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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Flucloxacillin

Kwducde mpoidvrog : 201600388

Suvovopa . Flucloxacillin, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXoyyEALOTIKY EKTOidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

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

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&woépunon g oveiag 1| Tov peiypatog

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

EvaisOntomoinem tov avoamvevstikov, kotnyopio 1 H334
EvaisOntomoinom tov déppatog, katnyopia 1 H317
ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemBOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov
ATOQa0T PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeio eTIKETOG

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

GHS08
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Anidoeig emkvdvuvomtag (CLP) : H317 - Mropei va mpokoAécel aAAEpYIKT Sepuatikn ovtidpaot.
H334 - Mropei va tpokoréoet oddepyio 1| copntdpato dobpatog 1 d0onvola e nepintmwon
£10TVONC.
Anhaogig tpoedraing (CLP) 1 P261 - Amogevyete va avanvéete okOvn/avabudogis/aéplo/otayovidia/ oTos/ ekVEQOUATO.

P272 - Ta polvopéva evddpata epyaciog dev mpémet va fyaivovy amd 1o xdpo epyasciog.

P280 - Na popdte TpocTATEVTIKA YAVTIO/TPOGTOTEVTIKG EVOVUATO/HEGEH ATOMIKNG TTPOGTAGIOG YL0L TOL
HETI0/TO TPOCHOTO/TAL AVTLAL.

P284 - Xpnoomoteiote pHéoa ATOUIKNG TPOSTAGIOG TNG OVATVONG.
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P302+P352 - ZE IIEPIIITQXH EITA®HX ME TO AEPMA: ITAvte pe dobovo vepd.
P304+P340 - XE ITEPIIITQXH EIZIINOHEX: Metagépate tov Tabovio otov Kobapd aépa Kot
APNOTE TOV Vo EEKOVPOCTEL GE GTACT TOL FLEVKOAVVEL TV CLVOTTVOT.
P321 - Xpeidleton ek ayoyn (PAETE CUUTANPOUOTIKEG 081YiE TPOTOV PONOEIOV 0TV ETIKETR).
P333+P313 - Eav mapatnpndei epediopodg tov déppotog N eppaviotei eEavinua
Yvpupovievbeite/Emokepbeite yratpo.
P342+P311 - Eqv mapovoidloviat avarnvevotikd cupmtopata: Koiéote 1o KENTPO
AHAHTHPIAZEQN 1 éva yiotpo.
P362+P364 - BydAte ta LoAvopéva povyo Kot TAVVTE Ta TPV T EQVOYPTGILOTOMCETE.
P501 - AuiBeom oV TEPLEXOUEVOV/TEPLEKTN GE OTEID GLAROYNG ETKIVELVEOV 1 EOIKOV AmoPANT®V,
GUHO®OVA LLE TOVG TOTLKOVG, TEPLPEPEINKOVGS, £BVIKOVG /Kot dieBveic Kavoviopode.

Zhpavon cOUPoVv pe: eEapeitol 1 E6mTEPIKT GLOKELAGTIA, TO TEPLEYOLEV TNG oTtoiag dev vepPaivovy to 10ml

Ewcovoypappata kvddvov (CLP)

GHS08

2.3. AALot Kivovvor

Agev vdpyovv emmAEoV TANPOQOpieg

TMHMA 3: XovOeon/ainpo@opies yio To 6VOTUTIKA

3.1. Ovoigg
Ovopa AvayvopieTikog Kootkog | % Katdraén oopomva pe v odnyio
TPOi6GVTOG 1272/2008 EK [CLP]
Flucloxacillin - <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsiadv

4.1. Meprypogn péTpov Tpatmy fonderiov

Métpa TpdTev Pondeidv petd omd slomvon . Bydhte Tov maBovta otov kabapd aépa. APnoTe T0 GTopo OV TPOSPANONKE Vo avanvedset kabapd
agpa.

Métpa TpmdTOv Pondeidv Hetd amd enapn Le To dEp . KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hadakd amoppoenTikd
mavi). [TAovete pe dpbovo vepd Kot amoppuTaVTIKO.

Métpa TpmdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete pe vepd kpatdvtag to PAEQapo Kakd avoryTd.

Métpa TpdTOv Pondeidv petd omd Katdmoon . Hemhovete to otopa. Ewwn wtpucn mapokorovdnon. Evééyeton va cuotOel nopatetapévn wotpicn
Tapokorlovdno.

4.2. TNpovTIKOTEPH COUTTONATO, KOL EMOPAGELS, UEGES 1] LETAYEVECTEPES

ZOUTTOHOTO/EMOPACELS : BA&Peg oty vyeio eviéyeton va epgovicTovv pe kabouotépnon.

ZOUTTOHOTO/ETOPACELS LETA OO E1GTVON © Avemopkn dedopéva.

ZOUTTOUATO/ETOPACELS LETA OO EMAPN LE TO OEPLLQL . Avemopkn dedopéva.

ZOUTTOUATO/ETOPACES LETA OO EMOLPT LLE TOL LOTIOL . Avemopkn dedopéva.

ZOUTTOHATO/EMOPAGES LETA OO KOTATOOT . Ta cvpntodpata evdéyetan vo givat CEAnN, Ke@aAadyiec, vOuTio Kol OTMAELL GUVTOVIGHOV.

4.3."Evd€1&n 0mo10.00Mm0TE OTOITOOUEVIG GUEGTG LUTPIKIG QPPOVTIONS KoL E10TKIG Ogpameiag

ZopPovievbeite/Emokepbeite yiorpo. Eqv ivar duvatd dei&te avtd 1o guilo acpodeiog, ki av 0y, dei&te ) cuokevacia 1 v eticéta. Evepyr ovoia.
Dappokevtikd Tpoiov.
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TMHMA 5: Métpa Y10, TNV KOTATOAEUN O] TG TVPKAYLAG

KatdAinia péca mopdoPeong : KovBépta mupocPeong.

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT) TNG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAAnia yio v neptPdAiiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

Tevika pétpa © Amo@uyete TNV GpECT MO UE TO TPOoidV. Mnyv avamvéete
oKkovn/avadopdosis/aéplo/otayovidia/ oTHoNy/ EKVEPOLATA.

6.1.1. I'a TPoc®MIKS GALO 076 TO TPOCOMTIKO EKTUKTNG UVAYKIG

Métpa €KTaKTNG OVAYKNG . Dopdte KATIAANLO TPOCTATEVTIKO POVYIGHO, YEVTIO KO TPOGTAGIO Y10 TOL HATLO KO TO TPOCOTO.

6.1.2. I GTopa mov TPooPEpovy TPAOTES Por)Osreg

Agv vdpyovv emmAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQYOPiEg

Mébodot kabapiopon 1 Ziyovpéyte, 0T Ta. amoppipota Oo mepicuAeyoUV kot Oo amobnkevtovv aceaAés. Kabapiote
mpooekTikd. [TAMvete To VTOAEILOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV O VTTOYA®PLDIOVG

vatpiov.

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: X&eipiopog kot amo0nkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron eniong n mpocoyn Tov xpnotn 6Toug Thovolg Kivdhvoug Tov EVUTAPYXOVV TNV TEPINTMOOT
OV TO TPOTOV pnoorom el pe Tpdmo mov opiletal amd TIC KATUCKEVAGTIKES TPOSIOLY PAPES.

TIpo@ura&els yio ac@ain yeipiopd : XpnowonomaoTte o TPoidv e TPocoyn). ATOPUYETE TV AUEST) ETOPN UE TO TPOIOV. £TO HETPO TOV
Sduvatol 1 xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTIPLOKT XOOVT).

Métpa vytewvng 1 Xpnomn tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadkacieg acQoAieiog.

Teyvucd pétpa : Zoppopeobeite [ie TOVG 16YDOVTESG KOVOVIGHOVG.
ZovOnkeg @OAAENG . Ouldooetat KAEWUEVO.

BAéme tunpa 1.
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TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoostacio

8.1. IapapeTpor eEréyyov

8.1.1 EOvikég oprokés Tipnég emayyelpatikig £k0song ko froloyikég oprokés Tipég
Aev vdpyovv emmAéov TANPOQOPieg

8.1.2. ZuvioTdpeveg dradikaciss TapakorlovOnong

Agv vrtdpyovv emmAéov TANpopopieg

8.1.3. Zynportifovror sTtoygia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg
8.1.4. DNEL kxa PNEC
Agv vrtdpyovv emmAéov TANpopopieg

8.1.5. leproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg

8.2."Eleyyon £k0eong
8.2.1. KatdAinkot pnyovikoi Ereyyol

Kataiinior pnyavikoi éleyyou:
Awnpriote o KoAd eEoeptlopevo ydpo. XpnoYomoleite AmoKAEIGTIKA G KAEIOTN XOAVN He EVEOUOTOUEVO GidTpo. DikTpo aepocmpatidiov vyning
amoteiecpatikotrog (HEPA filter).

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTIONOG
8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Mpooctacio 0@pOarp®V:
Ipoctarevtikd yvoid. DIN EN 166

8.2.2.2. Ilpootacio d¢ppatog

Ipooctocio Tov déppatog:
Xpnoponoteiote TPooTATELTIKO povyloid Yo ynpucd. DIN EN 13034

IIpoctucia TOV yEPLAOV:
ITpoctotevtikd yavtie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTacic TOV AVUTVEVGTIKAOV 00MV

IpocTtucio TOV OVETVEVGTIKOV 00AV:
Xe nepintmon omehevdépwong okovng : naokeg e eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpordpatog. Popdte avamvevoTtikn
GUOKELT O€ TEPINTOO £kBeong o€ aTHOVG/CKOVES/OEPOAD AT

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmAEOV TANPOEOPiEg

8.2.3. Oprwo0étnon kot TapakorovOnon s tepifariovroroyikig £ékBeong og Kivovvo

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vokég Ko YNUIKES IOLOTNTES

9.1. Zroyyeia Yo TG PUGIKES QUOIKES KOL YNUIKES 1O10TNTES

Puown KoThoTaom T Xteped
APDLLOL © Mn dwbéotpo
Epedvion T Xkovn.

Oopn : Aev woyostl.
Opto ooung © Mn dwbéotpo
Inueio mEemg © Mn dwbéotpo
Inueio m&emg © Mn dwbéoipo
Inueio Bpoacod © Mn dwbéoipo
Evpiextomra © Mn dwbéoipo
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Opra kKtvdvvov ekpriéemg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0ptlo expn&puotrog : Aevioydet
Inueio avapreng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Beppokpacio amocvvheong : Mn Swbéoo
pH : Mn dwbéoo
Awiopo pH © Mn swbéoipo
1EDdeg, Kvepotedg (1) T Agvioydet
AwAivtomta : Nep6:1-10g/l
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn Swbéoo
(Log Kow)

Téon atudv : Mn Swbéoo
ITieon atpov ot Beppokpacio 50°C : Mn Swbéoo
IMukvotnto : Mn dwbéoo
ZyeTikn TokvoTnTOL : Mn Swbéoo
Zyetikn TokvoTNTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opieg 6YETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Agv vdpyovv emmaAEOV TANPOQEOPiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 10: X100gp0TnNTo KOl OVTIOPAGTIKOTNTA

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOPOPIiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetar LEXPL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOUG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kdmTaL (0md OTOHATOS) : Mn ta&wounuévog

Oé&ela to&comTa (deppatikn) : Mn ta&wounuévog

Oé&ela to&kodmTa (avavon) : Mn ta&wounuévog

AGBpmon kot epediopdg Tov dEppatog : Mn ta&wopnuévog (EAkewtaticd dedopévor)

ToPapn opboipukn PAaPn/epediopog : Mn ta&wopnpévog (EAeaticd dedopévar)

EvaisOntomoinon Tov avamvenostikon 1 : Mmopei vo tpokaiécet arkepyio 1 cupmtdpata Godpatog 1) SHOTVoLN OE TEPITTM®ON EIGTVONG.
gvaucOnTomoinom Tov dEPUOTOG Mmopei va TpokarEsel oALEPYIKT SEPUATIKH aVTIOPAOT).
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IMepartépo TAnpogopieg : H éxBeon pnopel va mpokodécet aAdepykn avtidpaon

MetoAhogryéveon YEVWINTIKAOV KOTTEPOV : Mn ta&wopnpévog (EArenoticd dedopévar)

Kapkwoyéveon : Mn ta&wounuévog (EAkeytaticd dedopévar)

To&wodmTa Yo v avamopayoyn : Mn ta&wounuévog (EXewtaticd dedopévar)

Ewdu to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wounuévog (Baoetl tov dtabéoipov dedopévmv, To Kprmmpio to&vounong dev Tinpodvor)
epanag ékbeon

Ewu to&ucomta ota 6pyava-otoyovs (STOT) — : Mn ta&wopnpévog (Baoetl tov dtabéoipamv dedopévmy, Ta kprnpio toSvounong dev mAnpovvtal)
emavelnppévn £kbeon

Enucivduvotnto ovappdenong : Mn ta&wopnpévog (Baoetl tov dtabéoipmv dedopévmy, Ta Kprmmpio ToEvopunong 8ev mAnpovvol)

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAroyikéc TANpoQopies

Owoloyia - yevikd . Emwivduva andpinta. Xpnoponoteite katdAinia doxeio oamdppyme.
Emucivduvo yia to vddrtvo mepiBdriov, Bpayvrpodbeopog : Mn ta&wounpévog

(0809)

Emucivduvo yia to vddrtivo meptBdrlov, pakporpobeopog : Mn ta&wounpévog

(xpoV10G)

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQOPieg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 13: Xtovyeio oyeTikd pe T ovd0eon

Tomwkr| vopoBeoio (amdfinto) . Koataotpéyte pe aopaln Tpémo cOUEOVO LE TOVG TOTKOVS/ €0VIKOUG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opies GYETIKA PE T1) HETAPOPT.

Topewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpoég TavtotnTog

Aev woyvet Aev 1oy0et Aev 1oy0et
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ADR IMDG IATA

14.2. Oweia ovopacio amostoric OHE

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.3. Taén/-€1g Kivdvvov Katd T petapopd

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.4. Opada ocvokevaciog

Aev 1oy0et ‘ Aev 1oy0et ‘ Agev 1oy0et

14.5. llgprfarrovtikn emKivovvéTnTO

Aev 1oy0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

Aev vdpyovv emmiéov Srabéoiues TAnpoopieg

14.6. E1xdwkéc TPpo@UAAGEELS Y10 TOV P oTY

Eriysio petagopd
Agv 1oy0gt

petagopd pécw Buraoong
Aev oy0et

Evaépra petagopd
Aev oy0et

14.7. @araooreg peTo@opis yvony cvpgpmva pe Tig Tpaceg oo IMO

Aev woydet

TMHMA 15: Ztouygio vopo0eTikov yopaKtipo

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6Qaield, TNV VY0 KO TO TEPPAALOV Yi0. TNV OVGIA 1] TO pELYRO
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev meprapfaveton oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Katahoyog 0:6£1086Ttho15)
Aev neprapPdveton oto Hapaptnpa XIV tov REACH (Katdroyog adetoddtnong)

Katahoyog vroynorov ovordv REACH (SVHC)

Aev nephapfavetor otov kKatdhoyo vroynewv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyoduevy cuvaivesn pPeETd amd evnuépmon)

Aev gpappoletor.

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

Agv epappodletat.

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

Aev neprapfdvetol otov Katdhoyo ovetav mov e&acbeviCovv to 6Cov (Kavovienog EE 1005/2009)
Kavoviopog nepi ekpnktik®@v mpoédpopmv over@v (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovoldv ekpnktik®v (Kavoviopog EE 2019/1148 oyetikd pe v gumopio kot
™ xPNoN TPOSPOU®Y OLGLOV EKPNKTIKAOV)

Kavoviopog nepi mpédpopmv ovordv vapkotikav (EK 273/2004)
Aev mepiéyet ovoia(eg) mov mepthapfavetar(ovial) 6Tov KoTdAoyo mpddpopmv ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg

VOPKOTIKOV)
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15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPOQOPieg

15.2. A&wordynon ynpuikig ac@aretog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alkeg TAnpo@opisg

Emoipaven alhaydv:
Ta&wounon g ovoiog 1 Tov HelypoToc.

I peg keipevo pacewv H kar EUH:

H317 Mmopet vo TpoKaAEGEL OAAEPYIKT| SEPULOTIKT AVTIOPOAOT).

H334 Mrmopei va Tpokarécel oAlepyio 1} cvpmtdpate Gobpatog 1 JHomvola 6g TEPITT®OoN EIGTVONG.
Resp. Sens. 1 EvaiwsOnronoinon tov avanvevotikov, kotnyopia 1

Skin Sens. 1 EvawsOnronoinon tov déppatoc, kotnyopia 1

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHZ Ot mAinpogopieg mov meptéyovtal o€ antd To dehtio mpoépyovtat amd mnyEg Tig omoieg Oepodue agiomotes. [Tapodra avtd, divovtot

XOPIC Kapio yydmen, pnTm 1 appnTn, Yo Ty akpifeld tovg.

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 8/8



