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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 . Hydroxychloroquine sulfate
XHUMHYECKO HANMEHOBAHHUE . Hydroxychloroquine sulfate
EO Ne 1 212-019-3

CAS Ne 1 747-36-4

Kon Ha npoxykra : 201601103

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]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH — €IHOKPaTHa H335

excnozunus, Kareropus 3, npasHeHe Ha JUXaTEIHUTE IBTHIIA

CrenniyHa TOKCHYHOCT 3a ONpEJieNIeHN Oprany — noprapsima ce  H372
excnoszunus, Kareropus 1

OnacHo 3a BoJiHaTa cpejja — XpOHWYHA ONACHOCT, Kareropus 1 H410

3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm q)l/l3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])elcTn 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

Bpenen npu normbiane. CUITHO TOKCUYEH 32 BOJHUTE OPTaHU3MH, C ABJITOTpacH edekt. [Ipean3BukBa cepro3Ho Apa3HeHe Ha ounTe. [Ipean3BuKkBa apa3sHeHe Ha
koarta. Moxe a Ipein3BUKa Apa3sHeHe Ha AUXATENIHUTE MbTHINA. [IpuunHsiBa yBpekIaHe Ha OPraHUTE MOCPEICTBOM HPOIBIDKUTEIHA HIIN HOBTApSIIA CC
CKCIHO3UIUSL.
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Hydroxychloroquine sulfate

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

2.2. EleMeHTH HAa €THKETAa

ETnkerupane B cborBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

Curnanna gyma (CLP)
Ipenynpexnenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacuHoct (CLP)

$

GHS07 GHSO08 GHS09
OmacHo
H302 - Bpenen npu noribluaHe.
H315 - IIpean3BukBa Apa3HEeHe Ha KOXKaTa.
H319 - [Ipean3BukBa cepHO3HO Jpa3HEHE HA OYMTE.
H335 - Moxe n1a mpeAn3BUKa Apa3HEHE HA TUXATEIHUTE IbTHUIIA.
H372 - IIpnunnsBa yBpexkIaHe Ha OPraHUTe (CHPACYHO-CHA0BA CHCTEMA, OYH) IIOCPEICTBOM
MPOABIDKUTETHA MIIH ITOBTAPSINA CE eKCIIO3UITHSL.
H410 - CuiiHO TOKCHYEH 33 BOIHUTE OPIaHU3MH, C IBITOTPAcH e(eKT.
P260 - He aumBaiiTe mpax/IyImex/ras/auM/U3IapeHus/aepo30iIH.
P264 - Jla ce m3mue pbueTe 10 JTaKTUTE U JHIETO CTapaTelHo Clel yIoTpeoa.
P270 - Jla He ce sine, MHe WK ITyIIU IpH YIOTpeOa Ha IPOIYKTa.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO MM Ha J00pe MPOBETPUBO MSCTO.
P273 - Jla ce u304rBa U3IyckaHe B OKOJIHATA Cpejia.
P280 - M3nomn3BaiiTe npeAna3Hu PHKaBUIN/TIPEAIa3HO 00JICKIO/IpeIa3Hy O4IIa/Ipeana3Ha MacKa
3a JHIe/Ipeana3Hy CPEeCTBa 3a 3alIUTa Ha CIyXa.
P301+P312 - ITPU ITOI' JTBIIAHE: ITpu nepasznonoxenue ce obagere 8 LIEHTHP I1O
TOKCHUKOJIOI'S unu Ha nexap.
P302+P352 - ITTP1 KOHTAKT C KOXXATA: U3muiite 0OMIHO C BOIA.
P304+P340 - [TPU BAWIIIBAHE: M3Benere MUIETO HA YUCT BB3AYX M IO OCTABETE B MO3UIINS,
yIIeCHSBAIIA JUIIAHETO.
P305+P351+P338 - [TP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIIHO C BOAA B MPOIBIDKCHUE
Ha HAKOJIKO MUHYTH. CBaneTe KOHTAKTHHTE JICIIH, aKO UMa TAKHUBA H JOKOJIKOTO TOBA € BH3MOXKHO.
ITpoxbmKeTe ¢ M3ILIAKBAHETO.
P312 - IIpu Hepasnonoxenue ce obanere B LIEHTHP 10 TOKCUKOJIOI' U nnu Ha nekap.
P321 - Cnennanu3upaHo 1edeHue (BXK. JOIBIHUTEIHA HHCTPYKIHS 32 IbPBA IIOMOII HA TO3H
€THKET).
P330 - M3mnakHere ycrara.
P332+P313 - [Ipu mosiBa Ha KOXHO Jpa3HeHe: [loTbpceTe MEANIIMHCKH ChBET/TIOMOIIL.
P337+P313 - [Ipu npoabJDKUTENHO JIpa3HeHe Ha ounte: [IoTbpceTe MEAUIMHCKH CHBET/TIOMOIII.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO U TO U3IEPETe NpeIu MOBTOPHA yrnoTpeda.
P391 - Cpbepere pazasaToro.
P403+P233 - [la ce cpxpaHsBa Ha 100pe mpoBeTpUBO MACTO. CHIBT Ja Ce ChXPaHsBa IIBTHO
3aTBOPEH.
P405 - [la ce cbxpaHsiBa 1o KIr0Y.
P501 - CbappxaHHETO/ChABT Aa CE€ U3XBBPIH B IIyHKT 3a CHOMpPaHE Ha ONMACHH WU CICLHATHU
OTIaABLY, B ChOTBETCTBUE C MECTHUTE, PETHOHAIIHY, HAIIMOHAIHY H/HIH MEKIyHApPOJHU
pasnopenou.

ETnxernpaHe B ChOTBETCTBHE C: MI3KII0UCHNS 32 BBTPEIIHH OIIAKOBKH, KOTaTO ChAbPKaHUETO He IpeBumasa 10 ml.

Iuxrorpamu 3a onacuoct (CLP)

2.3. JIpyru onacHoCTH

Jlpyra napopmarms

GHS08

AKTHBHO BELIECTBO (BBB (hapMaleBTUYHHU MIPOTYKTH).
BHuMaHMe - BELeCTBO, KOETO BCE OIE HE € U3IMHUTaHO HAIBIIHO.
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Hydroxychloroquine sulfate

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Hydroxychloroquine sulfate CAS Ne: 747-36-4 <100 Acute Tox. 4 (opanna), H302 (ATE=500
EO Ne: 212-019-3 mg/kg TelxecHo Tero)

Skin Irrit. 2, H315

Eye Irrit. 2, H319

STOT SE 3, H335
STOT RE 1, H372
Aquatic Chronic 1, H410

3a menHus TekeT Ha H- u EUH-nipenynpexxaenusita 3a onacHOCT: BX. paznen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MePKHUTE 32 MPBA MOMOLI

IIbpBa nomoii - 001K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM KO CUMIITOMUTE MPOABIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIII.
IIbpBa nomo1 Mpu BIUIIBaHE . H3Besere JMLIETO HA YKUCT BB3/LyX U IO MIOCTABETE B MO3MLIMUS, YJIECHABAILA AMIIaHeTO. [la ce ocTaBu

MOCTpaIairs 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOILL.

ITbpBa oMo IPK KOHTAKT C KOXKarta : Jla ce cBanmy 3aMBbPCEHOTO OOJIEKIIO U U3IOKEHUSAT Y4acThK OT KOXKaTa Ja ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA Ce M3IIAKHE C TOIUIA BOJA. AKO JPAa3HEHETO Ha KOXKaTa MPO/IbIDKABa, 1a ce
HaIpaBK KOHCYJITALUS C JIeKap.

[IbpBa nOMOILL IPU KOHTAKT C OUUTE . MznakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHAYUTe HIMPOKO OTBOPEHU (B
MpoIbJDKeHUE Ha oHe 15 MuHyTH). CBasleTe KOHTAaKTHUTE JICILH, aKO UMa TAKUBA U JIOKOJIKOTO TOBA
¢ Bb3MOXHO. [Ipogbmkere ¢ u3miakBaneto. IloTbpceTe MeUIMHCKA TOMOIL, aKo OOJIKaTa,
MHTaHETO WIIM 3a4EPBSIBAHETO MPOJIBIDKAT.

ITbpBa MOMOLI IPH MOTTBIIAHE : Msmiakserte ycraTa ¢ Boa (caMo aKo IOCTpaJanusaT ¢ B Ch3HaHKe). Hukora He JaBaiiTe HUIIO Tpe3
ycTaTa Ha 4oBeK B Oe3cp3nanue. Hezabasno ce obanere B LIEHTHP I10 TOKCHUKOJIOT USl/Ha
JeKap.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIIU CJIel U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

CI/IMHTOMI/I/CQ)CKTI/I CJIE€d BAUIIBAHE : Moxe na npeau3BUKa IpasHEHE HA JUXATCIIHUTE IIbTUILA.
CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C KOXKaTa : HpeZ[PBBI/[KBa JIpa3HCHE Ha KO)KaTa.
CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[HSBI/[KBa CEPHO3HO APAa3sHEHE Ha OYHUTE. 3a'{€pB$[BaHH${, Gouika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIHMHCKH T'PUKHA U CNIELIMATHO JIeYeHUue

Hsima HanmaHa JIOITBJIHUTEITHA I/[H(bOpMaI.II/IH

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACCHE Ha [IOXKapH B ChCEICTBO. BBIiiepoieH HOKCHA.
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy moxaporacuTelIHA CpeCTBA : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NIACHOCTH, KOUTO NPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

Onacau MPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap : HemwmaoTO TOpCHE oc13060>1<,ua13a OITaCC€H BBIJICPOJICH OKHUC, BBIVICPOACH JABYOKHUC U IPYTH TOKCUIHU
razoBe. Bp3MOXKHO € OTAENSIHETO Ha TOKCHYHU HU3IIapCHUA.

5.3. CbBeTH 32 O’KAPHUKApHUTE

WHCTpyKUHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa H3MoJ3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpremMa HaMmeca 0e3 MOAXOSIIO 3aUTHO 000pyIBaHe. ABTOHOMEH U W30JIMPAL]
amapar 3a AuxartesHa 3anmTa. [IbHa 3amuTa Ha TSI0TO.
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Hydroxychloroquine sulfate

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

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

OGH.II/I MEpPKH N I[a ce u30srBa KOHTAKT C KOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He 0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CpeACTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 000pyABaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha ekcro3uiusITa/ MMYHU MpeIna3Hu cpeactsa’.

I[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpiKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U TIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a 0663BPG)KI[aHC Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTH O0OHITHO ¢ Boza. [TouncTBane ¢ rmomiira Ha JACTEPIeHT.

Bikre Pasnen 13 otHocHO nH(pOpMarus 32 00e3BpexkIaHe Ha OTIAAbLUTE.

TIpenmnasuu Mepku 3a Ge3omacHa pabora . Jla ce n30srea BCSIKaKkBa M3JIMIIHA eKCIIO3uLusL. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XUrueHHH MEPKH . Jla He ce siae, MUe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce H3Hacsl 3aMbPCEHO PabOTHO

00JIEKII0 N3BBH pabOTHOTO MoMenieHue. [la ce U3MUAT phLeTe NPeId MOYUBKUTE H CIIE]
MPUKIIOYBAHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MscTo. ChABT [a ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILUIMHA U IPSIKA CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

J1 HA EKCHO3]’[1lllﬂTa/JIll‘lHH npeanmasHu Cpeacrea

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

TMoaxoasiy HHKEHEPEH KOHTPOJX

Ioaxoas HH:KeHEPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO C€ M3UCKBAT KAKTO MECTHA CMYKaTEJIHA BEHTUIIAIMS, TaKa ¥ BEHTUIIAIKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa Ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacraa

3ammTa HA OYHTE U JIUIETO

3ammuTa Ha ouMTe:
Jla ce HOCsT npeanasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Hydroxychloroquine sulfate

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

3ammTa Ha Ko})KaTa

3ammMTa Ha KOKaTa U TAJIOTO:
Jla ce HOCH mOAXOMAMIO HpenasHo ooieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3ammuTa Ha pbIeTe:
Jla ce HOCST MOAXOSIIIN PhKABULHM. XUMUUYECKH YCTONYMBY npenasau pbkasumy. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa Ha AMXATEJHUTE IIBTHINA:
B ciyuaii Ha 0O6pa3yBaHe Ha IIpax [1a ce M3MOJI3Ba anapar 3a quiiane ¢ Guarsp: P3

PA3JIEJI 9: ®u3nyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHUYHH CBOICTBA

ArperaTtHo ChCTOSTHUE

Bsar

BbHIeH BHJT

MornekyiHa Maca

Mupuc

I'panuuaTa Ha MUpHUCca

Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUIIEHE

3anajauMoct

JlonHa rpaHuIa Ha €KCIIO3UBHOCT
T'opHa rpaHHMIIa Ha EKCIUIO3UBHOCT
[Tnamua TeMnepaTypa
Temmeparypa Ha camo3amajiBaHe
Temmeparypa Ha pa3iaraHe

pH

pH pasrBop

Bucko3uTeT, KHHEMaTHUEH
PazrBopumoct

KoedurimenT Ha pa3npeneneHue: n-okranoi/soaa (Log

Kow)

Hansrane Ha mapute
Hansrane na napure npu 50°C
ITnsTHOCT

OTHOCHTEIIHA ITBTHOCT

OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C

Pa3Mep Ha 4aCTULIUTE

9.2. Ipyra unpopmanus

TBBPIO BEIIECTBO
He e nannuno
Kpucranen mpax.
434 g/mol

He e nannuno

He e nannuno
230 °C

He e nanuuno

He e nanuuno

He e nanuuno

He e npunoxxumo
He e npunoxxumo
He e npunoxxumo
He e npunoxxumo
He e nanmnuno

He e nanmmuno

He e nanmmuno

He e npunoxxumo
Boga: 100 — 1000 g/l
He e nanmmuno

He e nanmmuno
He e nanmmuno
He e nanmuno
He e nanmmuno
He e npunoxxumo
He e nanmuno

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

PA3JIEJI 10: CTaOMIHOCT U PpeaKTHBHOCT

10.1. PeakumnonHa crnocooHocT

Hsama nannuna JOIIbJIHUTCIIHA I/IH(IJOPM&LII/I}I

10.2. XuMu4HA CTA0OMITHOCT

Hsima Hanu4Ha IOMBJIHUTETHA HHOPMAIUS

10.3. Bb3MOKHOCT 32 ONIACHH PeaKIUH

Hsma HannyHa nombeiHUTETHA HHOPMAIUS

10.4. YcnoBusi, KONTO TPsIOBa /1a ce H30SrBaT

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS
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Hydroxychloroquine sulfate

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

10.5. HecrBMecTHMH MaTepHAIH

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuyHa A0NBIHUTEIHA I/IH(i)OpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGopManus

11.1. Madopmanusi 3a KIacoBeTe HA ONACHOCT, onpeaeaeHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpasHa) : Bpenen npu nornsiuase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xknacu¢uupa (JIunceat nanuu)
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xnacu¢umpa (JIunceat nanam)

Hydroxychloroquine sulfate (747-36-4)

LD50 opanHo mibx > 300 — <2000 mg/kg (mporHo3Ha CTOMHOCT)

Kopo3suBHOCT/ipa3HeHe Ha KOKaTa . Ilpenu3BukBa Jjpa3HeHe Ha KOXara.

Cepno3HO yBpeskJIaHE Ha OUHTE/IpasHEHEe Ha OUNTe : Ilpenu3BuKBa cepruo3HO JIpa3HEHE HA OUYMTE.

Cencubunm3anys Ha IUXaTeIHATE IBTHINA WK Koxkata  : He ce knacudunupa (Heybenurennu nanam)

MyTareHHOCT Ha 3apOAMIIHUTE KJIETKH : He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHUTE JTAaHHHU HE Ca U3ITBJIHEHU KPUTEPUUTE 32
Kiacuuypane)

KanueporenHoct : He ce knacu¢umpa (Jlunceat nanxu)

TOKCHYHOCT 3a peNpOAyKIHATa : He ce xnacu¢uimpa (Bs3 ocHOBa Ha HAIMYHHUTE JaHHH HE Ca M3MBIHCHH KPUTCPHUTE 3
KinacuuImpaHe)

CTOO (cnenn¢muyHa TOKCHYHOCT 3a ONpPeIeTeHI : Mooxe a mpean3BHKa Jpa3HEeHe Ha JUXATEIHUTE IHTHIIA.

opraHn) — €IHOKpAaTHa €KCIO3ULU

CTOO (cnenuduyna TOKCHIHOCT 32 OIPEIEIeHU : IlpuumHsBa yBpexaaHe Ha OpraHuTe (ChbpPICYHO-CHOBA CUCTEMA, OYH) TOCPEACTBOM
OpraHu) — IOBTaPSIIIA CE CKCIO3ULIN [POIBIDKUTENHA WM TOBTAPSAIA CC CKCITO3HIIHS.
OnacHOCT NpH BAUIIBaHE : He ce knacu¢uimpa (TexHnuecka HEBb3MOXKHOCT 32 MMOJTy4YaBaHe Ha TAHHH)

11.2. Undopmanust 3a Ipyrd ONaCHOCTH

Hsima HanuyHa A0NMBIHUTEIHA I/IH(i)OpMaLII/Iﬂ

PA3JIEJI 12: ExoJiornyna nH(popManust

12.1. Tokcu4uHOCT

OrnacHo 3a BoJHaTa cpejia, KpaTKocpouHa (ocTpa) : He ce kacudummpa (Bb3 ocHOBa Ha HATMYHKUTE JIAHHH HE CA W3IIBIHEHN KPUTEPUHTE 32
KJIacupuIIpaHe)
OrnacHo 3a BOJHATa CpeJia, BIr0CPOYHA (XPOHHYHA) : CHIIHO TOKCHYEH 3a BOJHUTE OPTaHU3MHU, C IBJITOTPAcH eeKT.
Hydroxychloroquine sulfate (747-36-4)
LC50 - Pubm [1] > 100 mg/1 Brachydanio rerio ( puba 3e6pa )
EC50 - Pakoo6pasuu [1] > 1 mg/l (48 4aca, Daphnia magna (Boxua 6b11xa)) (IporHo3Ha CTOHHOCT)
ErC50 Bomopaciu > 1 mg/l (72 gaca, Pseudokirchneriella subcapitata (3enenn Bogopaciu))
NOEC xpoHn4Ha pakooOpazHi 0.086 mg/1 (21 nuu, Daphnia magna (Boaua Obixa))
NOEC xporn4uHa BOA0OpaciIu 0.183 mg/1 (72 gaca, Pseudokirchneriella subcapitata (3exenu Bogopacin))

12.2. YcTOHYMBOCT M pa3srpagiuMoctT

Hydroxychloroquine sulfate (747-36-4)

YcToiuMBOCT U pa3rpagiuMocT He ce pasrpaxna 6bp30
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Hydroxychloroquine sulfate

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: OGe3Bpexaane Ha OTHAAbLIUTE

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHHE HAa MpaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPJIO, H.V K. SUBSTANCE, SOLID, N.O.S.

Onucanne HA TPAHCHOPTHHTE TOKYMEHTH

UN 3077 BEIIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, 11T
POLLUTANT

14.3. Knac(oBe) Ha 0NaCHOCT MPH TPAHCIIOPTHPaHe

14.4. OnakoBb4Ha rpyna

1II 1II 1II

14.5. OnacHocTH 32 OKOJIHATA cpea

OnacHo 3a okosHata cpena: Jla OnacHo 3a okosHara cpeza: [la OnacHo 3a okosHata cpena: Jla
Mopcku 3ambpeunten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (Paznus): S-F

Hsima nombiHHTENIHA HANTMYHA PIH(i)OpMaHH?I
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Hydroxychloroquine sulfate

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

14.6. Cnenma;THu npeana3Hu MePKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT

Krnacudukannonen xox (ADR)

Criennanuu pasnopenou (ADR)

Orpannuenu konuuectsa (ADR)

W3kmouenu konmyectsa (ADR)

OnakoBbunu uHCTpyKLIuK (ADR)

CriennanHy onakoBb4HU pasznopenou (ADR)

Cwmecenu onakoBku (ADR)

WHcTpyKuuu 3a NPEeHOCUMH LIUCTEPHU M KOHTEHHEPH 3a
HacunHu ToBapu (ADR)

CriennaiHy pa3nopedy OTHOCHO MPEHOCHUMH LIUCTEPHU
U KOHTelHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepau (ADR)

IIpeBo3HO CPEACTBO 3a MPEBO3 B LIUCTEPHH
Tpancnoprha kareropus (ADR)

CriennanHu pasnopenou 3a npesosa - Onakoku (ADR)
Criennaniu pasnopendu 3a npeso3 - HacunHo
cwerosinue (ADR)

Criennaiiiy pasnopesou 3a npeBo3 - TOBapeHe,
pasroBapBane 1 obpaboTka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR)

TpancnopT o mope

Creunanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

W3kmouenu konuyectsa (IMDG)

Onakobunu uHcTpykuuu (IMDG)
Criennanuu pasnopen6du 3a onakosane (IMDG)
IBC onakopbunu unctpykuuu (IMDG)

IBC cnennanuu pasnopendu (IMDG)
WHerpykuuu 3a nucrepuu ( IMDG)
Criennaniu pasnopendu otHocHo uucrepuu (IMDG)
Kareropus na ToBapene ( IMDG)

Ckitagupane u obpadotka (IMDG)

Bb3ayuien TpancnopT

PCA Uzkmouenu konudectsa (IATA)

PCA OrpanuueHu KoJImuecTBa IbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3@ OTPaHUYEHO
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)
PCA MHcTpyKuuy 3a ONakoBaHe IbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcuMaiiHO HETHO KOJIMYECTBO MbTHUYECKU
camouter u kapro (IATA)

WHcTpykuuu 3a onakoBane camo kapro (IATA)
MaxkcHuMatHO HeTHO Koin4ecTBo camo kapro (IATA)
Cnenuanuu pasnopenou (IATA)

ERG koj (IATA)

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHApO/IHATA MOPCKA OPraHu3alus

He e npunoxumo

. El
: P002, IBCO8, LP02, ROO1
. PP12,B3

: MP10

. T1, BKl1, BK2, BK3

. AT
: 3

: VI3

: VCI,vVC2

. El
. LP02, P002

. PPI12

. IBCOS8

: B3

. BKI, BK2, BK3, T1
. TP33

DA

: M7
. 274,335,375, 601

Skg

: TP33

SGAV, LGBV

: CV13

: 90

90
3077

1 274,335, 966, 967, 969

Skg

SW23

. El
: Y956

30kgG

: 956
: 400kg

: 956

: 400kg
: A97, A158, A179, A197, A215
: 9L
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Hydroxychloroquine sulfate

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

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

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cJoii (EC 1005/2009)

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

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/IaHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHUs U TEXHOJIOTHH C JIBOWHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIOYEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Benecta (Perimament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BELIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MJIM TICUXOTPOIIHH BEILECTBA)

15.2. OuneHka Ha 0€30NMaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

HNHaukanms 3a npoMeHun

Paznen IIpomeHeH eneMeHT KomenTapu
Jlara Ha pepakuusra JobaBeHo
3ameHs BepcHsATa OT JlobaBeHo

1.1 EO Ne Jlo6aBeHo

1.1 CAS Ne Jlo6aBeHo

1.2 OcHoOBHa KaTeropus Ha ynorpeba IIpemaxnaro

1.2 Orpanunuenys 3a ynorpeda IIpomeneno

1.2 VYrnorpeba Ha BelecTBOTO/CMEcTa IIpomeneno

2.1 Heb6naronpusithu QU3HKOXUMHUYHY e(DeKTH 1 IIpomeneno

HeﬁﬂaI‘OHpI/IﬂTHH e(beKTI/I 3a 34paBE€TO Ha Y0BEKa U
OKOJIHaTa cpeaa

2.1 Krnacudukanus B ceorBerctre ¢ Permament (EO) | IIpomeneno
Ne 1272/2008 [CLP]

2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.2 ITuxrorpamu 3a onacuoct (CLP) IIpomeneno
2.2 Ipenopsku 3a 6e3omacuHoct (CLP) IIpomeneno
23 Jpyra uadopmarms JobaBeHo
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Hydroxychloroquine sulfate

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
4.1 IIppBa noMo1L pU MOIITbIAHE IIpomeneno
4.1 ITepBa moMomI IpH KOHTAKT C OUHUTE IIpomeneno
4.1 IIppBa NOMOIIL IPK KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIppBa nomo1 pu BIUIIBaHE IIpomeneno
4.1 IIppBa nomol - 00K MEPKH JlobaBeHo
4.2 Cumnromu/edeKxTn ciie]] KOHTaKT C OYUTe IIpomeneno
4.2 Cumnromu/edexTn IIpemaxnaro
4.2 Cumnromu/eheKTH cie]] MorIblIaHe IIpemaxuarto
4.2 Cumnromu/e(eKTH ciael] KOHTaKT C KoyKara IIpomeneno
4.2 CumnToMu/epexTd ciell BAUIIBAHE Ipomeneno
43 Jlpyro MeIUIHCKO CTAaHOBHILE WU JCUCHUE IIpemaxunato
5.1 Henoaxonsmu noxaporacuTesHu CpecTBa Jlo6aBeHo
5.1 IToaxomsiuy mo>kaporacUTEIHN CPeICTBA IIpomeneno
5.2 OnacHOCT OT moXxap IIpemaxuarto
5.2 OnacHM NPOAYKTH Ha pa3najiaHe B cilyyaid Ha JobaBeHo
moxap
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 VHCTpyKIMHM 32 TaceHe Ha IoKapu ITpomeneno
6.1 O0mu Mepku IIpomeneno
6.1 3anmTHE cpeacTBa Jlo6aBeHo
6.1 ABapuiiHy IIaHOBE IIpomeneno
6.2 IIpeana3uu Mepky 3a orna3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JlobaBeHo
6.3 Meroau 3a MOYUCTBAHE IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznen (8, 13) Jlo6aBeHno
7.1 JIOIIBIIHUTETHN OMTAaCHOCTH 110 BpeMe Ha IIpemaxunarto
obpaboTka
7.1 TIpenna3uu mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUrMeHHU MEPKH IIpomeneno
72 TexHH4YeCcKH MEPKH IIpemaxunato
7.2 YcnoBus 3a chbXpaHsBaHE IIpomeneno
72 OnakoBBbYHHE MaTepHaIU Jlob6aBeHo
7.3 CriennuyHy KpaifHu ynotpedu IIpemaxuarto
8.2 3aluTa Ha Ko)KaTa U TSJIOTO IIpomeneno
8.2 3alura Ha OYUTe IIpomeneno
8.2 Tloaxoasii HHKEHEPEH KOHTPOII IIpomeneno
8.2 3amuTa Ha AUXATEITHUTE IIBTUILA IIpomeneno
8.2 3amura Ha ppleTe IIpomeneno
9 Mupuc IIpemaxuarto
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Hydroxychloroquine sulfate

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
9 MonekyiaHa Maca Jlo6aBeno

9 Touka Ha TorneHe JobaBeHo

9 BrbHIEH B IIpomeneno
10.1 Peakimonna crnocoOHoOCT IIpemaxnaro
10.5 HecwsBmecTumu marepuanu IIpemaxunaro
10.6 OmnacHy NPOIyKTH Ha pa3lanaHe IIpemaxnato
11.1 ATE CLP (opainna) IIpomeneno
11.1 LD50 opanHO mIeX IIpomeneno
11.1 JlombiaauTenna nadopmarus JobaBeHo
12.1 Exonorus - o010 IIpemaxnaro
12.1 NOEC xponuyHa pakooOpazHu JobaBeHo
12.1 NOEC xponudHa Bogopacin JloGaBeno
12.1 ErC50 Bomopaciu Jlo6aBeno
12.1 LC50 - Pubm [1] Jlo6aBeno
12.1 EC50 - Pakoo6pasuu [1] Jlo6aBeno
13.1 Pernonanuu pasnopeaou 3a OTHaIbLHTe IIpemaxnarto
14 WHopmaryst OTHOCHO TPaHCIIOPTHPAHETO IIpomeneno

IIbaen Texer Ha H- 1 EUH-npenynpexienusiTa 3a 0nacHoCT:

Acute Tox. 4 (opanHa) Octpa Tokcu4HocT (opanHa), Kateropus 4

Aquatic Chronic 1 OmacHo 3a BOAHATA Cpefia — XPOHHYIHA OMACHOCT, KaTeropus 1

Eye Irrit. 2 CepHo3HO yBpexaaHe/npa3HeHe Ha ounte, Kareropus 2

H302 Bpenen npu nornsiaxe.

H315 IIpenu3BukBa 1pa3HeHe HA KOXKaTa.

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

H335 Moske n1a mpeAn3BUKa Apa3HEHE Ha IUXATEIHUTE IbTUILA.

H372 IIpuunHsBa yBpexaaHe Ha OpraHuTe (ChpJeYHO-ChI0BA CUCTEMA, OYH) TOCPEACTBOM MPOIBIKUTENIHA UM TIOBTapsILIA ce
€KCIO3ULIHS.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHU3MH, C IBJITOTPAcH e(eKT.

Skin Irrit. 2 Koposus/npasHene Ha koxara, Kareropns 2

STOTRE 1 Crernu$uyHa TOKCHYHOCT 32 OIIpeJie]IeHH OpTraHy — IIOBTapsIa ce excrosuius, Kareropus 1

STOT SE 3 CriennpuyHa TOKCUYHOCT 32 ONPEeNICHH OPraHu — eJHOKpaTHa excro3ulys, Kareropus 3, apa3HeHe Ha TUXaTeIHUTE IbTUILA

Wudopmanmonen muct 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxkaiia ce B To3u MHopMaIoneH JucT 3a 6€30MacHOCT, € MOJy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a
HaJekKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IPeA0CcTaBs 0e3 HUKAaKBa rapaHIns, N3pUYHA WK MO/pa3oupalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA UIN
MeToauTe 3a paboTa, ChXpaHeHue, yrnoTpeba 1k 00e3BperxkIaHe Ha MPOLYKTa Ca N3BBH HAIlIHs KOHTPOJI M MOJKE [ja ca M3BbH HalllaTa KOMIIeTeHTHOCT. [lopagu
Ta3u ¥ APYTH IPUYUHHU, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, MICTH MM Pa3XO/1, IIPOUSTHYAIN OT HJIN CBBP3aHN
110 HAKaKbB HAYMH ¢ paboTaTa, ChXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH auct 3a 6€301macHOCT € H3TOTBEH U TpsiOBa
Jla ce M3II0JI3Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3I0I3BA KATO ChCTaBKa Ha APYTM HPOIYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa [1a ce OKaxKe
Henpuiokuma. Ta3u nHpopMarMst ce OCHOBaBa HA HAIIMTE TEKYI[M MO3HAHMS U € NPEAHA3HAYCHA 1A []ajic ONMCAHKE Ha MPOJIYKTa CaMo 3a LIEINTE Ha
3[paBeona3BaHeTo, 0e30IIaCHOCTTa M OKOIHATa cpena. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA IPOAYKTA.
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