIaronpusTHY e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHaTa cpena
2.1 Knacudukanus B cborBercTre ¢ Pernament (EO) | Jo6aBeHo
Ne 1272/2008 [CLP]
22 Ipenopsku 3a 6e3omacuoct (CLP) Jlo6aBeno
2.2 Tpenynpexnenus 3a onacHoct (CLP) JobaBeHo
2.2 Curnanna nyma (CLP) JobaBeHo
2.2 Iuxrorpamu 3a onacuoct (CLP) Jlo6aBeHo
23 Jpyra unpopmarys JlobaBeHo
4.1 TIspBa nOMoOIII - 0OLIHM MEPKH Jlo6aBeno
4.1 IIppBa nOMOIL IPYU KOHTAKT € KOXKAaTa Jlo6aBeno
4.1 II'ppBa noMoII pu BIUIIBAHE JobaBeHo
4.1 IIppBa oMol py MOTITbIAHE JlobaBeHo
4.1 IIppBa noMoOIIL IPU KOHTAKT € OYUTE JlobaBeHo
4.2 CumMnromu/eeKTH ciiely KOHTAKT C OYUTe JobaBeHo
5.1 Henoxaxonsuy noxxaporacuTeNnHu CPeACTBa JobaBeHo
5.1 IToaxomsiuy mo>kaporacUTENIHN CPeICTBA Jlo6aBeHo
5.2 OnacHu IPOAYKTH Ha paslajiaHe B cilyyaid Ha JobaBeHo
oXap
53 3amuTa Npy raceHe Ha Mmoxap JobaBeHo
53 MHcTpykuuu 3a raceHe Ha 1moxxapu Jlob6aBeHo
6.1 ABapuiinu raHoBe JobaBeHo
6.1 3anuTHU cpecTBa Jlo6aBeHo
6.1 OO0 Mepku Jlo6aBeHo
6.2 IIpenna3uu Mepky 3a orna3BaHe Ha OKOHATa cpena | JlobaBeHo
6.3 3a 3aabpiKaHe Jlob6aBeHo
6.3 Meroau 3a MOYUCTBaHE JlobaBeHo
6.4 Tlo3oBaBaHe Ha aApyru paszneind (8, 13) JobaBeHo
7.1 TIpenna3uu mepku 3a 6e3omacHa paboTa JlobaBeHo
7.1 XUTrHeHHH MEPKH JobaBeHo
7.2 OnakoBbYHU MaTepUaIH JlobaBeHo
7.2 YcnoBust 3a cbXpaHsIBaHe JlobaBeHo
8.2 3amuTa Ha JUXaTETHUTE ITBTHIA Jlo6aBeHo
8.2 3amura Ha pbLETe JobaBeHo
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Pregabalin impurity C

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
8.2 3ammra Ha OYUTE JobaBeHo
8.2 Iloaxoasi nHKEHEPEH KOHTPOII Jlo6aBeno
8.2 3alura Ha KO’KaTa U TSUIOTO Jlo6aBeHo
9 MornekyiHa Maca JobaBeHo
9 PasrBopumMocCT BBB BOAa JlobaBeHo
11.1 LD50 opanHo miex JloGaBeno
12.1 ErC50 Bomopaciu JobaBeHo
12.1 EC50 - PakooOpasuu [1] JobaBeHo

IIbaen Texer Ha H- 1 EUH-npenynpekieHusTa 3a 0acHOCT:

Eye Dam. 1

CepnosHo yBpesxaHe/ipasHeHe Ha ounte, Kareropus 1

H318

Ipenu3BuKBa cepHO3HO yBpEXkKIaHe HA OUMTE.

Wupopmarmonen iuct 3a 6e3omnacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cpabpskamnia ce B To3u MHpOpMamoHeH JIUCT 3a 6€3011acHOCT, € MOJIy4eHa OT H3TOUHUIH, KOUTO CMsITaMe 3a

HaOCK/THHU. B’preKI/I TOBAa, I/IH(.J[)O}’)MB.I_II/IHT& C€ IpeaocTaBs 0e3 HUKaKBa TapaHuys, U3puiHa Ui noz{pa36npama C€, OTHOCHO HeliHaTa KOPEKTHOCT. VcnoBusiTa Ui

MECTOOHUTE 3a p'dGOT'rl, CbXpaHEHHUE, yHOTpe6a i 06€3Bp€)KI[aHe Ha MpOoAYKTa Ca U3BBH HAIIVs KOHTPOJ U MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. HO}’)H,E[I/I
Tasu U Apyryu NpuvIrHU, HUE HE TIOEMaM€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3ary61/1, LIETH WU pa3Xoau, NPpOoU3TUYaIIu OT WIN CBbP3aHU

110 HAKaKbB HA4YUH C paGOTaTa, CbXpPaHCHUETO, yHOTpe6aTa NI 0663Bp€)KI[aHeTO Ha IpoayKTa. To3u I/IH(i)OpMaLII/IOHCH JIMCT 3a 6€3011aCHOCT € U3TOTBEH U Tpﬂ6Ba

Jla C€ U3II0JI3Ba CaMoO 3a TO3U IIPOAYKT. Ako MPOAYKTHT C€ U3IIOJI3BA KATO ChbCTaBKa Ha APYTr'd NPOAYKTH, HAJIMIHATA HH(bOpMaLII/IH Ou MorJIa Jla CC OKaxe
HETIPUIOXKUMA. Tasu I/IH(lZ)O}’)MaLII/IH CE€ OCHOBaBa Ha HAIIUTE TCKYIIH IIO3HAHUS U € IPEAHA3HAYUCHA J1a 1a/I€ ONMMCAaHUE Ha IMPOAYKTa caMO 3a LECIUTE Ha
3ApaBEOIIa3BaHEeTO, 06e30IMaCHOCTTA M OKOJIHATA cpena. HOpaI[I/I TOBa, TS HE T}’)S[6Bﬂ Jla C€ ThIIKYBaA KaTO rapaHIiys 3a CBOMCTBaTa Ha IIpOAYyKTa.
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