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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 : Dapagliflozin impurity B

XHUMHYECKO HANMEHOBAHHUE ¢ (1S)-1,5-anhydro-1-C-[4-chloro-3-[(4-ethoxy-3-ethylphenyl)methyl]phenyl]-D-glucitol
Kon na npoxykra 1202400242

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

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja 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. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
TOKCHYHOCT 32 PENPONYKIMATA, JOBIHHTEIHA KATETOPHs, €PEKTH BBPXY HIN H362
9pe3 JaKTaluATa

ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360D
CreruuaHa TOKCHIHOCT 3 ONpeJIe]IeHH OPraHy — IIOBTapsIla ce ekcrnosuims,  H372
Kareropus 1

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

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMH'1Hl/l ed)elc"m )/ 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)

GHSO07 GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHocT (CLP) : H302 - Bpenen npu noraslnase.

H319 - IIpenu3BuKBa CepHO3HO Apa3HEHE Ha OUUTE.
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H360D - Mosxe na yBpeau mioza.
H362 - Moxe na Ob/1e BpesieH 3a KbpMauerTa.
H372 - [IpuunHsiBa yBpeXaaHe Ha OPraHUTE TIOCPEICTBOM MPOIBIDKUTEIIHA WM MOBTAPSIIIA CE
EKCITO3ULIHSL.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynorpebda ce cHabaeTe ChC CHELUATHU HHCTPYKLUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCHUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P260 - He BaumuBaiite mpax/myuiex/ra3/ ium/u3napeHust/acpo30ii.
P263 - la ce u30sirBa KOHTAKT 10 BpeMe Ha OPEMEHHOCT U IIPH KbPMEHE.
P264 - la ce u3Mue phlieTe 10 JAKTHTE H JIULETO CTAPATEIHO Clie]] yoTpeoda.
P270 - [la He ce sae, Mue WK MyIIU Ipy ynoTpeda Ha MpoayKTa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYrIa/mpeana3Ha Macka
3a JIHIE.
P301+P312 - [1PU [IOTJIBLIAHE: I1pu nepasmnonoxenue ce obanere B LIEHTBP I10
TOKCHKOJIOT' M unu Ha nexap.
P305+P351+P338 - [IP KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBasieTe KOHTAaKTHHUTE JICLH, aKO HMa TAKHBA H JTOKOJIKOTO TOBA € B3MOXHO.
Ipoabikere ¢ U3MIAKBAHETO.
P314 - [Ipu Hepa3mnonoKeHHe NOTHPCETE MEUIIMHCKU CHBET/TIOMOILI.
P330 - M3nnakuere ycrara.
P337+P313 - [Ipu npoabDKUTEIHO Apa3HeHe Ha oynTe: [1oThpceTe MEIUIMHCKN CHBET/IOMOLI.
P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CpapprkaHueTo/chabT Aa ce U3XBBPIIH B MYHKT 33 CHOMPaHE HA OMACHU WU CIICHUATHI
OTMaAbLH, B ChOTBETCTBUE C MECTHUTE, PETHOHAIHH, HALIMOHATHH /WM MEKIYHAPOIHU
pasnopenou.

ETukerrpaHe B CbOTBETCTBHE C: M3KITIOUCHHS 32 BBTPEIIHH OMIAKOBKH, KOTaTO ChbPKAHUETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacHoct (CLP) :

GHS08

2.3. JIpyru onacHoCcTH

Hsma HanuyHa AONBIHUTEIHA P[H(bOpMaI.II/IH

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacuduxanus B cbOTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

(1S)-1,5-anhydro-1-C-[4-chloro-3-[(4-ethoxy-3- - <100 Acute Tox. 4 (opanna), H302
ethylphenyl)methyl]phenyl]-D-glucitol Eye Irrit. 2, H319

Lact., H362

Repr. 1B, H360D

STOT RE 1, H372

3a mennus Teker Ha H- 1 EUH-nipenynpexaeHusTa 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIL

H'I)pBa TIoMOII Ipyu BAUIIBAHE : HpeMec‘reTe nocTpaganusa Ha YUCT BB3AYyX. Ocnrypel‘e CBCXK BB3yX HA 3aC€THATOTO JIUIIE.
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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 KOSATO € MPUOABEH ICTEPreHT.

II'ppBa mOMOII IPH KOHTAKT C OYUTE . HM3mnakHere ¢ BOfa, KATO JBPKATE OYHUTE IIMPOKO OTBOPECHH.

IIppBa oMol Npy NOrIbIIAHE . Wsmnakaere ycrarta. Moxe f1a Objie MpenopbhyaHo MPOABDKUTEHO MEUIIMHCKO HAOIIOACHHE.

Cumnromu/edextn : BB3MOXHE ca 3aKbCHENH ePEKTH.
CumnroMu/e(peKTH Clie/l BAUIIBaHEe . Henocrarb4Hu HaHHH.
CumnToMu/epeKTH Clie/l KOHTAKT ¢ KoXKara . HenocraTb4Hu naHHH.
CuMnToMu/epeKTH cliet KOHTAKT C OUUTE . HepmocraTbunu naHnw.

HOT’prCTC MEIUIUHCKHA ChBET/ TIOMOII. HpH BB3MOXKHOCT [1a CC€ ITOKAXXC HACTOALIUA JIMCT, 4 aKO HE € Ha PA3IIOJIOKCHHUE, a CC ITOKAXKE OITaKOBKaTa WJIA €THUKETA.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TToxxonsuu TI0KapOTaCUTCIIHU CPEACTBA : OI[CSIJ'IO 3a 3aracsH€ Ha OI'bHA.

OmacHOCT OT moap : Bmx maparpa 2.2.

I/IHCpr'KIII/II/I 3a raCCHE Ha MOoXapu : Jla ce usnona3par CpeacTBa, MOAXOIAIIH 3a TaCCHE Ha IT0Xapu B CbCEICTBO.

OO0y Mepku : Jla ce n30sTBa IpeKUs KOHTAKT ¢ MpoykTa. He BaumBaiite
pax/ImyIek/ras/ M/ u3napeHus/acpo30u.

6.1.1. 3a mepcoHaJ, KOHTO He OTTOBApPs 32 CIIELIHH CJIyYaH

ABapHﬁHH TTaHOBE : I[a C€ HOCH NMOAXOJAIIO NPEAIIa3HO 06J'ICKIIO, PBKaBUIU U 3alIUTHU CPEACTBA 38 OUNUTE UJIH JIULETO.

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHICIIHH CJIy4Yan

Hsma HanuvHa TOTBIHUTETHA HHOOPMAIIHS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

Mertoau 3a HOYHCTBAHE : Y6ez(eTe CC, Y€ OTIIaaAbLHUTE Ca cstaHn U CC CbXpaHABAT HA CUTYPHO MACTO. TTouuncrere
CTapaTeiHo. I[a CC U3MHUC HeC’BGI/IpaCMPIﬂ OCTaThK C : PaSTBOp OT HAaTPUEB XUIIOXTIOPHUT.

Hsima HanmuHa JOMIBJIHUTETHA Hthopmaum

7: PaboTa u chbXxpaHeHue

JIOITBITHUTEITHY ONTACHOCTH 110 BpeMe Ha 00padoTKa : Ha norpeburens 1a ce 00bpHe BHUMaHNE 3a PUCKOBETE, EBEHTYAIIHO CBBP3aHM C U3IOJI3BAHETO HA
TPOJTYKTa 3a JAPYTH IIeJIH, Pa3JINIHHU OT TE3H, 32 KOUTO € TIpelHa3HAYCH.

Tpennaszsn mepku 3a 6e3omacHa padora : C matepuana Tps6Ba 1a ce pabotn BHUMarenHo. Jla ce n30ATBa MpeKus KOHTAKT ¢ mpoykra. C
MatepHaina TpsabBa 1a ce paboTH Mo JabopaTopHa KaMHHA, JTOKOJIKOTO TOBA € BB3MOXKHO.
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Dapagliflozin impurity B

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

XUrueHHH MEPKH . Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHMATA HA 100paTa MPOMUILICHA XHTHCHA U IPOLIEAYPUTE 32
06e30MacHOCT.

7.2. YcnoBus 3a 6€30MacCHO ChbXpaHsBaHe, BKJIKYHTEIHO HECHBMECTHMOCTH

TexXHU4YeCKH MEPKH : /Jla ce cia3BaT NPHIOKUMUTE PA3OPEAOH.
VYcnoBust 3a chXpaHsBaHe . /Jla ce chxpaHsiBa O KIIIOY.

7.3. Cneuuduuna(u) kpaiina(u) ynorpeda(u)

Buwx maparpag 1.

PA3JIEJI 8: KoHTpoJI Ha eKCIIO3MIMATA/JIMYHM NPEANAa3HU CPeCcTBa

8.1. [ITapameTpH Ha KOHTPO.JI
8.1.1 HanmoHnaHu rpaHNYHH CTOHOCTH HA NMPO(eCHOHATHA eKCIIO3HINS ¥ OMOJIOTHYHH TPAHUYHH CTOHHOCTH
Hsma HanuyHa nombiHUTETHA HHOPMALUS

8.1.2. IIpenopb4HTEIHH NPOLEIYPH 32 HAGII0JeHHe

Hsma Hanu4Ha JOIBIHUTETHA HHPOPMAIHSL

8.1.3. 3ambpcuTeH Ha Bb3yXa, 00pa3yBaHH [0 BpeMe Ha NpeANnucaHaTa ynorpeda
HsiMa HanuuHa JOMBIHUTENHA HHOOPMALHS

8.1.4. DNEL u PNEC

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.II/IFI

8.1.5. Perympane upe3 o6xBatu (control banding)

Hsma HannyHa nonbeiHUTeTHA HHOPMALUS

8.2. KoHTpoa Ha eKCIO3HIMATA

8.2.1. Ioaxoasiuy MH:KEHePeH KOHTPOJI

IMoaxoasiiy HH:KEHEPEeH KOHTPOI:
Jla ce cpxpansiBa B JoOpe NPOBETPUBO HoMelieHue. Jla ce H3I0n3yBa eAMHCTBEHO B CMyKaTellHa KabHHa ¢ MHTerpupaH Gpuirsp. Bucokoedekruser GpuiTsp 3a
vyactuuy (HEPA ¢untsp).

8.2.2. JIn4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa HAa 04YMTE U JIULETO

3ammuTa Ha ounTe:
IMpeanasuu ounna. DIN EN 166

8.2.2.2. 3amuTa HA KOKATa

3ammTa HA KOKATA M TAJI0TO:
Jla ce n3non3yBa XUMHYECKH YCTOITUMBO 3amuTHO obnexno. DIN EN 13034

3ammuTa Ha pBUeTe:
XUMHYECKH YCTOHUYMBY npeanasHu pbkasuuu. [SO 374-1

8.2.2.3. 3amuTa Ha AUXATEJHUTE MbTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:

OrtxensiHe Ha npax: potuBonpaxosa Macka ¢ puitep P3. DIN EN 140 & 149. Teuen npoxykt : AnTHaepo3onHa Macka. Hocere nuxareneH amapar, ako cTe
M3JI0’KSHHU Ha Mapu/TpaxoBe/aepo30iu

8.2.2.4. TepMHYHH ONIACHOCTH

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALIHS

8.2.3. KoHTpOJI Ha eKCIIO3HIHUATA HA OKOJHATA cpeaa

Hsima Hanmana JOIIBJIHUTCITHA I/[H(bOpMaI_II/IH
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3IEJI 9: ®u3u4yHN 1 XUMHUYHU CBOMCTBA

ArperatHo CbCTOSTHHE : TBBPAO BELIECTBO
st . He e nanuuno
Mupuc : He e npunoxumo.
I'panunara Ha mupuca : He e Hanu4HO
Touka Ha TONEHE . He e nanuuno
Touka Ha 3aMpb3BaHe . He e nanmuuno
Touka Ha KUTICHE . He e nanmuuno
3anajauMoct . He e nanmuuno
I'panuim Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha KCIIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe . He e HannuHo
pH : He e Hannuno
pH pasrBop : He e Hannuno
Bucko3urer, KHHEMaTHYEH . He e npunoxumo
PazrBopumoct . He e HanuuHO
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e nanmuuno
Kow)

Hansrane Ha napure . He e HannuHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IInpTHOCT . He e HannuHO
OTHOCHUTEIHA IUITBTHOCT . He e HannuHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pa3mep Ha yacTunure . He e HannuHO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacOBeTe HA (PU3NYHA ONACHOCT

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBJIHUTETHA HH(I)OpMaHHﬂ

CrabuieH npy HOPMAJTHU YCIIOBHS.

Hsma Hanu4Ha qonbiIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma mpu HopmanHa ynotpe6a. Buokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OIIaCHU U3IapCHUs.
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Dapagliflozin impurity B

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

CHUKOJIOTHYHA HHq)OpMaIIHH

Octpa TOKCHYHOCT (OpasHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BMILIBAHE)
KoposuBHoct/npa3HeHe Ha KoxaTa

CepHO3HO yBpex/JaHe Ha OUHTE/Apa3HEeHe Ha OUHUTE
CencuOMUNM3aIys Ha AUXaTeIHUTE IBTHINA MM KOXKaTa
MyTareHHOCT Ha 3aPOJUIIHUTE KIETKN
KanneporeHHocTt

TOKCHYHOCT 32 penpoAyKIHATa

CTOO (cnenn¢uyHa TOKCHYHOCT 3a ONpPEIETCHI
OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONpPEICIICHN
OpraHy) — HOBTapsIIIa ce eKCIO3UIIUL

OnacHocT TpyU BAUIIIBAHE

Bpexen npu normbiiane.

He ce knacuduuupa (Jlumncsar qaHam)

He ce xnacuduuupa (Jlumncsar qaHam)

He ce knacu¢unupa (Jlunceat nanuu)

Tpeau3BUKBA CEPHO3HO JPA3HEHE Ha OUHTE.

He ce xnmacudunupa (Jluncsar qanam)

He ce kmacudunupa (JIumncsar qaHam)

He ce knacu¢uuupa (Jlunceat nanHmn)

Mosxe 1a Ob/ie BpesieH 3a KbpMmadeTa. Moxe Ja yBpeaH IUIo/a.

He ce xnacudunupa (Jluncsar nanam)

IIpuunnsBa yBpexgaHe Ha OPraHUTE IIOCPEICTBOM IPOIBIKUTEIIHA HIU OBTAPSIINA C€ eKCIIO3UIIS.

He ce knacu¢uimpa (TexHndecka HeBb3MOXXHOCT 32 MOJTy4aBaHE Ha JaHHH)

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

PA3EJI 12: Exojioru4Ha uHgopmanus

Exkonorus - o010

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa)
OnacHo 3a BOJHATA Cpejia, ABJIr0CPOYHA (XPOHHYHA)
He ce pasrpaxua 6bp30

OmnacHu oTmabLH. [la ce H3Mon3yBat MOAXO/UIIIM KOHTEHHEPH 32 OTIAHUTE TIPOLYKTH.
He ce xnacudunmpa (Jluncsar naHau)
He ce xnacudunmpa (Jluncsar naHau)

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa KoMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsima HaymMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

PA3JIEJI 13: O0e3BpeskiaHe HA OTHAABLUTE

Pernonanuu pasnopendu 3a oTnaabUyTe

: I{a C€ U3XBBPJH 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHAJIHU pa3nope,u6n.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

PA3JIEJI 14: Un¢dopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBue ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naeHTHGUKAUOHEH HOMEP

He e mpunoxumo He e mpunoxumo He e npunoxumo

14.2. TouHo HaUMeHOBaHUe Ha MpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Kitac(oBe) Ha OIaCHOCT NPH TPAHCIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxxumo

14.4. OnakoBb4Ha rpyna

He e mpunoxumo He e mpunoxumo He e nmpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo He e npunoxxumo He e npunoxumo

Hsawma JOITBJIHUTECITHA HAJTUIHA I/[H(i)OpMaI.IPl}I

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpedUTeuTe

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopTt 1o Mope
He e npunoxxumo

Bb3aywmeH TpaHCnopT
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKayHapoIHATa MOPCKA OPraHU3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Ciemuuanm 32 BEeNIeCTBOTO WJIH CMECTAa HOPMATHBHA YPea0a/3aK0HO0IATEICTBO OTHOCHO (€30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ilpuao:xenune XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, IIpuiaoxenne XIV (Ciucbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He durypupa B IIpunoxenne XIV na REACH (Cnuchk Ha BelmecTBaTa 3a pa3peliaBaHe)
REACH, Cnucsbk ¢ kanguaart-pemrecrsa (SVHC)

He ¢urypupa B cnucrka Ha REACH ¢ kanannar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIN)
Henpunosxumo.

PersiaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

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

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

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

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

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HaproTnuaute Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha rasapa Ha OIpPE/ICICHH BEIIECTBA, N3MOI3BAHM 32 HE3aKOHHO [IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEILECTBA)

15.1.2. Haunonayinu pasnopeaou

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

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

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

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- 1 EUH-npenynpeskaenusiTa 3a oacHoOCT:

Acute Tox. 4 (opanHa) Octpa TokcuuHocT (opanHa), Kareropus 4

Eye Irrit. 2 Cepro3HO yBpexkaaHe/npa3HeHe Ha ounte, Kareropus 2

H302 Bpenen npu nornsiuaxe.

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OYUTE.

H360D Moske na yBpeau mioaa.

H362 Moske n1a Obe BpelieH 3a KbpMayera.

H372 IpuunHsBa yBpexaaHe HA OPraHUTE MOCPEICTBOM NPOIBIKUTEIHA MIIU OBTAPSIIIA C€ €KCIO3HIHS.
Lact. TokcH4HOCT 3a PeNPOyKIHATA, JOIBIHUTEIIHA KaTeropus, epeKTH BbpXy HJIM 4pe3 JIaKTalusITa
Repr. 1B ToxcuunocT 3a penpoxykuusaTa, Kareropus 1B

STOTRE 1 Crernu$uyaa TOKCHYHOCT 32 OIpeJielIeHH OpTaHy — IIOBTapsIa ce excrosuius, Kareropus 1

Wudopmanmonen nuct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGOopMaIoHeH JIUCT 3a 6€30IIaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMSITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaIuITa ce IpeaocTaBs 0e3 HUKaKBa TapaHIus, H3pUYHA WK HOoApa30uparna ce, OTHOCHO HeHaTa KOPEKTHOCT
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