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J1: l/IIIEHTH(bHKaIIHH Ha BBHIBCTBOTO/CMECTa H Ha CTBOTO/Hpe,HHpHﬂTHETO

®dopma Ha IPOTYKTa . Bemectso
HanmeHoBaHne Ha BEIECTBOTO : Pheniramine impurity A
Kox Ha npoxykra 201900035

1.2.1. UnenTuduuupanu ynorpedun

OcHOBHa KaTeropust Ha ynorpeda . TIpomykThT € IpeHa3HA4YCH 32 U3CIICABAHUS, AHAIH3H M HAYYHO-00Pa30BaTEIIHH LIeIH.
Vnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa ynorpeba
DyHKIMSA WK KaTETOpHs Ha yrmoTpeba . JlaGopaTopHH XMMHUKAIIH

1.2.2. Ynotpeou, KONTO He ce MPenopbYBaT

Orpanunuenus 3a ynorpeba : Jla He ce n3nonssa : [lorneiaune, Baumsane, Jlepmanno

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHTE

Knacuduxanus B cborBeTcTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]|

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

Heo6naronpusTHi GU3MKOXUMIYHYU e(eKTH U HeOJIAaroNPHATHH eeKTH 32 3iPaBeTO HA YOBEKA H OKOJIHATA cpeja

OHpeI[eﬂﬂHe Ype3 EKCNECPTHO MHEHHUE U T10 CUJIaTa Ha JOKa3aTCICTBA.

Etuxernpane B choTBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

ITuxrorpamu 3a onacuoct (CLP)

GHS07
Curnanna gyma (CLP) . Buumanue
IIpenynpexnenns 3a onacHoct (CLP) : H302 - Bpenen npu noribsiuane.
IIpenopeku 3a 6e3onacuoct (CLP) : P301+P312 - ITPU IIOI'JIBIIAHE: npu Hepa3nonoxeHue ce obagere Ha Jekap.

ETI/IKC'THpaHC B CbOTBETCTBUE C: U3KIIOYCHUS 32 BBTPCIIIHN ONIaKOBKH, KOIaTO CHhABPIKAHUETO HE IPEBUIIIaBa 10 ml
He ce nzucksa €TUKETUPaHE

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Pheniramine impurity A

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

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTAaBKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Pheniramine impurity A - <100 Acute Tox. 4 (opanna), H302 (ATE=300
mg/kg TesecHo Terio)

3a meanus Teker Ha H- u EUH-npenynpexienusiTa 3a onacHocT: BxK. pa3nen 16

He e npunoxumo

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 N30bpcBaHe (C YMCTa M MeKa MONMBAMIA KbpIa).
IIppBa momoI pu KOHTAKT C OYUTE : M3mmakHeTe o4nTe ¢ BOJa KaTo Mpe/a3Ha MApKa.

Hsma HanmaHa gonmbIHHUTENHA HHOOPMALUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasiu TIOKapoOTaCUTEIIHA CPEACTBA : Opesiy1o 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXKapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMOXKapHu B CbCEICTBO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1.1. 3a mepcoHa, KOWTO He OTrOBAPSI 32 CIEUIHH CJIyYan

ABapPIﬁHH IIJTAaHOBC . I[a ce u30srBa BCSIKAKBa M3JIMIITHA CKCITIO3UIHA.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Pheniramine impurity A

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

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 7: O6pa6oTka 1 CbXpaHeHHne

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Bk maparpag 1.

0J1 HA eKCIO3UIUSATA/IUIHI npeanasHu Cpeacraa

8.1.1 HanuoHaTHU rPAHMYHH CTOWHOCTH HA MPO(PECHOHATHA eKCIO3HIHA M OHOJIOTHYHY TPAHHYHH CTOHHOCTH

Hsima HaymuHa JOMBIHUTENHA HHPOPMALHS

8.1.2. [IpenopbYNTETHY MPOLETYPH 32 HAGTIOIeHHE
Hsima HaymuHa JOMBJIHUTENHA HHPOPMALHSL

8.1.3. OGpa3yBart ce 3aMbPCHTEJIH HA Bh3yXa
Hsima HaymuHa JOBIIHUTENIHA HHpOPMALHS

8.1.4. DNEL u PNEC

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

TMoaxoasig TEXHUYECKH KOHTPOJI:
Ha C€ CbXpaHsABa B )106pe NPOBETPUBO IMOMCIIICHUEC. OOMKHOBEHO C€ U3UCKBAT KAKTO MECTHA CMyKaTC/IHa BCHTUIALUA, TaKa U BECHTUJIallUA Ha 06H.IOT0
IIOMEIICHUE.

8.2.2. JImuHun mpeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYHTE U JHIETO

Hsima Hanm4aHa ToBIHATETHA HHOOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOKATA H TSJIOTO:
Jlaboparopra nmpecTrika

3ammTa Ha pbIeTe:
3auuMTHA PHKABUIIN

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.2.2.4. TepMHUYHH OIIACHOCTH

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIHS

8.2.3. KoHTpoJI Ha eKCIIO3HIHSATA B OKOJIHATA Cpela

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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I/IH(l)OpMaIII/IOHeH JIMCT 3a 0€301acHOCT
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PA3AEJI 9: ®u3u4yHM 1 XUMUYHH CBOHCTBA

ATperaTtHo ChCTOSHHE . Teuno

st : He e Hanuyno
Mupuc . He e nanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e Hanuyno
Touka Ha 3aMpB3BaHe . He e nanuuno
Touka Ha KuIeHe : He e HanmuyHO
3anmanumocT . He e nanuuno
I'panuiy Ha €KCIIIO3UBHOCT . He e nanuuno
JlonHa TpaHuIIa Ha eKCIUIO3UBHOCT . He e nanuuno
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e nanuuno
Temneparypa Ha pa3naraHe . He e nanuuno
Temneparypa Ha camo3anajaBaHe . He e nanuuno
TeMneparypa Ha pasnagaHe : He e Hanmu4HO
pH : He e Hanu4yHO
Buckosurer, KnHEMaTHYCH . He e naimmuno
PasrBopumocT : Boga: > 1000 g/l
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgsO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na mapure npu 50°C . He e nanmmano
IlsTHOCT . He e nannuno
OTHOCHTEINHA ITBTHOCT . He e HammunO
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C . He e nammano
XapakTepUCTUKU HA YaCTULIUTE : He e npunoxumo

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (PU3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jlpyru XapaKTepuCTHKH 32 6e30macHOCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

Cra0useH npy HOPMAJHHU YCIIOBHS.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

He e u3zBectHO.

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma npu HopmanHa yrotpe6a. Broxre Pasnen 7.

HpI/I 3arpsBaHe 10 TOYKaTa Ha pasrpaxjaHe OTACIIsI OITaCHU HU3IIapCHUS.
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

PA3JEJI 11: Toxkcnkonoruyna nagpopmanus

OcTpa TOKCHYHOCT (OpaJHa) . Bpenen npu normasuiane.

OcTpa TOKCHYHOCT (JiepMaltHa) : He ce xmacudpumnmpa

OcTpa TOKCHYHOCT (BAMIIBAHE) : He ce xmacugpuumpa

KoposuBHOCT/ Ipa3HeHe Ha KoXKaTa . He ce xnacudunupa (Jluncsamy nanHam)

CepHo3HO yBpeK/jaHe Ha OUMTE/IpasHEHEe Ha OUHUTE . He ce ximacuduumpa (JIuncpaum njaHHm)

CeHcnbunu3anys Ha AMXaTeIHUTE NbTUIA Wik Koxkata . He ce kiacupuuupa (Bs3 0cHOBa Ha HAIMYHUTE JAHHU HE Ca M3IBJIHCHH KPUTEPHUHTE 32
KIacHHIHPaHe)

MyTaFCHHOCT Ha 3apOAUIITHUTE KIIETKU : Hece Knacn(bnunpa (B'B?; OCHOBa Ha HAJIMYHUTE JaHHU HE Ca U3II'BJIHCHU KPUTEPUUTE 3a
knacuduImpane)

KanneporesHoct : He ce xnacuduumnpa (B3 ocHOBa Ha HAJIMYHAUTE JaHHU HE Ca M3ITBIHEHN KPUTEPUHTE 32
knacuduImpane)

TokCHYHOCT 3a PEHPOAYKLHATA : He ce ximacuduuupa ([lpyrn ykasanns: Octpa TOKCHYHOCT)

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH : He ce xnacuduuupa ([lpyrn ykasauns: Octpa TOKCHYHOCT)

OpraHu) — eJHOKPATHA CKCIIO3ULIUS

CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEICICHH . He ce xnacuduuupa ([pyrn ykasauns: Octpa TOKCHYHOCT)

OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OmnacHOCT NpH BAMIIIBaHE : He ce xnmacu¢uumnpa (B3 ocHOBa Ha HaIMYHUTE JaHHU HE Ca M3ITBJIHEHH KPUTEPHUHTE 32
KIIacu(HIIpaHe)

Hsma HanmuaHa gombiIHHUTENHA HHOOPMALUS

HH(poOpManHs

Exounorust - 06110 . He npexncrasisiBa KOHKpETHA OMACHOCT 32 OKOJIHATA CPeJa.
OrmacHo 3a BoHATa cpesia, KpaTKOCPOoUHa (0CTpa) : He ce xiacudunmnpa
OmacHo 3a BOHATa cpesia, IBITOCPOYHa (XPOHHIHA) . He ce xmacudunmpa

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

PA3IEJI 13: O0e3BpeskiaHe HAa OTHagbLHUTE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Pheniramine impurity A

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

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ 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 nombiHHTeIHA HATMYHA HHQOpMALHS

14.6. CiequaaHyu nMpeAna3sHA MePKH 32 MOTpPeOHTeINTe

CyxonmbTeH TPAHCNOPT
He e npunoxumo

Tpancnopr no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alusl

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 IIpuiosxenne XVII (YciaoBus 3a orpaHn4aBaHe)
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 cnimcska Ha REACH ¢ kanaupar-BemecTsa

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

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

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

He ¢urypupa B criuchKa ¢ BelecTa, KOUTO HapymaBaT 03oHoBHs cioil (Permament EO 1005/2009): Pheniramine impurity A

03/04/2023 (Jlata Ha u31aBaHe) BG (6warapckn) 6/7



Pheniramine impurity A

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

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

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BenecTBa (Perimament EC 2019/1148 3a npeasaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

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

He cpabpika BemecTBo(a), BKIOYEHO(H) B criuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BemjectBa (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 I/IH(l)OpMaLIHSI

15.2. Ouenka Ha 0€30IACHOCT HA XHMHYHOTO BEIIECTBO 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

H302 Bpenen npu nornsiuaxe.

Wupopmarmonen nuct 3a 6e3onacHoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabprkama ce B To3u MHpopMannoHeH iuct 3a 6e3011acHOCT, € ToTydeHa OT H3TOYHHIM, KOUTO CMATaMe 3a
HaIeKIHU. Bbrpexu ToBa, HHpoOpManusTa ce MpefocTasst 0e3 HUKaKBa TapaHIisl, H3pHYHA WU [OApa30upalna ce, OTHOCHO HelfHaTa KOPEKTHOCT
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