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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HanmeHoBaHKe Ha BEIIECTBOTO : Cyclizine impurity A
Kon Ha mponyxra : 201900036

1.2. UnenTudnuupanu BUAOBE YHOTPe6a HA BeeCTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYEHHE, H BHI0Be yIOTpe6a, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € mpeJHA3HAYCH 3a U3CIICBAHNS, AaHAJIN3H U HAyYHO-00pa30BaTEITHN LIEIIH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Ocrtpa TorcnuHoCT (opainHa), Kareropus 3 H301
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

HebaaronpustHi GU3HKOXHMUYHH e()eKTH U HeOIATONPHSITHH e()eKTH 32 3IPaBeTO HA YOBEKA U OKOJIHATA cpe/ia

OHpCHeJ'IﬂHC Ype3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

S

IMTukrorpamu 3a omacHoct (CLP)

GHS06
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H301 - TokcuyeH npu norbIIane.
IMpenopsku 3a 6e3omacuHoct (CLP) : P301+P310 - ITPU IIOI'JIBILIAHE: He3a6aBHo ce 0bazeTe Ha Jiekap.

ETI/IKCTHpaHe B CbOTBETCTBUE C: U3KJIHOYCHUSA 32 BBTPCIIHN ONTAaKOBKH, KOIaTO ChABPIKAHUETO HE IIPEBUILIaBa 10 ml

S

GHS06

IMTukrorpamu 3a onacHoct (CLP)
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Cyclizine impurity A

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

2.3. JIpyru onacHoOCTH

Hsima HanmmaHa qOMBIHATETHA I/IH(l)OpMaI_II/ISI

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue Hnentuduxarop Ha % Knacudukanus B cboTBeTCTBHE C
NPOAYyKTA Permament (EO) Ne 1272/2008 [CLP]
Cyclizine impurity A - <100 Acute Tox. 3 (opanna), H301 (ATE=50 mg/kg
TEJIECHO TETJIO)

3a meauus TekeT Ha H- 1 EUH-npenynpeskneHusTa 3a OacHOCT: BXK. pa3zen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa moOMOII|

4.1. Onucanue Ha MEPKHUTE 32 IIbPBAa MOMOLL

ITbpBa MOMOLL NIPH BAUIIBAHE . Ja ce ocTaBu IoCTpajanys Ha YUCT Bh3AyX. OCUrypeTe CBEX BB3IyX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOLL IIPH KOHTAKT C KOXKaTa : Jla ce OTCTpaHH MaKCHMAJIHO upe3 H30bpcBaHe (C YMCTa M MeKa HoMBalia Kbprna). [la ce u3mue
OOMITHO C BOJIa B KOSATO € IPUOABEH JIETEPreHT.

ITbpBa MOMOLIL IPH KOHTAKT € OYHTE . 3miakuere ¢ Boja, KaTO JBPXKUTE OUUTE LIHPOKO OTBOPEHH.

ITepBa MOMOII IIPH MOTITBINAHE . Wsnnakuere ycrata. He3abaBHo ce o6aznere B IEHTBP ITO TOKCHUKOJIOI MSl/Ha nexap.

4.2. Haii-chmecTBeHun OCTPH U HACTBIIBALIM CJie/l U3BECTECH MEPUOI OT BpeMe CUMIITOMU U e(l)eKTPl

CumnroMu/eexTd ciiell BOUIIBaHEe . Henmocrarbunu maHHU.
CumnroMu/eeKTd ciel KOHTAKT C KOXKaTa . Hegocrarbunu gaHau.
Cumnromu/eeKTd ciel] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

4.3. Yka3aHue 3a HEOOXOMMOCTTA OT BCAKAKBH HEOTIOKHH METUITNHCKH TPUKA U CIIEIUATHO JICYeHH e

HorbpceTe MCIULUHCKHA C’LBCT/HOMOI]_I. HpPI BB3MOKHOCT [1a CC MOKaXXC HACTOAIINA JIUCT, & aKO HE € Ha PA3II0JI0KECHUE, 1a CC MTOKAaXKE OMMaKOBKaTa WA €TUKETA.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH
5.1. Cpencrsa 3a raceHe Ha moxkap
INoaxoasiu no>kaporacuTeTHA CpeCcTBa : Opmesno 3a 3aracsiHe Ha OIbHS.

5.2. Oco0enu 0nacHOCTH, KOUTO MPOU3THYAT OT BeIeCTBOTO HJIU CMeCcTa

OnacHOCT OT moXxap : Bwx maparpad 2.2.

5.3. CbBeTH 32 MOKapHUKAPHTE

I/IHCprKI.II/II/I 3a raCc€HE Ha IoXapu . I[a C€ U3M0JI3BAT CPEACTBA, IIOAXOAAINHN 3a raCeHE Ha I10XKapH B CHCEIICTBO.

PA3JIEJI 6: Mepku npH aBapMiiHO H3MyCKaHe

6.1. JInuHM NpeanasHu MEPKH, MPeINa3HU CPEICTBA U MPOLEeAYPH PH CIIELIHH CJIy4Yan

OO0y Mepku . Ja ce u30srea npekys KOHTAKT ¢ Mpoaykta. He BaumBaiite
Mpax/IyIeK/ra3/ Ium/u3napeHus/acpo3oiu.

6.1.1. 3a nepconaJl, KOIHTO He OTrOBAPS 32 CHIEUIHH CJIy4Yan

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Cyclizine impurity A

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

6.1.2. 3a IunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Meroau 3a moYKCTBAHE . V6e;leTe C€, 4€ OTIIaaAbLHUTE Ca c1>6pa1-m 1 C€ CbXpaHABAT HA CUTYPHO MSACTO. TTouuncrere
CTapaTeiHoO.

Hsma nammana nomsmanTenHa HHGOPMAIHs

0padoTKa U ChbXpaHeHue

JIOIBIIHUTEIHH ONIACHOCTH O BpeMe Ha o0paboTka : Ha notpeGurens na ce 00bpHE BHUMAHUE 32 PUCKOBETE, €BEHTYaIHO CBBP3aHH C M3I0JI3BAHETO Ha
HPOJIyKTa 3a JPYTH LIeJH, PA3IINYHH OT TE3H, 32 KOUTO € IPe[Ha3HAUCH.

IIpenmna3Hu Mepku 3a Ge3omacHa padboTa . C marepuana TpsiOBa 1a ce paboTn BHEMaTenHo. J{a ce M30srBa MPeKust KOHTAKT C IPOIYKTA.

XUTHEHHH MEPKH : Jla ce paboTH B CHOTBETCTBUE C H3UCKBAHMSATA HA J0OpaTa MPOMMUIILICHA XUTHEHA U IPOLEAYPHTE 3a
6e30macHOCT.

TexHuueckn MepKl : Jla ce cna3BaT NPHIIOKUMHTE Pas3openon.
YcioBus 3a CbXpaHsABaHe : Jla ce chXpaHsBa [0J KIIIOY.

Bmx maparpag 1.

PA3IEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPeANa3sHU CPeICcTBa

8.1.1 HanuoHaTHN TPAHMYHH CTOHHOCTH Ha MPO(eCHOHATHA eKCIIO3HINS M OHOJOTHYHYN FPAHNYHH CTOHHOCTH

Hsima Haym9Ha TOMTBJIHUTETHA I/IH(i)OpMaLII/ISI

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HAGIIOIeHHE

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3yXa
Hsima HaymuHa JOMBJIHUTEIHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hstma HaymmaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Moaxoasii TeXHUYECKH KOHTPOJI

Tloaxoasiiy TeXHHYECKH KOHTPOJI:
Jla ce cpxpansiBa B Jo0pe MPOBETPUBO MOMelleHHe. J]a ce H3MoN3yBa SANHCTBEHO B CMyKaTelHa KaOHHa ¢ HHTerpupaH Gpuitsbp. Bucokoedextuser GpuiTsp 3a
vactuin (HEPA ¢unrep).
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Cyclizine impurity A

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

8.2.2. JIM4UHH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIHLETO

3ammTa Ha o4MTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3amuTa Ha KOKATA H TAJIOTO:
Jla ce n3non3yBa XMMIYECKH YCTOITUMBO 3amuTHO obnekno. DIN EN 13034

3amuTa Ha pBUETE:
XUMI4YeCKH YyCTOIHYNBY Ipena3Hy pbkasuny. ISO 374-1

8.2.2.3. BamuTa Ha qUXaTeJHUTE MbTHIIA

3ammTa Ha AUXATEJIHATE IMBTHINA
OrtaensHe Ha npax: mpoTuBonpaxosa Macka ¢ untsp P3. DIN EN 140 & 149. Teuen npoxykT : AHTHaepo3osHa Macka. Hocere nuxareneH amapar, ako cTe
W3JI0’KEHU Ha Mapu/IpaxoBe/aepo30iIu

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaimM4YHa TOMBJIHATETHA HHQOPMALIHS

8.2.3. KoHTpo.1 Ha eKCNO3HIMATA B OKOJIHATA Cpeaa

Hsima Hanmmana JOITBJIHUTCITHA I/IHCI)OpMaI_II/ISI

PA3IEJI 9: ®u3uyHu 1 XMMMYHH CBOHCTBA

9.1. MndopmManusi OTHOCHO OCHOBHUTE (PUBHYHM U XHMHYHHU CBOICTBA

ATperaTHo CbCTOSTHUE : Teuno

IBsT : He e HammuHO
Mupuc . He e npunoxumo.
I'panunara Ha Mupuca . He e manmuuno
Touka Ha ToneHe : He e nannuno
Touka Ha 3aMpB3BaHe . He e Hanmmuno
Touka Ha KHUIIEeHe : He e nannuno
3anmammmocT . He e nHamuno
I'paHHIM Ha eKCIUIO3HBHOCT . He e nHamuno
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT . He e nanmnuno
T'opHa rpanuLa Ha €KCIIO3UBHOCT © He e Hannuno
Temneparypa Ha pa3narase : He e Hannuno
Temneparypa Ha camo3arnaiBaHe © He e Hannuno
Temneparypa Ha pa3nagaHe © He e Hannuno
pH : He e Hannuno
Buckos3uteT, KHHEMAaTHYCH . He ¢ namuuno
PastBopumocCT : Boma: 1-10g/l
Koedurment Ha pasnpenernenune: n-okranoi/soga (Log  : He e namuuno
Kow)

Hansrane na napute © He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnsTHOCT . He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OtHOCHTeNHA INTBTHOCT Ha mapute mnpu 20°C . He e nanuuno
XapakTepHCTUKN Ha YaCTULIUTE : He e npunoxumo

9.2. Jipyra undopmanus

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OMACHOCT

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

9.2.2. JIpyru XapakTepuCTHKH 32 0€30MacHOCT

Hsma HanmyHa JOMbIHUTENTHA HHOOPMALUS
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Cyclizine impurity A

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

TAaOMJIHOCT U PEAKTUBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma npu HopmanHa yrnotpe6a. Buokre Pasnern 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIA OaCHU M3IIApCHUS.

PA3JIEJI 11: TokcukoaoruaHa uHgopmanusi

Ocrtpa ToKCHYHOCT (OpaiHa) : TokcH4YeH IpH MOTTbIIaHe.
OcTpa TOKCHYHOCT (epMaiHa) : He ce xacudunmnpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmnpa

Cyclizine impurity A

LD50 opaiHo mrbx 50 — 300 mg/kg

Koposusroct/npasnene Ha koxara . He ce xnmacuduunpa (JIuncpanum gaHH)

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

CeHcnbmnmsanus Ha AUXaTeIHATE MBTUINA Wi koxkata . He ce kmacudummpa (B3 ocHOBa Ha HAIMYHNTE aHHU HE ca M3ITBIIHEHN KPUTEPHUHUTE 3a
KIIacH(HIIpaHe)

MyTareHHOCT Ha 3apOAUIIHATE KIETKU : He ce xnmacuduumpa (JIuncpanum gaHH)

Kanueporennoct . He ce xnmacuduunpa (JIuncpanum gaHH)

TokcHYHOCT 3a PENpOAYKIHATA : He ce xmacuduumpa ([lpyrn ykasauns: Octpa TOKCHIHOCT)

CTOO (crennguyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xnmacudunupa (JInrcpamy naHHw)

OpraHn) — eJJHOKPATHA EKCTIO3HIINS

CTOO (crennguyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xnmacudunupa (JInrcpamy naHHw)

OpraHn) — ITOBTaPSIIIA CE EKCIO3UIIHS

OnacHOCT NpH BJMIIIBAHE . He ce xnacuduunpa (B3 0ocHOBa Ha HAIMYHUTE IaHHHU HE Ca M3IIBJIHCHH KPUTEPHUHTE 32
KkinacuHIpane)

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3IEJI 12: Exojioru4Ha uH(popmanusi

Exomnorus - 061mo : Omnacuu otmaxsiy. /la ce U3MOI3yBaT HOAXOAAIIN KOHTEHHEPH 3a OTHAaJHUTE IPOLYKTH.
OmnacHo 3a BofHATa cpesia, KPaTKOCPOUHa (0CTpa) : He ce xacuduunpa
OmnacHo 3a BOAHATA cpefia, JbITOCPOUHA (XPOHUYHA) : He ce xacuduunpa
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Cyclizine impurity A

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

Hsma HanmgHa JOMBIHUTENHA HHPOPMAIHSL

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma HanmgHa JOMBIHUTENTHA HHPOPMAIHSL

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIAIbIHUTE

MecTHO 3aKOHOIATENCTBO (OTHATBII) : Jla ce n3XBBpIHM 10 6E3011aCeH HAYMH B CHOTBETCTBHE C MECTHHTE / HAIMOHAIHHU Pa3Mopeaon.
TIpenopeku 3a o6e3BpexaHe HAa NPOAyKTa/onakoBkata  © Jla He ce M3XBBPIAT OTIHAABLMTE B KaHANM3aUATa. VI3XBBpIIETe TO3M MaTepHall U HETOBHS
KOHTEWHEp B LIEHTHP 3a CHOMpaHe Ha OMACHY U CIEIUATHN OTNa/IbIIH.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cporBerctBie ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKAINOHEH HOMEDP

UN 2810 | UN 2810 | UN 2810

14.2. ToyHo HaHMeHOBaHHUe Ha MPaTKaTa Mo cnucbka Ha OOH

TOKCUYHA TEYHOCT, OPTAHUYHA, H.V K. ‘ TOXIC LIQUID, ORGANIC, N.O.S. ‘ Toxic liquid, organic, n.o.s.

Onucanne HA TPAHCHOPTHHTE TOKYMEHTH

UN 2810 TOKCUYHA TEUHOCT, OPTAHIUHA, | UN 2810 TOXIC LIQUID, ORGANIC, N.O.S., 6.1, |  UN 2810 Toxic liquid, organic, n.o.s., 6.1, 1l
H.V.K., 6.1, 1L (E) 1

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHOPTHPaHe

6.1 6.1 6.1
6 6
14.4. OnakoBbYHa rpyna
11 11 11
14.5. OnacHocTH 32 OKOJIHATA cpeaa
OnacHo 3a OKOJIHATa cpe,ua: He OracHo 3a OKOJIHATa cpena: He OrnacHo 3a OKOJIHATa cpe/:[a: He

Mopcku 3ambpeuten: He

Hsma nompiHATeTHA HATMYIHA HHOOPMAIIHS

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 6/8



Cyclizine impurity A

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

14.6. Cnienqua/iHyu mpeana3Hu MepKH 32 MOTPeOHTeINTe

CyxonbTeH TPAHCIIOPT

Krnacudpukannonen xox (ADR) Tl
Creuuanau pasnopendu (ADR) 1 274,614
Orpannuenu koimuectsa (ADR) . 5l
W3kirouenu konmyectsa (ADR) =
OmnakoBbuHH HHCTPYKIMHU (ADR) : P001, IBCO3, LPO1, RO0O1
Cwmecenn onakoBku (ADR) : MP19
WHCTpyKUUH 32 IPEHOCUMH LIUCTEPHHU U KOHTeitHepu 3a @ T7
HacunHu ToBapu (ADR)
Creruaniu pa3nopea0y OTHOCHO IpeHocuMu uctepHn - TP1, TP28
U KOHTelHepH 3a HacunHu ToBapu (ADR)
Kogose 3a nucrepuu (ADR) : L4BH
Creruaniu pasnopenou oTHocHo uuctepuu (ADR) : TU15, TE19
IIpeBo3HO CPEACTBO 3a MPEBO3 B LIUCTEPHHU AT
Tpaucnoprra kareropust (ADR) D2
Crerpaniu pasmnopenou 3a npeBosa - Omakosku (ADR) 1 V12
Creraniu pa3nopenou 3a mpeBo3 - TOBapeHe, : CV13,CVv28
pasTtoBapBane u oopadorka (ADR)
Creraniu pasnopenou 3a IpeBo3 — OepaTHBHH : S9
u3uckBanus (ADR)
Unentudukannonen Homep 3a onacHoct (Kemnep No.)  : 60
OpanxeBu Tabenu :

60

2810

Kon 3a TyHennu orpanuyenus (ADR) T E

Tpancnopt no Mope

Crenmanau pasnopenou (IMDG) 1 223,274

OmnakoBbunn nHCTpYKIMH (IMDG) : P001, LPO1

IBC onakosbunu nacTpykuuu (IMDG) : IBCO3

Wuctpyxunu 3a nucreprn ( IMDG) D T7

Crerpraniu pasmnopenou otaocHo ucrepau (IMDG) : TP1, TP28

EmS-Ne (Ioxxap) © F-A

EmS-Ne (Pa3nuB) © S-A

Kareropus na toBapene ( IMDG) A

Ckiagupane u oopadotka (IMDG) © SW2

Caoiictsa u nabmopenus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3ayuied Tpancnopr

PCA Uzkmouenn kommaectsa (IATA) : El1
PCA OrpaHuueHn Kolu4ecTBa MbTHUYECKH CaMOJIET U 1 Y642
xapro (IATA)

PCA MaxkcumaitHo HETHO KOJIMYECTBO 32 OTPaHUYEHO D 2L
KOJIMYECTBO IMBTHUUECKH camoleT U kapro (IATA)

PCA HMHcTpyKIIMH 3a OIaKoBaHe MBTHUYECKN caMoneT U © 655
kapro (IATA)

PCA MaxkcuMaiHo HETHO KOJIMYECTBO ITbTHUYECKH © 60L

camortet u kapro (IATA)

Wnctpyknun 3a onakosate camo kapro (IATA) © 663
MakcuMaTHO HEeTHO KoindecTBo camo kapro (IATA) 1 220L
Cneranau pasnopenou (IATA) o A3, A4, A137
ERG kon (IATA) © 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MEXKIyHAPOHATA MOPCKA OPraHU3anusl

He e npunoxumo
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Cyclizine impurity A

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

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO UM CMECTA HOPMATHBHA ypen0a/3aK0OHOIATEICTBO OTHOCHO 0€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, ITpuaoxenue XIV (Ciuchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B ITIpunoxenne XIV na REACH (Crnucbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBY OPraHUu4HM 3aMbPCHTEIH)

Henpunoxumo.

PernamMeHT 0THOCHO BelllecTBa, KONTO HApyIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B criucbka ¢ BeIecTBa, KOUTO HapymaBat 030HoBus cioii (Permament EO 1005/2009): Cyclizine impurity A

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHU BetectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKyPCOPH Ha B3PUBHHU BEIIECTBA)

PernamMeHT 0THOCHO MPEeKypPCOPHTE HA HAPKOTHYHHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U3M0JI3BaHN 32 HE3aKOHHO IPOM3BOJICTBO HA HAPKOTHUIHH MM TICHXOTPOITHHU BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

I[I'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OaCHOCT:

Acute Tox. 3 (opanHa) Ocrtpa TokcnuHOCT (opanHa), Kareropus 3

H301 TokcuueH Npu NOrIbIIaHeE.

Nudopmanmonen auct 3a 6e3onacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusta, chabpkaiia ce B To3u MHbopManmoneH JucT 3a 6e30MacHoOCT, € MOoIyYeHa OT U3TOYHUIIM, KOUTO CMsATaMe 32
Ha/IeKIHH. Bhripexkn ToBa, HHOpManusiTa ce npeocTasst 0¢3 HUKaKBa rapaHIfys, U3pHYHA WIH T0Apa3dupaiia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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