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DYrAo 0oLV ypriong: [Iinpoopisg Yia Tov acOevi
OncoTICE 2-8 x 103 CFU Tice BCG ok6vn Y10, vyp6 £vd0KvoTIKAG £yvong
Bacillus Calmette-Guerin (BCG, Strain-tice)

Awpaote TPOoGEKTIKA OAOKANPO TO GVALO 0ONYLAV YPONG TTPIV OPYIGETE VA (PN GLUOTOLEITE AVTO
T0 PAPNOKO, OLOTL TEPLAAPPAVEL CNRAVTIKES TANPOPOPIES YIX GUS.

- DduidEre avtd To EUALO 0dNYIBY Yprions. Towg ypelaotel va to dwuPdoete Eava.

- Edv &yete mepartépom amopiec, poTNOTE TOV Y1OTPO 1) TOV POPLOKOTOL) GO,

- H ovvtaynq yU avtd to dappako yopnynonke amokAelotikd yio. cag. Agv Tpémel vo dDGETE TO
@appako o€ GAlovg. Mmopel va Toug TPoKaAEsEL PAAPT, oKOUA KOl OTOV TO CUUTTMOHOTO TNG
ac0évelog Tovg givon 1010 e TaL S GO

- Edv mopatmpnoete kdmolo avemBOunTn evépyeEln, EVIUEPDOTE TO YITPO, TOV (POPLOKOTOL0 1
TOV VOGOKOUO 60G. AvTd 1oy0eL kot Yo KaBe mbavy|] avemBounn evépyela mov dev avapEpeTol
GTO TOPOV PUALO 0dNYIDV Ypiiong. BAére Tapdypago 4.

T tepréyer o Tapév Ao 00N YLOV:

1. Tt etvar to OncoTICE kot mowa eivat n gpnom tov

2. T mpénet va yvopilete npv oag xopnynOel to OncoTICE
3. g yopnyeitar to OncoTICE

4. IMBavég avemBounteg evépyeteg

S. [odg va puidocete 1o OncoTICE

6. [Tepieydpeva TG CLOKEVAGING Kol AOITEG TAT|POPOPIES
1. T givar To OncoTICE ko o givan ) yp1161 TOV
Katyopia gappdaxov

To OncoTICE avikel omnv katnyopio TovV QopUAK®V Tov 0voudlovtal ovoGodleyepTIKA. AvTd Ta
QappaKa S1EYEIPOLY OPIGUEVO PLEPT] TOV OVOGOTOUTIKOD GUGTHLATOG.

Epg@avion kot 6uckevacio

To OncoTICE eivar po. okdvn yuoo vypod €VOOKLGTIKNG £yyuoNg M Omoie, HETA TNV avooLOTACN,
E10AYETOL GTNV OVPOSOYO KVGTY HECH EVOG KaBETHPaL.

To OncoTICE eivat dabéoipo o€ cuokevacieg Tov 1 1 tov 3 glraldiov, kKabéva amd To omoia Tepléyet
nepimov 12,5 mg (2-8 x 10® amowisg (CFU) tov Bacillus Calmette-Guerin).

owa n ypiion Tov OncoTICE

To OncoTICE ypnotponoteitot yio tnv Ogpameio Tov npaveiakod KopKivoy tng ovpodoyov KHoTNG.
Emiong ypnowonoteital ylo va amotpéyel TNV ENXOVEUPAVION TNG AGOEVELNG PETA OO XEPOVPYIKN
enéuPoon ovpoddyov KHGTNG.

2. T péner va yvopilete mpy oag yopnyndsi To OncoTICE

Mnyv ypnopononjcete 70 OncoTICE

- Edv éxete adlepyio otn SpaotiKy ovcio 1] 6 0TO0INTOTE GALO GO TOL GUGTATIKG AVTOD TOL
QOPUAKOD (OVOPEPOVTUL GTHV TAPAYPOPO 6).
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- Edv éxete Aoipmén tov ovpomointikod cuotiuatog. Edv vropépete and kvotitida (Aeypovn
™G oVPodOYOL KHGTNG), O AdPete mpdTa po oelpd avTiPloTikdy Tpty apyicet 1 Oepaneio pe
OncoTICE. H Oepancia pe ta avtifrotikd 0o npénet va éyel ohokAnpwbei mpv v Evapén tng
Oepamneiog pe OncoTICE.

- Edav éxete aipa ota ovpa Goc.

- Edv vmopépete emt tov mapovrog and evepyn oupatioon. O yurpdg cog pmopel vo 6og
vroPdel oe pa dokipn deppatikig avtidopaons (Mantoux).

- Edv vroBdAlecte og Bepameia pe avTiQUUATIKE QOPLLOKAL.

- Eqv vmopépete amd dlotapaylévo avocomomTikd cuotnpe (HEIOpEVN avooio Evovtt
AOW®ODOV VOOT|LATOV), aveEopTNT®G oLTiog.

- Edv eiote HIV-Betikdg/m.

- Edv giote éykvog 1 OnAdlere.

Ipogrdomomoeis kor TpoPpuidters

[IpocéEte Waitepa pe To OncoTICE otig axdlovbeg Tepintdoeis:

- Ipwv v mp@tn evdokvotiky £yyvon tov OncoTICE, o ywatpdc cog mbava va cag vroPaist
o€ (o deppotikn dokiun (dokiun Mantoux) moTe Vo SIEPEVVNGEL EAV EYXETE EVEPYO QLUATION
AoTpoEN.

- ‘Otav 10 TolYOUA TNG OVPOSGOYOV KVGTNG 1| O OVPNTNPOG TPOVUATICTEL AOY® KaBeTNplacHoD, 1
Oepameia Oa mpémel va avafindei £og 6tov N PAAPN emovAimbet.

- Eivai onpovtikd va €xetl omokAieiotel n poivven omd tov 16 HIV. Mmopel va givar amapoitntm
N Aqyn detypotog aipotog v Edeyyo HIV. O yiatpdc cag pnopet emiong vo 6og pmTNoEL Yo
mv Vmopén mopoydviov Kwvddvov, Onmg un ac@oAEl; oefovaMkég EmOQEG, ypNoM
LOAVGUEVOV BELOVOV GE TEPITTMON YPNONG VOPKOTIKMV 1) LETAYYICEDV OipLOTOG.

- "o va Tpootatevtel 0 GUVTPOPOS oag and v petadoon Poakiddwov BCG, cuvictatol 1 amoyn
ond ceovoAkY o] Katd TtV Odpkewn g eRdouddag mov €meTor NG Oepameiog pe
OncoTICE. Ed&v ypnowonoleite mpo@uloktikd upmopeite va €xete GeEOLOAKT EMOQN,
d€JOUEVOL OTL TO TPOPLAAKTIKO YPTCULOTOLEITAL GMGTA, KOl OEV GTACEL.

- Edv n deppotikn doxun (dokiun Mantoux) yivel petd v Oepaneio pe OncoTICE, pnopei va
glvar OgTcn.

- Edv éxete ovuntopato 6Tmg TUPETO Kol ammAgl PApovg dyvmotng artiodoyiog Ba mpénet va
EMKOWMVNGETE LE TOV YOTPO 600G KABMG TETOW GUUMTOUATE UTOPEL VO VTOOMADVOLY Lia
kabvotepnuévn €apon BCG Loipwéng. Avtd to coprtdpoto propet vo kabvotepiicovy ond
UVES £0C YPpOVIDL LETA TNV Yop1ynon g TeAgvtaiog 66omg OncoTICE.

Alra pappoxa kor OncoTICE

Evnuepdote tov yiatpd 1| TOV QUPUOKOTOL0 oG €dv Taipvere M €xete mPOGEATA TAPEL GALQ
QAPLLOKL,OKOLO KOL 0VTE TOV OEV GLVTOYOYPUPOVVTOL.

Ta akdrovBa pdpuaka/Bepaneieg propei va peidoovv v dpdomn tov OncoTICE:

- AvTiloTikd

- Ddppoka To 0moio KOTAGTEALOLY TO 0LVOGOTOMTIKO GUGTNLUA ((VOGOKOTAGTOATIKA)

- Ddppoka To 0moio KATAGTEALOLV TIV TOPUY®YN KVTTAP®V HVEAOD TV 00TMV (KOTAGTUATIKA
HLEALOD T®V 0GTMV)

- AxtwvoBepameia

Edv ypnoonoteite kdmowo amd avtd ta Qappoke 1 vIofdrecte og o omd ovTég TG Bepameieg, o
ywtpog cag mhova Oa avaPaiiel ty Bepaneio pe OncoTICE péypt v draxonn g Oepamneiog.

Kinon kot Onhacpog

To OncoTICE bgv Oo mpémel va divetor Kotd TV SLEPKELN TNG EYKLUOGUVNG. ZNTNoTe TN GLUPBOVAN
TOV Y10.TPOD 1] TOV POPUAKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPLOKO.
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To OncoTICE dev Ba npénet va divetar og Onralovoec untépeg. Zntiote ) cupPovAn Tov yiTpol i
TOL QOPHOKOTOL0D GO TPV TAPETE OTOLOONTOTE PAPLLOKO.

Odnynon ko YEPLoPOS PNYAVRLATOV

To OncoTICE dev €xet kapio 1 €€l aonuavTn €niOPOCT GTNV KAVOTNTO 0ONYNONG KOl YEPIGHLOD
pnyovnuétov.

To OncoTICE nepiéyer Bacillus Calmette Guerin, (BCG, Strain Tice, 2-8 x 10 3 CFU)

3. Hog yopnyeitar 1o OncoTICE

IIéoo ko ToTE VO ypnoLpoTorIEiTOL

H docoloyia kabopileton amd Tov yrorpo.

Yuvnlwg M Bepamneio anoteAeiton amd efdopadiaieg eyyvOEG GTNY 0VPOAOYO KLOTYH Yo ddoTnra 6
efdopadwv, axkorlovbovpeves amo efdopadiaicg eyydoeis yo 3 cvveyoueves efdopddeg tov 3°, 6° Kot
12° piva petd v évapén g Oepoameiog. Eav givar anapaitmro, 1 Oeponeio 3 efdopddov pmopel va

emavoAneOei kabe 6 pveg oto e&ne.

og va yopnysitor

To OncoTICE 0a npémet va g164yetan 6TV 0vpodoyo KOGt and YoTpd 1 VOGOKOUO.

Ta mepeyopeva evog proidiov Ba avacvotaboldv og éva ddlvpa ELoLOAoYKoL opol twv 50 ml.
Apyucd n ovpoddyog kvotn cog Bo exkevwbel pe v ypnom evog kabetipa pEcw Tov OToiov TO
OncoTICE oty cuvvéyela Ba eyyvbel péoca otnv ovpoddyo xvotr. Eivar onuavtikd va punv meite
Kavévo vypo yia dtdotnua 4 opov Tpy v évapén g Bepaneiag. To ddhvpa tov OncoTICE 6Oa
TPETEL VO, TOPAUEIVEL GTIV 0VPOSOYO KVGTN Yot 000 DPES MGTE Vo emTEVYOEL TO PEATIOTO AmOTELEG LA
g Bepaneiog. To pappoko Bo Tpémel va EpBeL Ge ETOPN LE TO GUVOLO TOV TOLYMDUATOG THG OVPOSOYOL
Kvotg. [a Tov Adyo awtd, Ba cag {ntndel va kvnbeite. Eival moAd onpovtikd vo unv ovprioete Tpv
70 TEAOG NG dlmpng Bepameiog.

Eival onuavtikd va ovpeite o kabiot) Béon yio 6 opeg petd v Bepameia kol vo mpocbitete 2
elvtlavia owlakoy Agvkavtikod (500mL) oty tovaAéta kabe @opd mpwv Tov Katawoviopd. To
AEVKOVTIKO Kot To 00pa Oo TPEMEL VAL TAPAUEVOVY GTNV TOLOAETO Yo 15 AETTA TPV TOV KATOLOVIGHO.
[lévtote va ¥pNOIUOTOLEITE TO PAPLOKO OVTO AVOTNPG COUPOVA LE TIS 0dNYIEG TOV YLUTPOV, TOV
(OPLOKOTOLOV 1| TOV VOGOKOUOV caG. Edv éxete appifolries, potnote Tov yoTpd, TOV GopUAKOTOL0 1)
TOV VOGOKOLO GOG.

Eév ypnoipomonioete peyarvtepn 066n Oncotice amwd TNV Kavoviki

To evoudpnua OncoTICE mapackevdletor amd to mepleyopevo €vog (loALdiov Omd TO 10TPLKO
TPOCHOTIKO Kol Yo avtd givor amibavo va AdPete mepiocdtepo OncoTICE and to kavovikd. Edav
TapoAa. avtd cvpPel kATl TéTowo, O YaTPOg oo O eAéyEel mpooekTikd Yy cvumtopote BCG
hoipwénc. Edv eivar amapaitnto Bo Adfete @appoke evavtiov TG QUUATIOONG.

Eav Eeyaoete va napete 10 OncoTICE

Agv gpappoletar yio to OncoTICE.
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4. MBavéc avemBOuNTES EVEPYELES

Onwg 6o 0. APLOKO, ETOL KAL 0VTO TO QAPLOKO UTOPEL VO TPOKOAEGEL AVETIOVUNTES EVEPYELEC OV
Kot dev TapovGifovtal g OAOVG TOVG OVOPMOTOVG.

AvemBounteg evépyeieg mov £xovv mapotnpndet Kot etvar ToAv cuyvég (21/10) givan:

- QAEYHOVT] TNG 0VPOSHYOL KOGTNG

- gnimovn ovpnom, cvyvoovpia Kot aiatovpio. [evikd avtd to copntopote eéapavifovrol
péca og 2 NUEPES.

- YPIT®ON CUUTTOUOTO OTMOG TVPETOG, KOTMGON Kot kakovyio (aicOnua dvoeopiag). Avtd To
ocountopata epeovifoviar cuvnbmg poAlg 4 mpeg petd tnv Bepameia kat dSapkovy and 24 Emg
48 mpeg.

AvemBounteg evépyeieg mov £xovv mapotnpndet Kot etvar cuyvég (=1/100 émg <1/10) eivar:
- apBpadyieg

- apBpitda

- pooiyio

- vavtio Kot EPETOG

- KOWA0KO GAyog

- ddppota

- QAEYLLOVT] TOV TTVELLLOVOV

- avapio

- OKPATELD OVP®V

- ovporoipmén

- EMITAKTIKT] OVPMON

- L1 PLGIOAOYIKES EPYOUCTNPLUKEG EEETAGELG OVP®V
- TOPETOON piyn

AvemBounteg evépyeteg mov £xovv mapotnpnOet Kot eivar 61 cvyveg (=1/1.000 €mg <1/100) givar:

- deppaticd eEavonua

- nratitdo oxetilopevn pe iktepo (KITtpvo YpoUaTIGUO TOV SEPUATOG 1| TMV 0QOUAU®OV)

- L1 PLGLOAOYIKES EEETACELS NMIATIKNG AELTOVPYiaG

- UEI®UEVT] TOGOTNTO, EPVOPOKVTTAP®V 1 AUOTETOM®Y TOAVDG GYETILOUEVT UE GUUTTOUOTO,
OTMG KOTMOT KOUT LOADTEG

- LEel®oT TOV AEVKOKVTTAP®OV

- moovpio

- dvcovpia

- GLGTOAT] OVPOSOYOV KVLGTNG KO OVPNTIKT OTOPPacn

- roipwén BCG oto oopa (eupatiddelg Aoméelg) pe mbovornta kabvotepnuévng é€apong.
Ta cvpmtdpata propet va Kabuotepnoovy and PNVEG MG ¥poOvia LETA TNV TELEVTAIN OO0

AvemBounteg evépyeieg mov €xovv mapotnpndel kot etvan omdvieg (=1/10.000 g <1/1.000) eiva:
- Prixas
- emddvpititidon

AvemBounteg evépyeleg mov £xovv mapatnpndeio kot eivor ToAd ondvieg (<1/10.000) givau:
- oAomekio

- avénuévn epidpmon

- CaAn (aicOnon otpofilicpon)

- TOVOKEPOAOG

- avénuévn poikn téon

- L1 GLGOAOYIKY| 0icBN o™ OTTMG TCIUTN AT, KODGOG, LOVSIOGHLO 1] Payovpa
- Emumepuxitidoa

- Andrewo 6peéng

- Avomeyio kot aépla

- Zhyyoon
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- oednua Tviypoo
- amoAela Bapovg
- YOUNAN wieon aipatog
- Bpoyyitida
- dvomvola
- TOVOLOLLLOG
- KoTappon
- SOYK®ON AepPadEvmv
- LN ETAPKNG AEITOVPYIO TOV VEPPDV
- Kkokkimopa (olidto o€ Eva 6pyavo)
- Boravitida
- opyitida
- ovvdpopo Reiter (pAeypovi] tov o@BOAP®OV, TOV 0pOPOCE®Y KOl TOV OVLPOYEVVNTIKOD
GULGTIULATOC)
- Lupus vulgaris (pupotioon tov 6€ppatoc)
- TPOCTOTITION
- avénon tov edkov Tpootatikov avirydvov (PSA) (epyactnprakn e&étaon Tpootdrn)
- KaG0G, KVIOUOG Kot TOVOG GTNV YUVOIKEID YEVVITIKN TEPLOYN
- 0cQLUAYia
Bopaxikd dryog
- Katakpdatnon vypadv oto dkpa

Mn yvootég (n cuyvotnta dev pumopel va tekpnplmbel omd to Stabécia dedopéva):

- QAEYLOVH] TOV OyYei®V TOL OIHOTOC GUUTEPIAAUBAVOUEVOV TOV OyYEI®V TOV EYKEPAAOVL
(ayyelitidn)

- QAeyLOVH TOL 0POAALOD (AOUDITG EVEOoPOaApiTION)

Aleg avemBOUNTES EVEPYELEG TOVL £YOVV apaTnpnOel elvar:

- OAAEPYIKEG AVTIOPAGELG

- BCG Moipmén oto aipo (onyorpio)

- U1 QLGIOAOYIKT| 0P TNPLOKT SLOTOAN AOY® Paktnplokng Aoinwéng (Aoymdeg avedpuoua)

Yg TMEPIMTOON TOV TO GLUUTTOUOTO ©0G &ivor coPapd 1M dapkovv mepiocdtepo amd 48 dpec,
cuppovievteite TOV Y10TPO GAG.

Avo@opd avemBuunTOV EVEPYELOY

Edv mopotnpioete kdmow avemBountn evéEPYELL, EVIUEPMOOTE TOV YOTPO, TOV QUPUAKOTOLO 1| TOV
VOGOKOUO GOG. AVTO 10YVEL Ko Yot KABe mhavi) ovemBounTn evEPYELL TOV OEV AVOUPEPETOL GTO TOPOV
@VAL0 odNyldV ypnonc. Mmopeite emiong va avaeépete avemBounteg evépyeleg amevbeiag (PA.
AEMTOUEPELEG TOPAKAT®). MEG® TNG AVAPOPAS OVETBOUNTOV EVEPYEIDV PTopeite va Pondnoete ot
GLAAOYT TEPLEGOTEPMOV TAPOPOPLDV CYETIKA LLE TNV AGOAAELD TOV TUPOVTOG POPLAKOV.

EALada:
Ebvikog Opyaviopog appdxmv,
Meooyeiov 284, GR-15562 XoAlapydg, ABnva,
TnA: +30 21 32040337
Iototomog: http://www.eof.gr
http://www Kitrinikarta.gr

Kvnpoc:

Ddoppokevtikég Yanpeoieg, Yrovpyeio Yyeiag, CY-1475 Agvkwoia,
TnA: +357 22608607, ®ak: + 357 22608669

Iotétonog: www.moh.gov.cy/phs

5. Hog va puracoete To OncoTICE
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To @appoKo aVTd TPETEL VO, QUAACGETAL GE PEPT TTOV OgV TO PAETOVV Ko deV TO POEvVOLV Ta TodLdL.

To OncoTICE @uAGoceTal GTO VOGOKOUEID GUHE®VO HE TIC 00NYieg TOV OovAPEPOVIOL amd TOV
TAPUCKELOGTH TNV cvokevacio. Dvrdccete o yuyeio (2°C — 8°C) atnv apyIki] CLGKEVAGIN Y0 VO
TPOCTOTEVETAL OO TO (PG,

Noa pn ypnowonotleite avtd T0 @ApuaKo HeTd TNV muepopmvio ANENG mOL AVOEEPETOL OTNV
emonpavon. H nuepopmvia Aqéng eivar n tehevtaio nuéPa TOL UAVO TOV OVAPEPETOL EKEL.

Mnyv metdte PApLOKa 6TO VEPO TNG ATOYETELGNG ] OTA OIKLOKA amoppipata. Potnote 1o gappokorold
600G Y10 TO TMOG Vo TETAEETE TA PAPLOKO TOV JEV YPNOILOTOLEITE Tl AvTd Ta puéETpa Ba fonbnicovv
GTNV TPOGTAGi0 TOL TEPPAAAOVTOC.

6. Mepreyépeva TG GVOKEVAGING KO AOUTEG TA|POPOPiEg
T epréyer To OncoTice

- H Spootiki ovoia sivar : Bacillus Calmette Guerin, (BCG, Strain Tice, 2-8 x 10° CFU).
- Ta & ho ékdoya eivon : Lactose monohydrate, asparagine, citric acid, potassium phosphate
dibasic, magnesium sulfate (hedrahydrate), glycerol, ferric ammonium citrate, zinc,
ammonia solution.

Ep@avion tov OncoTice kan Tepreydpueva TG GVOKEVAGIOG

To OncoTICE cvckevdletat og yodhva @roiidia tomov 1.
Yvokevacia 1 1 3 proldimv.

Ké0e proAidio mepiéyet 2 - 8 x 10® CFU Tice BCG.
Mmopel va. un kKukAo@opohv OAEG 01 GLOKEVAGIEC.

Karoyog Adcrog Kvkiogopiog kor Ilapackevaotig

Karoyog Adcrag Kvkhopopiog
MSD A.Q.E.E.,

Ayiov Anpuntpiov 63, 17456,
AAIMOZL,

TnA.: +30 210 9897300

Tomikog Aviipoécwnoc otnv Kompo:
Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673

+357 22866700
cyprus_info@merck.com

HapackevacTig
N.V.Organon,
Kloosterstraat 6,
5349 AB Oss,
OMavdia

Merck Sharp & Dohme B.V.,
Waarderweg 39,

2031 BN Haarlem,
OMavdia
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To mapév pvrro 0dN IOV YpiioNs avadempnOnke Yo TeELEVTAio Qopd Tov 03/2024.
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