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@vAro ooV (piong: IIAnpogopics yra Tov yxprjot

Berinert 500
500 IU
KOVIG Kol S10ADTNG Y10 TOPUOKELT] EVEGIHOL SOAVUATOG 1] SIOAVOTOG TPOG EYYXVOT).
avBpomvog avactoréng g Cl-eotepdong

AP a0TE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU YPNGLUOTOLEITE AVTO

T0 QAPROK0, H10TL TEPIAUPPAVEL CNUOVTIKEG TAPOPOPIES Y10 COG.

- ®uAdEte 0wTO TO PUALO 00N YLDV ¥p1oNG. Towg ypetaotel va To dtofdoete Eavd.

- Edv éyete mepoartépo amopieg, poTHOTE TOV YATPO N TOV PUPUAKOTOLO GOG.

- H ovvtayn yv avtd to gdppoko yopnynonke omokAeloTiKd Yo, oog. Agv TPEMEL Vo, SMGETE TO
@apuoko og dAlovc. Mmopel va Tovg TPoKaAEGEL PAGPN, OKOUO KOl OTOV TO CUUTTOHOTO TNG
acBéveldc Toug eivon 010, e ToL O1KA oag.

- Edv mapommpnoete kdmota avemiBOunt evépyela, EVNUEPDGTE TOV YIATPO 1] TOV QUPUAKOTOLO GO,
Av10 1oy0el Ko Yo kéBe mBovn avemBounTn eVEPYELD TOL OEV OVOPEPETOL GTO TOPOV (PUAAO
oonyimv yphone. Biéne mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon To Berinert kot ol givot 1 yprion tov

T pénet va yvopilete mpv ypnoonooete 1o Berinert
IMog va yprnoyonooete 1o Berinert

ITBavég avemBOuNTEG EVEPYELEC

IMog va puidcocete to Berinert

ITepieydpeva TG GVOKEVACTNG Kol AOUTEC TANPOPOPIES

AN e

1. T givan To Berinert ko oo givan 1 xprion tov

T1 eivou to Berinert;
To Berinert kvkAo@opel VTO PopPT KOVE®S Kol 10AvT. To €rolpo didAvpa yopnyeiton pe evooPAEPL

éveon N €yyvon.

To Berinert mtapackevaletor amd avOponivo TAdcpa (avtd givor 1o vypod HéPog Tov aipatog). [epiéyet
®¢ OpaOTIKO GLGTATIKO TNV TPMOTEIVY avOpdTIvoc avactoréag tng Cl-eatepdong.

Howa givoa i ypijon tov Berinert;

To Berinert ypnowuonoteitor yioo ™ Ogpameio Kot TPoSladkaoTIKY TPOANYN TOL KANPOVOULKOD

ayetoodnuatog tomov I ko II (oidnua = wpn&uo). To KANpovouLKo ayyelooidnuo, eivar pio Guyyevig

VOGOG TOL Oyyewkoy oGLOTAHOTOS. Eifvor pe pn-oriepywkod tomov vococ. To kAnpovopkd

ayyslooidnpa wpokaAeitor amd TNV OVETAPKELN, TNV ONMOLGIO 1 TNV EAVTTOUOTIKY cVVOEST TOL

avactoréa g Cl-eatepdong, pog onuavtikng tpoteiving. H vocsog yapaktnpiletor omd to axdiovda

GUUTTOLOTOL:

- OlOMUO TOV XEPLOV KOL TOV TOJMV TOL EROVILeTaL 01PVIdimg,

- 0ldNpa TOL TPOSHOTOL HE aicOnuo TpaPryYoToc Tov eupavileTal aipviding,

- oldnuo v Prepdpmv, oidnua TOV YeMmV, TOVOG 0idNUa ToLv AdpVYYo HE SLOKOAIN GTNV
avamvon,

- oldnpa g YA®oog,

- KOAIKOG TTOVOG GTIV KOIALOKY] YMDPO.

I'evikd, pmopovv vo ennpeactovy OAA TO LEPT) TOV GMOUATOC.

2. Tvpémer va yvopilete nprv ypnoiponomicete To Berinert

Ot akérovBeg Tapdypaotl TePLEYOVY TANPOPOPIEG TOV UITOPEl va XPENOTEL v AAPEL LTOYTN TOL O
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yiatpdg Gag TPV oag yopnynoetl to Berinert.

Mnyv ypnoipononjcete 1o Berinert:

e o¢ mepimtwon aliepyioag otov avactoréa g npoteiviig Cl-eotepdong | o€ omolodmote GALO
OO TO, GLGTAUTIKG VTOD TOL PUPUAKOV (CVOPEPOVTOL GTNV TOPAYPUPO 6).
IMopaxoreicOe va evIUEPAOGETE TOV YIOTPO 1| TOV QUPUOIKOTOL0 GOG OV EIGTE UALEPYIKOL o€
KAmowo ¢appoxo i Tpoei).

IIpogidomoncels Kol TPOPVAGEELS:

o &dv éyete mapovolioel aAlepyIkEG avTdpdoelc oto Berinert, 6to mapelOov. [pénetl va mapete
TPOPLAUKTIKAOC OVTUCTOUIVIKG KOl KOPTIKOGTEPOELDT, OV GOG TO GUGTNGEL O Y1UTPOS GG,

®  0Og MEPIMTMON OV EUPOVIGTOVV OALEPYIKEC 1] OVOPUANKTIKOD TOTOL OvVTIOPAcELS (por cofapn
oAAepyikn avtidpacn Tov Tpokoiel coPapn duokoiia otV avamvon| kot (dAn). H yopiiynoen tov
Berinert wpémel vo drokomnel dpeca (7.). OL0KORN TNG EYYVONC).

e &Gv maoyere omd oidnua tov Adpuvyye (Aapvyywd oidnua). Tlpémer vo mapaxoiovbeiote
TPOGEKTIKA KOl VO etvar apeca Stabéoiun Bepameio EKTOKTNG AVAYKTC.

e Kotd TN S1dpKeELn U EYKEKPLUEVIC YPTONG TEPAV TOV EYKEKPLUEVAV eVOEiEewV Kot docoroyiag (TT.y.
Xovopopo Aapuyng Tpryosdwv). BAéne mapdypago 4 «Ilifovég avembountes evépyeiecy.

O yatpdg cog Bo LeAeTNOEL TPOGEKTIKG TO OPEAOG TG Bepameiag e 1o Berinert oe cuykpion e tov
KiVOUVO OVT®V TOV ETITAOKOV.

loloyikij acpdicia

Otav 1o edppoka topackevdlovior amd avBpdmivo aipa | TAdcua, gpapuolovior opiouéva péETpa

TPOKEWEVOL Vo TpoAneBel 1 petddoon Aoluméewv oTovg acbeveis. Avtd mepthapupdvouv:

®  TPOCEKTIKN EMAOYN TOV 0TV OIUATOG Kol TAGCHOTOS TPOKEUEVOL Vo €EQCPAAICTEL OTL
OTTOKAEIOVTOL EKEIVOL TTOV SlaTPEYOLY Kivouvo Aoiuméng, Kot

e 1oV éleyyo KkdOe dwpedg Kol deEapEVG TAAGHOTOG V1o OTUELN 100/AoUOEEDV.

Ol TOPOCKEVACTEG TMV TPOTOVTIOV LTV TEPapPdvouy, eniong, otddia KoTd TNV enetepyacio Tov
a{ploTog 1 TOV TAGGUOTOG, TO OTTOi0, LITOPOVY VO, OdPUVOTOIGOVY 1] VO amopokpvvouy 1006. [lapd ta
UETPOL QVTA, OTOV XOPNYOVVTIOL QAPUOKO TTOV Tapackevdlovial and avOpOTIvVo aipo 1 TAGGU, M
TOovOTNTO HLETAd0OTG AOTU®ENC deV Umopel Vo, omokAEIoTEL TANP®G. AVTO 1GYVEL, ETIONG, YO OAOVC
TOVG AYVOOTOVG 1] AVOKOTTOVTES 100G 1 GALa €101 AotpdEewy.

Ta pétpa mov Aapupdvovior Oempodviol OmOTEAEGUATIKG Yo EAVTPOPOPOVE 100G, OTWS O 10¢ NG
avOpamivng avocoavendpkelag (HIV, o 10¢ tov AIDS), 0 16¢ ¢ nratitidoas B kot o 10¢ e nratitidog
C (pAeypovn TOL NTOTOC) KO Y10 TOVG [T EAVTPOPOPOVG 100G TNG NTOTITIONG A (AEYLOVY] TOL NTOTOC)
ka1 Tov mapPoiod B19.

O ywtpdg cog umopel va GLGTNGEL Vo EETACETE TO EVOEXOUEVO EUPOAOCLOV EVAVTL TNG NTaTiTdog A
ka1 B, oty mepintmon mov AapPavete TaKTIKH/ETUVEIATLUEVO, TTPOTOVTO TPOEPYOUEVO. OO AVOP®TIVO
TAOC QL.

Yuviotdtot évtova, Kabe popd mov yopnyeital to Berinert, va Kotaypaeovtol n UeEpOUNvia yopnynong,
0 ap1Ou6g mapTidag Kot 0 OYKOg oV eVEONKE.

Allo @appoxa ko Berinert

o [lopokaieicBe va evnuepdoeTe TOV YIOTPO 1| TOV QOPUOKOTOLO GOG €0V TAIPVETE 1 £YETE TAPEL
TPOCOUTO AN PAPILOKA, OKOUO KOL 0VTE TOV d€ GOg Exovv yopnynoel pe cuvroyn.

e  To Berinert dev mpémel vo avopelyvOETOL LE AAAN QOPUAKEVTIKA TPOTOVTO KOl SIHADTEG LEGH GTN
oLPLYYO/GUOKELN EYYLONG.

Kinon kot Onraopdg
e Avelote éyxvog 1 Onhdlete, vopilete 0T pmopei va glote £ykvog 1) oed1dleTe v AmOKTNGETE T,
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{ntote T GLUPOVAT TOL YLUTPOV N TOV POPLOKOTOLOD GOC TPV TAPETE AVTO TO PAPLLOKO.
e  Kotd ™ Sidpkela g kdnong kot Tov Onhacpov to Berinert apénet vo yopnysiton povo edv givor
SaPOS amapaitnTo.

001yN o1 KOt YEPIOROS PNY OV HLATOV
Agv mpaypotomomonKoy HEAETES GYETIKA UE TIC EMOPAGELS GTNV IKOVOTNTO 001 YNONG KOl YEPLGHLOD

unyovnuétoy.

INROVTIKEG TANPOPOPIES CYETIKA L OPLEUEVE. GVGTUTIKA TOV Berinert

To Berinert tepiéyet émg kot 49 mg vatpiov (kOPLo cvoTaTIKd poyslptkov/enttpaméllov Ahatoc) o€ Kabe
@LoAid10. Avtd 1oduvapel pe 1o 2,5 % NG CLVICTMOUEVNG UEYIOTNG UEPNOLOG TPOCANYNG VOTPIOL pe
TNV S10TPOPT Y10 EVOV EVIALKAL.

3. g va ypnowponouicete To Berinert

H Oepomeio mpénel va apyilel kat vo, emPrénetor amnd yiorpo, Eumelpo ot Oepameio ¢ avemdpKelog
Tov avootoréa tng Cl-eatepdong.

Aocolroyia

Evijiikec

Oeponeio 0&€wV enE1G0dIMV AYYEIOWONUOTOC:

20 IU avé yimdypappo Bapove cdpotoc (20 IU/kg Bapovg cduatog).

I1p0od10d1kaoTIKN TPOANYN ETEIGOSIMV OYYEIOOLONUATOC:
1000 IU o€ Arydtepeg amd 6 dpeg Tptv omd Lol 1TPLKY|, 000VTIOTPIKT 1 YEPOVPYIKN TPAEN.

Howdratpikog ainvopdg
O¢paneio 0wV ENEIG0dI®MV 0yYEIONUATOC:
20 IU avé yumdypappo Bapovg cdpotoc (20 IU/kg Bapovg cduatog).

[podiedkacTiKy TPOANYT EXEIGOSIWV oy YELO0LONLLOTOG:

15 ém¢ 30 IU ava yimoypappo Bapovg cmpatog (15-30 TU/kg Bdpovg coduatog) oe Ayotepec amd 6
MOPEG TPV ATd UKL TPLIKT, 000VTIOTPIKT 1 ¥EPOVPYIKN Tpdén. H d6om mpémet va emheyel Aapufdavovtog
VIOYN TNV KAWVIKY TEPITTOOT (.Y, TOV TOTO TG TPAENS Kot TNV cofapdTnTa TNG 0oHEVELNG).

Yrepooooloyia
Agv €xel avaeepBel kapio mepinTtmon vaepdocoroyiag.

AvacioToon Kot Tpémog yopynons

To Berinert cuv0wg evietan o€ o AEPa (evoopAePing) amd Tov yoTpd cag 1 Evav VOGNAELTH/ L
voonievtpla. Eceic 1 To dropo mov cag ppovtilel pmopeite emiong va yopnynoete o £veon Berinert,
aAAG povov agov AdPete emapkn ekmaidcvon. Edv o yiatpdg cag amopacicel Tt pmopel vo givor
KATOAANAN Yio coc M kot oikov Bepamneia, O cag ddoel Aemtopepeis odnyiec. [lpénet va diatnpeite Eva
nuepoAdY10 pE okomd va Kotaypdoete Kabe Oepaneio mov Aapupavete 6to omitt Kot va to £xete pall cog
o€ KaOe emiokeyn otov YTpo GoG.Oa YIveETal TAKTIKN TOPAKOAOVONGN TG TEXVIKNG XOPTYNONG TOL
axolovbeiton amd €04 1 10 Atopo 7OV Gog EPovtilel, MOTE VO JUCPAAIOTEL OTL akoAovBeitot
KATOAANAOG YEPLOHOG.

I'evikég oonyieg

e H «xovig mpémel vo doAveTOL Ko va, avappo@dtal omd 1o QoAidlo vmd aonmteg GLVONKEC.
XPNGOTOGTE T GUPLYYO TOV JATIBETOL e TO TPOIOV.

o  To étoluo dtdlopa Tpémel va ival axpouo Kot dtowyéc. Metd tn dmbnon 1 v avappdenon (BA.
TOPOKATO) TO SIAAVUO TPETEL VOL EAEYYETOL OTTTIKA Y10, LUKPA COUATIONWN KOl ATOXPOUATIGUO, TPV
omo M XopNnynon.

e M ypnoponoieite to dtdAvpa dv givar opatd BoAd 1 av TeEPLEYEL VIPAIEG 1] cOUATIOW.
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o  KdBe aypnoponointo mpoidv 1 VTOAEUU TPETEL VO, ATOPPITTETOL COUPDVO UE TIG KATO TOTOVG
oY VOVGEC GYETIKEG SLUTAEELS KOl CUUPOVOL LLE TIG 0ONYIEC TOV YIUTPOV GO,

Avacioraocy

Xwpic va avoiete kdmolo omd ta Qroiidi, Bepudvere v KoVl kot o doAvtn Tov Berinert og
Oeppoxpaocio mepipdriiovtog. Avtd pmopel va yivel gite apnvovtag ta @loAidle o Bepuoxpacio
nep1PaAlovtog yo mepimov pia dpa, €T KPATOVTOS TO T ¥EPLO 560G Yo peptkd Aentd. MHN exBétete
o QuoAidi oe amevbeiog Oeppotnta. To @oAidie dev mpémel va BeppovBodv oe Beppokpacio
ueyoAvtepn amo t Oepuokpacio tov copartog (37°C).

ATOLOKPOVETE TPOCEKTIKG TO, TOWUATA 0O TO PLIAISI0 TOL SLHADTN Kol TO PLOAISI0 TOL TPOTOVTOC,.
KoabBapiote to extedeipéva eEAaoTIKG TOUATH KO TOV dV0 PLOASIOV e EVa TOADTI0 0AK0OANG TO KaBéva
Kol 0@NOTE T VO, 6TEYVOGOoVY. O S1oAVTNG UTopEl Tdpa. v LETaPEPDEL GTNV KOVL LIE TO TPOGUPTNIEVO
oet yopnynong (Mix2Vial). ITapakaieicOe vo axorovdnoete Tig 00Nyieg TOL divovTal TOPUKATO.

1. Avoi&te ™ ovokevocio tov Mix2Vial Byalovtag to
KéAvppo. Mnv amopokpvvete 1o Mix2Vial amd
ovokevacio KUWEANG!

1
2. TomoBethote TO PLOALSI0 TOV O10ADTN GE Uio EmimED,
kaBopr] emedveln kot kpotiote 1o otabepd. [ldpte 10
Mix2Vial poli pe ™ ovokevocio KoyEANC Kal TECTE TV
axido 010 GKpo TOL UTAE TTPOCAPUOCTH €VOgia TPpog TO
KATO S10UEGOV TOV TOMOTOG TOL PLOALSI0V TOV S1OADTY.

2

3. AQupéoTe TPOCEKTIKA TN GLOKEVOCIO KUWEANG omd TO
oet Tov Mix2Vial kpatdvtog Tov SakToAlo Kol Tpafaviog
K@0eTa mpog ta emdve. BePaimbeite 6T1 Exete tpapnéet pdvo
TNV GLGKELOGTN KLYEANC Kot 0L To oeT Tov Mix2Vial.

4. TomoBetnote 10 TPOidV oe pio emimedn Ko otabepn|
EMPAVELDL. AVOOSTPEYTE TO PLOAISI0 TOL S1OADTN HE TO OET
tov Mix2Vial mpocaptnuévo Kat mEGTE TV 0KIdo 6TO AKPO
TOV O1APAVOL TPOCUPOCTH EVOELN TPOG TA KATM S10UEGOV
TOV TOUATOG TOL PLOALYIOV TOL TTPOoidvToc. O dahvTng Oa
€10PEVCEL AVTOUATO GTO PLUAIOIO TOV TTPOTOVTOG.

5. Mg 10 éva ¥€pt KpATNOTE TNV TAELPE TOV TPOIOVTOC TOV
elvar cuvdedepévn oto Mix2Vial kot pe 10 GALo TV TAELPA
Tov OADTN Kol £EPOMOTE TO GET 0 dVO KOUUATIO, [E
mpocoyn. Amoppiyte 10 QLOAIOI0 TOL OWAVTIN HE TOV
TPOCAPTNUEVO UTTAE TPpooaplooth Tov Mix2Vial.
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E_E;? 6. Ieprotpéyte amaid t0 QOAdI0 TOV TPOIOVTOG UE TOV
..?"4,. TPOGAPTNLEVO O18PaVO TPOSUPLOCTH £MG GTOV 1 OVGid Vo
‘ ‘ dtovBel evielmg. Mnv avatapdooere.

7. AvtAniote aépa o€ pio AdEL0, OMOCTEIPOUEVT] GUPLYYO.
Xpnoonomote T cHplyyo mov dlatibeTol pe To TPOoiodv.
Koabng 10 proridio tov mpoidvtog Bpicketon og 0pbia Béom,
oLvoEaTe T 6Vptyya otn ovvdeon Luer-Lock tov Mix2Vial.
Ewcdyete aépa oto @LoAid10 TOV TPOIOVTOG.

Avappopnen kot spapuoyn

8. Oco Ba kpoatdte to EUPoro TG cLPLYYAS TIEGUEVO,
VATO00YVPIGTE TO GUGTIHO KOl AVOPPOPTOTE TO SLIAVUA

o1 ovptyya tpafdvtog 1o EUPoro oryd TPog Ta To.

|

8
‘- 9. Topa mov to ddvpo €xer petapepbel péco ot
! ovpLyya, Kpotnote otafepd T0 COUO TNG CUPLYYOS
5 (kpotdvtag To EpPoAro TG cOPLYYOS TPOS To KAT®) Kot
& OTOCLVOESTE  TOV O1dpavo mpocappootn tov Mix2Vial
omd TV cOpLyya.
9

Xoprjynon
To ddivpa Tpoopiletar yio yopnynon pe apyn evéoeréPia (i.v.) éveon i €yyvon (4 ml/Aento).

4. MBavég avemBOunTeg evépysereg

Onwc 6Aa ta pdppoka, £T61 Kot avTd TO APLOKO UTOPEL VO TPOKOAEGEL AVETIBVUNTEC EVEPYELES OV KO
dev mapovctaloviol og OAOVG TOVG AvOpOTOVC.

IMopoxoreicOe vo. EMKOIVOVIIGETE APUECHOG PUE TOV YIUTPO GOG

® OV ENQAVIOTEL KATOLN 0Tl TIG AvEMOBVUNTEG EVEPYELES, 1]

® OV TOPUTIPNCETE KATOLN AVETOOUNTN EvEPYEWD 7OV OEV UVUQEPETAL 6TO TAPOV (PUALO
00N Y1LOV.

O avemBountec avtdpdoelg pe to Berinert eival omdviec.
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Ot axolovBeg avemBounteg evépyeleg Eyovv mapatnpndel ondvia (oe 1 1 mepiocdtepovg amd 1 otovg

10.000 kot o€ Aryotepovg amd 1 atovg 1.000 acbeveic):

o  Ymapyel kivduvog owénuévou oymuatiopotd Bpdufwv aipatog oe BepamenTikéc SOKIUES Yo TNV
wpoevAaén N ™ Bepomeion Tov Zuvdpopov Awoevyng Tpryogddv (ekpon VYPOD amd To HKPA
aLLOPOPO OyYELD TPOG TOV 10TO) T.). KOTA TN SLIPKELR 1] LETA 0md YEPOVPYIKT EXEUPAOT KOPILHG
ue eEmompotiky kukhogopia. BA. mapdypago 2 «llposidoroiosic kai mpopovAdleicy.

e  AvEnon g Bepuokpaciag Tov chOpatog Kabdg Kot aichnua Kavoov kot voypov ot 8éon g

r

éveong.

o Avtdpdoeic vrepevarstnoiog 1 aAAepYIKEC AVTIOPAGELS (O UVOUOAOG KapOloKOSG PLOUOG,
YPNYOPOTEPOC KOPOIOKOG TUAUOG, TTMOCT TNg OPTNPLOKNG Tieone, epebiopog tov dépuatog,
eEavOnua, duokoAio TNV avaITVor, TOVOKEPAAOG, CAAN, vavTia).

X ToAD omdvieg meputdoel; (o€ Aydtepo amd 1 otovg 10.000 acbeveic | € LEPOVOUEVEG TEPIMTMCELS)

ol avtdpdoelg vrepevarcnoiog pmopei va eedryBoiv axopa Kot og kataminéio (6ox).

Ava@opd avemOOunTOV evepysLt@v

Edv mopatnproete Kamowo ovemBountn evépyela, EVNUEPMOTE TOV YTPO 1| TOV QAPUOIKOTOLO GOG.
AvT10 1oy0et ko Yo Kabe Thovn avemBOUNTN EVEPYELD TTOL OEV AVAPEPETAL GTO TAPOV PUALO 0ONYIDV
ypnone. Mnopeite emiong va avagépete avembounteg evépyeleg angvbeiag:

TlNo v Kompo: @oppokevtikés Yanpeoieg, Ymovpyeio Yyeiag, CY-1475 Aevkwoio. Tni: +357
22608607, ®a&: + 357 22608669. Iotdétomog: http:/www.moh.gov.cy/phs.

INo v EAAGda: EBvikog Opyaviopog @apudkmv, Mecoyeiov 284, GR-15562 Xolapydc, AOnva. TnA:
+30 21 32040380/337, ®oé: +30 21 06549585 . Iototomog: http://www.eof.gr.

Méow G avoeopag ovemBuuntov evepyeldv pmopeite vo, fondfoete ot GLALOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TAPOVIOS POPLAKOV.

5. g va puracoete To Berinert

o To @pappoko avTd TPEMEL VO PUVAAGGETUL 68 péPN OV dgv TO PAETOLY Kot O€V TO POAvOLY TA.
TaLoLG.

e No un ypnowonoteite to Berinert petd v nuepounvio ANENG TOL AVOPEPETOL GTIV EMLGNLOVOT

K0l 6TO KOLTi.

Mn evAdocete o€ Beppokpacio peyarvtepn twv 30°C.

Mnv KatoyOyeTe.

dvAdooete 10 PLOAISI0 6T0 EEMTEPIKO KOVTI, Y10 VO TPOGTUTEDETAUL ATTO TO PG,

To Berinert dev mepiéyel GUVINPNTIKG, GUVETMOC TO ETOUO SLOAVUO TPETEL, KATO TPOTIUNOT, VO

XPNOYLOTOIEITUL OUECMC.

e Av 10 étolpo dtdAvpa dev yopnynOel apéows, mpémet va ypnoiponombel evtog 8 mpadv Kot TpEmeL
V0. QUAAGGETOL LOVO LEGH GTO PLOAION0.

6. Iepreyodpeva TS 6VOKELAGTIOG KO AOTTEG TANPOPOPiEg
T tepréyer To Berinert

H opaorikij ovsia givai:

AvBpomvog avaotoréag g Cl-gotepdong (500 IU/@raridio, petd v avacvotacn 50 IU/ml).

BA\éne mapaypago «Or lnpopopics mov axolovbodv arxcvfivoviar povo oe emayyelloTies vyeiogy Yo,
TEPLOCOTEPEG TANPOPOPIEC.

Ta diia cvoTatikd givar:
IMwxkivn, vatplo yAmprovyo, vaTplo Kitptkd
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BAéne v tehevtoion TApAypaPO NG EVOTNTAG 2 «ZHUOVTIKEC TANPOPOPIES GYETIKG UE OPLOUEVO.
ovoTOTIKG TOV Berinerty.
Arodotng: "Yomp yio evEoa

Ep@avion tov Berinert kot wepleydpeva Tne 6uokevaosiog
To Berinert kukAo@opel O popPN AEVKNG KOVEMG Ko dtatifeTon e Vdwp Yo evéotua g otaAvTr. To
£TO10 SIOAV O TPETEL VAL EVOIL GYPOLO KoL S10VYES,

2vokevacio

Kovti pe 500 TU mov mepréyet:

1 proAidio pe kovi (500 TU)

1 @loAido pe 10 ml Déwp Yo evésua

1 ovokevn petapopdg pe eiitpo 20/20

et yopnynong (ecwtepikd Kovti):
1 ovpryya twv 10 ml piag xproemg
1 cvckevn PAEPOKEVINGNC

2 TOADTLO OAKOOANG

1 éumhactpo

Karoyoc Adsrog Kvkhogopiog ko Ilopaockevaostiic

Kdtoyoc ¢ ddsiag kukAopopiag otnv EAAGSw:
CSL Behring EITE

Xatlnyivvn MéEn 5,

115 28 Abnva

Kdroyoc g ddetag kukriogopiag otnv Kompo:
CSL Behring GmbH
Emil-von-Behring-Strasse 76

35041 Marburg

T'eppovia

Hopaockevaotic:

CSL Behring GmbH
Emil-von-Behring-Strasse 76
35041 Marburg

T'eppovia

AvTo Tto pappaxo &yl eykpilei ota Kpatn Méin tov Evporaikod Owovoptkod Xopov (EOX)
pE TS aKéAov0eS ovopooisg:

Berinert 500 IE Pulver und

Losungsmittel zur Herstellung einer

Injektions- oder Infusionslosung...........ccoeevveveennenne Avotpla

Berinert 500BéAy10, Kbmpog, l'eppavia, EALGSa, AovEeppovpyo, ITorwvia
Berinert 500, 500 IU Powder and solvent

for solution for injection/infusion..............c.ceveennen. Boviyopia

Berinert 500 TU .....ccooiniiiiiiiiiiieeeeeeeee Togyum Anpokpartia, ZAoPokio
Berinert... ... ceevieniriiiinieeetec e Aavia, Itolio, [Toptoyokia
Berinert 500 IU, injektio/infuusiokuiva-aine

ja livotin, liuosta varten..........cceceveeeveereenreenneesneennnn. dwlravdia

Berinert 500 UI, poudre et solvant pour

solution injectable/perfusion ............ccceeverveeieenenns ToAAia

Berinert 500 NE por és oldoszer
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oldatos injekcidhoz vagy infizidhoz....................... Ovyyopia
Berinert 500 IU pulver og vaeske til
injeksjons-/infusjonsveske, opplesning.................. Noppnyia
Berinert P 500 UI, pulbere si solvent

pentru solutie injectabild/perfuzabila ...................... Povpavia
Berinert 500 i.e. prasek in vehikel za

Raztopino za injiciranje ali infundiranje ................. Y oPevia
Berinert 500 UI Polvo para solucion

inyectable y para perfusion............ccceveeveeieenieenenn, Iomavia
Berinert 500 IE, pulver och vitska till
injektions-/infusionsvitska, 10sning..............c..c...... Youndia
Berinert 500 IU powder and solvent

for solution for injection/infusion..........c..ccceeueenene. Hvopévo Baciielo

To wapov vALo 00N YLOV Yp1ioNS avaBepOnKe Yo TELEVTOIO POPa

TNo v Kvrpo: ®efpovdpiog 2022
T v EAAGSa: Tovviog 2022

O TAnpoopisg Tov aKkorovdovv arevOivovTal povo o€ emayyeApnoTiES VYEIOG
MOIOTIKH KAI ITIOXOTIKH XYNOEXH

H dpacticotnta tov avOpdmivov avactoréa g Cl-eotepdong exppaleton oe Aebveic Movadeg (IU),
oL oyetilovran pe to wyvov mpdtumo tov IIOY Yo Tt Tpoidvra avactoréa e Cl-eotepdong.

Tpoémog or1a0eong

Kompoc:
DopHoKeLTIKO TPOTOV Y10 TO OTOT0 AMOLTEITOL LOTPIKT CUVTOYT.

EAAGSQ:
[Tepropiopévn 1atpikn cvvtoyn. H didyvoon koavn n évapén tng Bepanciog yiveTalr 6€ voGoKoueio Kot
umopel va cuveyileton KTOG VOGOKOUEIOL VIO VOGOKOUELOKT] TOpokoAovON o).
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Regulatory information

Document type:

Joint Package Leaflet Manuscript

Reference number:

Berinert-500-pil-gr-cy-2.0

Product:

Berinert 500

EU revision date:

17-Sep-2021

EU procedure number:

DE/H/0481/001-004/11/065

Description of change:

Fulfilment of Commitment for RUP

EU approval date:

5-Oct-2021

Applicable Countries:
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Local approval:
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