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@viro oonYLOV ypiong: IIinpoopics yio Tov a.60evi)
OncoTICE 2-8 x 108 CFU Tice BCG ok6vn Y10 vypd £vO0KVGTIKNG £y)vong

Bacillus Calmette-Guerin (BCG, Strain-tice)

AW PaoTE TPOGEKTIKA OLOKANPO TO PUAAO 01 YLOV YP1ONGS TPV OPYIGETE VA PN CLUOTOLEITE GVTO TO
QOaPLOKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DvLa&Ete awTO TO PUALO 0OMYIOV YpNoNG. Towg xpelactel va to dafdacete Eovd.

- Edv éxete mepauttépm amopieg, pOTNOTE TOV YLOTPO 1) TOVPUPLOKOTOO GOG,

- H cvvtayn yU' avtd 10 ¢dppoko xopnyndnke amokAEloTIKA Yio 60G. AgV TPETEL VO ODGETE TO
QAappoKo o€ AAAoVG. Mmopel va Toug TPoKaAEGEL BAAPT, KOO KoL OTOV TO GUUTTOUATO TG
acBévelag Toug elvart 101a pe ta 01K GoC.

- Edv mapatnpnoete kKamowo avemBOunn evépyeia, EVINLEPADGTE TO YLOTPO, TOV PAPUAKOTOL0 1) TOV
VOGOKOUO 6aG. AVTO 1oyveL Kot Yio ke mhovn avemBountn evépyelo mov Ogv avopEPETAL GTO
POV POUALO 0dNYIOVY YpHone. BAéme mapdypogo 4.

T Tepréyel 1o Tapov OAAO 0ONYLOV:

Tt eivar To OncoTICE kot mwota givan 1 xpnior tov

T mpéner va yvopilete npv oag xopnyndei to OncoTICE
[og yopmyeitatr to OncoTICE

[MBavég avemBounteg evépyeteg

[og va pvidacoete 1o OncoTICE

[epieydpeva tng cuoKeLAGING Ko AOUTEC TANPOPOPIES

IZEEN N

1. T givar o ONcoTICE ko wora givan i ypion tov
Koatyopia pappdxov

To OncoTICE avnkel otny katnyopic TV opuaKkoy wov ovoudlovtal ovocodleyeptikd. Avtd ta
QAapLOKa S1EYEIPOVY OPIGUEVE LEPT] TOV OVOGOTIOLNTIKOD GUGTHIOTOC,

Epg@avion ko cvokevoocio

To OncoTICE givar por ocovn Yo vypod VOOKVOTIKYG £YYLONG 1| OTTOl0, LETA TNV AVOGUGTOOT], EIGAYETOL
TNV 0VPOSOYO KVOTH UECH EVOS KABETPOL.

To OncoTICE givar 6100éc110 68 cuokevacieg Tov 1 1 Tov 3 eloAdioy, kabéva amd To omoio TEPLEYEL
nepimov 12,5 mg (2-8 x 108 amowieg (CFU) tov Bacillus Calmette-Guerin).

owa n xp1iion tov OncoTICE

To OncoTICE ypnoyomoteitan yio tnv Oepameio Tov EMPAVEINKOD KOPKIVOL TNG 0VPOSOYOV KOOTNG.
Emiong ypnoyiomoteitat yio vo amoTpEYEL TNV ERAVEUQAVIOT) TG AGHEVELNG LETE OO XELPOVPYIKT|
enéuPfoon ovpoddyov KOGTNG.

2. T npéner vo, yvopilete mpv oog yopnynOsi To OncoTICE

Mnyv ypnorpomounjoete To OncoTICE

- Edv éyete aldepyia otn dpaoTikn ovoia 1} o€ 0m0100NTOTE GALO 0O TOL GLGTATIKA AVLTOV TOV
QOpUAKoL (OVAPEPOVTOL OTNV TAPAYPAPO 6).



- Edv €xete AoipmEn Tov ovpomomTikov cLGTHIATOS. Edv vtopépete amd kuotitida (QAeyHovi TG
0VPOdOYOL KHGTNG), Bo AGPeTE TPAOTA Uit GEPA AvTIPOTIKOV TPV apyicel 1) Oepameio e
OncoTICE. H Bepaneia pe ta avtifrotikd Oo mpémel va £xel ohokAnpmBel mpv v Evapén g
Oepaneiog pe OncoTICE.

- Edv éxete aipo ota obpa cag.

- Edv vogépete emt Tov TapdvTog 0md evepyn pupatioot. O yotpog oag UTopel vo oag vIToPdAet
o i dokiun depuatikig avtidpaocng (Mantoux).

- Edv vroPaidiecte o Oepameio e avTIQUUATIKG QAPLLOKOL.

- Edv vogépete amd Satapaypévo ovosomonTikd cOGTNHO (LEWWUEVT 0vosia EVOVTL AOTU®OMV
VOO UAT®V), aveEapTnTOg ontiog.

- Edv giote HIV-0gtikdg/m.

- Edv giote éyxvog 1 OnAdlete.

[pocdomoun)oeis Ko TPOPVAAEELS

[Ipocé€te Waitepa e To ONCOTICE otig axdAovbeg TeputtOoELS:

- [pwv v mpdtn evdokvotikn £yxvon tov ONcoTICE, o yiatpdc cag mbavd vo coag vtoPdiel o
o deppatikn dokun (dokiur] Mantoux) dote v S1EPEVVICEL €AV £YETE EVEPYO QPULUOTLDON
rotuwén.

- Ortav 10 Toiy®pe TG 0VPododYOL KHGTNG N 0 CLPNTHPOG TPAVUATICTEL AOY® KUOETNPLOGLOD, 1
Oepaneia Oo mpémetl va avaPAindel mwg dtov 1 PAEPN emovAwbet.

- Eivan onuavtikd va €xel anokAelotel n pdéivvon and tov 10 HIV. Mropel va etvor arapaitnn n
Ay detypatog aipartog yio Edeyyo HIV. O yrotpdg coc umopet eniong va, 6o¢ pOTHGEL Yo TNV
Yapén Tapaydviov Kvouvov, OTmG U acareic 6e£0VOMKEG ETAPES, YPTON LOAVCUEV®DY
Belovdv og TePITTOOT YPNONG VOPKOTIK®V 1| LETAYYICEDV OILOTOC.

- INa va tpoctatevtel 0 cOVTIPoPOS cag omd Ty petddoon PoakiAlov BCG, cuvictatal n amoyn
0o 6e£0VOAIKT ETOPN KOTA TNV dtdpkela TG EfSopddag Tov Emetan TG Oepaneiog e
OncoTICE. Edv ypnoyomoteite mpo@uiaktikd pmopeite va £xete 6eE0VAAIKT EMAPT], HEG0UEVOL
OTL TO TPOPVAAKTIKO YPTCLUOTOIEITOL CMOTA, Kol OEV CTAGEL.

- Edv n deppotikn dokyun (dokiur Mantoux) yiver petd v Oeponeio ue OncoTICE, umopei va
elvar BeTikn).

Adlha gappoaxa ko OncoTICE

Evnuepdote Tov y1otpd M TOV QOPLOKOTOL0 GOG EQV TOIPVETE 1| £YETE TPOGPATA TAPEL GALO QAPLLOKOL,
KOO KO OVTE TOV OEV GLUVTAYOYPOUPOVVTOL.

Ta axdiovBa eappaxa/Bepancieg pmopet va petdcsovy v dpdor tov OncoTICE:

- Avtiflotikd

- Dappoka To 0moin KATAGTEALOLY TO AVOGOTOUMTIKO GUGTNUA (AVOCOKATUGTOATIKE)

- Ddppako To 0moio KATAGTEALOLY TNV TaPAy®YN KVTTAP®V LVEAOD TV 06TMV (KOTAGTOATIKA
HLEL0D TV 0GTMV)

- Axtvofepameio

Ed&v ypnowonoteite kdmoo and avtd ta pdppoka 1 vrtoPdieote og o omd ovtég TG Bepamneies, o

yitpog cag mhovd Oa avafaiiel v Oepamneio e ONCOTICE péypt ) dakonn tng Oepomeiog.

Kdnon ko Onraocpog

To OncoTICE dev Oa mpémet va divetan katd Tnv S1dpKeLd TG EYKLHOGUVNG. ZNTNGTE T GLUPOVAR TOV
YTPODU 1 TOV PAPUAKOTOI0D GUG TPV TAPETE OTOLOONTOTE PAPLLOKO.

To OncoTICE 6gv Oa mpénet va divetar oe OnAdlovoeg untépeg. Zntiote T GVUBOLAT TOV Y1oTPOoD 1) TOV
(POPLOKOTOLOD GOG TPV TAPETE OTOLOINTOTE PAPLOKO.

Oonynon ko yEPGPOS PNYovVRATOV



To OncoTICE dev éyetl kopia 1} €l aoNUOVTIN EXIOPACT] GTNV IKAVOTNTA 00NYNONG KOl XELPICUODV
Uy ovnuaToy.

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

3. o yopnysitan To OncoTICE

I[Iéoo ka1 TOHTE VO, YpropomoIEiTAL

H docoloyia kabopileton amd tov yroTpo.

YuvBog n Oepameia amotereiton and efdopadiaieg eyyvoelc oy ovPoddyo KHGTN Yo ddoTnua 6
efdoudowmv, axkorovbodueveg amo efdouadiaicg eyyvoelg yia 3 cvveyoueveg efdopadec tov 3°, 6° ko 12°
uva petd v évapén g Bepameioc. Edv eivar amapaitnto, n OBepomeio 3 efdopddmv umopel va

emovaAnesi kabe 6 pnveg oto e&ne.

o va yopnyeitar

To OncoTICE Ba mpémnel va eLodyeTtal otnv oupoSoxo KUOTHN Ao yLatpo | VOGOKOLO.

Ta mepieydueva evoc eroidiov Ba avacvotabodv o€ éva didAvua euotoloyikod opov Tmv 50 ml. Apyikd
1N 0VP0oddY0g KOG cog Oa exkevwbel pe v ypron evog kabempa pécw tov omoiov to ONCOoTICE oty
ouvéyeln Bo eyyvbel péoa omv ovpoddyo kvotrn. Eivar onupoavtikd va unv mieite kavéva vypod yuo
dtlonua 4 wpov mpwv v Evapén g Bepanciog. To didivpa Tov OnNcoTICE Oa mpénel va mapapeivet
oV 0VPOdOYX0 KOHGTN Yo dVO Mpeg dote va emttevyfel to Béltioto amotédespo g Oepomeiog. To
eapuako Oo Tpémetl va £pbel og ETaPN UE TO GLVOLO TOV TOLYMUATOG TG 0VPOdOYOL KVGTNG. ' Tov AdYO
avto, Ba coag {nmdel va kvnbeite. Eivonr modd onpoavtkd vo pnv ovpnoete mpv 10 €A0g g dlwpng
Bepamneiog.

Eivar onuavtikd va ovpeite oe kabiot) 0éom vy 6 dpeg petd v Oepameio kot vo mpocbitete 2
eAvTCAvia owklakoy Agvkavtikov (500mL) omv tovoiéta kdbe @opd mpv tov Kotowovicpd. To
AEVKOVTIKO Kot ToL 00pa OoL TPETEL VOL TOPAUEVOVY GTIV TOVOAETA Y10 15 AETTA TPV TOV KATOLOVIGUO.
[Tdvtote va ypnoiponoleite 0 PAPUOKO AVTO QLOTNPE COUPEOVO UE T 0OMYiES TOL YLOTPOV, TOL
(OPLOKOTOLOV 1| TOL VOGOKOUOV oag. Edv éxete appifoiies, poTioTe TOV Y10TpO, TOV (POPLAKOTOLO 1] TOV
VOGOKOLO GOG.

Eav ypnoipomomcete peyarvtepn d6on Oncotice amd tnv Kovovik)

To evardpnua OncoTICE mapackevdletol and Ta TEPIEYOUEVO EVOG PLOAIIOV OO TO 1OTPIKO TPOCOTIKO
Kot yuo avto givor aniBovo va AdPete mepiocotepo ONcoTICE and 1o kovovikd. Eqv mapodia avtd cvpPel
KA1 T€7010, 0 Y10TPOG oag Ba ehéyéetl mpooekTikd yio cvuntdpato BCG Aoluwéng. Edv eivon amapaitmro,
0o AdPete pappoka evavtiov TG uHOTIOONC.

Edv Egyaoete va napete To OncoTICE

Agv gpapudletar yio to OncoTICE.

4. MBavéic avemBounTeg evépyereg

Onwg 6Aa To pApHOKa, £TGL KOL 0VTO TO PAPLOKO UITOPEL VO, TPOKOAEGEL OVETIOVUNTEG EVEPYEIEG OV KOl

4



dgv TapovolalovTol oe OAOLG TOVG AVEPOTOVC.

AvemBdunteg evépyeleg mov £yovv mapatnpndei kot eivar ToAd cuyvég (>1/10) givou:

(QAEYHOVT] TNG OLPOOOYOV KVGTNG

EMITOVT 0VPNGTN, GLYVooLPia Kot alpatovpia. 'evikd avtd To copmtdpata eEapavilovral péca
o€ 2 Nuépec.

YPIT®ON GUUTTOUATE OTTMG TVPETOC, KOTMON Kot Kakovyia (aicOnpa duvcpopiag). Avtd ta
ocvpnTodpote gppaviovial cuvnlwg LoAic 4 mpeg petd ) Oepameio Kot dtopkovy and 24 Emg 48
dpec.

AvemBbunteg evépyeleg mov £yovv mapatnpndei kat eivar cuyvég (>1/100 émg <1/10) eivou:

apBpoadyieg

apBOpitda

poodyio

votio Kot ELETOG
KOWMOKO Glyog

duappota

(PAEYLLOVT] TOV TIVELHOVOV
avorpio

aKpaTeELR 0VpOV
0VPOAOTUMEN

EMITAKTIKT 0VPTON

U1 PLGLOAOYIKES EPYUCTNPLOKEG EEETACELS OVPOV
TLPETMOOM piyn

AvemBdunteg evépyeleg mov £xovv mapatnpndei kat eivar oyt cvyvég (>1/1.000 émg <1/100) giva:

deppoTikd eEavonua

nratitida oyeti{opevn pe iktepo (KITPIvo YPOUOTIGHO TOV OEPUATOG 1 TOV 0OQOUAUDV)

U1 QLGLOAOYIKEG EEETAGELS NTATIKNG Agttovpyiog

LEW®UEVT] TOGOTNTA EPLOPOKVTTAP®V 1) MUOTETOAI®V TOAVADS GYETILOUEV LE GUUTTMOUATO OTIMG
KOO KOV LOAOTES

peimon TV AEVKOKVTTAP®Y

Toovpia

dvcovpia

GLGTOAT 0VPOJOYOV KOGTNG KOl OVPNTIKY] OTOPPAEN

roipwén BCG 610 oopa (puUaTIOdES AOTUDEELS)

AvemBounteg evépyeleg mov €xovv mapotnpndei kot eivan omavieg (21/10.000 £wg <1/1.000) ivar:

Prixog
emddvUITION

AvemBdunteg evépyeieg mov Eyovv maparnpndeia kot eivor moid ondvieg (<1/10.000) givou:

aAonekia

avénuévn epidpmon

{aAn (aicOnon otpofiiicpov)
iAyyog

TOVOKEPOAOG

ovénuévn pokn téon

UN QLGOA0YIKT aicOnoT OTmG ToUmT AT, KOHGO0G, LobouG 1] eoryodpa
Emumepukitida

Andrea 0peéng

Avomeyio Kot aépio

Zoyyoon

oo Tviypoo

ammAELn Papovg

YOUNAN Tieon aipatog
Bpoyyitioa



- dvuomvola

- TOVOLULLOG

- KOTOPPON

- SOYKWOON AEUPUOEV®DV

- U1 ETOPKNG AELTOLPYIO TOV VEQPOV

- kokkimpa (olido og £va dpyavo)

- Boiavitida

- opyitida

- ovvdpopo Reiter (pAeypovi tov o@OOAUDY, TOV 0pOPDOCEDY KOl TOV OVPOYEVVITIKOD
GUOTNLOTOG)

- Lupus vulgaris (pvuatioon tov 8éppotog)

- TPOCTOTITION

- avénomn tov 1d1kov TPooTaTKoD avtiydvov (PSA) (epyaotnplokn e&€taon TpocTtdtn)

- KOOGOC, KVIIOUOG Kot TOHVOC GTNVY YOVOIKELR YEVVITIKT TTEPLOYN

- oc(puaAyia
Bwpaxikd dryog

- KOTOKPATNO™ VYPADV GTO AKPOL

Mn yvootég (n ocuyvotnta dev pmopet vo tekpnpumdet amd to Stoaféciio dedopéva):

- QAEYLOVT] TOV QYYELOV TOV OUIOTOC CUUTEPILOUPAVOUEVOV TOV QyYEIDY TOV EYKEPAAOD
(ayyelitidn)

- QAgYHOVY] TOV 0PBaALOD (Aomong evoopBaApuiTidn)

AlAeg avemBOUNTEG EVEPYELEG TTOL £YOLV TTapaTnPNOEl eivau:

- oAAEPYIKEG VTIOPAGELG

- BCG loipwén oto aipa (onyoipio)

- U1 QLGLOAOYIKT] OPTNPLOKT SLUGTOAT AdY® Paktnplokng Aoipnméng (AOUMOESG aveDPUGLA)

Yg TePINTOOT OV TO GLUTTAOUATO Gag ival coPapd N dtapkovy TeEPLeadTEPO and 48 dpeg,
ocvppovievteite TOV Y10TPO GOG.

Avo@opd avemBOunTOV gvepyELOV

Edv mapammpnoete kamota avemBOuntn EVEPYELQ, EVIUEPMDGTE TOV YIOTPO, TOV POPUAKOTOLO 1) TOV
VOGOKOUO 600G, AVTO 1oYvEL Kot Y10 KAOE Thavn avemBountn evépyelo mov OgV avaPEPETOL GTO TOPOV
QUALO 00N YDV Xpnone. Mmopeite emiong va avapépete avemBounteg evépyeleg angvbeiog (PA.
AETTOUEPELEC TTOPAKAT®). MEC® TG OVaPOPAC AVETBVUNTOV EVEPYEIDV UTOPEiTE Vo fondnoete o
GLALOYN TTEPIGGOTEPMV TAT|POPOPLDY GYETIKA LE TV OCPAAELD, TOV TOPOVTOG POPLAKOV.

EXpLdoa:

EBvikog Opyaviopog @apudxmv,

Meooyeiov 284, GR-15562 XoAiapydc, Abfva,

TnA: + 30 21 32040380/337, ®a&: + 30 21 06549585,
Iotétomog: http://www.eof.gr

Kvnpoc:

Ddappokevtikég Yanpeoieg, Yrnovpyeio Yyeiog, CY-1475 Agvkwoio,
Dag: + 357 22608649,

Iotétomog: www.moh.gov.cy/phs

5. o vo poidooete To OncoTICE
To pdppako avtd Tpénet vo puAAGGETOL 6€ UEPT OV Ogv TO PAETOVY Ko Ogv TO POEVOLY Ta TALOLA.

To OncoTICE @uAdccetol 6TO0 VOGOKOEID COUQ®VA UE TIG 00N YiEG TOL AVAPEPOVTAL OO TOV
TOPOCKEVAOTY 6TV cuokevacio. DuvAidocete og yoyeio (2°C — 8°C) otV apyIki GLCKELOGIO Y10l VL


http://www.eof.gr/
http://www.moh.gov.cy/phs

TPOGTATEVETOL OO TO POC.

Na pn ypnoponoteite ovtd T0 PAPUOKO LETE TV UEPOUNVio ANENG TOV AVOPEPETOL GTNV ETIGTLLOVOT).
H nuepounvia Anénc etvor 1 tedevtaio NUEPA TOV UAVA TTOL OVOPEPETOL EKEL.

Mnv metdite PAPLAKO GTO VEPD TNG OMOYETEVGNC 1| OTA OKLOK( amoppipota. Potiote to pappokomold
00G Y10 TO TMG Vo TETAEETE TOL PAPLLOKO TTOV OgV ypnoluonoteite mo. Avta to pétpo Ba fondncovy oty
TpoocTacia Tov mepPdAlovtog.

6. Mepreyépeva TG GVOKEVAGING KOL AOUTEG TAPOPOPIES
T gpréysL To ONncoTice

- H Spaoctik| ovsio etvon : Bacillus Calmette Guerin, (BCG, Strain Tice, 2-8 x 108 CFU).
Ta dAlo ékdoya givon : Lactose monohydrate, asparagine, citric acid, potassium phosphate dibasic,
magnesium sulfate (hedrahydrate), glycerol, ferric ammonium citrate, zinc, ammonia solution.

Epgavien tov OncoTice kon mepleyoneve. TS GVGKEVUGIOG

To OncoTICE cvokevaletot o€ yodAiva @laAide tomov .
Yvokevacio 1 1M 3 proidiov.
K0 praridio mepiéyet 2 - 8 x 108 CFU Tice BCG.

Mmropet va, un KOKAOPOPOUV OAEG Ol GLOKEVAGIES.
Katoyog Adcrog Kvkhoopiog ko [apackevaotig

Karoyog Adsrog Kvkhoopiag
MSD A.®.B.E.E,,

Ayiov Anuntpiov 63, 17456,
AAIMOZ,

TnA.: +30 210 9897300

Tomuog Avtinpoécwnog otnv Kompo:
Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673

+357 22866700
cyprus_info@merck.com

Hapaockevaotiig
N.V.Organon,
Kloosterstraat 6,
5349 AB Oss,
OMovoio

To wapov UALO 00N YLOV YP1ONGS AVAVEOPTONKE Y10 TEAEVTAIO POPE GTIS
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