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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO : Hydroxychloroquine sulfate

Kon Ha mponyxra : 201601103

CHHOHUME : Hydroxychloroquine, salts, hydrates, isomers and impurities where applicable

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 : TIpomyKThT € mpeqHA3HAYEH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATENHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK 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

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. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

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

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Koposust/mpa3Hene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/Ipa3HeHe Ha ounte, Kareropus 2 H319
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTaHy — IIOBTapsIla ce ekcrosumms,  H372

Kateropus 1
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

Hebnaronpusitau pusnkoxumMuyHu eekTH U HeGIaronpusTHU eeKTH 32 31PaBeTo HAa YOBEKA U OKOJIHATA cpejJa
OnpenenﬂHe Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H315 - [Ipenn3BrkBa qpa3HEeHe Ha KOXKATA.
H319 - [Ipenn3BrKBa cepro3HO Ipa3HEHE HA OUYHTE.
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Hydroxychloroquine sulfate

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

H372 - IIprunnsBa yBpek1aHe Ha OpraHUTE IOCPEACTBOM IIPOIBIDKUTEIHA WM IOBTapsIIa ce
EKCTIO3UIHSL.

IMpenopsku 3a 6e3omacuHoct (CLP) : P260 - He BrumBaiite npax/mymniek/ra3/ jumM/u3napeHust/acpo3oiIi.
P264 - [Ta ce u3mue pbleTe 10 JAaKTUTE H JIMIETO CTApaTeNIHO Ciel yrnoTpeda.
P270 - Jla He ce sime, mue WM ITyIIH IpH yIoTpeba Ha MPOIyKTa.
P280 - M3non3BaiiTe npeanasHi phKaBUILU/TIPEANIA3HO 00JIEKIIO/IPEANa3Hy O4MIIa/lIpe/ina3Ha Macka
3a JmIe.
P301+P312 - ITPU TTOT'JIBIIAHE: npu nepasnonoxenue ce odanere B IEHTHP ITO
TOKCHUKOJIOT S nnu Ha nexap.
P302+P352 - TTP11 KOHTAKT C KOJXATA: 13muiite OOMIHO C BOJA.
P305+P351+P338 - IIP1 KOHTAKT C OUMTE: npomuBaiiTe BHUIMAaTEIHO C BOZA B IPOJbIDKCHHUE
Ha HAKOJKO MUHYTH. CBanere KOHTaKTHHTE JICIIH, aKO HMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IIponbikere ¢ U3MIaKBaHETO.
P314 - ITIpu HepasnonokeHue NOTEPCeTe MEIUIIMHCKH CHBET/IIOMOIII.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 IIbPBA IIOMOII] Ha TO3H
€THUKET).
P330 - Msmnakuere ycrara.
P332+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe: [loTbpceTe MEANIMHCKH ChBET/IIOMOLII.
P337+P313 - IIpu npoxb/DKUTETHO Jpa3HeHe Ha ounte: I[loTbpceTe MEIUIIMHCKU CHBET/TIOMOII.
P362+P364 - Cpanere 3aMbpCEHOTO OOJICKIIO U IO U3IIEPETe IPE/IH IIOBTOPHA YIIOTPeOa.
P501 - CbabprkaHHETO/CHABT Jla Ce M3XBBPIIH B IIYHKT 32 ChOMpaHe Ha OIACHU WJIH CIICIHATHA
OTIAAbIH, B CHOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HAIIMOHAIHH H/WIH MEXITyHapOIHA
pasnopenou.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIIOUSHHUS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChIbPKaHUETO He IpeBumana 10 ml

IMTukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. Ipyru onacHoCTH

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentudurarop Ha % Knacudukanus B cbOTBeTCTBHE C
MPOAYKTA Peraament (EQ) Ne 1272/2008 [CLP]
Hydroxychloroquine sulfate - <100 Acute Tox. 4 (opanua), H302 (ATE=300

mg/kg TenecHo Tero)
Skin Irrit. 2, H315
Eye Irrit. 2, H319
STOT RE 1, H372

3a e Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue HA MEPKUTE 32 MbPBA MOMOII]

IIppBa nomo1 Mpu BIUIIBAHE : Jla ce ocTaBu mocTpasanys Ha YUCT Bb3ayX. OCHTypeTe CBEX Bb3/IyX Ha 3aCErHATOTO JIUIIE.

[IppBa HOMOII IPH KOHTAKT C KOXKATA : Jla ce oTcTpaHH MakCUMAJHO 4pe3 U30bpcBaHe (¢ yMcTa M MeKa nonuaaiia kepma). la ce usmue
OOMITHO ¢ BOJIa B KOSITO € MPUOABEH JACTEPTeHT.

[IppBa mOMoOII[ TP KOHTAKT C O4YUTE : HMsnnakHere ¢ Bojia, KaTO JBbPKUTE OYMTE HIMPOKO OTBOPEHU.
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Hydroxychloroquine sulfate

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ITspBa noMoII X MOTTTBIIAHE . HMzmnakmere ycrara. CrienuainHo jgekapcko HabmoaeHue. Moske f1a 6b/1e IpernopbaaHo
HPOIBIDKATEIHO MEJUIIHCKO HAaOIIOACHHE.

Cumnromu/edextn . Bb3MOXHHE ca 3aKbCHENH e(EeKTH.

Cumnitomu/eeKTn Cres BAUIIBaHEe . Hepocrarbunu naHnu.

Cumnromu/edeKT ciell KOHTAKT ¢ KoxKaTa : HepmocrarbuHu faHHU.

Cumnromu/edeKTu ciesf KOHTaKT C OYUTe : HepmocrarbuHu faHHU.

CumnToMu/eexTH ciel MOrTbIaHe . CummnroMute Morat Ja ObJaT 3aMaiiBaHus, T1aBOOOIIIE, Ta/ieHe U 3ary0a Ha KOOPIUHAIIHS.

IMoTbpceTe MeaUMIMHCKH ChBET/OMOI. [Ipy BE3MOKHOCT Jla C€ TIOKAKe HACTOALIMS JIUCT, & aKO HE € Ha Pa3IOIOKEHHE, [1a Ce MOKa)Ke OIaKOBKATa MJIM €THKETa.
AxtuBarop. PapmMarieBTHYEH MPOIYKT.

KAPHU MEPKHU

Tloaxonsiiy noxaporacuTeNH CPEACTBA : Opgesio 3a 3aracsiHe Ha OT'bHS.
OnacHoCT OT noXxap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOoXapu . I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOIAIIM 3a TACEHE HA IOXKapu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuidiHO U3I

OO0y Mepku : Jla ce u3bsrea npekusi KOHTAKT ¢ npoaykra. He BaumiBaiite
Tpax/myIek/ras/ IuM/H3napeHus/acpo30i.

6.1.1. 3a mepcoHas, KOWTO He OTTOBAPSI 32 CIELIHH CJIy4an

ABapPIfIHPI IIJIAaHOBE : I[a C€ HOCH ITOAXOAIIO0 NPpEAITa3HO 06J'ICK.H0, PBKaBUIN U 3allIUTHU CPEACTBA 3a OUUTE UIIH JIULIETO.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Meroau 3a mouricTBaHE : V6CI[CT6 C€, 4€ OTIIaABLUTE Ca C'bﬁpaHH 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. ITouncrere
CTapaTeIHoO. I[a CE€ U3MHUE HeC"bGPIpaeMI/IH OCTaTBK C : PaBTBOp OT HAaTPUEB XUIIOXJIOPHUT.

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

PA3IEJI 7: O0pa0oTka U CbXpaHeHue

JIOIBIIHUTEIHH ONIACHOCTH MO BpeMe Ha o0paboTka . Ha motpeGurens na ce 00bpHE BHUMAHUE 32 PHCKOBETE, €BEHTYaIHO CBBP3aHH € U3I0JI3BAHETO Ha
HPOJIYKTa 3a JIPYTH LIeJH, PA3IMYHH OT TE3H, 32 KOHTO € IPe/[Ha3HAUCH.

IIpennasznu Mepku 3a Ge3omacHa padoTa . C marepuana TpsOBa 1a ce paboTn BHEMaTENHO. J{a ce M30srBa MpeKust KOHTAKT ¢ mpoxykra. C
Matepuana TpsioBa Jia ce paboTH 1o JlabopaTopHa KaMUHa, JOKOJIKOTO TOBA € Bb3MOXKHO.
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Hydroxychloroquine sulfate

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

XUrueHH" MEPKH . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUSATA HA I00pATa MPOMHIILIEHA XHUTHEHA ¥ TIPOIIEyPHUTE 32
06e30MacHOCT.

7.2. YcnoBus 3a 6e30macHo CbXpaHsiBaHe, BKIKYUTEIHO HECbBMECTUMOCTH

TexHuueckn MepKu : Jla ce cma3BaT NPHIIOKUMHUTE PA3MOPEAOH.
YcnoBust 3a chbXpaHsiBaHe : Jla ce chxpaHsBa 1O KIIIOU.

7.3. Cneunduuna(un) kpaiina(u) ynorpe6a(u)

Bux naparpad 1.

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HauuoHa/IHH TPAHUYHU CTOMHOCTH HA MPO(ECHOHATHA eKCIO3ULUS M GHOJIOTMYHN TPAHMYHH CTOHHOCTH

HsiMa HaiMYHA TOIBITHATENIHA HH(OpMAIHS

8.1.2. IlpenopbunTETHH NPOLEAYPH 32 HADIIOIeHNE
Hsima Hain4Ha AOIBbIHUTEIHA HHPOPMALUSL

8.1.3. O6pa3syBaT ce 3aMbpPCHTEIH HA Bb3AyXa
HsiMa Hanm4YHA TOIBITHATENIHA HH(OpMAIHS

8.1.4. DNEL u PNEC

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

8.2. KoHTpOJI Ha eKCIIO3UIUATA

8.2.1. [oaxoasi TeXHUYECKH KOHTPOJI

Ioaxoasimy TeXHHYECKH KOHTPOJI:
Jla ce cpXpaHsBa B JoOpe NPOBETPUBO MoMelleHHe. Jla ce U3MoN3yBa eAMHCTBEHO B CMyKaTelHa KabuHa ¢ uHTerpupan GpuiThp. BucokoedekTuseH Gpuirsp 3a
gactuiy (HEPA duntsp).

8.2.2. JIM4HH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA 0YMTE U JIUIETO

3amuMTa HA OYHTE:
Ipennazuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3ammTa Ha KOKaTa U TSAJIOTO:
Jla ce n3non3zyBa XuMU4ecKH ycToiunBo 3amutHo obnekno. DIN EN 13034

3ammra Ha pbleTe:
XuUMUYecKn yCTOiYIMBHY npeanasHu pekapuny. 1SO 374-1

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3ammuTa HA AUXATEJIHUTE IMBTUINA

Ortaensne Ha npax: mpoTuBonpaxosa Macka ¢ puntsp P3. DIN EN 140 & 149. Teuen npoxykT : AHTHaepo3onHa Macka. HoceTe nuxarteneH amapat, ako cTe
M3JI0’KEHHU Ha Mapu/paxoBe/aepo30IIi

8.2.2.4. TepMuYHH ONTACHOCTH

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

8.2.3. KoHTpo./1 Ha eKcno3HIMsATa B 0KOJIHATA cpela

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Hydroxychloroquine sulfate

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3AEJI 9: ®u3u4yHM 1 XUMUYHH CBOHCTBA

ArperaTtHo chCTOSHUE : TBBpOoO BemecTso
st : He e Hanuyno
BoHiueH Bug : Ilpax.

Mupuc . He e npunoxumo.
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e HanuyHo
Touka Ha 3aMpB3BaHe . He e nanmuuno
Touka Ha KuIIEeHEe : He e Hanuyno
3amanumocT . He e nanuuno
I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha EKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCITTIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pa3narane . He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnajgaHe : He e Hanmu4HO

pH . He e Hanu4yHO

pH pastBop : He e Hanmu4HO
Bucko3urer, kuHEMaTuueH : He e npunoxumo
PasrBopumocT : Boga: 100 — 1000 g/l
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgsO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na nmapure npu 50°C . He e nammano
IleTHOCT . He e nannuno
OTHOCHTEINHA ITBTHOCT . He e HammunO
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe HAa (PH3HYHA OMACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

Cra0useH npy HOPMAJHHU YCIIOBHS.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma npu HopmanHa ynorpe6a. Broxre Pasnen 7.

HpI/I 3arpsBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIII OITaCHU HU3IIapCHUS.
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Hydroxychloroquine sulfate

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 11: Toxkcnkonoruyna nagopmManus

OcTpa TOKCHYHOCT (OpaJtHa) . Bpenen npu normasuiane.
OcTpa TOKCHYHOCT (JiepMaltHa) : He ce xmacudpumnmpa
OcTpa TOKCHYHOCT (BAMIIBAHE) : He ce xmacudpumnmpa

Hydroxychloroquine sulfate

LD50 opaiHo mrbx 300 — 2000 mg/kg
Kopo3uBHOCT/Apa3HeHe Ha KOXKaTa : Ilpenu3BuKBa Apa3HEHE HA KOXATA.
Cepro3HO yBpeKJaHe Ha OYHMTE/IpasHEeHE Ha OUNTe : Ilpenu3BHKBa CEPHO3HO APA3HEHE HA OYHTE.
CeHcnbMIM3aLMs HA AMXATEIHUTE IBTUIIA Wik Koxkata . He ce kiacuduumpa
MyTareHHOCT Ha 3apOJIUIIHATE KIIETKA . He ce xnacudpuumnpa
Kamnmeporennoct . He ce xmacudunupa
TOKCHYHOCT 3a PEHPOAYKLHATA . He ce xnacu¢uunpa (B3 0CHOBa Ha HAIMYHUTE JAHHH HE Ca M3IIBJIHCHH KPUTEPHHUTE 32
KIIacu(HIIpaHe)
CTOO (crennduyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xmacudunmnpa

OpraHu) — eJJHOKPATHA EKCTIO3HIINS
CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEACTICHH : IlpuunHsBa yBpexaaHe Ha OPraHUTE MOCPEICTBOM HPOIbIDKUTEIHA HIIM MOBTAPSIIA CC CKCIIO3HUIIMSL.
OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OnacHOCT NpH BJMIIBAHE : He ce ximacudpuunpa

Hsma nammana nomeanTeTHa HHGOPMAIHs

PA3JIEJI 12: Exonoru4ysa ungopmanus

Exounorust - 06110 : Omnacuu oTnajgsiy. Jla ce U3oI3yBaT MOAXOIAIIM KOHTEHHEPH 3a OTIaHUTE POLYKTH.
OmacHo 3a BoHAaTa cpeia, KpaTKOCpoUuHa (0CcTpa) : He ce xacudunmnpa
OmnacHo 3a BOHATa cpesia, ABITOCPOUYHA (XPOHHIHA) . He ce xmacudunmpa

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

PA3JIEJI 13: O6e3BpesknaHe HA OTHATBINTE

MecTHO 3aKOHOIATEIICTBO (OTHaI[’BL[PI) : I[a C€ U3XBBPIIH 110 6e30MaceH HauMH B ChOTBETCTBUE C MECTHHUTE / HalluOHAJTHA pa3nope)16n.
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Hydroxychloroquine sulfate

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

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crotserctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudgukannoneH Homep

He e npunoxxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.2. Touno HaMMeHOBaHHE HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAaHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBb4YHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpe/a

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa mombiHHTeIHA HATWYHA HHOOPMALUS

14.6. CienquaaHyu mpeAna3sHA MepPKH 32 MOTPedHTeIHTe

CyxonmbTeH TPAHCNOPT
He e npunoxumo

Tpancnopr no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOAHATA MOPCKA OPraHH3aIHs

He e npunoxxumo

PA3IEJI 15: UH¢dopManusi 0OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMAaTHBHA ypea0a/3aK0HOIATEeJCTBO OTHOCHO (€30MACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH Ilpunoxenne XVII (YcaoBus 3a orpannyaBane)

He ¢urypupa B [Tpunoxernne XVII nva REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peuiaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Cricbk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Cnucbk ¢ kanauaar-semiectsa (SVHC)

He ¢urypupa B cnimcbka Ha REACH ¢ kanannar-BemecTsa

Peranament PIC (EC 649/2012, IIpeaBapuTesino 000CHOBAHO ChIIacHe)
Henpunoxumo.

Pernament orHocHo YO3 (EC 2019/1021, YcToliuMBH OPraHUYHHA 3aMbPCHTEIN)
Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO HapymaBat o3oHoBus cJioii (EC 1005/2009)

He ¢urypupa B criucbKa ¢ BelecTa, KOUTO HapymasaT 03oHoBHs cioil (Permament EO 1005/2009): Hydroxychloroquine sulfate
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Hydroxychloroquine sulfate

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

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA ¢ peKypcopH Ha B3puBHH BewecTBa (Pernmament EC 2019/1148 3a npeanaranero Ha ma3apa u ynorpedara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKOTHYHH BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(H) B criuckKa ¢ [Ipekypcopu Ha HapkotuuHuTe Betecta (Permament EO 273/2004 0THOCHO MPOM3BOACTBOTO U ITyCKAHETO
Ha a3apa Ha OIPEJICJICH! BEIIECTBa, U3I0JI3BaHU 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHHU HJIHM TICUXOTPOITHH BELIECTBA)

15.1.2. HauuoHa o1 pa3nopeaon

Hsima HanuuHa JOBIHUTEIHA m—ubopMaum

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIECTBO HJIH CMEC

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

PA3JIEJI 16: Apyra uagopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoCT (opainHa), Kareropus 4

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

H302 Bpenen npu norasinane.

H315 Ipenu3BuKBa Apa3sHeHe HA KOXKATA.

H319 IIpenu3BuKBa CEpPHO3HO ApA3HEHE HA OYHTE.

H372 IIpuunHsBa yBpexaaHe Ha OPraHKUTE MOCPEACTBOM IPOIBKATEIIHA MIIU HOBTapSIIA CE EKCIIO3ULIUSL.
Skin Irrit. 2 Koposus/npa3nene na xoxata, Kateropus 2

STOTRE1 CrrennduyHa TOKCHYHOCT 3a ONPEJIETIeHN OpraHy — MOBTapsIa ce ekcrosuims, Kareropus 1

Wudopmanunonen et 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT HuopmanusTa, chabprkama ce B To3u VHpOpMaoHeH JIHCT 3a 0€3011acHOCT, € IOIyYeHa OT H3TOYHUIH, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, MH(pOpMausTa ce IpenocTass 6e3 HIKaKBa rapaHIus, H3pUIHA WM oIpa30Hpala ce, OTHOCHO HelfHaTa KOPEKTHOCT
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