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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HanmeHnoBaHue Ha BEIECTBOTO : Chloroquine sulfate
Kon Ha mponyxra : 201600186
CHHOHUME . Chloroquine sulphate

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € mpeJHA3HAYCH 3a U3CIICBAHS, AaHATIN3H U HAYy9HO-00pa30BaTEITHN LEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoin3sa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT
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1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacudunupane Ha BelIeCTBOTO HJIM cMecTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Koxna cencnommzanust, Kateropus 1 H317
Kanmneporennocr, Kateropus 2 H351
3a meaHus TekeT Ha H- 1 EUH-npenynpesxienusTa 3a OacHOCT: BX. paszern 16

Hebnaronpusitau Gu3nKoXumMuyHu edexTH U HeO1aronpusTHU edeKTH 32 31paBeTo HA YOBEKa M OKOJIHATA cpeja
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacxoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H317 - Moxe 1a IpUYMHY alepruiHa KOKHA PeaKIus.
H351 - [penmonara ce, 4e MpUYHUHSBA PaK.
Ipenopsku 3a 6e3onacHoct (CLP) : P201 - Ipenu ynotpeba ce cHabaeTe ChC CHEHATHA HHCTPYKLIUH.

P202 - He n3non3Baiite npeau 1a cTe NpoUer U pa3opain BCHUIKH MPEIIa3Hu MEPKH 3a
6e30MacHOCT.

P261 - 130srBaiite BAuIIBaHE Ha IPax/MyLIeK/Ta3/ IMM/U3apeHNUs/aecpO30IIH.

P272 - Jla He ce n3Hacs 3aMbpCEHO PabOTHO OOJIEKIIO H3BBH PaOOTHOTO IIOMEIICHHE.
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Chloroquine sulfate

Nudopmanronen auct 3a 6€30macHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

P280 - M3non3BaiiTe nmpeana3Hyu phKaBUIN/TIPEAIa3HO 00IeKI0/IPeIa3Hy OUrIa/IIpeAna3Ha Macka
3a JIHIE/TIpeNa3Hu CPECTBA 3a 3aIIUTa Ha CIIyXa.
P302+P352 - TTP11 KOHTAKT C KOJXATA: 13mMuiite 0OMIIHO C BOJA.
P308+P313 - TP siBHa uim npemnonaraema excro3unus: [IoTbpcere METUIIMHCKH ChBET/IOMOIIL.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 ITbPBA IIOMOII] Ha TO3H
€THUKET).
P333+P313 - IIpu nmosiBa Ha KOXKHO Jpa3HeHe WIH 00pUB Ha Koxkara: IloTbpceTe MeAUIUHCKH
CHBET/IIOMOIII.
P362+P364 - Cpanete 3aMbpCEHOTO 00JICKIIO U TO U3MEPETEe MPeIH MOBTOPHA yroTpeda.
P405 - Ta ce cbxpaHsiBa MOJ KJIFOY.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChOMpaHe Ha OIACHU WM CIICI[HATHN
OTHagblH, B CbOTBETCTBHE C MECTHHUTE, PETHOHAIIHH, HALMOHAIHHU H/WJIA MEX/IyHAPOIHN
pasnopendu.

ETHKeTHpaHe B CHOTBETCTBHUE C: M3KIIIOUCHHS 32 BETPEIIHH ONAKOBKH, KOraTo ChAbPXKAHHETO He mpepumrasa 10 ml

IMukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. Ipyru onacHoCTH

Hsima Hanmmana JOIBJIHUTCITHA anpopMauns{

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Chloroquine sulfate - <100 Skin Sens. 1, H317
Carc. 2, H351

3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MoMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

H‘BpBa TIoMOII IPY KOHTAKT C KOXKaTa . I[a C€ OTCTpaHU MaKCUMaJIHO Ype3 I/I36T)pCBaHe (C quCTa U MCKa IormrBaria K'Bpl'[a).
H‘BpBa TIoMoII IIPY KOHTAKT C OUUTE . Msmnmakaere ounTe ¢ Boja KaTo npeamnasHa Mspka.

4.2. Haii-checTBeHun OCTPH U HACTBIIBALIM CJie/l U3BECTCH MEPUOJ OT BpeMe CUMIITOMU U e(l)eKT]/l

HsiMa HanM4YHa TOMBJIHATENHA HHQOpMALIHS

4.3. Yka3aHue 3a HEOOX0TMMOCTTA OT BCAKAKBH HEOTIOKHH MeTHITNHCKH TPHKA U CIIEIUATHO JIeYeHne

Hsma HanmmyHa JOnbIHUTENTHA HHOPMALUS

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. Cpencrsa 3a raceHe Ha mokap

Toaxonsmu TI0KapoTaCUTCIIHA CPEACTBA . OZLCSIJ'IO 3a 3aracCsgHe Ha OT'bHI.
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Chloroquine sulfate

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a raceHe Ha Ioxapu : Ja ce uznonspar CpEaCTBA, IIOAXOIAIIM 32 TaCEHE Ha MOXKapu B CHCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

ABapP[ﬁHH IIJTAaHOBE . I[a ce U30srBa BCSIKaKBa M3JIMIIIHA CKCIIO3UI U

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

Hsma HanmaHa KobIHHUTENHA HHOOPMALUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Bmx maparpag 1.

PA3/IEJI 8: KoHTpOJI HA eKCMO3UIUSITA/JINYHHU NPeANa3Hu CpeacTBa

8.1.1 HanMoHAaIHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS H GHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbYNTETHH MPOLETYPH 32 HAGTIOeHHE

Hsma nammana nomsauTeTHa MHGOPMAIHS

8.1.3. OGpa3yBar ce 3aMbPCHTEJIH HA BB3IyXa

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsma HanuvHa TONBIHHUTENHA HHOOPMAIIUS

8.1.5. Perysiupane upe3 o6xBaru (control banding)

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Chloroquine sulfate

Nudopmanronen auct 3a 6€30macHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

8.2. KoHTpo.I HA eKCro3NIusATA

8.2.1. Ioaxoasi TEXHUYECKH KOHTPOJI

HO/]XOI[S[]].] TEeXHHYECKH KOHTPOJI:
)Ia C€ CbXpaHsBa B /106])3 MIPOBETPUBO ITOMEIICHHUE. OOHMKHOBEHO Ce M3UCKBAT KaKTO MECTHA CMyKaT€/IHa BCHTUIAWA, TaKa U BECHTUJIAllUA Ha 06I_IIOTO
TIOMCIICHUE.

8.2.2. JINuHH Npeana3Hu CpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

HsiMa HaimM4uHa TOMBJIHUTENHA HHQOpMALHs
8.2.2.2. llpeana3BaHe HA KoOKaTa

3ammTa HA KOKATA M TAJIOTO:
JlabGoparopHa mpecTiika

3amuTa Ha pBUETE:

3aluTHA PbKABULIM

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

Hsima Hanmmana JOI'BJIHUTCITHA I/IH(bOpMaLII/ISI

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

8.2.3. KoHTpo.1 Ha eKCNO3HIMATA B OKOJIHATA Cpeaa

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3IEJI 9: ®u3uyHu 1 XMMHYHH CBOHCTBA

9.1. MndopmManusi OTHOCHO OCHOBHUTE (PUBHYHM U XHMHYHHU CBOHCTBA

ATperaTHo CbCTOsSTHUE : TBBpHO BELIECTBO
IBsT : He e HamnmuHO
BrHieH Bug » IIpax.

Mupuc . He e manmuuno
I'panniaTa Ha Mupuca . He e manmuuno
Touka Ha ToneHe : He e nannuno
Touka Ha 3aMpb3BaHe : He e nannuno
Touka Ha KuIIeHe : He e nannuno
3anmammmocT . He e nHamano
I'panuIy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlomnHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanua Ha €KCIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3arnanBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e nannuno
pH : He e nannuno
pH pastsop . He e manmuuno
Bucko3uteT, KHHEMaTHIECH : He e npunoxumo
PasztBopuMocCT : Bopma: 100 — 1000 g/l
KoedunuenT Ha pa3npenenenue: n-okranoin/Boga (Log  : He e namuuno
Kow)

Hansarane na napure . He e nanuuno
Hansrane na napute npu 50°C . He e nanuuno
IInsTHOCT . He e nanuuno
OTHOCHTENHA ITBTHOCT : He e Hanmuuno
OtHOCHTeNHA INTBTHOCT Ha mapute mpu 20°C : He e npunoxumo
Pa3mep Ha wactuiute . He e manmmuno
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Chloroquine sulfate

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe HAa (GH3NYHA OMACHOCT

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

JIEJI 10: CTa0MJIHOCT M peaKTHBH

CrabuseH npy HOPMAHHU YCIIOBHS.

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

He e uszBectHo.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasmen 7.

TIpu 3arpsiBane 10 ToUKaTa HA PasTPaKIAHE OTAENS ONACHU U3MAPEHHs.

OKCHKOJIOTHYHA IlH(l)OpMaIIHSI

Ocrtpa ToKCHYHOCT (OpaiHa) . He ce xnmacudunupa (JInrcpamy nanam)
OcTpa TOKCHYHOCT (epMaiHa) . He ce xacudunmpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmpa

Chloroquine sulfate

LD50 opanto mibx 300 — 2000 mg/kg

KoposzuBHOCT/ipa3sHeHe Ha KoXkarta . He ce xnacudunmpa (JInmcamy naHHN)

CepHo3HO yBpexJaHe Ha OUHNTe/ApasHEeHe Ha OUHTE . He ce xnmacudunupa (JInrcpamy nanHm)

CeHcnbunu3anys Ha AUXaTEIHUTE MBTUIA WIK KoXkaTa  © MoxKe [1a IPUYUHY ajJeprudHa KoxkHa peakins. (Bb3 ocHOBa Ha HAJIMYHUTE JaHHHU HE Ca U3ITbIHCHH
KpUTEpUHTE 32 KIacU(DHUIIUPaHE)

MyTareHHOCT Ha 3apOAUILIHATE KIETKU . He ce xnmacuduunpa (JIuncpanum gaHH)

Kanueporennoct . Ilpenmonara ce, ue mpuuuHsABa pak. (JIunceammy gaHHM)

TokcHYHOCT 3a PENpOAYKIHATA : He ce xmacudunmpa

CTOO (crennguyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xmacudunmpa

OpraHn) — eJJHOKPATHA EKCTIO3HIINS

CTOO (crenu¢pudHa TOKCHYHOCT 3a OMNPEICTCHH : He ce xmacuduumnpa

OpraHn) — IOBTAPSIIIA CE EKCIO3UIIHS

OmnacHOCT NP BAUIIIBAaHE . He ce xnacu¢uunpa (B3 0cHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBJIHCHHU KPUTEPHUHTE 32
KiIacuduImpane)

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Chloroquine sulfate

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

PA3JIEJI 12: Exonornyna uHpopmManus

Exomnorus - o61mo : He npencrasiisiBa KOHKPETHA OIIACHOCT 3a OKOJIHATA CPeJa.
OmacHo 3a BOoHATa cpesia, KPaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, IITOCPOUHA (XPOHUYHA) . He ce xmacudunupa

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 13: O0e3Bpe:xaane Ha OTHAABIUTE

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKAINOHEH HOMED

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe HA MPaTKaTa No cnucbka Ha OOH

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.3. Kiac(oBe) Ha OmacHOCT MPH TPAHCIIOPTHPaHE

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.4. OnakoBbYHa rpyna

He e mpunoxumo He e npunoxumo He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo

Hsma mombiHATETHA HATMYIHA HHOOPMAIIHS
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Chloroquine sulfate

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

14.6. Cniequa/iHu nmpeana3Hu MepKH 32 MOTPeOuTeINTe

CyxonbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt no Mope
He e npunoxxumo

Bb3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BENIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YciioBus 3a orpaHn4yaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenune XIV (Cniucbk Ha BelllecTBATA 32 pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV nra REACH (Crimchk Ha BemiecTBara 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kanauaar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIACHE)

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PeriamMeHnT 0THOCHO BelIeCTBA, KOMTO HApymaBaT o30HoBus ci0it (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO HapymiaBaT o30HoBH: cioit (Permament EO 1005/2009): Chloroquine sulfate

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a npeasaranero Ha masapa u ymotpebara Ha
HPEKyPCOpH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BewecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOJICTBOTO U ITyCKAaHETO
Ha T1a3apa Ha OMpEJIEIeHH BEIECTBA, U3M0NI3BaHN 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHIHH HITH TICHXOTPOITHH BEI[ECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

15.2. Onenka Ha 6€30MacHOCT HA XUHMHYHOTO BElIeCTBO HJIH CMeC

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[

PA3JIEJI 16: Apyra uadopmanus

II'bnen Texer Ha H- u EUH-npenynpesxkaeHusiTa 3a OIacHoOCT:

Carc. 2 Kanneporennoct, Kateropus 2
H317 Mosxe 1a IPUYMHY aJleprUYHa KOXKHA PEaKIMs.
H351 IIpeanonara ce, 4e NpUYMHABA paK.
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Chloroquine sulfate

Nudopmanronen auct 3a 6€30macHOCT
B chotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Permament (EC) 2020/878

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

Skin Sens. 1 Koxna cencnbunmzanus, Kareropus 1

Nudpopmannonen sucr 3a 6e3onacuoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HudopmanusaTa, cbabpikamia ce B To3u MupopMannoneH 1uct 3a 6e301aCHOCT, € I0Ty4eHa OT H3TOUYHHIH, KOUTO CMATaMe 3a
Ha/ieK1HU. Beipeku Toa, nHdopManusaTa ce npeocTaBs 0e3 HUKaKBa rapaHiiys, U3pHYHa WK 110Jpa3oupaina ce, OTHOCHO HelHaTa KOPEeKTHOCT
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