®YrAo ooNIOVY yprong: [IAnpogopicg yia Tov ypriotn

BIMERVAX® BIMERVA gvéoiio yahdKTORO
Eppoéiro COVID-19 (avoovvovaopuévo, avoGsoEVIGLUEVO)
selvacovatein

VTo @AappraKo ovtd TEAEL LTO CLUTAN POUATIKY TOPaKOoAOVONGN. AVTo B eMTPEWYEL TO YP1YOPO
TPOGIOPIoUO VEDV TANPOPOPLOV acPAaielns. Mmopeite va fondnoete pécm g avapopdg mhoavov
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatalete. BA. Téhog e mapaypdpov 4 yio Tov TpOTo
avaQOopag avemBOUNT®V EVEPYELDV.

AwfacTe TPOGEKTIKA OAOKANPO TO GVIAO 00N YIAOV (PGS TPLY UPYICETE VO TUIPVETE AVTO TO
epupoirro, 010TL TEPLAUAPPAVEL CNUOVTIKEG TANPOPOPIES Y10 GO,

. Ddvrdéte avTd TO PUALO 0dNYIBV YpoNg. Tows ypelaotel va to duPfdcete Eavd.
. Edv éxete mepartépm amopieg, pOTNOTE TOV Y1OTPO, TOV POPLOKOTOLO 1] TOV VOGOKOLO GG,
. Edv mapatnproete Kamoo avemBOUNTN EVEPYELD, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOL0 1)

TOV VOGOKOUO 60.G. AvTtd 1oyDEeL Kol Yo KaOe mhavn avemBountn evEPYELD TOL OEV OVOPEPETUL
OTO POV PUALO 0dNYIOV YpNoNs. BAEme mapdypapo 4.

T tepréyer To mapov QOALo 00N YLAOV

Tv eivan to BIMERVAX «ou oo givon 1) yprion tov

T mpénet va, yvopilete mpv mapete 1o BIMERVAX
[Tog vo tapete to BIMERVAX

[Mbavég avemBounteg evépyeteg

[og va puidcoete to BIMERVAX

[epreydpeva tng cvokevaciog Kot AOITES TANPOPOpieg

AN e

1. T eivan to BIMERVAX kot oo givan ) ypiion tov

To BIMERVAX eivat éva gpfoAto mov ypnoyomoteitot yia tnyv apoinym g COVID-19 mov
nwpokaieitan amd tov 10 SARS-CoV-2.

To BIMERVAX yopnyeitot g dropa niikiog 16 1oV Kot Gvm Tov £(00V TPOTYOLUEVMS AGPBEL apyLkd
euporo mRNA xotd g COVID-19.

To euPorio dieyeipel To AVOGOTONTIKO GUGTNUE (TN PLOIKN GULVO, TOV OPYUVIGHOD) MGTE VO TOPAYEL
€101KA OVTICOUATO, TTOL dPOLV KATE TOV 100, Tapéyovtag Tpootacia Katd tg COVID-19. Kavéva and
TOL GLGTATIKA CLTOV TOV gPPoiiov dev pmopel va Tpokarécst COVID-19.

2. Tvpéner va yvopilete mpv wapete To BIMERVAX

Mnyv népere o BIMERVAX
® o€ MEPIMTOON aALEPYIOG OTN dPUCTIKY OVGIN 1) GE OTOLOONTOTE AAAO OO TO GLGTUTIKA OVTOD TOL
(QOPLAKOV (AVAPEPOVTAL OTIV TAPAYPUPO 6).

[pogdomomceis Ko TPoPVAAEES

AmevBuvheite oToV Y10TPO, TOV PUPLOKOTOLO 1] TOV VOGOKOUO cag TTpv mipete 10 BIMERVAX edv:

o ¢glyate moté coPapn 1 ametintikn yio ™ {1 oAAepyikn avtidpacn UETE T Ay OTOLGONTOTE
GAANG €veong uPoiiov,

o ¢yete Mmwobvunoel Toté petd and Eveon pe Pedova,

o ¢yete vynhn Beppoxpacia (tave ard 38°C) 1 coPfapn Aoipwén. Qotdc0, uropeite va KAveTe TOV
euPoracud cag edv ExeTe IO TLPETO N AOTUMEN TOL AVATEPOL OEPAYDYOV OTMOG KPLOAOYT LD,



o  £YETE OUOPPOYIKA TPOPANUOTO, KAVETE EDKOAN LOAWOTES 1] YPTCULOTOIEITE GAPUOKO YIOL TNV
POy OpouPoV aipatog (AVTIINKTIKO PAPUAKO),

® TO (LVOGOTOMTIKO GOG GUGTNIO OEV AEITOVPYEL GOOTA (OVETAPKELD) 1] TAIPVETE PAPUAKO TOV
OTTOSVVOUMVOLV TO OlVOCOTTOINTIKO GUGTNIA (OTWC KOPTIKOGTEPOELDT VYNANG OOGNG,
OVOGOKOTOGTOATIKA 1] OVTUKOPKIVIKA (POPLLOKCL).

Edv xdmotlo amod to mopoandvm 1oyvet Yo 0dg (1 dev €ioTe Glyovpot), JMANGTE [LE TOV YL TPO, TOV
(OPLOKOTOLO 1 TOV VOGOKOWO Gag Tpv cog yopnynbei to BIMERVAX.

Onwg kot pe omolodnmote gpPfoio, 1o BIMERVAX evdéyetar vo unv Tpoctatedel TAPOS OAOVG
0660V¢ To AapPavouy Kot dev €ivol YVOGTO Yo TOGO YPOVIKO S140Tr e B0 TPOCGTATEVTEITE.

Hoowa ko Epnpor

To BIMERVAX dev cuviotdral yio moudid nAkiog kdto tov 16 etdv. Eal tov mapdvtoc, dev
VIapyovV Srabécipeg mAnpopopieg oyeTika pe T ypnon tov BIMERVAX og modid kdtm teov
16 etav.

Alra @appoxa kot BIMERVAX
Evnuepdote tov y1otpo, ToV QopLoKoTold 1] ToV VOGOKOUO GaG 4V TaipveTe, £(ETE TPOCPOTO TAPEL 1)
Umopel va Tapete AAAO @AappoKa 1 ELPOALA.

Kinon ko Onhaopog

Edv giote éyxvog 1 OnAdlete, vopilete 0L pmopetl va giote £yKvog 1 6YESALETE VO OMOKTAOETE TTOd,
{ntote T cupPovAn) Tov YaTPOD, TOL POPLOKOTOIOD 1] TOV VOGOKOIOV GG TPV TAPETE OVTO TO
euporto.

00 yNo1 KoL LEPIGROS PNV LETOV

Optopéveg and T1g avemBounteg evépyeteg tov BIMERVAX mov avapépoviatl otnv mapdypagpo 4
(IMBavég avemBounTeg EVEPYELEG) UTOPEL VO LELDMGOVY TPOCOPLVE TNV KOVOTNTA GG VO 0d1YEITE Kot
va yepileote unyavnuato. [epyuévete péypt va eaceviioovv ot emdpdoelg tov gufolriov Tpv

00N YNOETE N XEPIOTEITE UNYAVILOTA.

To BIMERVAX nepiéyel vatplo, Kdio, Kol moAvcoppiko
Av10 10 UPorio mepi€yet Aryotepo amd 1 mmol vatpiov (23 mg) avd d66m, OnAadn gival oOVGLUCTIKA
«ehevbepo vatpiovy.

Av10 10 gUPoro mepi€yet Aryotepo amd 1 mmol kadiov (39 mg) avd d6on 0,5 mL, dniadn etvan
OVCLOOTIKA «EAeVBEPO KAAIOUY.

Av10 10 guPoro mepigyet 1,18 mg moivcsopPikod 80 og kabe door. Ta molvcopPikd pmopet va
TPOKOAEGOVV ALEPYIKES avTIOpaceEls. Evuepdote Tov 10Tpd cog 0V £XETE YVOOTEG OAAEPYIEC.
3. og va wapete To BIMERVAX

Arouo nhixiog 16 etddv Kot 6ve
To BIMERVAX 0a cag yopnynfei g éveon tov 0,5 mL og évav po tov ave Bpayiovd cag.

Yvviotdton va AdPete to BIMERVAX w¢ epdmaé 0661 TOLAAYIGTOV 6 UAVES LETA OO TPOTYOVLEVT|
oepd epPolacudv pe to euporto mRNA COVID-19 1 petd amd TponyoOLUEVT AVOUVTOTIKT dOGN
tov BIMERVAX.

Metd Vv éveon, 0 Y1aTpdS, 0 POPUOKOTOLOC 1) O VOGOKOUOG 60¢ Oa oag TopakoAovdel yio mepimov
15 Aemtd Y10 TOV EVIOMIGUO TUYOV CNUEI®V OAAEPYIKNG AVTIOPAONG.

Edv éxete mepartépo epotoeic oyetika pe ) xprion t1ov BIMERVAX, potote tov yuatpod, tov
(QOPLOKOTOL0 1) TOV VOGOKOLO GOG.



Avocokozeotaluéva. aTouo.

Edv to avosomontikd cag chotnua dev Asrtovpyel cmwotd, Umopel va yopnyndovv apodcheteg dOGEIC
GUULO®VO. LLE TIG EMIGTNEG GCVGTAGELG.

pe t xpnon tov BIMERVAX, potote 1oV y101pod, TOV Qaplokomold 1} T0V VOGOKOUO GO,

4. MBavéig avemBOpNTES EVEPYELEG

Onwg 6Aa 0. pAPLOK, £TCL KOL AVTO TO EUPOAIO UTOPEl Vo TPOKAAESEL AVETIOOUNTES EVEPYELES, OV
Kot Ogv TOPOVSLALOVTOL GE OAOVS TOVG AVOPMITOLC.

O meprocoTepeg avemBounteg evépyeteg eppavifovrat evidg 3 nuepmv omd T Ay Tov gufoiiov Kot
VIOYWPOVV EVTOG Ay®V NUEPOV aTd TNV EUPAVIOT] TOVG. Edv Ta cupmtdpato expévouy,
EMKOIVOVIGTE LE TOV Y1ATPO, TOV PUPLAKOTOLO 1] TOV VOGOKOLO GOG.

Avalntiorte eneryoviog wTpikn Ponbdela edv eLQOVIcETE GUUTTOUATA GOPAPTG QALEPYIKNG
avtidpaong Alyo petd tov epporlacpod. Tétoln cupnTdpoTa UTopEl va Teplapufavouy:
e qicOnpa AuoBupiag 1 {arddag
0AAOYEG OTOV KOPOLOKO GOG TOAUO
dvomvola
GLPLYLO
TPNEWO TOV YEIMDV, TOV TPOCSHTOL 1] TOL AULLOV GOG
KVNOU®OES 0ldN o KAT® amd to déppa (kvidmon) 1 eEavonua
aicOnpa adwbeciog (vavtia) 1 Eueto
TOVO GTO GTOMAYL

O axdAovBeg avemBounteg evépyeteg umopei va peoviotovv pe to BIMERVAX:

MoAv ovyvég (Lmopel va exnpedoovy nepiocdtepa omd 1 ota 10 dropa)
®  Ke@UAoAyia
e 7OVOG oTo onpueio 6mov yopnyeitor 1 Eveon
e qicOnpa peyding xovpaong (KOTmon)
e LiKdg TOVOG

Yuyvég (umopel va emnpedoovy €mg 1 ota 10 dtopa)

epuBpotTa, TpHEo N evaicnoio 6To onpeio yopRyNong g Eveong
aicOnpa adwbeciog (vavtia) 1 adiobecia (Epetoc)

dppoia

TUPETOG

OLOYKOUEVOL AEUPUOEVES

TOVOG GTN LOGYOAN

‘O svyvég (Lmopet va emmpedoovy £mg 1 ota 100 dtopa)
piyn M aicOnua Topeton

Can

KVNOUOG 6TO OMUEI0 TNG EVEOTG

TOVOC GTIG apBproELg

aicOnpa advvapiog 1 EAAeNyM evépyelag

aicOnpa vrvniiog

(oyoOpo. 6TO OEPUA

yevika aicOnpo adiofeciog

Yravieg (umopel va ennpedoovy £og 1 ota 1.000 dropa)
o Kpoa gpidpwon



acvviBiotn aictnon oto dépua, 6mwe pupuRyKlooua (Tapaictnocio)
pelmpévn aicnon evaisbnoiog, dd oto déppa (vToaicHnoia)
KOWMoKO GAyog

TOVOG KATA TNV KOTAITOOoT

OAAEPYIKEG QVTIOPAGELG OTTMC KVIdwoT, EEAVOM LA 1) KVIIGLOG
LOA®TIoUOG GLLOG OTO oNEl0 ToL yopnyeitat 1) Eveon
vrepevatctnoio oto onueio g éveong

Mn yvootég (Oev umopovv va ektiunBovv amd ta dStobéoiua dedopéva, e PaoT Evo LOVO TEPIOTOTIKO
KOTA TN O1APKEL TOV KAMVIKOV dOKIUDV)

DAreypovi Tov eEMTEPTKOV YLTOVA TG KOPdldg (Teptkapditidn), 1) omoio UTOPEL Vo 001 YNOEL G
dvomvola, aichnua Talpov N Tovo 6to othbog

Ava@opd avemOuunTOV EVEPYELOV

Edv mapotnproete Kamowo avemBOUNTN EVEPYELD, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOWO 60G. AVTO 1oyveL Ko Yo ke mhovr avemBountn evépyeia Tov dev avVapPEPETAL GTO TAPOV
@UALO 0ONYIDV Ypriong.Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeiag, LEow
EBvikdg Opyaviopog @apudxmv

Meooyeimv 284

GR-15562 Xolapyog, ABnva

TnA: +30 21 32040380/337

®a&: +30 21 06549585

Iototomog: http://www.eof.gr

KoL Vo, GUUTTEPIAGPETE TOV 0p1BUd TapTidag, av eivar dtabéoipoc. Méom g avapopds avemBountwoy
evepyelmv pmopeite va fonbnoete ot GLAAOYN TEPIGCOTEP®V TANPOPOPIDY CYETIKA LE TNV OCPAAELL
TOV TAPOVTOG ERPOAiOL.

5. og va pvracoete To BIMERVAX

To @apuoko ovTd TPEMEL VAL PLAAGGETOL GE LEPT) TOV OEV TO PAETOVV KOl €V TO POAVOLV TO TOUdLA.
O y10tpdg, 0 PUPLOKOTOLOG 1] 0 VOGOKOWOG GOG Elval beBuvog Yo T 6ot amodnKeLGT) dVTOD TOL
eUPoriov Kot T GOOTH ATOPPIYT OTOLOVONTOTE AP CLUOTOINTOL TPoidvToc. O1 akdiovbeg
TANPOPOPIEC GYETIKA UE TN POAAEN, TN ANEN, TN YP1ON KL TOV XEPIGUO KaBMG Kol TNV amdppiym

nwpoopilovTal yio Tovg emayyeAIaTieEG VYIS,

Mnyv ypnoiponoteite 0vtd 10 EUPOAI0 LETE TV NUepOoUNVia ANENG TOV AVOYPAPETOL GTNV ETIKETO PETA
mm AHZEH. H nuepounvia ANEng eivar n televtaio nuéPo Tov PRV ToL AvaPEPETOL EKEL.

dvAidooete og yoyeio (2°C — 8°C). Mnv xoatayvyete. DuAdcocete Ta PloAidia 6To eEMTEPIKO KOVTI Yia
V0. TPOGTATEVOVTOL OO TO PG,

Metd TV TPOTN TOPUKEVTION TOL PLOALOI0V TOALATAGDY d0GEWMY, Vo puAdocetal otovg 2°C — 8°C, va
YPNOLUOTOLEITAL EVTOG 6 MPDV.

Ot TAnpopopieg GYETIKA LLE TOV YEPICUO TEPTYPAPOVTUL GTNV EVOTITO TTOL TPOOPILETAL Y10l TOVG
emayyeApaTieg vyeiog 6To TEA0G TOL PUALOL 0T YLDV YPNONG.

Kd&0e aypnoyomnointo goapuokeuTikd Tpoiov 1 DTOAEUO TPETEL VO UTOPPITTETAL GOUPDVO, [LE TIG
KOTA TOTOVG 10YVOVGEG GYETIKEG SLOTAEELS.

6. Mepreyopeva TG GVOKEVAGLOG KO AOUTEG TANPOPOPiES
Tvepréyer to BIMERVAX

- Mia 660m (0,5 mL) mepiéyet 40 pucpoypappdpro selvacovatein avocoevioyvpuévo pe SQBA.


http://www.eof.gr/

- To selvacovatein givot éva etepodipepég ouvINEng meployng OEGUELOTNG AVAGVVOIVUGUEVNS
axidag (S) vrodoyéa mpwteivng Tov 100 SARS-CoV-2 (RBD) (otedéyn B.1.351 ko B.1.1.7) mov
mapdyetal Pe texvoroyia avacvvdvacpuévou DNA.

- To SQBA zmeptlopfdveral oe avtod 10 EUPOAIO (OC AVOGOEVIGYLTIKO Y10 TNV EXLTAYVLVOT KOl TN
Beltion TV TPOCTATEVTIKOV eMOPAcE®V Tov euforiov. To SQBA mepiéyet avd d6om 0,5 mL:
okovaAévio (9,75 mg), molvcopPucod 80 (1,18 mg), Tpieraixn copPiravn (1,18 mg), kitpikd
vatpio (0,66 mg), kitpikd o&o (0,04 mg) Kot VOWP Yo EVECTUAL.

- Ta dAAa cuotatikd (kdoya) eivol: AmdEKaDOPIKO POOPOPIKO SVATP10, S1HOPOYOVIKO
PMSPOPIKO KAAL0, VATPLO YA®PLOvY0, KAAO YAmplovyokatl vVOwp Yo evécipua. To BIMERVAX
TEPIEYEL KAAO, VATPLO Kot ToAVGopPuco (PA. mapdypaeo 2).

Epg@évion tov BIMERVAX kot epieyopeva TG 6VGKELAGIOG

To euforio gival £va AeVKO OHOI0YEVES EVEGILO YOAAKTMLLO.

DroAid10 TOAMATA®Y dOGEMV

5 mL yoAoKTOUOTOG TOPEYETOL GE PLOALIOI0 UE EAICTIKO TMOWO EIGYDPTOTG KOl TAASTIKO OTOCTOUEVO
KOaKL.

Kd&0e graridro moAlamAdv d6cewv mepiéyet 10 dooeig tav 0,5 mL.
Méyebog cvokevaciog: 10 praiidio TOAAATADY 3OGEWDV.

DroAido piac 66on¢

0,5 mL yoAoKT®UOTOC TOPEXETOL GE PLOAIOIO LE ELOGTOUEPEG TTMLLOL ELCYDPNONG KOl TAUGTIKO
OMOGTMIEVO KOTAKL.

Kd&0e proridro piog doomg mepiéyet 1 66on twv 0,5 mL.
Méyebog ocvokevaciag: 5, 10 1} 20 @oAido piog d6omg.

Mmopei va pnv Kokho@opohv OAEG Ol GUGKEVAGIEG.

Karoyog Adsrog Kvkhogopiag

Hipra Human Health, S.L.U.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA

HapaockevacTiic
Laboratorios Hipra, S.A.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA

To mapdév evAro 0dNYLOV Ypriong avadeswpOnke Yo TelevTaio gopa otig 04/2025



Adreg INYEG TANPOPOPLAOV

Aemtopepeic TAnpopopieg yia To PApHoKo avTod gival dS1afécieg 610 dKTLAKO TOTO Tov Evpmmaicod
Opyoaviopov Gapudkwv: https:// www.ema.europa.eu

20opdOTE TOV KMOIKO E [0, KIVITI] GUGKEDT] Y10, VoL AAPETE TO GUALO 0ONYIDV XPNOTG GE SIUPOPETIKES
YADGCOEG,

'H emokepbeite T dievBvvon URL: www.hipracovidvaccine.com

To mapov pOALO 0dMyLmV ¥priong eivar Stabéoipo o OAeg Tig emionueg YAwooeg e EE/EOX otov
dkTvako 1010 10V Evponaikov Opyavicpod Gappdkov.

Ow A po@opisg TOV AKOAOVOOVY aTEVOVVOVTAL povo 6€ emayyehpatisg vysiag:
Xopnynote to BIMERVAX gvdopvikd, kotd mpotipnon otov deATogldn po tov ave Bpoyiova.

IynAiacipuotnto

[pokeyévov va Pertiwbel 1 yvnlootldtnta TV PLOAOYIKGOV QOPUOKEVTIKOV TPOIOVI®V, Bo Tpémel
VO KOTAYPAPETOL LLE CAPTVELD 1] OVOLOGTN Kol 0 aplBUog TopTidag TOL YOPTYOVLEVOD TPOIOVTOG.

Odnyieg yEPLoUobL KoL YOprynon

Na un yprowonoteite ovtd 10 EUPOAI0 PETE TNV NUEPOUNVIO ANENG TTOL AVAPEPETAL TNV ETIKETA LETA
™ AHEH. H nuepopnvio AnEng avaeépetol 6Ty TEAELTAIN UEPE TOV GUYKEKPIUEVOL UV

O yepiopdg avtov tov gpPolriov Bo Tpémel va yivetan amd emaryyelpotio vyeiog pe yprion donntov
TEYVIKOV Y10 VO S10GPAALIGTEL 1] OTEPOTNTO KAOE dOOMC.

Tpoerouaaia yio. yprion

o To guPoiio givar £Too yia ypnon.

e To un avorypévo gufoito Ba mpémel va puidccetol og Beppokpacio 2°C g 8°C kot va,
drotnpeiton 610 £MTEPIKO KOVTL Y10, TPOGTUGIO OO TO PG,

o  Auécmg TPV amod T YPN O, APAPESTE TO PLOAIS0 TOV eUPoAiov amd To e£®TEPIKO KOLTL.

o  Metd TV TPOTN TOPUKEVTION TOL ELOASI0V TOAALUTADY dOGE®V, KOTOYPAWTE TNV TNLEPOUN VIO KoL
NV Opa amdppyng (6 OPES LETA TNV TPAOTN TOPAKEVTNOT) OTNV KOOOPIGUEVT TEPLOYN TNG
EMGNLLOVONG TOV QLoALdioV.

EmbBewpnore 1o pralidio

o [lepdvnote amold T0 PLOAISI0 TPV AMO TNV ATOGLPOT TG 0O0oNG Kot niong peta&d Kabe
amoovpong 006N Yo TO PLOAIS0 TOAAUTAGY dOcE®V. MMV avaKIVEITE.

o  KdBe praAido mepiéyet éva AeVKO Kol OPOI0YEVEG YOAGKTMLLA.

e Embeswpnote ontiKd To EUPOAIO Y10 TVYXOV COUATIOWKT VAN 1)/KOL ATOYPOUOTICUO TPV OO T1)
xopnynon. Mnv yopnyeite 1o eufoiio v vIdpyEL 0TO10ONMTOTE ATO AVTA.

Xopnynare t0 gufolio
o [lepthappdvetor viepmAnpmon oe kdbe PLaridlo Yo vo dStacPorotel 6TL pmopovv va e&aybodv 10
ToAD déka (10) d6c¢e1g (prodidio moAlamAdv d6cewv) N pia (1) doon (prokidio piog d6org) TV


https://www.ema.europa.eu/
http://www.hipracovidvaccine.com/

0,5 mL ékaotn. AToppiyte TVYXOV evamopeivay eUPOAIO0 6TO PLOAISI0 pioag 6O0NG 1 6TO PLOAISL0
TOALATTAGV 06cewV petd v eEaymyn 10 d6cewv.

o Kd&Be 660om 0,5 mL avtieiton o€ pio amwootelp@pévn PEAGVO KO [0 OTOCTEPMUEVT] GOPLYYO. TTOV
YOPMYELTAL LE EVOOUVIKT| £VEDT], KOTA TPOTIUNGT GTOV OEATOEWDN LV TOL v Ppayiova.

o  MOoAG T0 gufoio soayBel ot cvpryya, ivarl 6Tabepd yio TOVAGYIGTOV 6 MPEG iTe VIO GVVONKES
yoéng eite og Beppokpacia dmpatiov (<25°C).

o  Mnv avoptyvoete to euPoro otny idto cOpryya pe GAa ePOAA 1 QOPUOKEVTIKA TPOIOVTA.

o MV GUYKEVIPAVETE TNV TEPICOELD TOVL EUPOAIOV 0d TOAAATAGL QLOAiSLOL.

Armoppryn

o  Metd TV TPOTN TOPUKEVTION TOL ELOALOI0V TOAAUTADY dOGE®V, PLAAGGETE TO UVOLYLEVO
QLoAid10 ToAaA@V docemv o€ Bepuokpacio 2°C émg 8°C yia £mg Kot 6 dpeg. Amoppiyte T0
eUPoOMI0 €dv dev ypnopomombel evidg 6 mpmV PETA TNV TPAOTN TOPAKEVTIION TOL PLOUALSIOV
TOAAOTADY SOCEMV.

o Amoppiyte TUYOV evamopeivay EUPOAIO 6TO PLOAISIO Hiog 00N 1 6TO PLOAISI0 TOALATAGY dOGEDV
petd v e€aymyn 10 d6cewv.

Armoppryn
o  KdBe aypnoyLomrointo popUokeLTIKO TPOTOV 1] VTOAELUN TPETEL VO ATOPPITTETOL COUPMVA UE TIG
KOTO TOTOVG 10YVOVGEG OYETIKEG OLUTAEELS.



®YrAo ooNIOVY yprong: [IAnpogopicg yia Tov ypriotn

BIMERVAX® XBB.1.16 evécio yorGKTOpA
Eppoéiro COVID-19 (avoovvovaopuévo, avoGsoEVIGLUEVO)
vropiexoPoteivn

VTo @appako ovtd TEAEl VTG CLUTANPOUATIKT ToPaKOoAOVONGT. AVt Ba emTPEYEL TO Yp1IYOPO
TPOGIOPIoUO VEDV TANPOPOPLOV acPAaielns. Mmopeite va fondnoete pécm g avapopdg mhoavov
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatalete. BA. Téhog e mapaypdpov 4 yio Tov TpOmTo
avaQopag avemBOHUNT®V EVEPYELDV.

AwfacTe TPOGEKTIKA OAOKANPO TO GVIAO 00N YIAOV (PGS TPLY UPYICETE VO TUIPVETE AVTO TO
epupoirro, 010TL TEPLAUAPPAVEL CNUOVTIKEG TANPOPOPIES Y10 GO,

. Ddvrdéte avTd TO PUALO 0dNYIBV YpoNg. Tows ypelaotel va to duPfdcete Eavd.
. Edv éxete mepartépm amopieg, pOTNOTE TOV Y1OTPO, TOV POPLOKOTOLO 1] TOV VOGOKOLO GG,
. Edv mapatnproete Kamoo avemBOUNTN EVEPYELD, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOL0 1)

TOV VOGOKOUO 60.G.AvTtd 1oyDEL kot yio KaOe mhavn avemiBountn evépyela oL dEV aVOQEPETOL
OTO POV PUALO 0dNYIOV YpNoNs. BAEme mapdypapo 4.

T tepréyer To mapov QOALo 00N YLAOV

Tt eivan to BIMERVAX XBB.1.16 ka1 o givot 1 xprion tov
T mpénet va, yvopilete mpv mapete 1o BIMERVAX XBB.1.16
[og va ndpete to BIMERVAX XBB.1.16

[Mbavég avemBounteg evépyeteg

[ va pvidccete to BIMERVAX XBB.1.16

[epreydpeva tng cuoKeVAGING Kot AOUTES TANPOPOPIES

AN e

1. T eivan o BIMERVAX XBB.1.16 kot owa givan 1) yp1)o1 TOL

To BIMERVAX XBB.1.16 eivat éva gpffoiio mov ypnoiponoteital yo v tpoéAnym e COVID-19
7oV pokaAgital omd Tov 10 SARS-CoV-2.

To BIMERVAX XBB.1.16 yopnysiton og dtopa nAikiag 16 10V kol Gve.

To euPorio dieyeipel To AVOGOTOMNTIKO GOGTNUE (TN PLGIKN GULLVO, TOV OPYOVIGHOV) MCTE VO TAPAYEL
€101KA OVTICOUATO, TTOL dPOVV KATE TOV 100, TapEyovtog Tpoctacio katd tng COVID-19. Kavéva and
TOL GLGTATIKA CLTOV TOV gPPoiiov dev pmopel va Tpokarécst COVID-19.

2. Tvnpéner va yvopiletre mpv wapete To BIMERVAX XBB.1.16

Mnyv népere o BIMERVAX XBB.1.16
® o€ MEPIMTOON aALEPYIOG OTN SPUCTIKY OVGIN 1) GE OTOLOONTOTE AAAO OO TO GLGTUTIKA OVTOD TOL
(QOPLAKOV (AVAPEPOVTAL OTIV TAPAYPUPO 6).

[pogdomomceis kKo TPoPVAAEES

AmevBuvieite oTov Y10TpO, TOV PUPOKOTOLO 1] TOV VOGOKOUO cag Ttpty mipete 10 BIMERVAX

XBB.1.16 €av:

o ¢giyate moté cofapn 1 ametintikn yio ™ {01 aAAepyikn avtidpaon UETE T AyT OTOL0GONTOTE
GAANG €veong uPoiiov,

o ¢yete Mmwobvunoel Toté petd and Eveon pe Pedova,

o ¢yete vynhn Beppokpacio (tave ard 38°C) 1 coPapn Aoipwén. Qotdco, pnopeite vo, kKAvete Tov
euPoracud cag edv ExeTe IO TLPETO N AOTUMEN TOL AVATEPOL OEPAYDYOV OTMOG KPLOAOYT LD,



o  £YETE OUOPPOYIKA TPOPANUOTO, KAVETE EDKOAN LOAWOTES 1] YPTCULOTOIEITE GAPUOKO YIOL TNV
POy OpouPoV aipatog (AVTINKTIKO PAPUAKO),

® TO (LVOGOTOMTIKO GOG GUGTNIO OEV AEITOVPYEL GOOTA (OVETAPKELD) 1] TAIPVETE PAPUAKO TOV
OTTOSVVOUMVOLV TO OLVOCOTTOMNTIKO GUGTNHA (OTWC KOPTIKOGTEPOELDT VYNANG OOGNG,
OVOGOKOTOGTOATIKA 1] OVTUKOPKIVIKA (POPLLOKCL).

Edv xdmotlo amod to mopoandvm 1oyvet Yo 0dg (1 dev €ioTe Glyovpot), JMANGTE [LE TOV YL TPO, TOV
(OPLOKOTOLO 1 TOV VOGOKOWO cag mpy cog yopnyndei to BIMERVAX XBB.1.16.

Onwg kot pe omolodnmote gpPorio, to BIMERVAX XBB.1.16 evdéyetal va unv tpoctatedel TANpmG
O6A0VG 6G0VG TO AopPavouV Kot dev ival YVOGTO Y10 TOGO YPoviKO S140TNHa B0 TPOCGTATEVTEITE.

Hoowa ko Epnpor

To BIMERVAX XBB.1.16 dgv cvvictdtot yio woudid nikiog kdto tov 16 etov. Eni tov napovrog,
dev vapyovv dabécieg TAnpopopieg oyetTikd pe tn ypnon tov BIMERVAX XBB.1.16 o maudid
Kéto TV 16 eT@V.

Alro gappoxo kot BIMERVAX XBB.1.16
Evnuepdote tov y1otpo, ToV QopLoKoTold 1] ToV VOGOKOUO GaG 4V TaipveTe, £(ETE TPOCPOTO TAPEL 1)
Umopel va Tapete AAAO @AappoKa 1 ELPOALA.

Kinon ko Onhaopog

Edv giote éyxvog 1 OnAdlete, vopilete 0L pmopetl va giote £yKvog 1 6YESALETE VO OMOKTAOETE TTOd,
{ntote T cupPovAn] Tov YaTPOD, TOL POPLOKOTOLOD 1] TOV VOGOKOIOL GG TPV TAPETE AVTO TO
euporto.

00 yNo1 KoL LEPIGROS PNV LETOV

Opiopéveg and T1g avemBounteg evépyeteg tov BIMERVAX XBB.1.16 mov avagépovtal oty
mopdypoeo 4 (IMBavég avemBounTeg EVEPYELES) UTTOPEL VO LELDGOVY TPOCOPIVE TNV IKAVOTNTA GG VO
odnyeite kot va yepileote unyaviparta. [epyévere péypt va eacbevioovy ot emdpAcELS TOV
eUPoAiov TPV 0ONYNOETE 1 YEIPIOTEITE UMY OV LATOL.

To BIMERVAX XBB.1.16 wepiéyet vatpro, kairo, kot rorlvcoppiko
Av16 10 UPoOrio mepi€yel Ayotepo amd 1 mmol vatpiov (23 mg) avd d6om, onAadn ival OLGLICTIKA
«ehevbepo vatpiovy.

Av10 10 gUPoro mepi€yet Aryotepo amd 1 mmol kadiov (39 mg) avd d6on 0,5 mL, dniadn etvan
OVCLOOTIKA «EAeVBEPO KAAIOUY.

Av10 10 guPoro mepigyet 1,18 mg morvcsopPikod 80 oe kabe door. Ta molvcopPikd pmopet va
TPOKOAEGOVV ALEPYIKES avTIOpaceEls. Evuepdote Tov 10Tpd cog 0V £XETE YVOOTEG OAAEPYIEC.
3. Hog va rapete To BIMERVAX XBB.1.16

Arouo nhixiog 16 etddv Kot 6ve
To BIMERVAX XBB.1.16 6a cag yopnyn0ei og éveon twv 0,5 mL o€ évav po Tov dvo Bpayiovd cog.

Yvviotdton vo AdPete to BIMERVAX XBB.1.16 wg povr 6601 tovAdyiotov 6 unqveg petd omd
mponyovpevn d6on gupoiriov katd tng COVID-19.

Metd v éveon, 0 Y1aTpdc, 0 POPUOKOTOLOC 1) O VOGOKOUOG G0¢ Oa oag TopakoAovdel yio mepimov
15 Aemtd Y10 TOV EVIOMIGUO TUYOV CNUEI®V OAAEPYIKNG AVTIOPAONG.

Edv éxete mepartépom epotoeig oyetikd pe ) xprion tov BIMERVAX XBB.1.16, potrocte tov
YTpd, TOV POPUOKOTOLO 1] TOV VOGOKOLO GOG.



Avocokozeotaluéva. aTouo.
Edv to avosomontikd cag chotnua dev Asrtovpyel cmwotd, Umopel va yopnyndovv apodcheteg dOGEIC
GUULO®VO. LLE TIG EMIGTNEG GCVGTAGELG.

4. MBavéig avemBOpuNTES EVEPYELEG

Onwg 6Aa 0. pAPLOK, £TCL KOL AVTO TO EUPOAO UTOPEL VO TPOKAAESEL AVETIOOUNTES EVEPYELES, OV
Kot Ogv TOPOVGSLALOVTOL GE OAOVS TOVG AVOPMITOLC.

O eplocoTepeg avemBbounteg evépyeteg eppaviCovtol evtog 3 nuepmv and T ANy tov gpPfoiiov kKot
VIOYWPOVV EVTOG AYy®V NUEPOV aTd TNV EUPAVIOT] TOVG. Edv Ta cupmtdpato expévouy,
EMKOVOVIGTE LLE TOV Y1ATPO, TOV QPOPLAKOTOLO 1] TOV VOGOKOUO GOG.

Avalntiorte eneryoviog wTpikn Pondela edv eRQOVIcETE GUUTTOUATA GOPAPTG QALEPYIKNG
avtidpaong Alyo petd tov epporlacpod. Tétoln copnTdpoTa UTopel va Teptlapufavouy:
e qicOnpa AuwoBupiag v {arddag
0AAOYEG OTOV KOPOLOKO GOG TOAUO
dvomvola
GLPLYLO
TPNEWO TOV YEIMDV, TOV TPOCSHTOL 1] TOL AULLOV GOG
KVNOU®OES 01N o KAT® amd to déppa (kvidmon) 1 eEavonua
aicOnpa adwbeciog (vavtia) 1 Eueto
TOVO GTO GTOMAYL

O ax6AovBeg avemBOunteg evépyeteg umopei va epepoviotovv pe to BIMERVAX XBB.1.16:

MoAv ovyvég (Lmopel va exnpedoovy tepiocdtepa omd 1 ota 10 dropa)
®  KeQUAoAyia
e 7OVOG oTo onpueio 6mov yopnyeitor 1 Eveon
e qicOnpa peyding xovpaong (KOTmon)
e LiKdg TOVOG

Yuyvég (umopel va emnpedoovy €mg 1 ota 10 dtopa)

epuBpotTa, TPHEo N evaicnoio 6To onueio yopRyNong g Eveong
aicOnpa adwbeciog (vavtia) 1 adiobecia (Epetoc)

dppoia

TUPETOG

OLOYKOUEVOL AEUPUOEVES

TOVOG GTN LOGYOAN

‘O svyvég (umopet va emmpedoovy £og 1 ota 100 dtoua)
piyn M aicOnua Topeton

Can

KVNOUOG GTO OMUEL0 TNG EVEOTG

TOVOG GTIG apBpioElg

aicOnpa advvapiog 1 EAAENyT evEpyELag

aicOnpa vrvniiog

(oyoOpo. 6TO OEPUA

yevika aicOnpo adiofeciog

Yravieg (umopel va ennpedoovy £mg 1 ota 1.000 dropa)
o Kpoa gpidpwon
e acvvBiom aictnon oto dépua, OT®S pupURYKlooua (Tapaictnoio)
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pelmpévn aicnon evarsbnociog, dd oto déppa (vroaicHnoia)
KOWMoKkO GAyog

TOVOG KATA TNV KOTAITOo

OAAEPYIKEG QVTIOPAGELG OTTMC KVIdwoT), EEAVOM LA 1] KVIGLOG
HLOA®TIOUOG OC GTO GNEID TTOL YopMYEiTaL 1] éveon
vrepevatctnocio oto onueio g éveong

Mn yvootég (0ev umopovv va ektiunBovv amd tao dStbéoipa dedopéva, e PAoT Evo LOVO TEPIOTOTIKO
K0T T O1GPKELD TOV KAIVIKOV SOKIUMV)
o Dleyuovn Tov £MTEPIKOV YLTOVA TG KOpOag (Tepikapditidn), 1 omoio Propel vo 0dnynoet
o€ dvomvola, aicOnpa TaAudV 1 ToVo oto oTnhog

Ava@opd avemOuunTOV EVEPYELOV
Edv mapotnproete Kamowo avemBOUNTN EVEPYEL, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOWO 60G. AVTO 1oyVeL Kot Yo kGOe mhov avemBountn evépyeia Tov dev avapEPETAL GTO TAPOV
@UALO 0ONYIDYV Ypriong.Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeiag, HEow
EBvikdg Opyaviopog @apudxmv
Meooyeimv 284
GR-15562 Xolapyog, ABMva
TnA: + 3021 32040337
Iototomog:  http://www.eof.gr

http://www Kitrinikarta.gr
KoL Vo, GUUTTEPIAGPETE TOV 0p1BUd TapTidag, av eivar dtabéoipoc. Méom g avapopds avemBountwoy
evepyelmv pmopeite va fonbnoete ot GLAAOYN TEPIGCOTEP®V TANPOPOPIDY CYETIKA LE TNV OCPAAELL
TOV TAPOVTOG ERPOAIOL.

5. Hog va pviacoete To BIMERVAX XBB.1.16

To @apuoko 0vTd TPEMEL VAL PLAAGCETOL GE LEPT) TOV OEV TO PAETOVY KAl €V TO POAVOLV T TOUdLA.
O y10tpdg, 0 PUPLOKOTOLOG 1] 0 VOGOKOWOG GaG Elval beBuvog Yo T 6oTH amodnKeELGT) AVTOD TOL
eUPoriov Kot T GOOTH ATOPPIYT OTOLOLINTOTE AYPTCLLOTOINTOL TPoidVTOG. O1 akdlovbeg
TANPOPOPIEC GYETIKA UE TN POAAEN, TN ANEN, TN YP1ON KL TOV XEPIGUO KaBMG Kol TNV amdppiym

nwpoopilovTal yio Tovg enayyelIaTieg vYEiag.

Mnyv ypnoiponoteite 0vtd 10 EUPOAI0 LETE TV NUepOoUNVia ANENG TOV AVOYPAPETOL GTNV ETIKETO PETA
™ AHEH. H nuepounvia Aqéng eivar n televtaio nuépa Tov PNvel Tov ovapEPETOL EKEL.

dvAidooete og yoyeio (2°C — 8°C). Mnv xotayvyete. DuAdcocete Ta PloAidia 6To e£MTEPIKO KOVTI Yia
V0. TPOGTATEVOVTOL OO TO PG,

Ot TAnpopopieg GYETIKA LLE TOV YEPICUO TEPTYPAPOVTUL GTNV EVOTITO TTOL TPOOPILETAL Y10l TOVG
emayyeApatieg vyeiog 6To TEA0G TOL PUALOL 0T YLDV YPNONG.

Kd&0e aypnoyonointo papuokevTikd Tpoiov 1 VIOAEUUN TPETEL VO ATOPPITTETOL COUPDVA UE TIG
KOTA TOTOVG 10YHOVGEG OYETIKEG SLOTAEELS,

6. Mepreyopeva TG GVOKEVAGLOG KO AOUTEG TANPOPOPiES

Tvepréyer to BIMERVAX XBB.1.16

- Mia. 660m (0,5 mL) mepiéyet 40 pkpoypappdpro viapiekopateivn avosoevioyvuévo pe SQBA.

1"


http://www.eof.gr/
http://www.kitrinikarta.gr/

- To vtapiexofateivn gival éva opodipepovg cOVINENG TEPLOYNG OEGLEVGONG OVOCVVIVAGUEVNG
axidag (S) vrodoyéa mpwteivig Tov 100 SARS-CoV-2 (RBD) (oteléyn Opkpov XBB.1.16 —
XBB.1.16) mov mopdyetot pe teyvoroyia avacuvovacuévov DNA.

- To SQBA zmeptlopfaverol oe avtd 10 ELPOMO (OC OVOGOEVIGYVTIKO Y10 TNV EMLTAYVVOT] KOL TN
Beltion TV TPOCTATEVTIKOV EMOPAcE®V Tov euforiov. To SQBA mepiéyet avd doom 0,5 mL:
okovarévio (9,75 mg), molvcopPukod 80 (1,18 mg), Tpieraixn copPrravn (1,18 mg), kitpikd
vatpio (0,66 mg), kitpikd o&o (0,04 mg) Kot VOWP Yol EVECTLLAL.

- Ta dAAa cvuotatikd (ékdoya) eivol: AwdEKaDOPIKO POSPOPIKO dvVATPLO, S1HOPOYOVIKO
PMSPOPIKO KAAL0, VATPLO YA®PLov)0, KAAO yAmplovyokat VOwp Yo evéciua. To BIMERVAX
XBB.1.16 mepiéyet kdAro, vatpio Kot tolvcopPiko (BA. Tapdypapo 2).

Epg@évion too BIMERVAX XBB.1.16 kot wepiey0puevo. TG 6VOKEVAGig

To euforio gival £va AeVKO OHOI0YEVES EVEGILO YOAGKTMLLA.

0,5 mL yoAoKT®UOTOC TOPEXETOL GE PLOAIOIO LE ELOGTOUEPEG TTMLLOL ELCYDPNONG KOl TAUGTIKO
OMOGTMIEVO KOTAKL.

Kd&0e proridro piog doomg mepiéyet 1 66on twv 0,5 mL.

Méyebog cvokevaciag: 5, 10 1} 20 @oAido piog doomg.

Karoyog Adsrog Kvkhogopiag

Hipra Human Health, S.L.U.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA

HapaockevacTiic
Laboratorios Hipra, S.A.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA

To mapdév eviro 0dNYLOV Ypriong avadepOnke Yo Televtaio gopa otig 04/2025

Adreg INYEG TANPOPOPLAOV

Agmtopepeic TAnpopopieg yia To PApHOKo avTod gival dS100EcEG 0TO dKTLAKO TOTO ToVv Evpomaicod
Opyoaviopov Gapudkwv: https:// www.ema.europa.eu

20opdOTE TOV KMOIKO E [0, KIVITI] CUGKEDT] Y10, VoL AAPETE TO GUALO 0ONYIDV XPNOTG GE SIUPOPETIKES
YADOOEG,

"H emokepbeite T dievBvvon URL: www.hipracovidvaccine.com
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To mapov pOALO 0dMyLmV ¥priong eivar Stabéoipo o OAeg Tig emionueg YAwooeg e EE/EOX otov
dkTvakd 1010 TV Evponaikov Opyavicpod Gappdkov.

O T po@opieg Tov aKoAoVOOVY aTEVLOVVOVTAL HOVO O EMAYYEALNOTIEG VYELNG:

Xopnynote to BIMERVAX XBB.1.16 evdopvikd, katd TpoTiuncn otov SEATOEWDN LV TOL dvod
Bpayiova.

IynAiaciuotnto

[pokeyévou va Bertiwbel 1 yvnlootldtnta TV PLOAOYIKGOV QOPUAKEVTIKOV TPOIOVI®V, Bo Tpémel
VO KOTAYPAPETOL LLE CAPTVELD 1] OVOLOGTN Kol 0 aplBUog TopTidag TOL YOPTYOVLEVOD TPOIOVTOG,.

Odnyieg Yoo Kot Yoprynon

Na un ypnowonoteite ovtd 10 EUPOAI0 PETA TNV NUEPOUNVIO ANENG TTOV AVAPEPETAL TNV ETIKETA LETA
™ AHEH. H nuepopnvio AnEng avaeépetot 6Ty TEAELTAIN UEPE TOV GUYKEKPIUEVOL UV

O yepiopdg avtov tov gpPolriov Bo Tpémel va yivetan amd emaryyelpotio vyeiog pe yprion donntov
TEYVIKQOV Y10l VA, S10G(POAIGTEL 1] OTEPOTNTA KABE dOONG.

Tpoerouaaia yio. yprion

o To guPoiio givar £Too yia ypnon.

e To un avorypévo gufoito Ba mpénel va puidccetol og Beppokpacio 2°C g 8°C kot va,
drotnpeiton 610 £®TEPIKO KOLTL Y10 TPOGTAGIN ATTO TO PG,

o  Auécmg Tpv amd TN (PO, APUPESTE TO PLOAiSI0 Tov gpPoriov and To e£®TEPIKO KOLTI.

EmbBewpnore 1o pralidio

o [lepdvnote amold T0 PLOAISI0 TPV Ao TNV aTdOGVPCT TG 000G M1V avaKIVEITE.

o KdBe praAido mepiéyet Eva Aeuko Kol OPOI0YEVEG YOAGKTMLLA.

o EmbBempnorte ontikd T0 gUPOALO Yo TUXOV COUATIONKT VAT 1)/KOL OTOYP®UATIGUO TPV ol TN
xopnynon. Mnv yopnyeite 1o eufoiio edv vIdpyEL 0TO10OMTOTE ATO AVTA.

Xopnynare 10 gufolio

o g Kabe Qroridio mepthapPdvetor vIepTANp®ON Yo Vo dStacParloTel 0Tl pmopel va e&ayBel  d6om
tov 0,5 mL ékaot. Amoppiyte TUYOV VTOAEITOUEVO EUPOALIO GTO PLOALISIO.

e Mia 660 twv 0,5 mL avtieitol o€ pio 0mooTEP®UEVT PEAOVO KOl [0, OTOGTEPOUEVT] GOPLYYO
TIOV YOPMYELTAL [LE EVOOUVIKT £VECT], KOTA TPOTIUNGT GTOV OEATOEDN ML TOL v Ppayiova.

o  Mnv avoptyvioete to euPoiio oty idia cOptyya pe dAAa eUPOAIO 1] QOPUOKEVTIKG TPOTOVTAL.

o MV GUYKEVIPAOVETE TNV TTEPicTELD TOV EUPOAIOV 0Td TOAAATAG PLOAISIAL.

Armoppryn

o Kd&Be aypnoytorointo popUokeLTIKO TPOTOV 1] VTOAEUUN TPETEL VO ATOPPITTETOL COUPMVA UE TIG
KOTO TOTOVG 10YVOVGEG OYETIKEG OLUTAEELS.
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