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MAPAPTHMA 1: MEPIAHWH TQN XAPAKTHPIZTIKQN TOY NPOIONTOZ

1.  ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX
COLISTIN APSA 1,200,000 1U/g

MpdpyHa yia @apuakoUxo {uwoTpo®n yid Xoipoug

2. NOIOTIKH KAI NOZOTIKH XYNGEXH

Ké&oe g Trepiéxel:

ApUCTIKG CUOTATIKO:
Colistin (as sulfate) 1,200,000 1U

‘Exdoyo(a):
BA. Tov Arjpn KardAoyo ekBOXwv GTO KEPAAQIo 6.1.

3. QAPMAKOTEXNIKH MOP®H

Mpduiypa yia papuakolxo ZwoTpoeH.
Kokkwdng KapE okdvn

4. KAINIKA E£TOIXEIA

4.1 Eidn {wwv

Xoipol (Xoipidia Kal Xoipol TTpog Taxuvan).

4.2  OgpamreuTikig evdeifeig rpoodiopifovTag Ta £idn {wwv

Oepameia ka1 HETOQEUAAEN EVTEPIKWY AOIMWEEWY TTOU TTPOKOAOUVTAI OTTd pn) eTTEURATIKG E.coli
guaioBnra aTnv KoAtoTivn).

Mpiv a1ré TN Xopriynon ueta@uAaKTIKAg Bepatreiag Tpémeal va SINTICTWYETAI 1) UTTAPEN TG
vOOoOoU OTO KOTTGDI.

4.3  Avrevdeilag

Nao pnv XpnoigoTroigital og irmoug, 15iwg TTwAoug, eTeldn  KoMoTiv uTTopel, Adyw
diatapaxng TNG IcoppoTTiag TG MIKPOXAWPIdag, va TTPoKaAECEl MIKpoRIaK KoAnda ££
avTiBloTIKWwy (KoAimdaX), n otoia cuvdéetal cuviiBwg pe To Bakirpio Clostridium difficite ko
MTTOpPED va givan Bavatneépa.

Na pnv xpnoipyoToieital o TEPITTWON avBekTIKETNTAG GTIG TTOAUMIEIVES.

Na pnv Xproigomolsital og TEQITTTWON UTIEPEURITBNCiag oty KOAIOTIVN 1} € KGTTO10 OTrd Ta
£xdoya.

4.4 E®IKég Tpos1iBomoInoElg via KGbe eidog {wou
Qg ouptrAipwpa TG Bepatreiag, Ba TPETEl va BEOTIOTOOV KAAES TTRAKTIKEC SIGXEIPIOHS KAl
UYIEIVTG, TIPOKEINEVOU VO HEIWBET 0 KivOuvog WOAUVONG KAl va sAeyxBel evdexOuevn oTadiokh

adgnon Tng avBeKTIKOTNTAC.

H koAioTiviy Spa gvavriov apvnrixwv katd Gram Bakmpiwy kal n §pdon autr eCaptdral otmrd
TN CUYKEVTPWOT| TNG. ASYW HIKPLG aToppdenaons TG ouaiog UETA Tr} XOpRyNnon ThE ot 1o
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OTOHA, OTN YAOTPEVTEPIKN 030, n oToia eival To onueio GTOX0G, EMITUYXAVOVTAI UPNAES

-OUYKeYTPWOEIG. MNa Toug Adyoug autolc, kabioTatal Tpogavég 611 Sev GuVIOTATAI TTapdTaan

NG Bepameiag TEPAV TrG UTTODEIKVUGHEVNG OTNV TTapdypago 4.9 , kaBwe K&t 11010 Ba €iXe
w¢ amoTéAecua TNV AokoTn £kBson otV ouoia.

H mpooAnun Twy @apuakolxwy fwotpopwy atod Jwa utopsi va diapopotroindei, we
CUVETTEID TG aoBévelag. Ze TePITTTWGN aveTTapkolsg TPOCTARYWNS TPOPHS, N Bepartrsia pémel
va yivel péow Tng TTapevIEPIKAG 0J0u.

4.5 [Biaitepeg TpouUAGLeIg KaTd TN XPHON

IBigiteEpeC MpouAdfeic katd T Xphon o Zwa

H kohigTivn Bev TPETTEI VO XPNOILOTIOIEITOI WG UTTOKATACTATO TNG 0pBIi¢ KTNVIATPIKAG
TTPOKTIKAS.

ZInV IATPIKA, N KOAIGTIV XPNOINOTTOEITOI WS PAPUAKO TEAEUTAIOS eAOYT|S yia TN BeparTeia
AoIpWEEWY Trou TTpokakolvTal aTrd opicuéva TToAUOVOEKTIKG BakThpia. MNa va
eAayioToTromnBei kABe mBavog Kivduvog TTou auvdEETal PE TNV EUpEia Xpron TNs KoAioTivig, n
XPNan Tng TpéTrel va eplopieTal otn Bepameia kal PETAPGAAEN agBeveitv .Kon Bev TTPETTEN
Va XPNOILOTTOIEITAl YIQ TTPOANTITIKN Bepateia.

Orav gival uvatév, n KoAIioTivr TRETTEN va XPNOIMOTTOIEITal POVO ETeITa atrd SoKIun
euaiodnaiag.

H xpriorn Tou TpoidvTog Katd TpOTTO DIHPOPETIKS OTTO QUTAV TTOU OpIZeTal OTIC 0dnYies ¢
MIXI prropei va £xel we aToTEAECpa aTroTuxia NG Bepameiag kai algnon me ouxvaTnTag
epQaviong Baxktnpiwy Pe avioxr oTnv KoAaTivry.

2TV TEPITTTWON VEOYEVVITWY JUWV KO (Vv UE COPAPES YAOTREVTEPIKES KOT VEPPIKES
dlarapax£g, N ouoTNUIK £€kBearn oTnv KOAIoTIVY uTropel va augnBei. EvBExeTal va TrpokIyouv
VEUPO- Kal VEQPOTOEIKEG AAAOICEIC.

Kartd tn xprion Tou Tpoidvtog Oa TrpéTrel va AapBdvovial utroyn o1 emionues, EBVIKEG Kal
TEPIPEPEIOKEG AVTIMIKPOPIAKES TTONTIKEG.

[1B10iTepec TPOYUAGEEIC TTOU TTPETTEl Va AdUBGVOVTAIL oTTé TO ATOLO TTOU YOPNYE TO
(PUPLAKEUTIKO TTpCidV og {wa

ATopa pe yvwaoTr uTrepeuaiobnaia oTig ToAUMIEVES, 6TTWCE N KOAIOTIVA fj ot Enpolc KapTrolc
TTPETTEI VO OTTOPEUYOUV TNV ETTAPI ME TO KTNVIATPIKO QOPUOKEUTIKO TTROIOV.

ATro@UyeTe TNV GUeon eTagr] pE To GEpUA Kai Ta YATIa KaTd Ty avauEISh Tou KTNVIATPIKOU
PUPHOAKEUTIKOU TTPOIGVTOG KAl TOV XEIPIOHS TN GOPUAKOUXOU ZWwoTpopi|G. Z& TREPITTWoN
eTTaQAG, TTAUVETE [E AgBovo vepd.

Mpémer va AauPdveral TTpocoxy) WOTe va PNy eloTvelgeTe KABOAoU okévn. MPoowWTTIKAG
TTPOCTATEUTIKGS £GOTTAICNOG TTOU aTTOTEAEITAN OTTO PATKES Yid TN OKOVR  {EITE PIOg XPAOEWS
QVOTIVEUCTHPO UE JATKA NUICEOG TTPOCWTIOU, CUNQWVA HE TO EUPWTTOIKG TpdTUTIo EN 149,
€iTE Un QTTOPPITITONEVO QVATIVEUGTHPA, CUMQWVA HE TO EUpWTICiKG TpoTuTo EN 140, pe
PiATpO, oUpPwWva He To EN 143), adioTrEpaoTwV YavTItwV, TTROCTATEUTIKIG evOUpaaiog,
YUQGAIWY 0OQAAEIaG TTPETTEI VO POPIETAl KOTE TOV XEIPICMG KAl TNV avauign Tou KTNVIATPIKOU
PUPHOKEUTIKOU TTROIOVTOC.

Edv epgavioTolv oUPTITWHATY, 6TTWG £§avBnua, PeTd Tnv ékBeon, ZnNTHOTE 1GTPIKA BoriBeia
KOl TTPOOKOWIOTE QUTEG TIG TTPOEIBOTTOINCEIS. To TTRASIMO TOU TTPOGWITIOU, TWY XEIAIDLY 1] TWV
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HaTIV, Kal N SUCKoAI oTNV avaTTvor ival JoRapd CUNTTTOUOTA TTOU XPItouv ETTEiyoucOg
IGTPIKAS GPOVTIDAL.
Mnv kamvidete, TPWTE | TTIVETE KATA TOV XEIPIOPS TOU TTPOIGVTOC.

Apéawg PeTd T xprion, TAOVETE Ta XEPIO GAS KAl OTTOIOBATTOTE EKTEBEINEVO LEPOS TOU
DEPUATOC UE COTTOUVI KAl VEPS.

4.6 AvemBounteg evépyeieg (ouxXvoTnTa Ko copapéTnTH)

Kabuwg givar éva avniBiorikd ou dpa o€ eviEPIKO ETTITEDO, UTTOPEl VA EUPAVIOTOUV TIETITIKEC
HETORBOAEG: TTOAD OoTTAvia PTTopEl va eupavIoTEl EVIERIKT BUaBiweT, GUCTWPEUGT aepiwy A
nma &idppola.

H cuxvotia Twv avemBiunTwy evEpysIwv KaBOPIZeTal we akoAoUBWG:

- TTOAU guxvn (Treploaétepo amd 1 ota 10 Jwa TapousId{ouy avetmiOUPNTES EVEPYEIEC KATA
Tn Siapkeia ¢ Bepatreiag)

- ouyvr| (TepIocdTEPO atré 1 ahAG AiyoTtepo amd 10 Jwa ata 100 utrd Bepareia Jwa)

- N ouvnBIcuévn (Trepioodtepo ammd 1 aldd Aiyotepo amré 10 Zwa ata 1000 utrd Beparreia
Cwoa)

- omavia (mepigodTepo amd 1 ahAG Aiyétepo amré 10 Jwa ota 10.000 utrd Beparrsia {wa)

- oAU oTravia (AiydTepo améd 1 ota 10.000 utd Beparreia {Wa, oUPTTEPIAGUBavOUEVWY
MEHOVWNEVWIV QvapopLIv)

4.7 Xpfion kard Tnv KOnon, T yaAouxia i} TNV woToKia

MeAéTeg oe TreipapaTélwa (apoupaioug kal TovTikia) dev Tapeixav Kapid amédeién yia
eHBpuoTOgIKN, VEOYVOTOEIKA i TEpUTOYOVO Spdon. Acv £Xxouv Sic€axBei £1BIKEC LEAETEC OF
EYKUMOVOUVTEG 1] BnAGlovTeg BrAukols Xoipoug. XpnoILoTroIfaTe PEVo GUNPWVA e TNV
EKTIHNOT) 0pEAoUC/KIVEUVOU Tou UTTEUBUVOU KTNVIATPOU.

4.8 AMnAemdpaccig pe GAAQ QOPUAKEUTIKA TTPOIOVTA Kol GAAEG HOPQPES
aAAnAeTidpaocng

MeTa T xXopriynon Tng BeiknAg KoAIoTiving ard To oTopa, Sev JITopei va amrokAeIodsi, oe
MEMOVWHEVES TFEQITITLIGEIG, N aAANAETTIOpaCT Pe avaioBnTikd Kol JuoxahapwTikd. O
CUVBUAOUOG PE apvoyAukooideg Kai AeBapiodAn TTpETel va amo®elyeTal. H 8pdon g
Benkrig KoAioTivng PTropsi va eTnpeacTel amé duadika kamévTa (oidnpo, aoREaTio, Hayvhoio)
Kal a1rd akOpeoTa AMTTapd 08éa Kal TTOAUQWOQopIKA GAaTa.

Ymdapxel dlacTaupoUuevn avBEKTIKOTNTA UETAEY KOAIGTIVAG Kai Beikig TToAuMuEivng B.

4.9 Aoocoloyia kal TpéTTOG XOpAYNONG
Xoprynaorn eviog 1pogAg.

H OGocohoyia eival 180.000 IU koAiotivng/kg ocwyartikol Bdpougmuépa of Zwotpoen
(1c0dlvapo pe 150 mg TpoidvTog/kg CWHATIKOU BAPOUG/NUEPQ) YIQ 7 CUVEXOUEVES NUEPEC.

H digpkeia ng Oepameiag dev Tpémel va uepBaivel TO £AGXIOTO XPOVIKG JIACTHHA TrOU
amaiTeiTal yia TV igon g véoou.

H mpdoAnyn tng pappakoUxou JwoTtporg eCapTdTal amd TNV KAIVIKA Katdotaon Twv JWwy.
Ma v emiteudn ¢ ocwomg docoloyiag n CUYKEVTDWON TG KOMOTIVIG TPETTEl v
TIPOTOPUOCTEl avaAdyws. lMpiv amd kdBe Bepameia, UTTOAOYIOETE TTPOCEKTIKG TO MECO
CWHATIKG Bdpog Tou Wou Kal TN PEaN NUEPATIN KOTAVAAWGT WOTPOPrC.

H gapuakolxog woTpo@r Tpetel va eivan n pdvn Tnyr Tpoprg yia ta Jwa Kad' 8An
didpkeia Tng BeparTreiag.
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Mo Tov utroAoyiopd g akpifods 6000)\ovlag TOU KTNVIGTPIKOU (QUPUOKEUTIKOU TTPOIOVTOG
pTropEl va Xpnoigotronei o akdAouBog TaTToc:

150 mg Tou KTNVIATPIKOU QPUPUAKEUTIKOU « MEoo Bdpog mg TOU KTNVIATPIKOU
TPoidvToG/KIAG cwuaTikol Bdpoug /nuépa xoipou (kg) PAPHAKEUTIKOY

. 5 . . o TPOoiIGVTO
MEan nueprioia TpécAnwn ZwoTpo@ric (KIAG/{Go) vl Kl)F\)c': CwOTci;aotpr’]c;

lNa va dlaceallorei n cwath doooAoyia, 10 cwyatkéd BApos Ba TpéTel va kaBopiaTel pe 6Go
TO SuvaToVv BEYOAUTEPN akpiBela yia Thv atroguyr Tng uodocoioyiag.

H Biadikacia dnuioupyiag gappaxolxwy SUPTIAKTWY JwoTpogwy Ba TTPETTEI VO EKTEASITOI OF
MEan Bepuokpaaia 85 °C, pe péyiotn Beppokpacia Toug 75 °C. YT kavoviKEG TUVBHKES, N
MEyioTn idpkeia Tng dladikagiag Tpémel va eival 20 AeTrTd.

410 Ymepbdoooloyia (CupTrTOpaTd, NETPA AVTIMETMTIIONG, QVTiBOTA), E&V Eivar
CIApAiTHTA

Agev £xouv avaQePOEl TOGIKA CUUTITLHATA OE X0IPOUG GTOUG OTTOIOUG X0pnyABNKe BUo gpopéc
n cuvioTwpevn 56on (300.000 IU avd kIAG owpaTtikoU Bapouc avd nuépa) yia To SITAGaIo
Mg TEPIGdouU Xopriynong (14 nuépeg). Qotéoo, oe TepiTTwon urepdocoloyiag Ge Xoipoug
Tou £xouv UTToPANBEi ot Bepameia Pe KoAIOTIVN, EVOEXETAI VO EUPAVIGTOUV GUUTITWIMATA
HOAGKWY KOTTPAVWV Kal LETEWPIGHOU, YEYOVOG TToU eTTIRBGAAE T BiokoTTA NG Bepareiag.

4.11  Xpovog(ol) avapovig
Kpéag kal £dwdipol 10Toi: 1 nuépa
5. <®APMAKOAOIIKEZ> <ANOZOAOIKEZXZ> IAIOTHTEX

DoppaKoBepaTTEUTIKA KOTNYoRia: AVTILIKPOBIOKA TOU £vTEpoU, avTIBIOTIKE.
Kwdikég ATC vet: QA07AA10

51 DapUakoSUVAIKEG IBIGTNTES

H koAioTivn eivon éva TTOAUTTETTTIBIKG QVTIBIOTIKG TTOU AVIKEI OTNY KOTHYOPIQ TWV TTOAUMUEIVGV
kol £Xe1 arodedelypévn SpaaTikdTNTA EVAVTIO OTO [N £TTepBanxd Escherichia coli.

H kohioTivn aokei Bakmpioktévo Spdon oe euaiadnra BaktnpiBiakd oTeAéxn,
aTrOBIOPYAVIOVOVTAS T BAKTNPIAKK KUTTAPOTTAQCUATIKY HEpBPGvR, TTPoKaA®VTac aAloiwaon
NG KUTTURIKAG JIATTERATOTNTAS KaI, GTN CUVEXEID, DIOPPOr) TWV EVEOKUTTERIWY UAIKWY.

H emiknTn avBekTk6TNTA TWY Gram-apvnTIKWY EVIEPIKWY BaKTnpiwy aTnv koAIoTivn €iva
omavia Kar ogeidetan oTnv TpoTroTroinagn Twv Mmdiwv A. Of TPOTTOTrOINGEIS AUTEG TUVDEOVTQ
ME XPWHOCWHIKEG UETOAAGEEIS 1 peTaBIBaZovTan atrd To Aaopidio MCR-1.

Exel kataypagei Siaotaupolpevn avOekTIKOTNTA PETALU TWY SINQOPETIKWY TTOAUMIEIVGIV, £V
gival TTAfjpng pe T ToAupugivn B.

Kayia dlactaupoduevn avBekTIkGTNTG BEV £XEl avapepBei HETAEU KOMOTIVIG KOl avTIBIOTIKWY
GAAMWV OHABWY OTA KTNVIATPIKE QAPHaKd.
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. Ta Ty Benkry koAioTivi, Ta KAVIKG 6piar euaiadnoiag EUCAST (01/2020) yia Enterobacterales
eivdlevaioBnTo < 2 pg/ml kan avBekTIKG 2 2 pg/mi. Mpéter va onueiwBei 611 0 TPOGBIOPICUOS
T00-MIC Tpémel va TTpaypatoToleitar pe T péBodo pikpoapaiwong ot wio.

H koNigTivn Spa evavriov apvnTikwy kard Gram Baktpiwy kai n Spdon outd €aptdroan amd
TN CUYKEVTPWOT] TNG. AGYW HIKPHS aTToppopnang Tng ousiag PETA T XopRynar] TS amé 1o
OTOHA, OTN YOOTPEVTERIKA 006, N otrola eival To GnuEio OTEX0E, ETITUYXAVOVTAI UPNAEC
CUYKEVTPLICEIS.

O mapdyovreg autoi Seixvouv 0TI Bev GuvioTdtal peyahdtepn Bidpkeia Bspareiac TTou odnyei
OE TTEPITTY £KBeaT.

5.2 QupUAKOKIVITIKG OTOIXEIX

H koAioTiv (wg Bgikn) atroppopdTal EAGXIOTA a6 TOV YGOTPEVTIEPIKG GWARVA.
zg avtiBeon pe Tig TTOAU XaUNAES TUYKEVTPUICEIG KOMGTIVIG OTOV 0P KOl GTOUC IGTOUG,

UWNAES KAl TAPOUEVOUCES TTOTOTNTES UTTAPXOUV OTA DIGQOPA THHUATA TOU YOOTPEVTERIKOU
GWARva.

Agv Tapatnpeitan Kapio anuoavTikg aAhayf oTov JeTaRoAioud.
H kohioTivn amofdAAeTon oXe56V ATOKALIOTIKG HECW TWV KOTEPAVWY.

MepIBaAAOVTIKES 1010TNTEG
To dpacTiké cucTatikd Benkr KoAIgTivr €ivail TTOAD avBeKTIKG Ot £84@N.

6. OAPMAKEYTIKA ITOIXEIA
6.1 KardAoyog ekdoywv
Almond and hazelnut shell flour
Paraffin ,light liquid
Macrogolglycerol ricinoleate(E-484)
6.2 Kopieg acupBaréTnreg

ASYw ENAEIYPNG PEAETWYV GUPBATOTNTAG, TO TIAPOV KTVIATPIKG QUPMAKEUTIKG TTPOTOV Bev
TPETTE] VO QVAMEIYVUETAL JE GAAD KTNVIOTRIKG QAPUAKEUTIKA TTROIGVTA.

6.3 Aildgpkeaia {wiig

Aidipkela JWrig Tou KTOVIGTPIKOU GAPUAKEUTIKOU TTROIOVTOS TUKPWVA E T CUCKEUATI
mwAnong: 3 xpovia.

Alapkeia {wig HETA TO TTPWTO AVOIYNG TG OPXIKNS GuoKsuaasiag: 1 uAvac.

AtdpKeIR {Wiig META TNV EVOWHATWGT TOU OGN TROPH 1} UTT OP®A CUNTIAKTWY JWoTPOPLIV:
3 prvec.

6.4 IBiaitepeg TpoPUAGEEIG KUTA TN GUAAEN TOU TTPOIGVTOG

AUTO TO KTNVIATPIKG QAPHOKEUTIKG TTpoidv Sev ammaitel IBiaiTepeg CUVBIiKES BEppokpaaiac yia
N QUAAER TOU.

PUAIOGETE GTOV APXIKG TIEPIEKTN.

6.5 ®don kai oGvBeoT) THG OTOIXEIWSOUG CUTKEUATTAC

Zaxol Twv 25 kg atroteAoduevol améd dUo GUAAG XapTiol KpagT, £va oTPWUA Asukol
YUaAIGTEROU XAPTIOU KPAQT Kai £vav ECWTEPIKG OAKO atTd TTOAURIBUAEVIO XOUNAKS
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TUKvoTNTag Tdxoug 150 gauge. O1 odxol eival Beppoo@payIoHEVOl KAl POMMEVO! OTIC GKPEC
Kal Kartd pRKog TNG Kopu®iic.

MéveBoc guagkevaaiac
24aKol 25 KIhwv

6.6 EIBIKEG TTPOPUAGEEIS aTTOPPIYNG EVOG XPNOIHOTTOINBEVTOG KTHVIATPIKOU
PAPHAKEUTIKOU TTPOiOVTOG 1 GAAWY UAIKGV TTOU TTPOEPXOVTAI OITd TH XPHRON TOU
TPOIGVTOG, av UTTapYXouy

KdBe un XpnoipoTroin8év KTviaTpikd QapUaKeUTIKG TTPOIGV 1 UTTOAEIMMATA TTOU TTPOKUTITOUV
amd TN XpRon Tou TRETTEl va amoppiTTTovTal GUUQWVA UE TIG 1I0XU0UOEG TOTTIKES ATTAITHOEIC.

7.  KATOXOZ AAEIAZ KYKAO®OPIAL
ANDRES PINTALUBA S.A.
POLIGONOINDUSTRIALAGRO-REUS

C/ PRUDENCIBERTRANAN® 5

43206- REUS (TARRAGONA)
IZMANIA

8. APIOMOZ(OIl) AAEIAZ KYKAODOPIAZ
A AK Kutrpou:CY00550V
9, HMEPOMHNIA NPQTHE EFKPIZHE/ANANEQXIHE THZ AAEIAX

Huepopnvia 1% éykpiong: 31/05/2016
Hpepopnvia teAeuTdiog avavéwong:9/8/2021

10. HMEPOMHNIA ANAGEQPHEIHZ TOY KEIMENOY

9/8/2021

AMNAIOPEYZH NMQAHIHZ, AIAOEZHE KAI/H XPHZIHE

Flpouﬁegla: KTnviaTpiké @appHaKeUTIKS TTPOIGV Yid TO OTrOio aTFaITEITON KTHVIXTPIKA
ouvTayn

Xophynon: Xopfiynon utré tov €Agyxo 1 TNV emifAsyn KTnvIdTpou

Oa wpETEl va AapBavovTar uTrdwn ol ETioNUEG KATEUBUVINPIEG YPOHUES YIA THV EVGWUATWON
TWV QAPHAKOUXWY TTPOPIYUATWY o1 TEAIKN JwoTpoen.



