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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 : Thiamazole impurity A
XHUMHYECKO HANMEHOBAHHUE . 2,2-dimethoxyethylmethylamine
Kon na npoxykra : 201800041

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]

3ananumu teuHoctH, Kareropus 3 H226
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a meinnus Teker Ha H- m EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

HeﬁnaronpuﬂTHu ¢M3HKOXP[MM‘IHM ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa
OnpegenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTEJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHS02 GHS07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H226 - 3ananumu TeqHOCT U Hapu.

H319 - [Ipean3BuKBa CEpHO3HO JPa3HEHE HA OYHTE.
IMpenopsku 3a 6e3omacuHoct (CLP) : P210 - [la ce ma3u OT TOIUIMHA, HATOPEILCHN NOBBPXHOCTH, HCKPH, OTKPHT IUIAMBK, U JPYTU
M3TOYHUIY Ha 3amaiBaHe. TIOTIOHOIyIIEHETo 3a0paHeHo.
P233 - CpamT fa ce chXpaHsABa INTBTHO 3aTBOPEH.
P240 - 3azemsiBaHE M EKBUIIOTEHIIMATHA BPb3Ka Ha ChJIa M IIPHEMATEITHOTO YCTPOUCTBO.
P241 - M3non3Baiite eneKTpHYECKO/IPOBETPSBAIO/OCBETUTEIHO 000py/IBaHE, 00€30MaceHO CpeLLy
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Thiamazole impurity A

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

EKCILIO3USL.
P264 - la ce u3mue polieTe 10 JAKTHTE H JIULETO CTAPATENHO Clie]] yIoTpeoda.
P280 - U3momn3Baiite npeana3Hu phKaBHUIH/IPEINa3sHo 00IEKIO/MPeAna3Hi Ounia/mpe/na3ia Macka
3a JTHIe/IPe/INa3Hu CPeICTBA 3a 3alIUTAa Ha CITyXa.
P305+P351+P338 - [TPX KOHTAKT C OUUNTE: npoMuBaiiTe BHUMATEIHO C BOAA B IPOIBIKEHUE
Ha HAKOJIKO MUHYTH. CBajseTe KOHTAKTHUTE JICIIH, aKO HMa TAKHBA U IOKOIKOTO TOBA € BH3MOKHO.
IIpoasmkeTe ¢ U3MITaKBAHETO.
P337+P313 - [Ipu npoabDKUTEITHO Apa3HeHe Ha oynTe: [1oThpceTe MEIUIMHCKH CHBET/IOMOLII.
P370+P378 - IIpu nosxap: M3non3Baiite cpeacTsa, pa3ivuHy OT BOJIA, 3 J]a 3aTaCHTe.
P403+P235 - la ce cpxpansiBa Ha JOOpe MPOBETPHBO MACTO. [la ce ChXpaHsBa Ha XJIAJHO.
P501 - CpoapprkaHueTo/ChIBT Aa CC U3XBBPIH B MYHKT 33 CHOMPaHe HA OMACHU WU CTICHUATHI
OTIaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAITHHU, HAIIMOHATHH H/UIH MEKIYHAPOIHI
pasmnopendu.

ETukeTHpaHe B CbOTBETCTBHE C: H3KITIOUCHHUS 32 BBTPELIHH OIIAaKOBKH, KOTaTo ChAbPKAHUETO He mpeBuniaBa 10 ml

He ce u3nckBa eTHKeTHpaHe

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3JEJI 3: CbcraB/mndopmanus 3a CbCTAaBKUTE

HanmenoBanne HNnenrnduxarop Ha % Knacnpukanusi B CbOTBETCTBHE €
MPOAYKTAa Pernament (EO) Ne 1272/2008 [CLP]
2,2-dimethoxyethylmethylamine - <100 Flam. Liq. 3, H226
Eye Irrit. 2, H319

3a mennus Teker Ha H- u EUH-nipenynpexaeHusta 3a onacHOCT: BX. pazjen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a mbpBa MOMOII

H’LpBa TOMOLI ITPU KOHTAKT C KOXKaTa : )_Ia C€ OTCTpaHHU MaKCUMAJIHO 4Ype3 H36'l>pCBaHe (C 4UCTa U MEKa IornuBalia m;pna).
H’LpBa TIOMOLII ITPU KOHTAKT C OUUTE : M3makHeTe ounTe C BOja KaTo npeanasHa Mspka.

Hswma Hamuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/ISI

Hsima Hanmu4Ha TOMBIHUTENHA HHDOpMAIHS

PA3JIEJI 5: IIpoTHBONOKAPHU MePKH

HOHXOH}IIHI/I TI0)KapOTaCUTECIIHA CPEACTBA N OHC}UIO 3a 3aracCsHe Ha OI'bHs.

OmnacHOCT OT moXap : Bwmx maparpad 2.2.

I/IHC’I‘pyKLII/IPI 3a racCHE Ha NOXapu : )_'[a C€ U3MN0JI3BaT CPEACTBA, NOAXOAAIIHU 3a raCEHE Ha IMO0XKapu B CbCEACTBO.
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Thiamazole impurity A

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

PA3JIEJI 6: Mepku npu aBapuiiHoO u3

6.1.1. 3a nepcoHaJ1, KOITO He OTrOBapsl 32 CIIELIHHU CJIy4Yan

ABapuiitHH IITaHOBE : Jla ce n30srBa BCAKAKBA M3JUIITHA €KCIIO3UIINS.

6.1.2. 3a MuuaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsma HanuvHa 1ONBIHUTETHA HHPOPMAIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

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

PA3JIEJI 7: O0paboTka u chbXpaHeHHe

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

8.1.1 HanMoHaJHH rPAHUYHYU CTOHHOCTH HA NMPOPECHOHATHA eKCIO3UIUs U OHOJOrMYHN TPAHUYHH CTOHHOCTH
Hsma HanwyHa HOoMBIHHUTENHA HHPOPMAIIUSL

8.1.2. IlpenopbunTeTHH NPOLETYPH 32 HAGII0deHHE

Hsima Hanmuna nonbiHuTeNHA HHGOPMALIHS

8.1.3. O6pasyBar ce 3aMbPCUTEJIM HA Bb3/1yXa

Hsma nanuyna goneiHUTENHA HHOOPMAIIUSL

8.1.4. DNEL u PNEC

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

8.1.5. Peryimpane upe3 o6xsatu (control banding)

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

8.2.1. Tloaxoasin TEXHUYECKH KOHTPOJI

Tloaxoasiuy TEXHHYECKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe mpoBeTpuBo nomeinenie. OGHKHOBEHO ce M3MCKBAT KAKTO MECTHA CMyKATeHA BEHTUIALNS, TAKA U BEHTHJIALMS Ha 00II0TO
MOMEIIEHHUE.
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Thiamazole impurity A

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

8.2.2. JIM4HM npena3sHu cpecTBa

8.2.2.1. 3ammTa Ha OYMTE H JHIIETO

HsiMa HaiM4Ha JOIBIHUTENHA HHPOPMALHS
8.2.2.2. [Ipenna3Bane Ha KoOXkKaTa

3amMTa HA KOKATA M TAJI0TO:
JlaGopartopHa mpecTHiIKa

3ammuTa Ha pbUeTe:

3aIUTHA PHKaBULU

8.2.2.3. 3amuTa Ha AUXaTEeJHUTE MbTHIA

Hsma HanuyHa 10MbIHUTENTHA HHOPMALUS

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2.3. KoHTpO.1 Ha eKCcNno3HIMATA B OKOJIHATA Cpeja

Hsma HannyHa nombIHUTENTHA HHOPMALUS

JIEJI 9: ®u3u4yHM ¥ XUMHYHH CBOICTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PM3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE . Teuno

IBsar . He e HannuHO
Mupuc : He e HannuHo
I'panunara Ha Mupuca : He e HannuHo
Touka Ha ToreHe : He e Hannuno
Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KUIIeHe . He e Hannuno
3ananumoct : He e Hanuuno
I'panuuyM Ha EKCIUIO3UBHOCT . He e nanmmuno
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e nanmmuno
I'opHa rpaHuna Ha eKCIIO3UBHOCT : He e namuno
[Inamua temneparypa : He e Hanuuno
Temneparypa Ha camo3amnajiBaHe : He e Hamuno
Temneparypa Ha pasiaraHe : He e Hamuno
pH : He e Hannuno
Bucko3uTeT, KHHEMaTHYCH : He e Hanmuno
PazrBopumoct : He e Hannuno
KoedurmenT Ha pa3npenesienue: n-okranoi/soga (Log  : He e HanuuHO
Kow)

Hansrane Ha napure : He e Hannuno
Hansrane na napute npu 50°C . He e Hanuuno
ITnbTHOCT : He e Hannuno
OTHOCHTEIHA IITBTHOCT : He e Hamuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e Hannuno
XapaKTepUCTHKH Ha YaCTULIUTE : He e npunoxxumo
9.2. Ipyra ungopmanus

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KjIacoBeTe Ha GU3NYHA ONIACHOCT

Hsma HannyHa n0mbIHUTETHA HHOPMALUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanuyHa AONBIHUTEIHA P[H(bOpMaI.II/IH
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Thiamazole impurity A

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

: 10: CTaOMJIHOCT M PEAKTHBHOCT
CrabuiieH npu HOPMAITHH YCIOBHSL.

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

He e u3BectHo.

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nipur Hopmanua ynorpe6a. Brkre Pazmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTAC/IA OIIAaCHU U3IIapCHUA.

PA3JIEJI 11: Toxcukosiornuna nugopmanus

OcTpa TOKCHYHOCT (OpaiHa) . He ce xnacuduuupa (JIuncpanum gaHHN)
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncpanum gaHH)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncpanum gaHH)
KoposusHocT/mpasnene Ha Koxara : He ce xnacudunupa (Jluncpamy gaHHH)
Cepno3HO yBpesk/JlaHe Ha OUHTE/IPasHEHEe Ha OUNTe : Ilpenu3BHKBa cCepruO3HO JIpa3sHEHE HA OUYMTE.
CeHcnOMIH3aNys Ha JUXaTeIHATE IBTUIA WK Koxkata  : He ce kiacuduumpa (JIuncsamm JaHH)
MyTareHHOCT Ha 3apOJULIHUTE KIETKU : He ce xnacudunupa (Jluncsamy nanHm)
Kanneporennoct . He ce xnacudunupa (JIurncpamy gaHH)
TOKCHYHOCT 3a peNpOAyKIHATA . He ce xnacudunupa (JInncpaum naHHm)
CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN . He ce xnacu¢ummpa (JIuncsanm fanHn)

OpraHu) — €JIHOKPATHA EKCIIO3HIINS

CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEIeHU : He ce xnacudunupa (JIuncamy nanam)

OpraHu) — TOBTapsIa CE eKCIO3UIHS

OmnacHOCT IIpU BAUIIBAHE . He ce xnacudunupa (TexHHYeCKa HEBB3MOXKHOCT 3a MOTy4YaBaHe Ha JaHHH)

Hsima HanmuuHa TOMBJIHUTETHA PlH(l)OpMaI.II/Iﬂ

PA3IEJI 12: Exosioruusa uH@opmanusi

Exosorus - 06110 : He npezacrapisiBa KOHKPETHA ONACHOCT 33 OKOJIHATA CPeJa.
OnacHo 3a BOJHATa cpejia, KpaTKocpouHa (ocTpa) . He ce ximacuduuupa (JIuncpanm 1aHH)
OnacHo 3a BOJHATA CpeJia, ABIrOCPOUHA (XPOHHYHA) : He ce xnacuduimpa (Jlunceamy naHHN)

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(I)OpMaHHﬂ
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Thiamazole impurity A

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.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 13: O06e3Bpe:xaaHe Ha OTHHAIbUUTE

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

PA3EJI 14: Uudopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciimcbka Ha OOH niu upeHTHGUKALHOHEH HOMEP

UN 1989 UN 1989 UN 1989

14.2. Touno HauMeHOBaHHe HAa MPAaTKaTa no cnucbka Ha OOH

AJIJAEXWUIN, H.Y K. ALDEHYDES, N.O.S. Aldehydes, n.o.s.

Onucanne Ha TPAHCHNOPTHUTE NIOKYMEHTH

UN 1989 AJIAEXUIM, UN 1989 ALDEHYDES, UN 1989 Aldehydes, n.0.s., 3, III
H.V.K., 3, IIL, (D/E) N.O.S., 3, Il

14.3. K1ac(oBe) Ha omacHOCT MPHU TPAHCHOPTHPAaHe

3 3 3

14.4. OnakoBb4Ha rpyna

1T 1T 1T

14.5. OnacHoOCTH 32 OKOJIHATA cpeaa

OmnacHo 3a OKOJIHATa cpeja: OmnacHo 3a OKOJIHATa cpeja: OmnacHo 3a okonHata cpena: He
He He
Mopcku 3ambpeuten: He

Hsima nombiHHTENIHA HANTMYHA HHq)OpMaHHﬂ

CyXonmbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR) . F1
Creruanau pasnopenou (ADR) : 274
Orpannuenu xonuyectsa (ADR) o Sl
Uskimtouenu konudectsa (ADR) . El
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Thiamazole impurity A

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

OnakoBb4HU uHCTpyKIuK (ADR) : P001, IBCO3, LPO1, ROO1
Cwmecenu onakoBku (ADR) : MP19
WHcTpyKuuu 3a IPEeHOCUMH LIUCTEPHU M KOHTeHHepu 32 : T4
HacunHu ToBapu (ADR)

Crienmaniu pa3nopeadu OTHOCHO npeHocumu uucrepuu  : TP1, TP29
U KOHTeiHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepau (ADR) : LGBF
IIpeBo3HO CpencTBO 3a MPEBO3 B LIUCTEPHH . FL
Tpancnoprha kareropus (ADR) : 3
Crienmaniu pasnopendu 3a npesosa - OnakoBku (ADR) @ VI2
CrienpaiiHy pasnopendu 3a nNpeBo3 — ONEePaTHBHU 1 S2

nzucksanus (ADR)
Unentudukaunonen Homep 3a omacHoct (Kemnep No.) @ 30
OpanxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR) : D/E

TpaHcnopT no mope

Crenmanuu pasnopenou (IMDG) 1 223,274
Orpannuenu xonmdecrsa (IMDG) : 5L
HUskimouenn xonmdecrsa (IMDG) : El
OmnaxoBsuny uHCTpyKImH (IMDG) : P0O1, LPO1
IBC onakosbunu nacTpykuuu (IMDG) : IBCO3
Wuctpyxnnu 3a nucrepru ( IMDG) : T4
Creranau pasnopenou otHocHo mucrepa (IMDG) : TPI, TP29
EmS-Ne (TToxap) . F-E
EmS-Ne (Pa3nuB) : S-D
Kareropust Ha ToBapene ( IMDG) DA

Bb3aymien Tpancnopt

PCA M3kirouenu konmuectsa (IATA) . El
PCA OrpaHuueHu KoJnuecTBa MbTHUYECKH CaMOJIET U 1 Y344
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3a OTPaHUYEHO : 10L
KOJIMYECTBO ITBTHUYECKH camoieT U kapro (IATA)

PCA MHcTpyKuuy 3a ONakoBaHE MbTHUYECKH caMoieT U 355
xapro (IATA)

PCA MaxkcuMaiiHO HETHO KOJIMYECTBO MMbTHUYECKU : 60L

camorret u kapro (IATA)

Wncrpyknyn 3a onakoane camo kapro (IATA) 1 366
MaxkcHuMaTHO HeTHO KoindecTBo camo kapro (IATA) : 220L
Crrenmanum pasnopenou (IATA) : A3
ERG xox (IATA) ¢ 3L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHApo/IHATa MOPCKA OPraHu3aIus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOpMATHBHATA ypenoda

15.1. CnenuduyHu 32 BelieCTBOTO UM CMeCTa HOPMATHBHA ypea0a/3aK0HOAATEJICTBO OTHOCHO 0€30I1ACHOCTTA, 3IPABETO H OKOJIHATA
cpena

15.1.1. Pernamentn na EC

REACH Ipuaosxenne XVII (YcaoBus 3a orpaHn4aBaHe)
He ¢urypupa B [lpunoxenne XVII ra REACH

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peniaBane)

He ¢urypupa B IIpunoxenne XIV na REACH (Crmcbk Ha BelecTBaTa 3a pa3peliaBaHe)
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Thiamazole impurity A

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

REACH Cnucbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcskxa vHa REACH ¢ kanmunar-emectsa

Pernament PIC (EC 649/2012, IIpenBaputeiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.

PerjiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B crircbKa ¢ BelecTBa, KOUTO HapymaBat 030HoBus cioit (Permament EO 1005/2009): Thiamazole impurity A

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima Hanmaaa JOITBJIHUTCITHA I/IH(bOpMaI_II/ISI

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

Hsma Hanu4Ha IOMBJIHUTENTHA HHPOPMAIUS

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- u EUH-npegynpesxaeHnsiTa 3a oIacHOCT:

Eye Irrit. 2 Cepro3HO yBpexaaHe/apa3HeHe Ha ounte, Kareropus 2
Flam. Liq. 3 3ananumu teunocty, Kareropus 3

H226 3anaquMu TEUHOCT U TIApH.

H319 IIpenu3BuKBa CeprO3HO Jpa3HEHE HA OYUTE.

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MH(GOpMaIMoHeH JIUCT 3a 6€30IMaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMSITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaNusITa ce IpeaocTaBs 0e3 HUKaKBa TapaHIns, H3pUYHA HIIN MOoApa3duparna ce, OTHOCHO HelHAaTa KOPEKTHOCT
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