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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Procaine benzylpenicillin for peak identification A
Xnuwn Ovopacio : Procaine benzylpenicillin monohydrate

apOpuog CAS : 6130-64-9

Kodwdg mpoiévtog 1 202500075

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV aGPaLeiag

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. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

Evaisbntomoinen tov avomvevstikcov, katnyopio 1 H334
EvasOntomoinon tov déppoatog, karnyopio 1 H317
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV
Mmnopei va tpokaréoet odlepyikn deppatikh avtidpaon. Mropel va mpokaAiécel addepyio 1| copntdpote Gobpotog 1} dVomvola 6 TEPinTOoT ELIGTVONG.
2.2. Xtoyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO08
Ipogworomtikn AEn (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H317 - Mnopel va tpokaAiéoetl aAAEPYIKT SEPUOTIKY OVTIOPAOT).
H334 - Mnopei va mpokadécetl adlepyio 1| cupmtdpato dobuotog 1 ddomvola og mepintwon
€10TVONC.
AnAdoelg Tpoeviaéng (CLP) : P261 - Amogebhyete va avamvéeTe oKOVI/avaBvAGELG/ aEPLO/GTOYOVISIO/ OTHOVG/ EKVEPMLALTOL.

P272 - Ta poAvcpévo gvddpata epyaciog dev mTpémet va fyaivouy amnd To xdpo epyaciogs.
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Procaine benzylpenicillin for peak identification A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

P280 - No 9opdite TPOGTATEVTIKG YOVTIOU/ TPOGTATEVTIKG EVOVLLATO/UEGO ATOUIKNG TPOCTAGTLOG Y10l TOL
LATI0/T0 TPOCMOMO/TO AVTIAL.
P284 - Xpnowonoteiote HEGH ATOUIKNG TPOCTAGIAG TNG OVATVOTG.
P302+P352 - XE IIEPIIITQXH EITA®HXE ME TO AEPMA: ITAOvte pe apBovo vepod.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov nafovta otov kabapd aépa kot
aPNoTe ToV Vo EEKOVPOTEL GE GTAGT TOV GIEVKOADVEL TV OVOTTVOT.
P321 - Xpeidleton 8 ayoyn (PAéne copuminpopuatikeég 0dnyieg TpdTav Pondeidv oty eTikéta).
P333+P313 - Eav mapatnpnei epebiopdg tov 6éppatog N epeoaviotel e£avinpua:
Tvppovievbeite/Emokepbeite yotpod.
P342+P311 - Eqv mapovcidlovtat avamvevstikd cupntdpatoe: Koléote to KENTPO
AHAHTHPIAZEQN 1} éva yutpo.
P362+P364 - BydAte ta poAvopéva podyo Kot TAOVTE To TPV TO. EAVOYPNCLLOTOU|GETE.
P501 - AuiBeon tov meplexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV aroPAfTOV,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KovovieHove.

ZNpavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta teplexopeva g omoiag dev veepPaivovv ta 10ml.

Ewovoypdppoata kvdovov (CLP) :

GHS08
2.3. AX)Lot kivovvor
Alheg TAnpogopieg . Evepyd ovotatikod (68 QapHoKELTIKE TPOTOVTQL).

ITpocoyn - n Tapodca ovaio dev Exel aKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG

3.1. Ovoieg
Ovopa AvVayvopeTIKOg KOoKog % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
Procaine benzylpenicillin monohydrate apOpog CAS: 6130-64-9 <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

ITApeg keipevo tov niocewv H kot EUH: BAéne tunua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. Ileprypaon pétpov tpatov fonderdv

Tevikd pétpa tpodTev fonderdv 1 Xe mepintoot apBoA®V 1| €GV T0 GUUTTOUATO ETUEVOVV, KAAESTE YLOTPO.

Métpa tpdTev Bondeidv petd and silomvon 1 Metagépete Tov TofovTa 6ToV Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT) TTOV
S1EVKOADVEL TNV avomvor]. Apiiote Tov Tafovta va EEKOVPUOTEL. e TEPINTOON AVOTVEVCTIKMOV
mpofinudtov: Karéote 1o Kévipo Anknmpidceov 1 To yiatpd cog.

Métpa tpdTev Bondeidv HeTd omd emaen He TO dEpuo . Bydte ta poivopéva podyoa. ITovete amakd pe dpdovo vepod kot camovvi. Edv to cupntdpato
EMUEVOLV, KOAESTE Y1TPO.

Métpa Tpotmv Bondetdv petd and exapn pe to pdtio : Eemlovete pe vepd kpotdvtog to fAEeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o
TOVOG N 1 KOKKIVIAQL.

Métpa Tpotmv fondetdv petd and katdroon ;. Eemlovete 1o otopa pe vepod (LOvo v To dTopo datnpel i aeOnoelg tov). My yopnynoete moté

0TINTOTE OO TO GTOUN GE GTOLO TTOV £XEL YAOEL TIS aeONoELg Tov. ZvupPovievdeite/Emokepheite
apEcmg yoTpd.

4.2. ZNpoVTIKOTEPO COPTTONOTO KOL EMOPACELS, AUEGES 1] HETAYEVECTEPES

ZOUTTOUOTO/ETOPAGELS LETA OO EI0TVON : Mnopei va tpokarécetl adlepyio 1| cupmtdpato AoOUOTOG 1) OVGTVOLN GE TEPINTOON EIGTVONG.
ZOUTTOUOTO/ETOPAGELS LETA OO EMAPT LLE TO OEPLLOL : Mmnopei va mpokarécetl oAlepykn deppotikn avtidpoon.

4.3.’Evo£iln 0mo1000MmoTE OTONTOOUEVIIG GUEGTG LUTPIKIG PPOVTIOUS KO E10IKNG Oepameiag

Agv vrdpyovv emmAéov TANpopopieg
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Procaine benzylpenicillin for peak identification A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 5: Métpa yro TV KOTOToAEP) 0N TS TVPKAYLAG

5.1. [vpooPeoTika péca

KatdAinia péoa mopocBeong ;. Xpnowomromote péca Katdofeons katdAinia yio v mepipdrrovoa mopkayid. Ato&eidio Tov
avOpara. Yekaopodg pe vepd. Enpn okovn. KovBépta mopdoPeonc.
AxatdAnko TopocPecTikd HEGo : Mn ypnowonoteite peydin pon vepov.

5.2. E01koi T0mol ETKIVOUVOTNTAS TOV TPOKVTTOVV ATé TNV 0VGia 1] TO peiypa

Ye mepinton TupKayLig Topdyovtor entkivéuva : H atelig kavon anglevbepmdvet entcivéuvo povo&eidio Tov avBpaka, d10&eidio Tov avOpaia Kot
mpoidvta arochvieong Ao o€ aépra. [TiBovn amoBoin to&kod vEpoug.

5.3. Z0oTaoEIS Y10 TOVGS TUPOGPEGTES

Métpa yuo TV KOTOTOAEUN O TG TUPKOYLAG 1 Amogevyete T S1opLY1 TOL vEPOD TG TVPOGPESNS 6TO TEPPAALOV.
IIpoctacia kotd TV TupdoPeon : Mnv engpPoivete yopic kKatdAAnio e£0TAGHO. AVTOVOUT OVOTVEVLGTIKT GUGKELT LE HOVOGT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TepinTton aKovoLas KAVONG

6.1. IIpocomikéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOC KOL H100IKAGIEG EKTOKTNG UVAYKIG
Tevikd pétpo : Amo@evyeTe TV ETAPY) TOV TPOIOVTOG LE TO SEPLA, TOL HATLO ) TO POVYIGHO.

I'a TpocmmKd GALO 00 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa EKTOKTNG AVAYKNG 1 ATOPOKPOVETE TO TEPITTO TPOCWOTIKO.

TN dropa wov TpooPépovy TpdTES for)Bereg

E&omhopdg mpoctaciog : Mny enepfaivete yopig katdAAnio eEomhopd. o tepiocdtepeg mAnpoopieg avatpééte oTnv
evotnta 8 :""EAeyyog g ékbeonc-Atopkn tpootooia.

6.2. IleprpailovTikés TPoPUAGEES
Noa amopevyetan 1 ekevBépmon oto tepBarlov. Epumodicte tnv €i06080 6TOVG AmOYETEVLTIKOVG 0ly®Y0oG 1 6T0 dNUOGLO diKTLO VEPOD.

6.3. M£600d01 Kon VAIKG Y10 6VYKpATON Kot KaBopiopo

To v amobfkevon 1 AToppo@NoTe To He Eva adpavEG VAKO Kot TOTOBETGTE TO 6€ Evay KATAAANAO TeptékTn duibeong
amopAToV.
MéBodot kabapiopon 1 EemAOVETE TIG LOAVGUEVEG EMLOAVELES PE ApBovo vepd. Kabapiopog e amoppumavTikd.

6.4. [lopomopnn) o GAho TEqpOTO

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd pe m d1dbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

7.1. IIpo@uAGEELS Y10, AGPUA YEIPLONO

[poeuldéers Yo aoorn XEPIGUO : Amogevyete kaOe mepirt ékbeon. Dpoviicte MOTE 0 YOPOG epyosiag va e&uepileTal cOOTA.

Métpa vylevng : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to Tpoidv. Ta poivouéve evévpoo
epyaciog dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv omd kdbe
£PYOOLOKO StEAEY LI KoL LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg @OLAENS, cupmepLLopfavopuévay T 6y acoppototiTav

XovOnkeg eoAagng 1 Amofnkedeton og KoAd aeplopevo ympo. O meptéktng Sratnpeitat epunTiké KAEWGTOG. AToQevyete
™ (éotn Kot TV Gpecn nAlkT akTvoBolia.
Y\ cvokevasiog 1 AltnpioTe GTOVG APYLKOVG TEPLEKTES.

7.3. Ewdun} telukn xpnion 1 yp1oeis

Aev vrdpyovv emmAéov TANpoQopieg
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Procaine benzylpenicillin for peak identification A

Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. [TapapeTpor eréyyov
Agv vdpyovv emmALov TANPOPOPiEg
8.2. 'Edeyyon ék0gong

Katariinior pnyavikoi éreyyol
Katarlinior pnyavikoi éreyyou:

Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletal cmotd. Zuvnbmg amatteitol cHOTNHA YEVIKOD HNyaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV 1

APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLUKT YOAVN.

ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Popdte cuokevn TpooTaciog yio o patio. [Ipootatevtikd yvad pe midylo tpoctatevtikd. (EN 166)

IIpootacio Tov déppatog

IIpocrocia Tov déppatog:

Dopdte KATIANAO TPOGTUTEVTIKO POVYICUO. XPpron € epyasTipla : Todld epyactnpiov. (EN 13034)

Ipocrocia ToV yepLodv:

Na popdte kordAAnio yavtie. IIpostatevticd yavtio avOektikd og ynukd npoiovra. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00GV

IIpocTocia TOV OVATVEVGTIKAV 00DV:

Y nepinTOon Topayyng okovng, YPNOLLOTOWGTE TPOCTATEVTIKY LACK pe Pidtpo : P3

TMHMA 9: ®voikég Kol ynUIKEG 1016TNTEG

9.1. Zroyeia Yo Tig fucikéc QUOIKES KoL YNUIKES 1OLOTNTEG

Duon KotdoTaom

APDOHOL

Epedvion

Mopuokr pada

Ooun

Op1o oopng

Inueio &emg

Inueio m&emg

Inueio Bpacpod

Evplextomto

Xoapniotepo 6pio £kpnéng
Avdtato 6pro expn&pomrag
Inueio avaereéng

Bgppokpacio avtavaereéng
Bgppokpacio amrocvvieong

pH

Awdropo pH

EDEC, KIVELOTIKOG (17)
AwAvtomo

ZUVTEAEOTIG KOTAVOUNG GE HELYHLOL N-0KTOVOANG/VEPOD
(Log Kow)

Tdon atuodv

ITieon atpov og Beppokpacio 50°C
TTukvotta

ZyeTIKN TUKVOTNTOL

ZyeTikn TuKvOTTO 0TUOV 6ToVG 20°C
Méyebog copatidiov

teped

Aevko. 6Yed6V AEVKO.
Kpuotodlucr okovn.
588.7 g/mol

Mn Swbéoipo

Mn dwabéoyto
105-110°C

Mn dwbéoyio

Mn dwbéoyto

Mn dbéoyio

Agv 1oyvet

Aev 1oyvet

Aéev 1oyvet

Agv 1oyvet

Mn dwbéoyto
5-7.5(0.33%)

Mn dwbéoyto

Aev 1oyvet

: Nepé: 1-10g/1

Mn dwbéoyto

Mn dabéoyio
Mn dbéoyto
Mn dabéoyto
Mn dabéoyo
Aev 1oyvet

Mn dabéoyto
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Procaine benzylpenicillin for peak identification A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 10: X100gp0TTO KO OVTIOPAGTIKOTTA

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vrdpyovv emmALoV TANPOPOPiES

TMHMA 11: To&woloyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oToOHATOC) : Mn ta&wounuévog (Baoet tov dtoabéoipov dedopévav, ta kprtnpio to&vounong dev minpovvaon)
Oé&ela to&ucdmra (Seppotin) : Mn ta&wounuévog (EMelpaticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wounpévog (EMeparticd dedopévar)

Procaine benzylpenicillin monohydrate (6130-64-9)

LD50 and tov otdpaTog 68 0povpaiong > 2000 mg/kg
AGBpmon ko gpediopdg Tov dEppratog : Mn ta&wopnpévog (EMepartikd dedopévar)
pH: 5-7.5(0.33%)
ZoPapn opOaipkn PAaPN/epedionog : Mn ta&vopnpévos (Eriepatikd dedopéva)
pH: 5-7.5(0.33%)
Evaisbntomoinem tov avamvevoticob 1 1 Mnopei va tpokorécet oddepyio 1| cupuaTONATO AGOULATOG 1) SVCTVOLN OE TEPINTOOT EIGTVOTIC.
gvaucbntomoinon Tov déppatog Mrmopet vo Tpokarésel alrepyIKr| SEPUOTIKY AVTIOPAOT).
Metalho&Ly€veon YEVWINTIKOV KUTTAPOV 1 Mn ta&wopnpévog (EMeiparticd dedopévar)
Kapxwoyéveon : Mn ta&wopnuévog (EMeipaticd dedopévar)
To&wodmTa 6TV avamopay®yn : Mn ta&wounpévog (EMeparticd dedopévar)
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévog (EAiepatikd dedopéva)
epamnag Exbeon
Ewu to&ucotnta ota 6pyava-ctoéyovs (STOT) — 1 Mn to&wvounpévog (EMepaticd dedopévar)
emavelnppévn €kbeon
Emucivduvomta avoppoenong : Mn ta&wopnpévog (Edeipatikd dedopévar)

Agv vdpyovv emmALov TANPOPOPIiES
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Procaine benzylpenicillin for peak identification A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 12: Owkohoyikég TAnpo@opisg

Emikivduvo yia to vddrtivo mepiBdrrov, Bpayumpobecpog @ Mn ta&wounuévog (EMenaticd dedopéva)
(080¢)

Emcivduvo yia to vddrtivo mepiBdrlov, pokporpodbeopog : Mn ta&wounuévog (EAenaticd dedopéva)
(xpoV10G)

Procaine benzylpenicillin monohydrate (6130-64-9)

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Aev voiotato tayeio omocuvheon

Agv vdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmALoV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TT| PETAPOPA.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev oy0et Aev woydet Aev oy0et

14.2. Oweia ovopacio arostoiig OHE

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.3. Taén/-e1g KtvdOvov Katd TN PETOPOPA

Agv 1oy0et Aev 1oyvet Agv 1oy0gt

14.4. Opaoda cvokevaciog

Aev oy0et Aev woydet Aev oy0et

14.5. Ilgprforrovtikn emKivovvoTnTO

Agv 1oy0et Agev 1oy0et Agv 1oy0et

Agev vapyovv emmAéov Stabéotpes TANPOEOpiss
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Procaine benzylpenicillin for peak identification A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

14.6. EWduéc mpo@uAhdgels yia Tov (pioetn

Eniyewo petagopa
Aev 1oy0et

petapopd pécm Boraoong
Aev 1oy0et

Evoépuo petagopd
Agev 1oy0et

14.7. @ardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Kot 7o agpifadirov yio TV ovoia 1 10 peiypa
kavovicpoi EE

Mapéptpae XVII tov REACH (IIpodmoBéceic mepropiopov)
Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn061G)
Aev nephappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroyneromv oveidv REACH (SVHC)

Aev nepthapfdvetor otov Katdloyo vroyneuwy ovoidv REACH

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthapfdveton otov Katdloyo ovatdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yra Tov £heyyo 8@V Simhig ypiong
Aev nepihappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £i6n Sumhng xprions.

Kavoviopog mepi ekpnkTik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovoidv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ PN TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopdog EK 273/2004 oyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Agev vdpyovv emmAov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tpnpo Tpomomompévo cTorycio Hapotnpiicerg
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Ipootédnke

1.1 apOpog CAS Ipoctédnke

1.2 Ileplopiopot ot xprion Ipoctédnke

1.2 Xpron g ovciag/tov peiypatog Ipootidnke

1.2 Katmyopia Aertovpyiog 1 xpriong Ipootédnke
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Procaine benzylpenicillin for peak identification A

Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyeio Hopotnpiicers
2.1 Avemb0OuNTEG PUGIKOYNUKEG EMSPACELS, KAODG Ipootidnke
Ko EMBPACELS GTNV avOpOTIVI VYELD KoL GTO
neptPariov
2.1 Katdtoén oopemva pe v odnyio 1272/2008 EK | IIpootédnke
[CLP]
2.2 Anidoelg Tpoporaéng (CLP) Mpootédnke
22 Anhaoeig emukvdvvotntog (CLP) Mpoctédnke
22 [poewdomomtikn AéEn (CLP) Ipoctédnke
2.2 Ewcovoypappata kvdovov (CLP) Ipootidnke
2.3 AM\eg mAnpogopieg Ipootidnke
4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke
4.1 Métpa tpdtev Bonbeldv petd amd enaen pe T0 Ipootédnke
dépuo
4.1 Métpa tpdtev Ponbeidv petd and elomvon Ipoctédnke
4.1 Métpa TpdTOv Pondeidv petd omd Katdmoon Ipoctédnke
4.1 Métpa tpdtev Bonbeldv petd amd enaen pe To Ipootidnke
pétio
42 ZOUTTOUOTO/EMOPACELS LETE NS ELGTVOT| Ipoctédnke
42 ZOUNTOUATO/EMOPACELG LETG OO EMAPN LLE TO Ipootédnke
dépuo
5.1 Axatdrinlo mvpooPeotikd péco IMpoctédnke
5.1 Katdiinka péoa mopdcPeong Ipoctédnke
5.2 Ye nepinton mupkoylig Topdyovtal entkivovva Ipootidnke
TPOIOVTO 0mocvVOESTg
53 TIpootaoio katd v TopdoPeon Ipootédnke
53 Métpa Yo TV KATATOAEUNGT) TNG TUPKAYLAG Ipootédnke
6.1 E&omhopndg mpootaciog Mpootédnke
6.1 Métpa EKTOKTNG OVAYKNG Ipootédnke
6.1 Tevikd pétpa Ipootédnke
6.2 Tlep1Barrovtikég TPOPLAGEELG Ipootidnke
6.3 T v amobfkevon Ipootédnke
6.3 MéBodot kabapiopon Ipootédnke
6.4 Hapanouny oe dAho tunqpoto (8, 13) Mpootédnke
7.1 Ipo@ulaéels yio ao@ain xeEpopnod Ipoctédnke
7.1 Métpa vytevnig Ipoctédnke
7.2 YuvOnkeg O aENg Ipootidnke
7.2 YAkd cvuokevaciog Ipootédnke
8.2 TIpootacio TV AVOTVELSTIKOV 060GV Ipootédnke
8.2 IIpooctacio tov yepudv Mpootédnke
8.2 [poctacio 0@OaAudY Ipoctédnke
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Procaine benzylpenicillin for peak identification A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
8.2 Katdiinkot unyavikoi Ereyyot Ipootidnke
8.2 TIpootacio Tov déppoatog Ipootédnke

9 Inueio T&emg Ipootédnke

9 pH Mpootédnke

9 Moptoxn padae Ipoctédnke

9 APDHOL Ipoctédnke

9 Epopdvion TpomomouOnke
11.1 LD50 and tov 6tépatog 6€ 0povpaiong Ipootédnke

IIMpeg keipevo ppdocwv H ko EUH:

H317 Mmropei va Tpokarécet oAlepyikn deppatikn avtidpoon.

H334 Mmnopei va Tpokarécet odlepyio 1 cupATOUATO AGOHATOG 1) FOGTVOLN OE TEPINTWO EIGTVOT|C.
Resp. Sens. 1 EvaisOntonoinon tov avoamvevotikov, katnyopio 1

Skin Sens. 1 Evaisbntomoinen tov déppoatog, katnyopia 1

Aghtio Agdopévaov Acpalreiog (AAA), EE

ATIOINOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd 1o dehtio mpoépyovtar and mnyég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtat
YOPIiG Kapio eyyvnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot péBodot yeptopod, amobnkevong, ypnong 1 ardppLyng Tov TPoioVTog dev
VIOKEWVTOL 6T S1KN [ag gvBHVI Kot PHopet Kot vo. v UminTouy Kot 6TIS approdtdtntég pog. I'iontoig kot yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TOt0dNTOTE TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 0toBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPEMEL VoL YPTGLOTOLEITOL Yol TO GUYKEKPILEVO TTPOTlov. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, Ol TANPOPOPIES TOV TAPEXOVTUL EOG EVIEYETOL VO LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
poopilovTal Yo Vo TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG VYIRS, AoPUAEing Kot TEPPAAAOVTIKAOV ATAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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