HPUJIOKEHME I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKHUA TIPOAYKT

Vectormune FP ILT nuodumuzat 1 pa3TBOpUTEN 32 MHXKEKIIMOHHA CYCIICH3HS 32 IMHJIeTa

2. KAUYECTBEH U KOJIMYECTBEH ChCTAB

Besika g03a (0.01 ml) ceappika:

AKTHBHH CyOCTAHUMU:

JKuB pexoMOMHAHTEH BUPYC Ha MIapKaTa Mo NTHITUTE, eKCIpecupan] MeMOpaHHUS (PrOKbH MPOTSHH U
WHKAIICHIMPAIIHs IPOTEHH Ha BUPyca Ha MHPEKIIMO3HUS JapuHroTpaxeuT mo nrurmre (rFP-LT)
2.7 no 4.5 10g10 TCID50*

* 50% Tissue Culture Infective Dose (TpkaHHO KyaTypaiHa HH(OEKIIHO3HA 1034)
Excunnuenru:

3a MBIHUSA CIIUCHK HA EKCIIUIHUCHTHUTE, BIK T. 6.1.

3. DOAPMAIIEBTUYHA ®OPMA

JInopumuzaT U pa3TBOPHUTEN 32 UHIKEKITUOHHA CYCTICH3HS.

JInodunmzat: po3oB UM OEXKOB.

PastBopuTen: GucTpa CUHSI TEUHOCT.

4, KJIMHUYHUA JAHHU

4.1 BupaoBe :KUBOTHH, 32 KOUTO € mpeanazHayen BMII
ITunera.

4.2 TepaneBTHYHHM MOKA3aHNS, ONPeIeJI€HH 32 OTAETHUTE BUAOBE KUBOTHH
3a aKkTMBHA WMYyHH3alWs Ha TWJIETa Ha BB3pacT OT 8 CEIMUIM 3a HaMmallsiBaHE Ha KOXKHUTE JIE3WH,
MpPeIM3BUKAHA OT BUpyCa Ha MIapKaTa M 3a HaMalliBaHE Ha KIMHUYHUTE MPU3HAIM U TpaxeaHUTe JIE3WH,

MNpeaAn3BUKAHU OT BUPYCa Ha I/IH(i)eKL[I/IOBHHH JIAPUHTOTPAXCHUT.

Haugamno na HMMYHUTCTA.
3a arapka u I/IH(I)GKI_II/IO3GH JJADUHTOTPAXCUT 11O NTUIIMTE. 3 CCAMUIIU CJICA BAKCHHAIIWA.

HpO,Z[’LJ'DKI/ITGHHOCT Ha UMYHUTCTA.

[Tapka: 34 ceamuIy cien BaKCHHALIMSL.
WHubeknmoseH tapuHroTpaxent: 57 CEIMUIU Clie] BAKCHHAIIUS.

4.3 IlpoTuBONOKA3aHHA

Hswma.

4.4 CpoeuuajHu NpeANa3sHU MEPKH 32 BCEKH B/ KMBOTHH, 32 KOUTO e npeaHasHaded BMII
[a ce BakcMHMpAT caMo 3ApaBH IHUJIETA.

45 CneuuajHu NpeANa3Hu MEPKH MPH ynoTpeda
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CrelnyaiHy Mpeara3Hd MepKH 3a )KHBOTHUTE IIPH YIIOTpeOaTa Ha MPOAYKTA

He e npunoxumo.

CrenpanaHy IpeanasHyd MEPKH 3a JIANATA, IPIarailyd BETEpUHAPHOMEIUIIMHCKHUSI IIPOAYKT Ha )KUBOTHUTE

HpI/I cnyqaﬁHo CaMOUHKXCKTHUPAHC, He3a0aBHO Ja ¢ NMOTbpCU MCECAMIHWHCKU CBBET, KAaTO Ha JICKapd CC
nmpeaoCTaBu JIMCTOBKATA WM €TUKCTA HA ITPOAYKTaA.

4.6 HebaaronpusaTHH peaknun (4eCTOTA H BAXKHOCT)

Mauiku oTouu/CTpyIieH, XapaKTepHH 3a BAKCHHATA CPEelly IapKa ca MHOTO YeCTH U Ou TpsdBaio na
u34e3HaT 3a 14 qHU ciei BakCUHALUATA.

YecroTaTa Ha HEOIArONPUATHUTE PEAKIIUU C€ OMpeIeNis upe3 claeJHaTa KIacu(pUKaIis:

- MHOro gectu (rmoseue oT 1 Ha 10 TpeTpaHu KUBOTHHU, MPOSBABAILN HEOJIATOIPUSTHN PEAKIIUH)

- yectr (oBeye oT 1, HO mo-mainko ot 10 xuBoTHH Ha 100 TpeTHpaHU KUBOTHH)

- He "ecTH (moBede ot 1, Ho mo-Manko oT 10 xuBotHM Ha 1 000 TpeTupaHu >KUBOTHH )

- peaxu (moBeue ot 1, HO mo-manko ot 10 xuBoTHU Ha 10 000 TpeTupaHu KUBOTHH)

- MHOT'O peakH (mo-maiko ot 1 sxuBoTHO Ha 10 000 TpeTHpaHH KUBOTHHU, BKIIFOYUTEITHO U30JIMPaHU
CHOOIICHNUS).

4.7 Ynorpeba no BpemMe Ha OPeMEHHOCT, JAKTAIUS MU SHIlEeHOCEHE

IITrm HOCauKH:
Ja He ce m3MoN3Ba MpH NTHIM B NIEpUO/a Ha SHUIIEHOCEHE M B paMKHTE Ha 4 CeaMUIM Mpeay HadaloTo Ha

SIMLICHOCHUS TIEPUO/I.

4.8 BzaumojeiicTBHe C APYT¥ BeTEPUHAPHOMEIMIMHCKH MPOAYKTH U APYTru (popMu Ha
B3auMoJelicTBHE

Hsma nanmmuna nHpopmanus 3a Oe30macHOCTTa U €(QHUKACHOCTTa OT ChbBMECTHOTO H3IION3BAaHE Ha Tas3H
BaKCHHA C JIPyTd BETEPHHAPHOMEIUIMHCKU NPOAYKTH. B3MMaHeTO Ha pelieHue 3a M3MOJI3BAaHETO Ha Ta3H
BaKCHHA TMpeIu WIN clle] ynorpedara Ha APYr BeTEpHHAPHOMEAMLMHCKH MPOAYKT TpAOBa /Ja ce NpeLeHn
CHope] MHAUBUIYAIHUS CIyqai.

49 Jlo3a u HAYMH HA NPUJIOKEHHE

[IpuoskeHre Ype3 MHKEKTUPaHe B KPUITHATA T'hHKA

Baxkcunara ce nmpuiara BeIHbX Ha 8-CeIMHUYHA BB3PACT M HE TIO-KBCHO OT 4 CEAMUIIN MTPeIu Ha4aIoTo Ha
SIMLIEHOCEHETO.

Wmkexmonuusat ooem e 0,01 ml (10 pl).

Baxkcunara ce npuiiara upe3 npo0Ook/jaHe Ha BhTPENIHATA CTpaHa Ha KpUIHATA T'bHKA, KaTO Ce U3I0JI3Ba
JIBYCTPAHHHAT aIUIMKATOP, JIOCTABEH C MPOAYKTA. AIUTUKATOPHT C€ TOCTaBs OTIOY MOJ KPHIIOTO U Ipe3
KpuiIHaTa repHKa. TpsOBa 1a ce BHMMaBa Jla ce U3TIACKBAT Iepara HaCTpaHH, 3a J1a He Ce TOBPEIST
KPBHBOHOCHHTE ChJIOBE. | 'bHKATA TPsiOBa Ja € JIEKO OITbHATA.

IlpenopbunTeHO pa3TBapsiHe 32 MpUJIaraHe:

Bpoii amnyJim ¢ BAKCHHA PasTBOopuTen Oo6em Ha 1 no3a
1 x 1000 no3u 10 ml 0.01 ml
1 x 2000 no3u 20 ml 0.01 ml

HDI/II‘OTBHHG Ha BAKCHMHAJIHATA CYCIIEH3US 3a UHKCKTHPAHE.




1. W3momn3BaiiTe cTepriIHa CIPUHIIOBKA ¢ uria Haii-manko 20-18 G, usrernere 4 1o 5 ml or
Pa3TBOPUTEIIS U IO MHXKEKTUPANUTE BB (iakoHa ¢ Juoduan3aT (BakCHHATA). 3aBbPTETE JICKO TOKATO CE
pa3TBOpH.

2. U3zrernere pekOHCTUTYHpaHATa CYCIICH3US ChC CIIPHHIIOBKATA M 51 HHXKCKTHPAKWTE BHB ()JIakoHA ¢
Pa3TBOPUTEIIS.
3. Usrernere 4-5 ml ot pa3TBopeHara cycreHsus ot ¢pyiakoHa ¢ pa3TBOPUTEINS U s IPEXBbPIICTE BHB

(hrmakoHa ¢ BakCHHATa (3a J1a TO M3IUIaKHETE U JIa 00epeTe OCTATHITUTE OT BaKCHHATa). BhpHETE 00paTHO BHB
(hrrakoHa Ha Pa3TBOPUTETIS.

4.10 TIpeno3dupaHe (CHMITOMH, CIIEHIHH MEPKH, AHTHI0OTH), AKO € HEOOX0TUMO
IIpunarane Ha 10-kpaTHO IMO-BHUCOKA J03a ¢ 0€30I1acHO.

4.11 KapeHTeH cpoK

Hyna gau.

5. UMYHOJIOI'MYHU OCOBEHOCTHA

®apMakoTepaneBTUUHA IpyNa: UMyHOJIOTUYHHU MPOAYKTH 32 NTUIIH, )KMBAa BUPYCHA BaKCHHA 32 IOMAIlHA
THUIIN.
Berepunapuomeaummacku Anatomo-TepanestuueHn Kos: Bce o1ie He € HaIM4eH.

BakcuHata e xuBa peKOMOMHAHTHA — ChIIbPIKa BUPYC Ha LIapKaTa 10 NTHLIUTE, EKCIpecHpall MeMOpaHeH
(r0XBH NPOTEUH U MHKAIICUAUPALI IPOTEHH Ha BUpyca Ha WHPEKIHO3HU JapuHrorpaxent. Ctumyiaupa
M3rPaXJAHETO HA aKTUBEH UMYHHUTET CPEILly BUPYCHUTE Ha IIapKaTa U HHGEKIHNO3HUS JapUHIOTPAXEUT IPU
OTHLUTE.

3a mapkara, ToJoOpeHa CKOpOCT Ha IUKATpHU3anus ce HaOmroaaBa 1o 49 ceqMunn cie/; BAKCHHAIHSL.

6. DPAPMAIIEBTUYHHU OCOBEHOCTHU
6.1 Cnucbk Ha eKCHUIHEHTHTE

JInodunnzar

Dipotassium phosphate

Gelatin

Lactose

Potassium dihydrogen phosphate
Sorbitol

Sucrose

Tryptose phosphate broth

Water for injections

PastBoputen
Glycerol

Patent blue V (E131)
Water for injections

6.2 OCHOBHH HECHBBMECTHMOCTH

He cmecaiite ¢ APYT BETCPUHAPHOMCIUIIMHCKHU HNPOAYKT C U3KIIFOUCHUEC HA pa3TBOPUTEIIA, IIPEAOCTABCH 3a
yHOTpe6a C BETCPUHAPHOMCIUITUHCKHA IPOAYKT.



6.3 Cpok Ha roaHoCT

Cpok Ha TOJJHOCT Ha KpaliHUs BETEPUHAPHOMEIUIIMHCKY MPOAYKT: Inoduimsar: 21 mMecena.
Cpok Ha FOJJHOCT Ha KpaiiHHs BETEPUHAPHOMEIUIMHCKYU MPOAYKT: pa3TBOPHUTEN: 3 TOJUHU.
Cpok Ha TOJJHOCT cJie]] pa3TBapsiHe B CbOTBETCTBHE C MHCTPYKIMUTE: 2 Yaca.

6.4. CnenuajJHM ycJI0BHUsl 32 ChbXpaHeHHe HA MPOAYKTA

Jla ce cbxpaHsiBa M TPaHCIIOPTHpPA B 0XJageHo cbeTosiHue (2 °C — 8 °C).

6.5 Buau cbcTaB HA MLPBUYHATA ONIAKOBKA

JImodpmmsar:

Crexiienn drakonn (tum ), ceapprkamu 1000 wmr 2000 mo3u BakcHHA.

Pasteoputen (Cevac Solvent Wingweb):
Croekienu daakonu (tum I), ceapprxamy 10 ml (3a 1000 mo3u) nim 20 ml (3a 2000 xo3wn).

PasMepu Ha omakoBKkarta:

Kapronena kytus ¢ 1 ¢akon ot 1000 no3u Bakcuna, 1 daakon or 10 ml paztBoputen u 1 yabinkeH
aruTuKaTOoP.

Kapronena kytus ¢ 1 ¢akon ot 2000 no3u Bakcuna, 1 daakon ot 20 ml pazrBoputen u 1 yabinkeH
aruTuKaToP.

Kapronena kytus ¢ 5 ¢uakona ot 1000 no3u Bakcuna + Kapronena kytus ¢ 5 ¢utakona ot 10 ml
Pa3TBOPUTEN M 5 YIBIDKCHU arTUKaTopa.

Kapronena kytus ¢ 5 ¢akona ot 2000 no3u Bakcuna + Kapronena kytus ¢ 5 ¢utakona ot 20 ml
Pa3TBOPUTEN M 5 YIBIDKCHU arlTUKaTopa.

Kapronena kytus ¢ 10 drakona ot 1000 no3u Bakcuna + Kapronena kytus ¢ 10 ¢umakona ot 10 ml
paztBoputen u 10 yabibKeHH ariiukaTopa.

Kapronena kytust ¢ 10 ¢pnakona ot 2000 no3u Bakcuna + Kapronena kytus ¢ 10 ¢guakona ot 20 ml
pastBoputeln 1 10 yabIKEHH aluIKaTopa.

He Bcuuku pazMepu Ha onakoBKaTa MOTar Jia ObaaT Ipeutaraly Ha Iasapa.

6.6 Cneuna.mm MEPKH 32 YHUIIOKABAHE HA HECU3IMOJ3BAaH IPOAYKT WM OCTATHIH OT HET0
Bceku Hensmnonzsan BETEpUHAPHOMEIUIIMHCKHU NPOAYKT MJIA OCTATBIM OT HETO Tp;IGBa na opaar
YHUIIOKCHU B CHbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOJATCJICTBO.

7. NMPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

Ceva-Phylaxia Co. Ltd.

1107 Budapest

Szallas u. 5.

Hungary

8. HOMEP HA JIMIHEH3A 3A YIIOTPEBA

EU/2/20/266/001-006

9. JATA HA TbPBOTO U3JJABAHE / TIOJHOBSBAHE HA JIMIIEH3A 3A YIIOTPEBA

[ara Ha mppBO M3aBaHe Ha JIMLEH3 3a ynoTpebda: 09/12/2020
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10. JATATA HA NOCJIEAHATA PEJAKLUSA HA TEKCTA

[TonpoOHa mHpOpManHA 3a TO3H MPOIYKT MOXKE J]a HAMEPHUTE Ha MHTEPHET CTpaHuIlaTa Ha EBpomeiickara
Arenrus o Jlekapcrpara http://www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXKBA, CHABJISIBAHE U/WJIN YIIOTPEBA

Bcesixo nure, koeTo Bh3HaAMEpSBa J]a IPOU3BEX 1A, BHACS, IPUTEXKABa, IPOAaBa, CHAOIsBa U yroTpeOsaBa TO3N
BETEPUHAPHOMEAWIIMHCKA TPOAYKT TpsOBa MTHPBO Jla C€ KOHCYNTHpa C KOMIIETEHTHHTE BJIACTH Ha
CHOTBETHATAa IhpP’KaBa WICHKA, OTHOCHO ACHCTBAINMTE BAaKCHHAITMOHHH ITOJIMTHKH, KaTO TE3W ICHHOCTH
Morar na ObpmaT 3a0paHeHH B ObpKaBa WICHKAa — Ha IsUIaTa WM YacT OT HEWHara TEepUTOpHsS, B
CHOTBETCTBHE C HALIMOHAJIHOTO 3aKOHOATEICTBO.


http://www.ema.europa.eu/

NPUJIOKEHHUE ||

MNPOU3BOIUTEJ HA BUOJOTMYHO AKTUBHUTE CYBCTAHIIUU N
MNPOU3BOIUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTUJIATA

YCJIOBUSA UWJIN OI'PAHUYEHMUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIHA CE 10 NIPEJJIATAHETO WM YIIOTPEBATA MY

CTATYC HA MJICOK



A.  TNPOU3BOIUTEJ HA BHOJIOT'MYHO AKTHUBHUTE CYBCTAHIIN n
INPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOKIABAHE HA ITAPTUJATA

HMwme 1 agpec Ha MPOU3BOAUTEIIS HA OMOJIOTUYHO aKTUBHUTE CV6CTaHIII/II/I:

Ceva-Phylaxia Co. Ltd.
1107 Budapest

Szallas u. 5.

Hungary

Hwme u agpec Ha MPOM3BOAMTENS, OTTOBOPEH 32 OCBOOOKIABAHETO HA MAPTUAMTE 3a MpoaakOa:

Ceva-Phylaxia Co. Ltd.
1107 Budapest

Szallas u. 5.

Hungary

b. YCJIOBUs NJIX OTPAHUYEHUA B JIMHEH3A 3A YIIOTPEBA HA BMIIL, OTHACALIA
CE 10 NPEJJIATAHETO NUJIA YIIOTPEBATA MY

I[a CC OTIIyCKa CaMo I10 JICKApPCKO MpcAIMCaHune.

B crotBercTBue ¢ wi. 71 wa upextmBa 2001/82/EC nHa EBpomneiickus mapmameHT u ChBeTa KakTo €
M3MEHEHA, TbP)KaBUTE WICHKH MOTaT B CHOTBETCTBHE C HAIMOHAIHOTO 3aKOHOJNATEJICTBO J1a 3a0paHsT
HPOU3BOJCTBOTO, BHOCA, ChXpaHEHHE, Mpojaxdara, JOCTaBKara W/WIM ynoTpebaTa HAa HUMYHOJIOTHYHU
BETEPUHAPHOMEIHIIMHCKY MTPOIYKTH HA [SUIaTa CH TEPUTOPHS MIIM Ha 9acT OT Hesl, aKO YCTAHOBSAT, Ue:

a) NPUIaraHeTo Ha BETepUHAPHOMEINIIMHCKYS IPOAYKT Ha KUBOTHH 1L€ TIONPEYU Ha
M3IIBJIHEHNETO Ha HallMOHAIHA IporpaMa 3a JUarHOCTHKA, KOHTPOJI WM eTUMUHUPAHE Ha
3a00JsIBAaHMATA 10 KUBOTHUTE, WIIH 1€ Ch3a/le TPYJHOCTH IPU YCTaHOBSBAaHE OTCHCTBHETO
Ha KOHTaMUHALUs IPH KUBH KUBOTHHU, IPH XPAHUTEIHU WU APYTH MIPOAYKTH, TIOTY4IEHH
OT TPETUPaHU KUBOTHHU.

6) 3360J’I5{B3HI/IHTa, 34 KOUTO € MIPCIHA3HAYCH NPOAYKTA C LCJI NIOBUIIIABAHC HA UMYHHUTCTA N0
ToJisiMa CTCTICH OTCBHCTBAT HAa TCPUTOPUATA 3a KOATO CC OTHACAH.

B. CTATYC HA MJICOK

AKTUBHHTE CyOCTaHIIMM ca ¢ OWMOJIOTHMYEH MPOM3XOJ] M Ca NpeAHa3HAUYCHU 3a M3TPaXKJaHe Ha aKTUBEH
UMYHHTET, KaTo He romaaat B ooxsata Ha Pernmament (EC) No 470/2009.

ExcriunmentuTe (BKIIOUMTENHO a/pKyBaHUTE), mocodeHHM B T. 6.1 Ha Kparkara xapakTepucThka ce
pasriiexaar karo Henomnanamy B ooxsara Ha Pernmament (EC) No 470/2009, xorato ca BKJIIOYEHH B TO3U
BETEPUHAPHOMETUIIMHCKH TTPOJIYKT.



INPHJIOKEHMUE II1

ETUKET U JINCTOBKA



A. ETUKET
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HH®OPMAIUA, KOSATO CE U3IIMCBA BbPXY BBbHIIIHATA OITAKOBKA

KYTHSI (auodpuausar + pasTBopuTe] + alJIMKATOPH)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIMHCKHUA TIPOAYKT

Vectormune FP ILT nuodumuzat 1 pa3TBOpUTEN 32 MHXKEKIIMOHHA CYCIICH3HS 32 IMHJIeTa

2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLIUU

FPLT Bupyc 2.7 10 4.5 log10 TCID50

‘ 3. DPAPMANEBTUYHA ®OPMA

JInodpunuzaT u pa3TBOPUTEIN 32 HHXKEKIIHOHHA CYCICH3HS.

‘ 4, PASMEP HA OITAKOBKATA

1 x {1000 mo3u + 10 ml pastBoputen + 1 yab/KeH aluTMKaTop }
1 x {2000 mo3u + 20 ml pa3tBopuTen + 1 yabmKeH alIuKaTop

‘ 5. BUJOBE ’KMBOTHMH, 3A KOUTO E ITPEJHA3ZHAYEH BMII

Innera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHHUE

[Ipunara ce upe3 yOoxaHe B KpuiIHaTa I'bHKA.
[Ipenun ynotpeda npoyeTu JIMCTOBKATA.

8. KAPEHTEH CPOK

KapeHTeH CPOK: HYyJIa JHH.

9. CIHHEHUAJIHA TPEAYIPEXJAEHUSA, AKO E HEOBXOJINMO

[Ipenu ynoTpeba npoyeTn JIMCTOBKATA.

10. CPOKHATOJHOCT
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EXP {mecen/roguna}
Cren pa3TBapsHe M3IMOJI3BA B paMKUTE Ha 2 Jaca.

‘ 11. CIHENUAJIHHU YCJIOBUS 3A CbXPAHEHUE

Jla ce chXpaHsBa ¥ TPAHCIIOPTUPA B OXJIAJICHO CHCTOSIHUE.

12. CHEIUWAJIHU MEPKH 3A YHUIIOKABAHE HA HEN3IIOJI3BAH TIPOAYKT UJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

VHuioxaBase: IMpOYCTH JIUCTOBKATA.

13. HAIAMNUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U YCJIOBUS
NJIN OTPAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U YIIOTPEBATA, AKO E
HNPUJIOKUMO

Camo 3a BeTepUHAPHOMEAUIIMHCKA yrioTpeda.

14. HAJIMUCHT “JA CE CbXPAHSIBA JIAJIEU OT MOTJIEJA U HA HEJOCTBIIHHU 3A
JIELIA MECTA”

I[a CC ChXpaHABa JaJICY OT IOIJICAa U Ha HEAOCTHIIHU 3a A€1a MECTaA.

‘ 15. HMME U INIOCTOSHEH AJIPEC HA ITPUTEXKATEJISI HA JIMIEH3A 3A YIIOTPEBA

Ceva-Phylaxia Co. Ltd.
1107 Budapest

Szallas u 5.

Hungary

16. HOMEP HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/20/266/001-006

| 17. TOAPTHJIEH HOMEP

Lot {nomep} (ra ruogpuruzsam + pasmeopumen)
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HNHO®OPMAIIUA, KOSATO CE U3IIMCBA BbPXY BBbHIIIHATA OITAKOBKA

KYTHSI (auoduauszar)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIMHCKUA TIPOAYKT

Vectormune FP ILT nuodunuzat 3a HH)KEKIIMOHHA CYCIIEH3US 3a TTHIeTa

2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLIUU

FPLT Bupyc 2.7 10 4.5 log10 TCID50

‘ 3. DPAPMANEBTUYHA ®OPMA

JInopunuzat 3a MHKEKLIHUOHHA CYCIICH3HSI.

‘ 4, PASMEP HA OITAKOBKATA

5x 1000 no3u
5 x 2000 mo3u
10 x 1000 mo3u
10 x 2000 mo3u

‘ 5. BUJOBE ’KUBOTHMH, 3A KOUTO E ITPEJHA3ZHAYEH BMII

Innera.

‘ 6. TEPAIIEBTUYHHU ITOKA3AHUA

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHUE

[Ipunara ce upe3 yOoxaHe B KpuiIHaTa I'bHKA.
[Ipenun ynotpeda npoyeTu JIMCTOBKATA.

8. KAPEHTEH CPOK

KapeHTeH CPOK: HYyJIa JHH.

9. CIHHEHUAJIHA TPEAYIPEXJAEHUSA, AKO E HEOBXOJINMO

[Ipenu ynoTpeba npoyeTn JIMCTOBKATA.

10. CPOKHATOJHOCT
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EXP {mecen/roguna}
Crren pa3TBapsHe H3IMOJI3BA B paMKUTE Ha 2 Jaca.

‘ 11. CIHENUAJIHHA YCJIOBUS 3A CbXPAHEHUE

Jla ce chXpaHsBa ¥ TPAHCIIOPTUPA B OXJIAJICHO CHCTOSIHUE.

12. CHEIUWAJIHU MEPKH 3A YHUIIIOKABAHE HA HEU3ITIOJI3BAH ITPOAYKT UJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

VHuioxaBase: IMPpOYCTH JIUCTOBKATA.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U YCJIOBUSA
NJIN OTPAHUYEHUS OTHOCHO PA3IIPOCTPAHEHUETO U YIIOTPEBATA, AKO E
HNPUJIOKUMO

Camo 3a BeTepUHAPHOMEAUIIMHCKA yrioTpeda.

14. HAJIMUCHT “JA CE CbXPAHSIBA JIAJIEU OT MOTIJIEJIA U HA HEJOCTBIIHHU 3A
JIELIA MECTA”

I[a CC ChXpaHABa JaJICY OT IOIJICAa U Ha HEAOCTHIIHU 3a A€1a MECTaA.

‘ 15. HMME U INIOCTOSHEH AJIPEC HA ITPUTEXKATEJISI HA JIMIEH3A 3A YIIOTPEBA

Ceva-Phylaxia Co. Ltd.
1107 Budapest

Szallas u 5.

Hungary

16. HOMEP HA JIMLIEH3A 3A YIIOTPEGA HA BMII

EU/2/20/266/001-006

| 17. TOAPTHJIEH HOMEP

Lot {momep}
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HH®OPMAIUA, KOSATO CE U3IIMCBA BbPXY BBbHIIIHATA OITAKOBKA

KYTHSI (pa3TBopuTeN + anIHKATOPH)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIMHCKHUA TIPOAYKT

Cevac Solvent Wingweb

‘ 2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLIUU

‘ 3. DPAPMAINIEBTHYHA ®OPMA

PaSTBopI/ITCJ'I 3a MTHXXCKIIUOHHA CYCIICH3UA.

4, PASMEP HA OITAKOBKATA

5 x 10 ml pasztBopuTen + 5 yabmkeHH aruiukaropa
5 x 20 ml pastBoputen + 5 yIbIKeHH alIMKaTopa
10 x 10 ml pasrBopuren + 10 yapkeHH alutiKaTopa
10 x 20 ml pazrBopuren + 10 yapkeHH aluiukaTtopa

‘ 5. BUJOBE ’KMBOTHMH, 3A KOUTO E ITPEJHA3ZHAYEH BMII

Innera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHHUE

[Ipunara ce upe3 yOoxaHe B KpuiIHaTa I'bHKA.
[Ipenun ynotpeda npoyeTu JIMCTOBKATA.

8. KAPEHTEH CPOK

KapeHTeH CPOK: HYyJIa JHH.

9. CIHEHUAJIHA TPEAYIPEXJAEHUSA, AKO E HEOBXOJINMO

[Ipenu ynoTpeba npoyeTn JIMCTOBKATA.

10. CPOKHATOJHOCT
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EXP {mecen/roguna}

‘ 11. CHENUAJIHHU YCJIOBUS 3A CbXPAHEHUE

Jla ce chXpaHsBa U TPAHCIIOPTUPA B OXJIAJICHO CHCTOSTHHUE.

12. CHEIUWAJIHU MEPKH 3A YHUIIIOKABAHE HA HEMU3ITOJI3BAH ITPOAYKT UJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

VHuioxaBase: IMpOYCTH JIUCTOBKATA.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U YCJIOBUSA
NJIN OTPAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U YIIOTPEBATA, AKO E
HNPUJIOKUMO

Camo 3a BeTepHHAPHOMEAUIIMHCKA yrIoTpeda.

14. HAJIMUCHT “JA CE CbXPAHSIBA JIAJIEU OT MOTJIEJA U HA HEJOCTBIIHHU 3A
JIELIA MECTA”

I[a CC ChXpaHABa JaJICY OT IOIJICJa U Ha HEAOCTHIIHU 3a A€1a MECTaA.

‘ 15. HUME U NOCTOSAHEH AJJPEC HA TIPUTEXKATEJISA HA IMOEH3A 3A YIIOTPEBA

Ceva-Phylaxia Co. Ltd.
1107 Budapest

Szallas u 5.

Hungary

16. HOMEP HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/20/266/001-006

| 17. TAPTHJIEH HOMEP

Lot {momep}
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MUHUMYM HUHO®OPMALUSA, KOATO TPABBA JA BB/IE U3IIMCAHA BBPXY
MAJIKHA OITAKOBKH BMII

ETUKET HA INO®PUJIN3ATA

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIMHCKHUA TIPOAYKT

Vectormune FP ILT nuodunuzaT 3a HHKEKIIMOHHA CYCIIEH3US 3a TTHIeTa

2. KOJIMYECTBO HA AKTUBHUTE CYBCTAHIIMN

FPLT Bupyc 2.7 10 4.5 log10 TCID50

3. CBIABPKAHUE CIIPSIMO MACA, OBEM WJIH PO HA EJUHUYHUTE 103U

1 000 go3u
2 000 mo3m

4, HAYMH HA ITPUJIOKEHHNE

[Ipunarane B kpuiiHaTa rbHKA.

5. KAPEHTEH CPOK

Kapenren cpok: Hyna aHu.

‘ 6. IHAPTUJEH HOMEP

Lot {Homep}

| 7. CPOK HA TOJAHOCT

EXP {mecen/romuna}
Crnen pa3TBapsiHE U3IIOJI3Ball B paMKHUTE Ha 2 4aca.

‘ 8. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCAUIINHCKA yHOTp€6a.

17



MUHUMYM HUHO®OPMALUSA, KOATO TPABBA JA BB/IE U3IIMCAHA BBPXY
MAJIKHA OITAKOBKH BMII

ETUKET HA PASTBOPUTEJISA

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUSA ITPOAYKT

Cevac Solvent Wingweb

2. CBIBP)KAHUE CITPSIMO MACA, OBEM WJIN PO HA EJUHUYHUTE 103U

10 ml
20 ml

3. HAYHYH HA ITPUJIOKEHHNE

[Ipenun ynotpeba npoyeTu JIMCTOBKATA.

‘ 4, CIIENUAJIHA YCJIIOBUS 3A CbXPAHEHHUE

[a ce cpxpaHsBa 1 TPAaHCIOPTUPA B OXJIAJEHO ChCTOSHUE.

‘ 5. ITAPTUJEH HOMEP

Lot {Homep}

| 6. CPOK HA TOJHOCT

EXP {mecen/romuna}

‘ 7. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHMHApPHOMEIUIMHCKA yHIOTpeoa.
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B. IUCTOBKA
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JUCTOBKA:
Vectormune FP ILT
.J]l/IO(l)l/IJII/BaT )% pa3TBOpHTeJ1 3a HHXKEKIIUOHHA cycnemnﬂ 3a MmuJjieTra

1. HUME U INIOCTOAHEH AJIPEC HA IPUTEKATEJISA HA JIMIHEH3A 3A YIIOTPEBA
U HA TPOU3BOJAUTEJIA, AKO TE CA PA3JIMYHHU

IIpuTexxaTen Ha IUIICH3A 32 VHOTDe6a W IIPOU3BOJMUTECI, OTTOBOPCH 34 OCBO60}K,HaBaHC Ha naprujaara.

Ceva- Phylaxia Co. Ltd.

1107 Budapest

Szallas u 5.

Hungary

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEIANIOMWHCKUS ITPOAYKT

Vectormune FP ILT nmuodumuzat 1 pa3TBOPUTEN 32 WHXXEKITMOHHA CYCIICH3HS 32 IMHJIeTa

g CbABPKAHUE HA AKTUBHUTE CYBCTAHLUUU U EKCHUIITMEHTUTE

Besika go3a (0.01 ml) ceappika:

AKTHBHH CyOCTAHUMU:

JKuB pexoMOMHaHTEH BUpPYC Ha LIapKaTa [0 NTHLUTE, eKCIpecupan] MeMOpaHHUsl (PIOKBH IIPOTEHH U
WHKAIICHIMPAIIHs IPOTEHH Ha BUPyca Ha MHPEKIIMO3HUS JapuHroTpaxeuT mo nrurmre (rFP-LT)

2.7 no 4.5 log10 TCID50*

* 50% Tissue Culture Infective Dose (TpkaHHO KyaTypaiHa HHOEKIHO3HA 1034)

JInodunmzat: po3oB UM OEXKOB.

PastBopuTen: GucTpa CHHS TEUHOCT.

4. TEPAIIEBTUYHMU INIOKA3AHUSA

3a akTMBHAa WMYHHU3allMs Ha MWIEeTa HAa BB3pAacT OT 8 CEAMULM 3a HaMaIsBaHE Ha KOXXHUTE JIE3UH,
Npeau3BUKaHM OT BHpyca Ha IIapKaTa, 32 HaMaJIsiBaHE HA KIMHUYHWUTE NMPH3HALM U TpaxealHUTE JIe3uH,

MNpeaAn3BUKAHU OT BUPYCA Ha I/IH(i)eKLII/IOBHHH JIAPUHTOTPAXCHUT.

Haugamno na HUMYHUTCTA.
3a arapka u I/IH(I)GKI_[I/IO3GH JJApUHTOTPAXCUT 11O NTULIMTE. 3 CCAMUIIN CJICA BAaKCHHAIIWA.

IIpoabIKUTENHOCT HA UMYHUTETA!
[Tapka: 34 ceamuIy cien BaKCHHALIMSL.
WHbekumoseH TapuHroTpaxenT 10 NTHIUTE: 57 CEIMUIIH CIie/l BAKCHHAIUS.

5. INPOTUBOIIOKA3AHUA

Hswma.

6. HEBJIATOIIPUATHU PEAKIIUN
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Mauiku oTouu/CTpyIieH, XapakKTepHH 32 BAKCHHATA CPeLly IapKa ca MHOTO YeCcTH U Ou TpsiOBaio na
u34e3HaT 3a 14 qHU ciei BaKCHUHALUATA.

YecroTara Ha HEOIArOMPUATHUTE PEAKIIUU CE ONPEISIIS Ype3 CIeIHATA KiTacu(DUKAIIHS:

- MHOTO YecTH (rmoBede oT 1 Ha 10 TpeTupanw )KUBOTHH, TIPOSBIBAIIHA HEOIATONIPHUSTHH PEAKIIHH )

- gectH (oBeue oT 1, HO mo-manko ot 10 xuBoTHM Ha 100 TpeTHpaHu )KUBOTHH)

- He gecTH (moBede ot 1, Ho mo-Manko ot 10 kuBotHU Ha 1 000 TpeTHpaHu >KUBOTHH)

- penxu (ToBede oT 1, Ho mo-mManko oT 10 >xkuBoTHE Ha 10 000 TpeTHpaHu >KUBOTHH)

- MHOTO peku (1mo-Maiko oT 1 skuBoTHO Ha 10 000 TpeTHpaHy )KUBOTHH, BKIIOYUTEITHO U30JIUPAHH
CBHOOIICHU).

AKo 3a0eNe)KUTe HIKAKBY HEOArONPUsITHU PEaKIIMH, BKIIOUHTEITHO U TAKHBA, KOUTO HE Ca OMHCAHU B Ta3H
JMCTOBKA WJIM MHCIIHTE, Y¢ BETCPHUHAPHOMEIUIIMHCKUS MPOAYKT HE paboTH, MOJIA Ja yBejomuTe Bams
BETEPUHAPEH JIeKap.

7. BUJOBE ) KNBOTHMU, 3A KOUTO E ITPEJHA3HAYEH BMII

IInnera.

8. JAO3UPOBKA 3A BCEKM BU/JI ’KNBOTHO, METO 1 HAYUHU HA ITPUJIAT AHE

[punoxeHne ype3 HHKEKTUPAHE B KPUITHATA T'bHKA

BakcuHaTta ce mpuiara BeIHBK Ha 8-CeIMHUYHA Bh3PACT U HE MO-KbCHO OT 4 CEIMUIIU TIPS HAYaIOTO Ha
siieHoceneTo. Nmkeknmonuust odem e 0,01 ml (10 pl).

BakcuHnarta ce mpuiara upe3 npoOoKIaHe Ha BhTpPEIHATA CTPaHa Ha KPUIIHATA I'bHKA, KAaTO C€ M3MOI3BAT
JIBYCTPAaHHHSAT YABIDKEH alUTMKATOP, JOCTABEH C MPOAYKTA. ATUTUKATOPHT CE TOCTABS OTIOY MO KPHIOTO
W mpe3 KpuiiHaTa rbHKA. TpsOBa a ce BHUMaBa Jia ce M3TJIACKBAT Tepara HaCTpaHU, 3a Jia He Ce MOBPEIST
KPBBOHOCHHTE ChJI0BE. | 'bHKATa TpsiOBa Jia € JIEKO OIlbHATA.

IIpenopbunTeHO pa3TBapsiHe 3a MpUJIaraHe:

Bpoii amnyJiu ¢ BaKCHHA PasTBOopuTen Oo6em Ha 1 1032
1 x 1000 no3u 10 ml 0.01 ml
1 x 2000 no3u 20 ml 0.01 ml

9. CBBET 3A ITIPABHJIHO ITPUJIOKEHHUE

IIpuroTBsiHe Ha BaKCHHAJIHATA CYCIIEH3Us 32 HHKEKTUPAHE:

1. W3non3Baiite cTepuiiHa CIIPUHIIOBKA ¢ uriia Haii-manko 20-18 G, usrernere 4 1o 5 ml ot
Pa3TBOPUTEIIS U TO MHXKEKTUPAiTe BHB (IakoHA ¢ TMOQUIN3aT (BaKCHHATa). 3aBhPTETE JIEKO JIOKATO Ce
pasTBopH.

2. W3zrernere pekOHCTUTYHpaHAaTa CyCIIEH3MUs ChC CIIPUHIOBKATA U 51 HHXKEKTHPAWTE BbB (IakoHa C
Ppa3TBOPUTEIS.
3. Uzrernere 4-5 ml ot pa3rBopeHara cycrneH3us oT (pJiakoHa ¢ pa3TBOPUTEINS U 5 IIPEXBHPIIETE BHB

(hakoHa ¢ BakcHHaTa (3a 1a TO M3IIaKHETE U Aa 00epeTe ocTaThLIUTe OT BaKCMHATa). BhpHETEe 00paTHO BHB
(h1akoHa Ha pa3TBOPHUTEIS.

10. KAPEHTEH CPOK
Hyna guu.
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11. CIHIELNUAJIHU YCJIOBHUSA 3A CbXPAHEHUE HA TIPOAYKTA

Jla ce chxpansBa jajed OT Morjieqa U Ha HeIOCTBITHH 3a Jiela MecTa.

Ila ce chXpaHsBa U TPAHCTIOPTHPA B OXJaaeHo cbherosuue (2 °C — 8 °C).

Jla He ce HM3MONI3Ba TO3W BETCPUHAPHOMEIUIIMHCKU MPOJYKT CJE]l M3TUYaHe CPOKa Ha TOJIHOCT, MOCOYCH
BBpXY eTukeTa. CpOKBT Ha TOJTHOCT OTTOBAPS Ha TMOCIIEIHMUS JICH OT TO3H MECEIL.

Cpok Ha TOJJHOCT cIie]] pa3TBapsiHe, ChIIIACHO YKazaHUsTa: 2 Jaca.

12. CIELOUWAJIHU NPEAYINPEXIEHUA

CrenmanHy nIpeaynpexJIeHus 3a BCEKU BU KMBOTHH, 3a KOUTO € npeanasHaueH BMIT:
Ja ce BakcMHHMpAT caMo 3paBU MUJICTA.

Crenpaanu OpeanasHy MEPKHU 3a ) KUBOTHUTC IIPU VHOTD€6aTa Ha IIPOAYKTa:
He e mpunoxumo.

CrenagHy IpeAna3Hy MEPKH 3a JIMLATA, TPUIArallld BETCPUHAPHOMETUITMHCKHUS IPOAYKT HA KMBOTHHUTE
[Mpu cny4aiiHO cCaMOWHXKEKTHpaHe, He3a0aBHO Jla ce TOTHPCH MEIWIMHCKHA ChBET, KaTo Ha JieKaps ce
MIPEI0OCTaBU JIMCTOBKATA WM €THKETa Ha IPOIYKTa.

Slitnenocene:
Ja He ce M3MoN3Ba MPH NTHIM B NIEpHO/a Ha SHUIIEHOCEHE M B PaMKWTE Ha 4 CEIMHIIH IPEIN HAdalloTO Ha

SIMLICHOCHUS TIEPUO/I.

BsaumoneiicTBue ¢ Apyru BETepUHAPHOMEAUIIMHCKY IPOAYKTH U APYTH HOPMH Ha B3aMMOJICHCTBHE:!

Hsma nanmnuna nHpopmanus 3a Oe30macHOCTTa U €PUKACHOCTTa OT ChbBMECTHOTO H3IION3BAaHE Ha Ta3H
BAaKCHHA C Py BETCPUHAPHOMEIUIIMHCKY NPOLYKTH. B3MMaHeTO Ha pelieHue 3a M3MOJI3BAaHETO Ha Ta3H
BAaKCHHA TMpeIy WM Clied yHnoTpedara Ha ApYr BeTepHHApHOMEAWLIUHCKH NMPOAYKT TPsOBa Nla ce MpeleHu
CHope] MHAUBUIYAIHUS CIyqai.

IIpenosupane:
[Ipunarane Ha 10-kpaTHO MO-BHUCOKA /1032 € O€30IaCHO.

OCHOBHM HECHBMECTHMOCTH:
He cmecBaiite ¢ qpyr BeTepuHAPHOMEIUIMHCKH MIPOAYKT C U3KIIOUEHHE Ha Pa3TBOPUTEILS, IPEIOCTABEH 32
ynoTpeda ¢ BeTepuHApHOMEAUIMHCKNS TPOIYKT.

13. CIELHUAJIHU MEPKH 3A YHUILIO)KABAHE HA HEU3IIOJI3BAH INPOJAYKT WJIHN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

[Tonuraiite Bamms BereprHapeH Jekap KakBo Aa npasute ¢ HeHykHUTe BMII. Te3u mepku e nomorsar 3a
Olla3BaHe Ha OKOJHATa cpefa.

14, JATATA HA NOCJIEJHATA PEJAKIIUA HA TEKCTA

IompoOHa nHOpMAIHS 32 TO3W MPOAYKT MOXKE Ja HAMEPUTE Ha HHTEPHET CTpaHuIlaTta Ha EBporeiickara
Arennust o Jlekapctsara http://www.ema.europa.eu/.

15, JOHNBJHMTEJIHA UH®OPMALUA
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JImodpumnmsat: crekiaeHu daxonu (tur I), ceapprxanta 1000 wm 2000 1031 BakcHHA.
Pasteopuren (Cevac Solvent Wingweb): crekinenn daakonu (tum I), ceabprxanta 10 ml (3a 1000 mo3u) niam
20 ml (3a 2000 mo3wm).

Kapronena kytus ¢ 1 drakon ot 1000 no3u Bakcuna, 1 daaxkon or 10 ml pasrBoputern u 1 yabinkeH
aTuTUKaTOoP.

Kapronena kytus ¢ 1 drakon ot 2000 no3u Bakcuna, 1 daakon ot 20 ml pazrBoputern u 1 yabikeH
aTuTuKaToP.

Kapronena kytus ¢ 5 drakona ot 1000 no3u Bakcuna + Kapronena kytus ¢ 5 dakona ot 10 ml
Pa3TBOPUTEI ¥ 5 YIBIDKCHH arlTUKaTopa.

Kapronena kytus ¢ 5 drakona ot 2000 n03u Bakcuna + Kapronena kytus ¢ 5 dakona ot 20 ml
Pa3TBOPUTEI U 5 YIBIDKCHH arlTUKaTopa.

Kapronena kytus ¢ 10 daakona or 1000 no3u Bakcuna + Kapronena kytusi ¢ 10 ¢akona ot 10 ml
pastBoputen u 10 yabimKkeHH arimkaTopa.

Kapronena kytus ¢ 10 daakona or 2000 no3u Bakcuna + Kapronena kytusi ¢ 10 ¢akona ot 20 ml
pastBoputen u 10 yabIKeHN ariimkaTopa.

He Bcuuku pasmepu Ha onakoBKaTa Morar Aa ObAar npeajaraHy Ha rnasapa.
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