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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog : Pyrantel impurity C
Kodog mpoiovrog : 201900032

1.2. Zuvageic mpocolopilopevES P GELS TS OVGIAG 1] TOV UEIYNATOG KU OVTEVOELKVUOIEVES YPNGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
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France
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

O&ela to&kodmTaL (0d TOL 6TOHATOC), Katnyoplo 4 H302
AGBpmon/epediondg Tov déppatog, kotnyopia 2 H315
ZoPapn opboipkn PAAPN/o@Barpkdg epebiopds, kotnyopio 2 H319

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNMKES EMIPAGELS, KOOAGS KOl EMIPATELS 6TV avOpOTIVY VYEiX Kon 6TO TEPLpdiiov
ATOQa0T PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds copeove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHSO07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.

H315 - Ipokaei epebiopd tov déppatoc.
H319 - Ipokaiei coPfapd o@Oaipcd epebiopd.
Anidoelg mpoevraéng (CLP) : P301+P312 - XE MEPIITQXH KATAIIOXHX: KoAéote apéomg 1o KENTPO AHAHTHPIAZEQN
1 éva yuatpd, edv arcBavieite adwbecio.
P352 - IThvvete pe apbovo comovvt kot vepo.
Zhpavon cOUPoVvo pe: eEapeitar 1 EmTEPIKT GLOKELAGT, TO TEPLEYOLEVO TNG omtoiag dev vepPaivovy o 10ml

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd) 17


mailto:sds@edqm.eu
http://www.edqm.eu/

Pyrantel impurity C
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv anarteitar onpaven

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdroin copeove pe vy odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Pyrantel impurity C - <100 Acute Tox. 4 (Ao tov otoéparog), H302

(ATE=300 mg/kg copatikod Bapovg)
Skin Irrit. 2, H315
Eye Irrit. 2, H319

IIpeg keipevo tov Inkdcewv H kot EUH: BAéne tpuipa 16

Aev woydet

TMHMA 4: npATOV fonderdv

Métpa tpdtmv fonbetdv petd and enoen pe to déppa : Kobapiote ) peyaidtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HoAakd amoppoenTikd
Tovi).

Métpa tpadtmv fondetdv Hetd and enapn 1e o LATIO : Hem\dvete o pation pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOPOPIiEg

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa muopdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGN TNG TUPKOAYLOG . Xpnowonowmote péca katdoPeong KatdAAnia yo Ty tepdAlovca TupKayd.

TMHMA 6: Métpo 6€ TEPITTMOON 0KOVOLUS EKAVONG

6.1.1. ' TPoo®OTIKG GALO 0O TO TPOGMTIKO EKTAKTNG AVAYKNG

Métpa EKTOKTNG AVAYKNG 1 Amogevyete kG0 mepirn £kbeon.

6.1.2. e GTopa mov TPosPEpovy TPpdTES Por)Osreg

Aev vdpyovv emaAéov TANPOQOpieg
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Pyrantel impurity C
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Aev vdpyovv emmAéov TANPoQopieg

Agv vdpyovv emmAEOV TANPOEOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/aTopikn Ttpoctacio

8.1.1 EOvikég oprokés Tipnés emayyeApatikig £k0eong ko froroyikés oprokés Tipég

Agv vdpyovv emmAEOV TANPOQOPiEg

8.1.2. ZuvicTdpeves d1udikocsics Tapakorovdneng
Agv vapyovv emmAEoV TANPOQOpieg

8.1.3. Xynpartifovrar stoygio pOmAVeNS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. leproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPIiEg

8.2.1. Katdhinhor pnyavikoi £reyyot

Koataiinior pnyavikoi éleyyou:
Awmpfiote o€ koA eEoeplopevo ydpo. Zuvibog amatteitor cOoTNE YEVIKOD Unyavikod eE0EPIGHOD TOV XDPOL.

8.2.2. ATopkég TPOOGTATEVTIKOG EE0TAONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Aev vdpyovv emmaAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
IIpoctacio Tov déppartog:

o314 EPYAOTNPiOL

IIpoctacio TOV xepLOV:
IIpoctatevtucd yavta

8.2.2.3. IIpocTUGit TOV BVOTVEVGTIKAV 06MOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Pyrantel impurity C
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

8.2.2.4. O@gppkoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. Oprwofétnon ko TapokorovOnon g tepifariovroroyikig £ékBeong o€ Kivdvvo

Agv vdpyovv emmAéov TANPOQOpieg

S

Duon KordoTaom : Yypod

APDOHOL : Mn Swbéoo
Oopn : Mn dwbéoo
Opto oopng : Mn Swbéoo
Inueio ™Eemg : Mn dwbéoo
Inueio m&emg : Mn Swbéoo
Inueio Bpoaciov : Mn dwbéoo
Evpiextomta : Mn dwbéoo
Opra Ktvdvvov ekprié&emg : Mn dwbéoo
Xapnhotepo 6pio £kpnéng : Mn dwbéoo
Avdtoto 0plo expnépuotrog : Mn dwbéoo
Inueio avapreng : Mn dwbéoo
Bgppokpacio avTovapreing : Mn dwbéoo
Bgeppokpacio anocvvheong : Mn dwbéoo
pH : Mn dwbéoo
1EDdeG, Kvepotucdg (1) © Mn dwbictpo
Awdvtomra : Mn dwbéoo
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOAng/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTikn TokvoTnTOL : Mn dwbéoo
ZyeTKN TOKVOTNTO ATUAV 6ToLG 20°C : Mn dwbéoo
Xapoktnplotikd copatdiov : Aevioydet

9.2.1. Iinpo@opies 6YETIKA PE TIS KLAGELS PLOIKOD KIvdHVOL

Agv vdpyovv emmAEOV TANPOEOPIiEg

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPUGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOQEOPiEg

Kavévag yvootog/-1/-6.

Aev vdpyovv emmaAéov TANPOQOpieg
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Pyrantel impurity C
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaiverar LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

O&elo to&koTTaL (Ad GTOHATOS) . EmPrapés oe mepintmon katdmoong.
O&ela to&cotTa (Seppatikn) : Mn ta&wopnpévog
Oé&ela to&omta (avamvon) © Mn ta&wopnuévog
Pyrantel impurity C
LD50 omd tov otdpoTog o8 apovpaiong 300 — 2000 mg/kg
AGBpmon kot epebiopdg Tov déppatog . TIpokolei epebiopd tov déppatog.
ToPapn opboipkn PAaPn/epediopog . Tlpokodei cofapd opOuiuicd epebiopo.
EvaisOntomoinon Tov avamvenstikon 1 : Mn ta&wopnuévog (EXeaticd dedopévar)
gvaucOnTomoino oL dEPUTOG
MetoAho&ryéveon YEVWINTIKAOV KOTTAPOV : Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévmv, Ta Kprmpio ToSvounong dev mAnpovval)
Kapkwoyéveon : Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévmv, Ta Kprtnpio ToSvounong dev mAnpovval)
To&woTa Yo TV avamopayoyn © Mn ta&wopnuévog (Ileportépm minpogopieg: O&eia ToSucotnto)
Ewum to&ikomra ota opyava-ctdyovg (STOT) — T Mn a&wvopnpévog (Erkepatika dedopévar)
epanag éxbeon
Ewum to&ikomra ota opyava-ctdyovg (STOT) — 1 Mn a&wvopnpévog (Erkelpatika dedopévar)
emavenupévn xbeon
Enucivduvotnto ovappdenong : Mn ta&wopnpévog (EAreltotiicd dedopévor)

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAloyikéc TANpoQopies

Owoloyia - yevikd : Aev mapovcidlel wiaitepo kivovvo yio To meptBUALOV.
Emucivduvo yio to vddtvo mepiBdiiov, Bpayvrpdbespog : Mn ta&wopnpévog

(080g)

Emucivduvo yio to vddrtvo meptBdiiov, pakporpdbespog : Mn ta&wopnpévog

(xpdviog)

Agv vdpyovv emmAEoV TANPOQOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg

3
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Pyrantel impurity C
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

12.7. Ahhes apvNTIKEG EMTTAGCELG

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 13: Xtoyyeio oyetikd pe tn ovadeon

13.1. M£0odor enetepyacios amofiiTov

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT.

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

Agv 1oy0eL ‘ Agv 1oy0et ‘ Agv 1oy0et

14.2. Oweia ovopacia arostoric OHE

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.3. Ta&En/-e1g KivdOvov KaTh TN pPeETaQopd

Agv woyvet ‘ Aev 1oy0et ‘ Agev 1oy0¢t

14.4. Opdada ocvokevaciog

Agv oyvet ‘ Aev 1oy0et ‘ Agev 1oy0¢t

14.5. Mlgprfarrovtikny emKivovvéTHTO

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

Aev vdpyovv emmiéov drabéoiues TAnpoopieg

14.6. Exdwkéc TPpo@uAa&els yia Tov ypnotn

Eniyewo petagopa
Agv 1oy0gt

petagopd pécw Buraocong
Aev woydet

Evaépra petagopd
Agv 1oy0gL

14.7. @alaooieg peTa@opig VoV cdppova pe Tic Tpaseg tov IMO

Aev woydet

TMHMA 15: Xtoyygio vVopo0eTikov (opaKtipo

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty 06QAAEWN, TNV VYN KO TO TEPLBAALOV Y10, TNV 0VGIA 1] TO peiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev meprappavetor oto Mapdapmpa XVII tov REACH

Hopaptnpe XIV tov REACH (Katdloyog 00£1086tnoNC)
Aev neprapfaveton oto Hapaptnua XIV tov REACH (Katdroyog adetoddtnomng)
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Pyrantel impurity C
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv ovoidv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cvvaiveon petd amd evnpuépoon)
Aev epappodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappoletor.

Kavoviepég mepi e&ac0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev teplappavetol 6tov KatdAoyo ovslmv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v mpédpopmv over®v (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoiovrat) 6tov Katdhoyo mpddpopmv ovctdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio Kot
™ XPpNoN TPOSPOUDY OVGLDV EKPNKTIKADV)

Kavoviepdg wepi mpodpopmv ovortdv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov meplapPaveTa(oviot) 6Tov Katdrloyo Tpodpopmy ovotdv vapkeTtikdv (Kavoviopog EK 273/2004 oyetikd pe Tig mpodpopes ovoieg
VOPKOTIKAOV)

15.1.2. EOvikéc dwotdierg

Agv vdpyovv emmaAEOV TANPOYOPiEg

15.2. A&wohdynon ynmkig ao@aietog

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

Acute Tox. 4 (A6 tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4

GTONOTOC)

Eye Irrit. 2 YoPapn o@Oaipkn PAAPN/0@Baipkdg epebiopodg, kKatnyopio 2
H302 EmPrapés oe mepintmon katdmoong.

H315 TpokoaAei epeBiopd tov déppatog.

H319 TpokoAei coPfapd o@OaAcd epebiopd.

Skin Irrit. 2 AGBpmon/epebiopndg Tov déppatog, kotnyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot mAnpogopieg mov meptéyovtal o€ antd T0 dEATIO TPoEPYovTaL 0o TNYES TIG omoieg Bewpovpe a&omiotes. ITapoia avtd, divovran
XOPIC Kapio yyvmen, pnTn 1 appnTn, Yo Ty okpifeld tove.
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