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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Prednisolone

Kwducde mpoidvrog : 201600749

Tovavopo, : Prednisolone, 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 avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
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

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

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

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

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
O&ela to&kotTa (514 Tov déppatog), kotnyopia 4 H312
Oé&ela to&koTTa (814 TG e10mvong), Kotnyopia 4 H332
AGBpmon/epebiondg tov déppatog, kotnyopio 2 H315
ZoPapn opborpkn PAAPN/o@Oarpdg epebiopds, kotnyopio 2 H319
To&wodTa 6TV avamapay®yn, Katnyopio 2 H361d

Ewum to&ucomta o Opyava-otdyovs Dotepa and pio epdmas £xdeon, kamyopio H335
3, epebopOS TG AVATVEVSTIKNG 0500
ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIBaiiov
ATOQa0N HEG® KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeio eTIKETOG

Xapaktnpropds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kvddvov (CLP)

GHSO07 GHS08
[pogwomomtikn AéEn (CLP) . Ilpoocoyn
Anhaogig emkivdvvotntog (CLP) : H302+H312+H332 - EmPAafés o€ mepintmon Katdmoons, 6€ EnaQt HE TO dEPUA 1 6€ TEPITTOON
ELOTIVOT|G.
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Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomouidnke and tov Kavoviouo (EE) 2020/878

Anidacelg mpoevraéng (CLP)

H315 - ITpokoket epebiopd tov HEpHATOG.

H319 - [Tpokakel coPopd o@boipkd epebiopo.

H335 - Mropei va tpokarécet epeiopd Tng ovamvevoTIKig 0600.

H361d - "Yronto yio tpdxinon BAGPNG oo éuppvo.

P201 - Epodwioteite pe Tig €181kEG 00NYieg TPV omd T ypron.

P202 - Mnv 10 pnGLOTOMGETE TPLV S0PACETE KoL KATAVONGETE TIG 00N YiEG TPOPVAAENG.

P261 - Amopevyete va avamvéete okdvn/avobudoeic/oéplo/otoyoviorn/atpovs/ekvepdpaTo.

P264 - TTAOvete ta x€pia, Toug TNYELS (avTIBpayla) Kot To TPOGMTO GYOAUGTIKA LETE TO YEPIGUO.
P270 - Mnyv tpmr1te, ivete 1 Komvilete, OTAV XPNOLOTOLEITE VTO TO TPOIOV.

P271 - No ypnoyronoteitatl Lovo o€ ovolktod 1 Kakd aeplopevo ympo.

P280 - No gpopdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVLATO/LEGO OLTOUIKNG TTPOCTUGIOG Y10 TOL
pHatio/TpdcmmO.

P301+P312 - XE IEPIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN 1 évo.
ywTpo, av arcbavieite adwobeoio.

P302+P352 - XE IIEPIIITQXH EITAOHE ME TO AEPMA: [TAbvte e dopbovo vepod.

P304+P340 - XE ITEPIIITQXH EIZIINOHEX: Metagpépate tov TofdvTa otov Kabapd aépa Kot
APNOTE TOV Vo EEKOVPOCTEL GE GTACT TOL FLEVKOAVVEL TNV CLVOTVOT.

P305+P351+P338 - LE ITEPIIITQXEH EITA®HXE ME TA MATIA: Eenlbvete TPOGEKTIKA LLE VEPD
Y10l OPKETA AETTA. AV VITAPYOVV PAKOTL ETUPTS, APOULPESTE TOVG, OV Eival EDKOAO. ZVveYIoTE VO
Eemlévete.

P308+P313 - XE IIEPIIITQXH ékbeonc 1 mbovotntag ékbeong: Zvppovievdeite/Emorkepheite
YTpo.

P312 - KoAéote 1o KENTPO AHAHTHPIAZEQN 1 éva yotpd, av arcBavieite adwobeoio.

P321 - Xpeidleton edkn ayoyn (PAETE GUUTANPOUATIKEG 031YiEG TPOTOV BondeldV GTNV ETIKETA).
P330 - Eemivvete 10 6TOMO.

P332+P313 - Eqv mapatnpn0ei epediopoc tov déppatog: Zvppovievdeite/Eniokepdeite yatpo.
P337+P313 - Edv dev vmoywpei 0 opBaApkdg epediopoc: Zvpufovievdeite/Emokepbeite yiotpo.
P362+P364 - BydAte to LoAGHEVE POV KoL TAVVTE TO TPV TaL EQVOYPTCYLOTOMCETE.
P403+P233 - Amobnkeveton o€ Kohd aepilopevo ympo. O mepiéktng drtnpeitan epunTikd KAEOTOG.
P405 - dvddoceTon KAEWBOUEVO.

P501 - AuiBeom oV TEPLEYOUEVOV/TEPIEKTN GE OUEID GLAAOYNG EMKIVELV@OV 1) E0IKGOV oA T®V,
GUUO®VO LLE TOVG TOTLKOVG, TEPLPEPEINKODGS, £BVIKOVG )/Kat diebveic Kavoviopode.

ZHuavon cOUPoVe pe: eEUpeitol 1 E6MTEPIKT GUOKELAGIN, TO TEPLEYOUEVO TNG oToiag dev vepPaivovy o 10ml

Ewovoypdppota ktvdovov (CLP) :

2.3. AALot Kivovvor

Agv vdpyovv emmAéov TANPOQOpieg

GHS08

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

3.1. Ovoigg

Ovopa AvVayvopLoTIKOS KOOIKOG % Katdraén copomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]

Prednisolone - <100 Acute Tox. 4 (An6 tov otopoTog), H302

(ATE=500 mg/kg copatikod Bapouvg)
Acute Tox. 4 (Ald tov déppatog), H312
(ATE=1100 mg/kg copatikod Bdpovc)
Acute Tox. 4 (Al g gonvorc), H332
(ATE=1,5 mg/l/4h)

Skin Irrit. 2, H315

Eye Irrit. 2, H319

Repr. 2, H361d

STOT SE 3, H335

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tunipa 16
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Prednisolone
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomouidnke and tov Kavoviouo (EE) 2020/878

Aev oy0et

TMHMA 4: Métpo npatev fondeiov

Métpa tpdtmv fonbetdv petd and enoen pe 1o déppa  : Koabapiote  peyoaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot padokd amoppoenTikd
Tovi).
Métpa tpdtmv fonbetdv Hetd and enapn pe To LATIO : Hem\dvete o pation pe vepd yo Adyoug acaieiog.

Aev vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 5: Métpa Y10, TNV KOTUTOAEUN G TG TVPKOYLAS

Katddnia péca nuopdcPeong : KovBépra mupocPeong.

Kivduvog mopkayidg © BAéme tunpa 2.2.

Métpa Yl THV KOTATOAEUNON TNG TUPKOYLOG : Xpnowonowmote péca katdoPeong KatdAAnia yio Ty TepAAlovco TupKoyid.

TMHMA 6: Métpo o€ TepITTMON 0KOVOLUS EKAVONG

6.1.1. o TPooOTIKG GALO 076 TO TPOGMOTLKO EKTUKTNG UVAYKNG

Métpa €xTakng avéykng 1 Amogevyete kG0e mepirn €kbeon.

6.1.2. I'ie GTopa Tov TPooPEpovy TPAOTES Po1)0sreg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQEOPiEg

TMHMA 7: Xeipiopog kot amofnkevon

Agv vdpyovv emmAEOV TANPOQPOPiEg
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Prednisolone
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomouidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAéov TANPOQOpieg

Béme tunpa 1.

TMHMA 8: ‘Eleyyoc g £ék0gong/atopkn mpoctocia

8.1.1 EOvikég oprokés Tipnég emayyelpatikig £k0song ko frohoyikég oprokés Tipég

Agev vdpyovv emmAéov TANPOQOpieg

8.1.2. Zuvictdpeves drudikociss TapakorovOneng

Aev vdpyovv emmAéov TANPOQOpieg

8.1.3. Zynpotifovror stoycia pomaveng Tov aépa

Agv vapyovv emmAEOV TANPOQOPieg

8.1.4. DNEL xon PNEC

Agv vdpyovv emmAEOV TANPOEOPiEg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPiEg

8.2.1. Katdhinhot pnyavikoi £reyyor

Kataiinior pnyavikoi éleyyou:
Awnpiiote o€ KoAd eEoeplopevo ydpo. ZuviBg amatteital GOGTNUA YEVIKOD HNYavIKoD £E0EPIGILOD TOL XMHPOL.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTIONOG

8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Agv vdpyovv emmAEOV TANPOEOPIiEg
8.2.2.2. Ilpootacio déppatog
IIpocracia Tov déppartog:

MO EpyaoTNPiov

IIpocTucia TOV yEPLAOV:
IIpoctatevtikd yavtio

8.2.2.3. IIpocTucic TOV GVUTVEVGTIKAV 00MOV

Agv vdpyovv emmAEov TANPOQOPieg

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.2.3. Oprobétnon ko wapokorovOnon g weprfaiiovroroyikiis £k0eong o€ Kivovvo

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®voikég Kot ynUIKEG 1010TNTEG

Pvown KoThoTaom 1 Xteped
APDLLOL : Mn dwbécio
Epedvion T Xkovn.
Oopn : Mn dwbécio
Opto ooung : Mn dwbécio

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 4/8



Prednisolone
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomouidnke and tov Kavoviouo (EE) 2020/878

Inueio ™Eemg : Mn dwbéoo
Inueio m&emg : Mn Swbéoo
Inueio Ppoaciod : Mn Swbéoo
Evplextomta : Mn dwbéoo
Opra kKtvdvvov ekpri&emg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0plo expnépuotrog : Aevioydet
Inueio avapreng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Bgppokpacio arocvvheong : Mn dwbéoo
pH : Mn Swbéoo
Awiopo pH © Mn dwbéoipo
1EDdeg, Kvepotedg (1) T Agvioydet
AwAivtomta © Nep6:0,1-1g/l
ZVUVTELECTNG KATOVOUNG O pely e N-0KTavOAng/vepoD : Mn dwbéoo
(Log Kow)

Téon atudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTikn TokvoTnTOL : Mn dwbéoo
ZyeTikn TokvoTNTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

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

Agv vdpyovv emmAEov TANPOEOPiEg

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agv vapyovv emmAEOV TANPOQOPiEg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmAEOV TANPOEOPIiES

Kavévag yvootog/-1/-6.

Agv vdpyovv emmAEOV TANPOEOPIiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

‘Ortov Oeppaivetar LEpt TOL GNUEIOL ACTOONG, EKTEUTEL EXKIVEVVOVG KOTVODG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kdmTaL (0d GTOHATOS) . EmPrapés oe mepintmon katdmoong.
Oé&ela to&comTa (Seppatikn) . EmProPés oe emapn pe to déppa.
Oé&ela to&kodmTaL (avavon) . EmPrapés oe mepintmon eiomvong.
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Prednisolone
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomomouidnke and tov Kavoviouo (EE) 2020/878

AGBpwon kot epebiopdg Tov déppatog . TIpokolei epebiopd tov déppatog.

ZoPapn opborukn PAAPn/epediopog . IIpokodei coPapd opBuAutcd epebiopo.
EvaisOntomoinen tov avamnvenstikon 1 © Mn ta&wopnuévog

gvaucOnTomoinem Tov dEPUTOG

MetoAho&ryéveon YEVWINTIKOV KOTTAP®OV © Mn ta&wopnuévog

Kapkvoyéveon © Mn ta&wopnuévog

To&wotTa Yo TV avamopayoyn : Yronto yio mpoxinomn BAAPNG oto Epfpuo.
Ewu to&ucomta ota 6pyava-otoyovs (STOT) — : Mmnopet vo mpokaA£cet epeBIoUO TG OVATVEVGTIKNG 050V.
epanag £kbeomn

Ewdu to&ucomta ota 6pyava-ctoyovs (STOT) — © Mn ta&wopnuévog

emaveknupévn xbeon

Enucvduvotnro ovappdenong © Mn ta&wopnuévog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAroyikéc mAnpoQopies

Owoloyia - yevikd : Aev mapovcidlel Wiaitepo kivovvo yio To mepBUALOV.

Emucivduvo yio to vddtvo meptBdirov, Bpayunpdbecpog : Mn ta&wopnpévog
(080g)
Emucivduvo yio to vddtvo meptBdilov, pakporpdbeopog : Mn ta&wopnpévog

o
X
g
<
=
9]
<

Agev vdpyovv emmAEOV TANPOQOPieg

Agv vdpyovv emmAEOV TANPOQOPiEg

Agv vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOQOPIiEg

Agv vdpyovv emmAEOV TANPOEOPIiES

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Aev vdpyovv emmaAéov TANPOQOpieg

TMHMA 14: ITAnpo@opies GYETIKA UE TN HETAPOPE,

Yopewva pe ADR / IMDG / IATA
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Prednisolone
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomOnke and tov Kavoviepd (EE) 2020/878

ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopacia arostomig OHE

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.3. Ta&€n/-e1g KtvdHvov KaTA TN HETAPOPA

Aev 1oy0et ‘ Aev 1oy0et ‘ Agev 1oy0et

14.4. Opada cvokevaciog

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.5. MeprfariovtiKn emKivovvoTTO

Aev 1oy0et ‘ Aev 1oy0et ‘ Agev 1oy0et

Aev vdpyovv emmiéov Srabioiues TAnpogopieg

14.6. E1xdwkéc TPpo@uAAGEELS Y10 TOV (PN oTY

Eniyewo petagopa
Aev woydet

peta@opd péow Bordsong
Aev oy0et

Evaépra petagopd
Agv 1oy0gt
14.7. @araooieg peTa@opig VoV cdppmva pe Tig Tpaseg Tov IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe TNV 06QaLED, TNV VYEIN KOl TO TEPLPGLLOV Y10 TNV 0VGi 1] TO pEiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev neprapfdveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 00£1060Tn61G)

Aev neprapfaveton oto Hapdaptnua XIV oo REACH (Katdloyog adet0d0tnong)

Kataloyog vroynorov ovetdv REACH (SVHC)

Aev neprapfavetor otov kKatdhoyo vroynewv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevy cuvaivesn PETE omd evpépmaony)
Aev gpappoletor.

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

Agv epappodletart.

Kavoviepdg mepi e€oc0évnong tov 6Lovrog (EE 1005/ 2009)

Aev neprapfdvetol otov Katdhoyo ovetav mov e&acbevilovv to 6Cov (Kavoviepog EE 1005/2009)

Kavoviopog mepi ekpnkTik®@v Tpodpopmv overdv (EE 2019/1148)
Aev mepiéyet kopio ovoio(eg) mov meprapfdvetai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio. kot
™ ¥PNOoN TPOSPOU®Y OVGLOV EKPNKTIKAV)
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Prednisolone

Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomOnke and tov Kavoviepd (EE) 2020/878

Kavoviopog nepi mpddpopmv over®dv vapkotikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfaveta(oviat) 6Tov KoTdAoyo mpddpopmv ovctdv vapkotikav (Kavovieuog EK 273/2004 oyetikd pe Tig Tpodpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vrtdpyovv emmAéov TANpopopieg

15.2. A&worhoynon ynkig acodielog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 16: Alkec TAnpo@opies

I peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (Ao Tov Oé&eia to&icomra (amd Tov 6ToONaTOC), Katnyopio 4

GTOLOTOC)

Acute Tox. 4 (A4 g Oé&eia to&ucomra (814 g elomvong), Kotnyopia 4

€10TTVONC)

Acute Tox. 4 (At Tov Oé&ela to&ucotra (14 Tov déppatog), kotnyopia 4

d¢ppatog)

Eye Irrit. 2 YoPapn o@Oaipkn PAPN/0@Baipikdg epebicpdg, kKatnyopio 2
H302 EmPrapés oe mepintmon katdmoons.

H312 EmPrapés oe emapn pe 1o déppa.

H315 Tpokoiei epebiopd tov déppatog.

H319 Tpokoiei cofapd o@OaAcd epebiopd.

H332 EmPrapés oe mepintmon eiomvong.

H335 Mmopet vo. TpoKaAEGEL EPEBIGHO TIG AVOTVEVGTIKNG 050V
H361d "Yromto yio mpdkinen PAAPNG oto EpPpuo.

Repr. 2 To&wodTa 6TV ovamapoywyn, katnyopio 2

Skin Irrit. 2 AwiBpwon/epebionog tov déppatog, kotnyopia 2

STOT SE 3 Edum to&ucodmra o opyava-ctdyovg votepa omd pio epdnaé ékbeon, katnyopia 3, £peiopdg ™G ovamvELOTIKNG 0000

Aghtio Agdopévov Acpadreiog (AAA), EE

ATIOIIOIHXH EY®NHZX Ot mAnpogopieg mov meptéyovial o antd 10 deATio Tpoépyovtat and myés Tis omoieg Bempovpe agiomotes. [apdia avtd, divovtot

YOpic Kapio gyyomon, pni 1 appnTn, Yo Ty akpifetd tov.
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