NNPUJIIOXEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



V To3u nexapcTBeH MPOAYKT MOJUICKU HA JONMBIHUTENHO HabmoaeHue. ToBa e mo3Boiau Obp30To
yCTaHOBsIBaHE Ha HOBa MH(pOpMamus OTHOCHO Oe3omacHocTTa. OT MEIWIMHCKUTE CHEIHATUCTH Ce
M3UCKBA 1a ChOOIABAT BCAKa MOI03MpaHa HeXXelaHa peakuys. 3a HaurHa Ha choOIIaBaHe Ha HeKeTaH!
peakLuy BUXKTE TouKa 4.8.

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Celldemic nHXeKIIMOHHA CYCIICH3HSI B IIPEIBAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA

Baxcuna cpenty 300103¢eH rpun (H5N1) (moBbpXHOCTEH aHTUI'€H, MHAKTUBUPAHA, C IOBaHT,
NOJIy4€Ha B KJIEThYHHU KYJITYpH).

Zoonotic influenza vaccine (H5N1) (surface antigen, inactivated, adjuvanted, prepared in cell
cultures).

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

[ToBBPXHOCTHH aHTUTEHU HA TPUTICH BUPYC (XeMarlyTHHWUH ¥ HEBPAaMHHN/Ia3a), MTHAKTUBUPAH, OT
k.
mam™*:

A/turkey/Turkey/1/2005 (H5N1)-nogo6en mam™ (NIBRG-23) (kmon 2.2.1) 7,5 mukporpama™®*
Ha go3a ot 0,5 ml

* PasMHOXKEH B KJIETKH OT Kyuemku 060pek, mo Madin Darby (Madin Darby Canine Kidney,
MDCK)

**  u3pa3eHd B MUKpOTpaMa XeMaryTHHHH.

AmroBanT MF59C.1, ceappikant Ha 103a ot 0,5 ml:

CKBAJICH 9,75 munurpama
noncopoar 80 1,175 munurpama
COpOHMTaHOB TpHOJEAT 1,175 munmurpama
HAaTPUEB ITUTpaT 0,66 Munurpama
JTUMOHCHA KUCEJINHA 0,04 muurpama

Celldemic Moske ma ChIbpka OCTATHYHU CJISIN OT OETa-MPOMHOJIAKTOH, mojaucopoar 80 u
METIITPUMETHIIAMOHUEB OPOMILT, KOUTO CE M3IIOI3BAT B IIpoIieca Ha IPOU3BOJICTBO (BK. ToUka 4.3).

3a IIbJIHMS CIIMCHK Ha ITOMOIIIHUTEC BEUICCTBA BHXKTC TOUYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA
WHxeKkmonHa cyceH3us (MHKEKITHS)

MieyHoOs1a cycrieH3us

4. KJIMHNYHU JAHHA
4.1 TepaneBTHYHM NOKA3AHUS

Celldemic e moka3aH 3a akTHBHA UMyHU3aIus npotus nmoatun H5SN1 Ha Bupyca Ha rpunm A nipu
BB3PACTHU U KbpPMadeTa Ha Bb3PACT 6 U IIOBEYE MECELH .

Celldemic Tpsi6Ba 1a ce U3M03Ba B CHOTBETCTBUE C O(UIIMATIHUTE IPETIOPHKHU.



4.2  Jlo3MpOBKA M HAYHMH HA NPUJIOKEHHE

EO3I/I[20BK3

Buvspacmuu u deya om 6-meceuna ev3pacm
Celldemic ce npuiara UHTPaMyCKYJIHO KaTo Kypc oT 2 no3u 1o 0,5 ml Bcska. [IpenopbuBa ce BTopara
J103a J1a ce MPUJIOKHU 3 CEIMHUIIU CIIe] TbpBaTa.

Cmapuecka év3pacm
He e neoOxonrMa KopeKLUs Ha Jo3aTa MpH JIMIA B CTapuyecka Bh3pacT 605 roAuHH.

Ileouampuuna nonynayus (Kepmaiwema na evspacm <6 meceya)
BeszonacnocrTa n epukacHoctTa Ha Celldemic npu KbpMaueTa Ha BB3pacT Mo 6 Mecela Bce Olle He
ca ycTaHOBeHH. JIumcBar TaHHH.

bycmep 0oza

Heo6xomumoctTa oT Oycrep no3a(u) cinel MbpBUYHATA BAKCHHALIMOHHA CXeMa HE € YCTaHOBEHA.
Hab6mronaBa ce paHHO HaMalIsBaHEe Ha HUBAaTa Ha aHTUTENAaTa 0COOCHO MPU BB3PACTHUTE (BIK.
Touka 5.1).

Bzaumo3zameHsemMocT

Hsma nannm B monkperna Ha B3auMo3ameHnsieMoctTa Ha Celldemic ¢ apyru HS MmoHoBaneHTHH
BaKCHHH.

Haunn Ha npuinoxxeHue

Celldemic TpsiOBa ia ce mpuiara UHTPaMyCKYITHO.

3a nuua Ha BB3pacT 12 1 moBede Mecela MpearnoYuTaHOTO MICTO 338 HHKEKTHPAHE € JCITOUIHUSIT
MYCKYJI Ha MHIITHHUIIATa; 32 KbPMaydeTa Ha Bb3pacT Mexay 6 1 o 12 Mecena npeanoynuTaHoTo MsICTO
3a MH)KEKTHPaHE € aHTeposIaTepaIHaTa 4acT Ha 6eapoTo.

Baxcunara He TpsiOBa Ja ce MH)KEKTHpa WHTPABACKYIapHO, TIOJKOKHO WM WHTPAJePMAITHO.

Bakcunara He TpsiOBa Jja ce cMecBa B €/1Ha M Chla CIPUHIIOBKA C APYTH BaKCUHH WIIU JIEKAPCTBEHH
MIPONYKTH.

3a npeana3Hu MEpKH, KOUTO TPsIOBa Ja ce B3eMaT Npey IIpujlaraHe Ha BAKCHHATa, BUXKTE Touka 4.4
3a ykazaHus OTHOCHO paboTara ChC M H3XBBPJITHETO HAa BaKCMHATA BI)KTE TOYKa 6.6.

4.3 IIporuBomoka3zanus

CBpbXUyBCTBUTEIHOCT KbM aKTUBHHUTE BEILIECTBA MM KbM HIKOE OT IOMOIIHUTE BELIECTBA,
n30poeHu B TouKa 6.1, MM KbM €BEHTYaJIHH OCTATHhYHHU CIIEAN KaTo OeTa-IponruoIaKToH,
LEeTHITPUMETHIIaMOHIEB Opomu 1 onucopdat 80. AHamHe3a 3a aHadWIaKTHYHA (T.€.
KHMBOTO3aCTpalllaBallla) PeakLysl ce/ MPeIUIliHa 1032 BAKCUHA IIPOTUB T'PHIL.

4.4 Chnenuaanu npeaynpeskaeHus: U MpeANa3sHA MePKH MPH ynoTpeda

IIpocaeaumoct

3a na ce mogo0pHU MPOCIEANMOCTTa Ha OMOJIOTUIHUTE JICKAPCTBEHHU MPOAYKTH, UMETO U MAPTUIHUAT
HOMEp Ha MPUJIOKEHHS MMPOIYKT TPsIOBa SICHO Ja ce 3alucBar.



CBD’BX‘IVBCTBI/ITCJ'IHOCT u aHad)I/IHaKCI/ISI

Bunaru tps06Ba 1a ©Ma Ha pa3MnoJIoKEHUE MOAXO A0 MEIUIIUHCKO JICUSHUE U HAOIIOJICHHUE B CITy4ai
Ha aHa(i)I/IJIaKTI/I‘-IHa peakny CJICH MPUIOKCHUE Ha BaKCUHATA. HpenoquBa C€ BHUMATCIIHO
HaOJIFO/ICHHE B IPOABDKCHIE HAa Hal-Manko 15 MUHYTH clienl BaKCHHAITUATA.

Peakiuu, cBbp3aHH € TPEBOKHOCT

Peakiuuu, cBBbp3aHu ¢ TPEBOKHOCT, BKIIFOUUTEITHO Ba30BarajlHi PEeakiuu (CHHKOM ), XUIICPBCHTUIAIINS
WA PEeaKIMH, CBbP3aHU ChC CTPEC, MOTAT J1a CE MOSBAT BHB BPh3Ka C BAKCHHAIMATA KaTO IICHXOTCHEH
OTTOBOP KbM WH)KEKTHPAHETO ¢ Wria. BaxkHO € a ce B3eMaT MpeAra3Hi MEPKH, 3a Jja ce n30erHe
HapaHsBaHE MIPU MPHUJIOIIABAHE.

CrIpreTBanio 3a00siBaHe

BakcunanusTa TpsiOBa J1a ce OTJIOKH TPH JIMIA, CTPAJIAIIHA OT OCTPO TEXKKO (eOpHITHO 3a00IIsIBaHe
Wiy ocTpa nHpeknus. Hamnarero Ha jieka WHPEKITNS W/HAITH JISKO TTOBUITIICHA TeMITepaTypa He TpsOBa
Jia 3a0aBsl BAKCHHAIIMATA.

TpoMOOLIMTONIEHUS U HAPYIICHUS HA KPhbBOChCHPBAHETO

Kakro v npu 1pyru HHTpaMyCKyJIHH HH)XXEKLUH, BAKCUHATa TpsiOBa J1a ce Ipujiara BHUMAaTeTHO IPU
JMIA Ha aHTUKOAryJaHTHa Tepanus WK TaKiBa ¢ TPOMOOLMTONCHNUS MU HAKAaKBO HapyLICHHE Ha
KPBBOCHCUPBAHETO (HapUMep XeMO(IIHsI), Thil KaTO MPU TE3H JIMIA MOXKE JIa C€ TIOSIBU KbPBEHE WU
o0Opa3yBaHe Ha CUHUMHU cJIe] MHTPaMYCKYyJIHOTO IPUJIOKEHHE.

Orpannuenus Ha eeKTUBHOCTTA HA BAKCHHATA

He e ycraHoBeHa nMyHHa Kopemarus Ha 3amurara cpenry rpum A (H5N1).

Ha 6a3ara Ha XymMOpaJTHUTe UMYHHHU OTTOBOPY KbM BakcuHanmHUs maMm A/turkey/Turkey/1/2005 cren
nse no3u Celldemic, kaTto npu Besika Apyra BaKCHHA, HE IPH BCUYKH BAKCUHUPAHU JIMIA MOXKE Ja
Obe NpeAn3BUKaH 3aIIUTCH UIMyHEH OTIOBOP.

W3BecTHa cTeneH Ha KPhCTOCAH pEaKTUBEH UMYHHUTET ce HaOmo1aBa cpeity Bupycu H5N1 ot
KJIOHOBE, Pa3JIMYHU OT TO3W HA BaKCHHAIHUS maM. CTereHTa Ha 3allluTa, KOsSTO MOXe JIa ce
npeau3Buka crpssmo H5N1 mamoBe v ApyTH MOABUIOBE WITH KJIOHOBE, 00ade ¢ Hem3BecTHA (BK.
Touka 5.1).

HDO,Z[’BJ'DKI/ITCHHOCT Ha 3alurara

HpOI[T)J'DKI/ITe.HHOCTTa Ha 3aluyTara CJIC IbpBUYHATa CEPUA HAa BaKCUHAIUA € HCU3BECTHA.

Hab6mronaBa ce HamaisiBaHe Ha TUTPUTE HA aHTUTENATA MIPH OIICHKaTa, HalpaBeHa 6 u 12 Mecena cien
IIbpBUYHATA CCPUA Ha BaAKCUHALIUA.

HMMyHOKOMIIpOMETHPAHH JINIIA

EduxacHocTTa, 6€301acHOCTTa 1 HUMYHOTEHHOCTTA HA BAKCHHATa HE Ca OLICHEHH IIPH
MMYHOKOMIIPOMETHPAHH JIUIA, BKIIOUYUTETHO TAKUBA, TOTyYaBalll UMyHOCYIIPECUBHA TEPaITHs.
Umynnust otroBop kbM Celldemic Moxke aa e mo-cnad nmpu IMyHOCYIIPECHPaHH JIMLA U MOXe 1a €
HEJIOCTaTh4EH, 3a J]a OCUTYPHU 3allUTA.

Konpyncun

Brnpeku ue HAMa HaTMYHA OCTMAPKETHHTOBY JaHHU 3a u3nonsBaneto Ha Celldemic, nma
CHOOIICHUS 32 CITy4ad Ha KOHBYJICHH (ChC M 0€3 BUCOKA TeMIIEpaTypa) MpH ynoTpedaTa Ha BAKCUHH



cpeury HIN1, npoussenenu ¢ agroBanta MF59 no Bpeme Ha mangemusata 2009 ., mogo0HO Ha TsX,
TO3M aqroBaHT € m3nonssad B Celldemic.

[MoBeuero heOpMITHN KOHBYJICHN BB3HUKBAT MPH MEIUATPUYHY ManueHTH. Hsakon ciyyan ca
HaOJII0IaBaHM [TPH MAIUSHTH C aHaMHe3a 3a emiencus. Ocod0eHo BHUMaHue TPsOBa Ja ce o0phIla Ha
MaIMeHTH, CTPAJAI OT SMUIICTICUS, a JISKapsIT TPAOBA Ja YBEOMHU BAKCUHUPAHUTE JTUIA (HITH
POIUTEINTE UM) OTHOCHO BH3MOXKHOCTTA 32 TOJTyIaBaHEe Ha KOHBYJICHH (BXK. ToUKa 4.8).

IToMo1HY BemnecTBa ¢ U3BECTHO ACHCTBUE

Hampuii

Tasn BakcuHa ChIbpika Mo-Masiko oT 1 mmol HaTpuii (23 mg) Ha 1033, T.€. MOXKE J1a ce Kaxe, Je
MPAKTHYECKU HE ChABPIKA HATPHUH.

Kanuu

Ta3u BakcuHa ChABPKA MO-MaJIKO 0T 1 mmol kanuii (39 mg) Ha 103a, T.€. IPAKTUYECKH HE ChIbpiKa
KaJIHil.

4.5 B3aumojaeiicTBHe C APYI'd JIeKAPCTBEHU NMPOAYKTH U APYTru ¢GopmMu HA B3auMo/ieiicTBUE

He ca npoBexaanu npoyuBanus 3a B3aumojeiicteusta. Ako Celldemic ce mpuiara eTHOBpEMEHHO C
Ipyra(u) WHXeKIIMOHHA(1) BakcHHA(1), BAKCHHATA(UTE) TPsAOBa BHHATH J1a ce Mpriiara(T) Ha pa3IudHA
Kkpaitanmm. TpsOBa na ce UMa peaBHUI, Y€ HEXKETAaHUTE PEaKIINK MOJXKE J1a ca ITO-CHUITHO M3SBEHH.

4.6 @eprTuauTeT, )PpEMEHHOCT U KbPMEHe

bpemenHoct

WNwma orpannvenu nanau ot ynoTtpedara Ha Celldemic nmpu OpeMeHHU jKeHU.

[Ipoy4BaHusTa TP )KUBOTHH HE TIOKA3BAT MIPEKH WITM HETIPEKH BpeaHH e(heKTH, CBBP3aHH C
penpoaAyKTHBHA TOKCUYHOCT, BIXKTE TOUKa 5.3.

JlocraBunninte Ha 31paBHU TPYKH TPSAOBA [1a OLEHAT IT0JI3aTa U MOTSHIINATHUTE PUCKOBE OT
MpUJIAraHeTO Ha BaKCHMHATA MPU OPEMEHHHU KEHHU, KaTO e Cho0pa3saBaT ¢ OUIMATTHUTE TPEIIOPHKH.

Kspmene

Celldemic He e olLieHsIBaH 0 BpeMe Ha KbpMeHe. He ce oyakBa BakcuHaTa J1a ce eKCKpETHpa B
KbpMara U He ce 04akBaT eeKTH P HOBOPOJCHOTO/KbPMAYETO.

DepTunuTer

[IpoyuBaHe 3a penpoOyKTHBHA TOKCUYHOCT U TOKCHYHOCT 38 PAa3BUTHETO MPU JKECHCKH 3alIH, HA
kouTo ¢ npuiokeH Celldemic, He moka3Ba yBpekiaHe Ha (epTUIUTETA.

4.7 EdexTu BbpXy cIocO0HOCTTA 32 mo¢upaHe U padora ¢ MALIMHU
Celldemic He moBIMsIBA WK MTOBJIHSBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u padbora ¢

MammHu. Hsikon ot Hekenanute epeKTH, MOCOYCHH B Touka 4.8, 00aye MOraT J1a HOBIUSIST
CITOCOOHOCTTA 3a ModHupaHe WK padoTa ¢ MalTHHU.



4.8 HexenaHu JeKapcTBeHH peaKIUu

Pesrome Ha npoduaa Ha 6€30mMacHOCT

Bwspacmuu na 18 u nogeue 2oounu

Haii-uecTure nOKaIHU U CUCTEMHH peaklny, ChOOIIaBaH! TP BB3PACTHU B paMKHTE Ha 7 THU CIIe[
MIPIIOKEHHUETO, ca O0JIKa Ha MACTOTO Ha uHxKekTupane (51%), ymopa (22%), rmaBobomnue (20%),
Hepasznonoxenue (19%), muanrus (14%) u aprpanrus (11%).

Texxku peakiuu npu Juia, moxydasamny aH5N1c, ce crobmasar mpu 1% umu mo-Maiko y4acTHHUITH
3a BCsKa peakius. PeakToreHHocTTa € Mo-BHCOKa Clie/] ThpBaTa, OTKOJIKOTO CJIe]l BTopaTa J03a.

CIHChbK Ha HEXEJIAHUTE PEaKIIMU B TaOJIMUYEH BUJL

YecToTHTE HA HEXKENAHUTE PEAKIMU ce 0a3upar BbpXY TPH KIMHUYHHU MPOyYBaHUs nipu 3 579
yJacTHHAIH (BXK. Touka 5.1).

Hesxenanute peakimu ca W30pOCHH B ChOTBETCTBUE ChC CIICIHATA KOHBCHITUS 33 YECTOTA U CHCTEMO-
opranau kiacoBe 1o MedDRA: mHor0 wectu (>1/10); wectu (>1/100 go <1/10); medectu (=1/1 000 mo
<1/100).

Taouauna 1: Hexxes1aHu peakiium, chbo0IIaBaHU NIPU Bb3PacTHU Ha 18 U moBeye roguHu

CucreMo-opratHex MHuoro yecTn Yectn HeuecTn
kJjac mo MedDRA (=1/10) (=21/100 po <1/10) (=21/1 000 oo
<1/100)
Hapymenus Ha Jlumbanenonarws
KpbBTa U JJUM(pHaTa
cucTremMa
Hapymenust Ha I'maBoGonme 3amasiHOCT
HEPBHATA CHCTEMa
CToManiHo-4YpeBHHA 3ary0a Ha aIeTur, Huapws,
HapylIeHus rajieHe MOBpBIaHE
Hapymenus Ha OO6puB, IpypuTycC
KOKaTa "
MOJKOKHATA ThKaH
Hapymenus Ha Muanrus,
MYCKYJIHO- apTpainrus
cKeJIeTHATa cucTeMa
U CheANHHUTEIHATA
ThbKaH
OO0mm Hapymenusi m | bonka Ha Brpucane, Epurem Ha
e()eKTH HA MACTOTO | MSICTOTO Ha HacHHsIBaHE Ha MSICTOTO Ha
HA NPUJIOKEHHE WH)KEKTHpaHe, MSICTOTO Ha WH)XXEKTHpaHe,
yMopa, WH)XEKTHpaHe, KPBHBOU3IUB Ha
HEpa3NoJIoKEHNEe | MHAypalus Ha MSICTOTO Ha
MSICTOTO Ha WH)XXEKTHpaHe
WH)XEKTHpaHe,
BHCOKA TeMIIepaTypa

[Tonyimanus B crapuecka Bb3pacT

Jlumata B cTapuecka Bp3pacT Ha 65 U MOBeUYE TOIUHH KaTO IISUI0 ChOOIIABAT IMO-MAJIKO aKTHBHO

THPCCHU JIOKAJIHU U CUCTEMHU PCAKIIUU B CPABHCHHUEC C TTIO-MJIAJUTE Bb3PAaCTHH.




IleqnaTpuyHa momyJianys Ha BB3pacT OT 6 Mecelia 10 nox 18 roauaun

Knuununute nanuu 3a 6e3onacHoct 3a Celldemic mpu feia Ha Bb3pacT OT 6 Mecela J0 Mo
18 ronunu ca ceOpanu B [Ipoyusane V89 11.

ToBa e paHIOMH3UPAHO, KOHTPOJIMPAHO, 3aCIIEHECHO 32 HAOII0JaTelIsl, MHOTOLIEHTPOBO (aza 2
IpoydBaHe, MPOBECHO IIPH JIella Ha BB3PacT OT 6 Mecena A0 1moj 18 roguHu, KOUTOo ca MOy YN Wi
nBe no3u Bakcuna 1o 0,5 ml (7,5 pg HA ot H5N1 ¢ 0,25 ml MF59), unu no 0,25 ml (3,75 ug HA ot
H5N1 ¢ 0,125 ml MF59) npe3 21 nau.

006110 658 yJacTHHIM B TOITYJIAIHAATA 32 OIEHKA Ha 0€301acHOCTTA ca MOMyYMIN Hall-MaJlko eaHa
no3a (7,5 ug mo3za, N=329; 3,75 pg noza, N=329).

AKTUBHO THPCEHH JIOKAJTHU M CUCTEMHH HEXXEJIaHU PEaKLMH ca ChOMpaHU B MPOIAbDKEHHUE Ha 7 THU
Cclle/l BAKCHHHPAHETO, CIIe]] BCAKA TOCTaBeHa BAaKCHHA ITPU BCUYKH JIeTa, Pa3/elIeH! B B Bb3PacTOBH
KOXopTH (Ha BB3pact oT 6 Mecena /10 <6 roauHu 1 oT 6 10 <18 ronuHm).

U B nBete rpynu ¢ 103 7,5 pg u 3,75 pug moBeYeTo aKTUBHO ThPCEHU JIOKATHH ¥ CUCTEMHH HE)KEIIaHU
PEaKIMy Ca JIEKH WK YMEPEHH 10 MHTEH3UTET U OTIIYMSIBAT B PAMKHUTE Ha HAKOJKO JHH. YecToTara
Ha aKTUBHO THPCCHUTE JIOKAJHU U CUCTEMHHU HEXEJIaHH PEaKilny € Moxo0Ha npu go3ute 7,5 pug u

3,75 pg.

Haii-uecture (>10%) akTHBHO THPCEHU JIOKATHU U CHCTEMHH PEAKIUH, ChOOIIaBaHU B paMKHUTE Ha
7 maum cnen npwiokenne Ha Celldemic mpu mera Ha BB3pacT oT 6 Mecena 10 moa 6 TOAMHH, ca
00JIE3HEHOCT Ha MACTOTO Ha UHXKeKTUpaHe (56%), pazapasuutentoct (30%), ceHauBocT (25%),
npomsiHa B xpanuTenaute HaBuu (18%) u Bucoka temneparypa (16%).

Hait-yectute (>10%) akTHBHO THPCEHU JIOKATHU M CUCTEMHH PEAKIIMU, ChOOIIABAHN B PAMKHTE Ha
7 nau cnen npunoxkenue Ha Celldemic npu gena Ha Bb3pact ot 6 1o mox 18 roauny, ca 6ojka Ha
MSCTOTO Ha uHXektupase (68%), muanrus (30%), ymopa (27%), Hepasnonoxenue (25%),
riaBobonme (22%), 3aryoa Ha anetut (14%), ranene (13%) u aptpanrus (13%).

JIoKaTHM ¥ CHCTEMHH HEXeJIaH! PEaKIiH, ChOOIIaBaH! TP YYACTHUIUTE, KOUTO TTOy9aBaT JO3H
wm 7,5 ng, wmu 3,75 pg aHSN1c B [Ipoyusane V89 11, ca nagenu no-goiny B Tabauma 2.

CpoOI11aBaHUTE HEXKETaHU PEaAKIMU ca M30pOEHH CIIOpe/T CleIHATa KOHBEHIIUS 38 YeCTOTa U CHCTEMO-
opranau kiacoBe 1o MedDRA: mHOr0 9yectu (>1/10); wectn (>1/100 mo <1/10).



Tabauua 2: Heskes1aHu peakliuy NPH Jena HA Bb3PacT oT 6 mecena 0 noja 18 roqunu

CToManiHo-4YpeBHHA

YecroTa
CucreMo-opraHeH KJjac Hexenanu
no MedDRA peaxkuuun
6 Mecena 10 <6
6 10 <18 roguuu
TOJHUHH
Hapymenus Ha
py I'maBoOoane MHuoro decTtu
HEpPBHATA CHUCTEMa
T'anene MHoro yectu

[MoHMKeH aneTuT'

Mpmuoro uectu

MpHoro yectu

HapyuieHus IToBpbiiane Yectu Yectu
Huapust Yectn Yectn
Hapymenus na Muanrus MHoro yectu
MYCKYJIHO-CKeJIeTHATA
cucTeMa U ApTtpanrus Mmuoro gectn
CheIMHUTEJIHATA ThKAH
Bonka/6one3nenoct
Ha MSCTOTO Ha MHoro yecTu Mmuoro gectn
HHKEKTHpaHe’
Eputem Ha
MSCTOTO Ha Yectn Yectn
HWHXXEKTUpaHe
OO0mM HApYIIEHHs] ¥ Wnnypanus Ha
e)eKTH HA MACTOTO Ha MSCTOTO Ha Yectu Yectu
NpHIoKeHHe WH)XEKTHUpaHe
YMmopa MHoro dectu
COMHOJICHTHOCT® MHoro yecTn
Hepasznonoxenue Mmuoro gectn
Pazgpazautennoct MHoro yecTn
Bucoxa Mtuoro uectu® Yectu
TeMneparypa

! JlaHHM OTHOCHO TEPMHHUTE ,,[IPOMSHA B XPAHUTETHATE HABULK® U ,,3aTy0a Ha alleTUT  ca CLOPaHu IPH Jema

Ha BB3pacT ChOTBETHO OT 6 Mecelna 10 < 6 TOauHU U oT 6 10 <18 roauHu

2 JlaHHY 32 TEpPMHHA ,,00JIE3HEHOCT HA MACTOTO HA MHXKEKTUPAHE™ ca CHOpaHH IIpH Jiella Ha BL3pacT oT 6 Mecena

10 < 6 TOOUHHU

3 JlaHHH 32 TEepPMUHA ,,CHHIIUBOCT ca ChOpaHU IPH JIella Ha Bh3pacT OT 6 Mecena 10 <6 roJuHH

4 BrB BBb3pacToBaTa Ipyna ot 6 Mecena 10 <6 roJIMHU ,,BUCOKa TEMIIEpATypa‘ ce cholIasa ¢ yectota 16% npu

Y4acTHHMLIM, KOUTO MOdy4aBar fo3ata 7,5 pug, u 8% Mpu yuyacTHUIM, KOUTO MOJIydaBaT go3ara 3,75 ug.

Onucanue Ha u3Opanu Hedxcenanu peaKyuu
Jlurca mocTMapKeTHHIOB OoNUT ciex npuioxenue Ha Celldemic. Karto msuto cnen ynorpebara Ha
NPOTHUBOTPUITHY BAKCUHH OCTMAPKETUHIOBO C€ CHOOIIABAT CIICAHUTE HEXKEIAH! ChOUTHS

(Tabmuma 3).




Taéanna 3: Cro01eHust 0T MOCTMAPKETHHIOBHUS ONUT cJieJ ynoTrpedaTa Ha NPOTHBOTPUITHA
BAKCHHH KaTO L5110

CucremMo-opraHeH Kjac mno Hexenana peakuus’

MedDRA

Hapymienunsi Ha MMyHHATa | AJIGPTUYHH PEaKIMK KaTO CBPhXYYBCTBUTEIHOCT OT OBbp3 THII,

cucremMa aHa(UIaKCus, BKITFOYUTEITHO JUCITHES, OPOHXOCTA3HM,
JIAPUHTEAJICH OTOK, B PEJKHU CIIydan BOJEIIN 10 aHA(MIaKTHICH
0K

Hapymenusi Ha HepBHATA HeBpanrusi, mapectesusi, HEBPUT, KOHBYJICUH, CHIIC()ATOMHEIIHT,

cucremMa cuaapoM Ha Guillain-Barré, peakiuu, cBbp3aHH ¢ TPEBOKHOCT OT

BaKCHMHaNuATa, BKIIIOYUTCIIHO IIPECUHKOIT U CUHKOII

CbaoBH HapyLIeHUs Backynut, koiiTo MOXe J1a € CBbp3aH ¢ IPEXOTHO 3acAraHe Ha
OBOpenuTe

Hapymenust Ha KoxkaTa u I'enepanu3npany KOXKHU PEaKIMU KaTo YPTUKAPHS,

NMOJKOKHATA ThKaH HecrienuuyeH o0pyB U JIOKATHU aJleprHYHH PEaKIUH,
BKJIIOUHTEITHO aHTHOEAEM

OO0y HApyLIeHUs U OOmupeH 0TOK Ha WHKEKTUPAHUS KpaHUK

edexTH HA MACTOTO HA

NpUJI0KEeHNe

! C Hen3BeCTHA YeCTOTa (OT HaJIMYHUTC JaHHW HC MOXKEC Ja 6’1)[[6 HampaBCHa OHGHKa)

OcBeH TOBa ce CHOOIIABAT CICTHUTE HEXXETaHH CHhOUTHUS OT TOCTMAPKETHHTOBO HAOIIOIEHHE C
aHIN1 (MoHOBaJIeHTHA IPOTUBOTPUITHA BaKCHHA, Pa3peIlIeHa 3a yroTpeda 3a B3pacT oT 6 Mecera 1o
BpeMe Ha rpunHara nasjaemus npe3 2009 roanHa u chabpikaiia cbius aaoBaiT MF59 kato
Celldemic) (Ta6mma 4).

Ta6anua 4: [locTMapKeTHHIOB ONMT, CHOOIIABAH cJIe/l YIOTpedaTa Ha MOA00HA BAKCHHA CpelLy
nangemuyeH rpun (aHI1N1)

CucremMo-opraHeH Kjiac 1o Hexenana peakuus’
MedDRA
Hapymienusi Ha HepBHATA COMHONIEHTHOCT
cucremMa
ChbpaeyHn HapylIeHHUs [Nanmuranmm, Taxukapaus

PecniupaTopuu, rpbaHu U Kamnuna
MeIHACTHHAIHA
HAPYIICHUS
CToManiHo-4YpeBHHA Kopemna 601ka
HapylIeHus
Hapymiennsi Ha myckyaHo- | MyckynHa cnabocT, 60Jika B KpalHULIUTE
CKeJIeTHATa CHCTeMA H
CheIMHUTETHATA ThKaH
OO0uu HApYIIEeHUSs U Acrenus
e(pekTH HA MSICTOTO HA
NMPHJIOKEHH e

! C HemsBecTHa uecrora (OT HaJTMYHKUTE JAHHU HE MOXeE Jla ObJIc HAallpaBeHa OICHKA)

CrpoOl1aBade Ha [OJO3MPAHU HEKEIaHU PEAKIIN

Cw0o0I11aBaHeTO Ha TIOI03UPAHU HEXKEIIAHU PEaKIIny CIIe/ pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBSHUS
MPOAYKT € BakHO. ToBa M03BOIIsABA A2 MPOIBIDKHA HAOIIOJICHUETO Ha CHOTHOIIIEHUETO TMOJI3a/PHUCK 3a
JIEKapCTBEHUS MPOIyKT. OT MEIUIIMHCKUTE CIICIIMAJTUCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
M0I03UpaHa He)KETaHa PeaKilys Ype3 HaIl[MOHAIHA CUCTeMa 3a ChOoOIIaBaHe, MOCOYCHA B

IIpunoxenue V.


https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

4.9 Ilpeno3upane

Jlunicea onut ¢ npeno3upane ¢ BakcuHata Celldemic. B ciydaii Ha npeno3upane ce npenopbysa
HaOJII0/ICHUE HA )KU3HCHUTE (PYHKIUU ¥ €BEHTYaJTHO CUMITOMATHYHO JICUCHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 @®apmakoaMHAMUYHU CBOICTBA

®dapmakoTepaneBTHYHa rpyna: Bakcunu, Bakcuna npotus rpur, ATC xox JO7BB02.
MexaHu3bM Ha JIelicTBUE

Celldemic ocurypsiBa akTHBHa UMyHH3aIIHs CPEITy I1aM Ha TPUITHHUS BUPYC, ChIBPIKAII CE BHB
BakcuHara. Celldemic nanynupa o0pazyBaHeTO Ha XyMOPAJIHH aHTUTENa CPelly XeMarlyTHHIUHN Ha
noarun HS Ha rpunen Bupyc tun A. Te3u aHTUTENNa HEYTpaTU3UparT rpunHuTe Bupycu. He e
HaIpaBeHa KopeJanns MeX Ty 3aluTara OT TpUTleH BUPYC U cienn(puIHITEe HUBA HA TUTPUTE Ha
aHTHUTEsaTa 3a MHXUOUpaHe Ha xemarnyTuHanuaTa (haemagglutination inhibition, HI) cien
BaKCHHUPAHE C MHAKTHBHPAaHA MPOTUBOTPUITHA BAKCUHA, HO TUTPHUTE Ha aHTUTenaTa 3a Hl ca
M3IIOJI3BaHM KaTo MsIpKa 3a e()UKacHOCTTa Ha BaKCUHATA. AHTHUTENATa CPEIly €IMH TUI WU ITOATHII
TpHUIIEH BUPYC OCUTYPSIBAT OTpaHWYCHA WIIM HUKAKBa 3allliTa CPeury ApYyT THI win moarun. OcBeH
TOBa aHTUTEJIATa CPEIy €JIUH aHTUTCHEH BapUAHT Ha TPUITHHS BUPYC MOXKE JIa HE OCUTYPSIBAT 3allUTa
Cpelly HOB aHTUTE€HEH BapuaHT Ha cbius turl win noarumn. Celldemic chabpika anroBanta MFS9C. 1
(MF59), xoiiTo € mpemHa3HaueH Aa YBEITUYIH U Pa3ITuPH aHTUTCH-CTICIIU(UIHAS IMYHEH OTTOBOD U Ja
YABDKA TIPOABIDKATSIIHOCTTA HA UMYHHUS OTIOBOD.

Bn3pactHu

IIpoyuBane V89 18 e panmomMusnpaHo, 3acieneHo 3a Habro1aTens, MHOTOIICHTPOBO, KOHTPOIUPAHO
(haza 3 mpoyuBane, npopeieHO B CheAMHEHUTE MIATH MTPU B3PacTHH Ha 18 U moBeue rouHu, KOUTO
nony4asat i aHSN 1 ¢, unu mmane6o nHatpues xsopua 9 mg/ml (0,9%) nHXEKIUOHEH pa3TBOP Hpe3
uaTepBai oT 21 gam. O6mo 2 988 ygactaumy (ot 18 m0 <65 roguam N=1 488; >65 romuau N=1 500)
B MOMYJIAITUATA TI0 IPOTOKOJ moay4yaBat u asete n1o3u aHSN1c (N=2 249) unu mnane6o (N=739).
Turpute Ha aHTUTENAaTa 32 HHXUOUpaHe Ha XxemariyTuHanusTa (HI) cpemry mama
A/turkey/Turkey/1/2005 (H5N1) ca onienenu B cepyMu, moy4eHu 21 nHU ciiex BTopata J103a.

Turpure Ha antuTenara 3a HI ca onenenu ciopen npeaBapuTesIHO ONpeiesieHH KPUTEPUHU, CBBP3aHU C
JieNia Ha YYaCTHULUTE ChC CEPOKOHBepcHs (IeduHupana karo npeBakcuHaned HI tutep <1:10 u
noctBakcuHaneH HI tutesp >1:40 unu npeBakcunanes HI tutsp >1:10 u >4-xparno nosumenue Ha HI
THTHPA) U Aena Ha yuactHuiuTe ¢ HI tutesp >1:40. Otenka Ha fema Ha y9acTHUAIIATE ChC
cepokonsepcus wiu HI tutep >1:40 crex BakcuHausATa € HalpaBeHa Mo Bh3pacToBH rpymnu (oT 18

10 <65 roauHu U >65 rogunan). Kpurepunte 3a ycnex M3UCKBAT A0JHATA TpaHuIa Ha 2-cTpaHHuS 95%
U 3a nema ygacTHHIIMTE ChC cepoKOHBepcHs fa Obae >40% 3a yuacTaunute oT 18 1o mox 65 roauan
n >30% 3a y4acTHUIIUTE Ha BB3pacT >65 roannu. 3a nena Ha ydactaurute ¢ HI tutep >1:40 nonnara
rpanuiia Ha 2-ctpanuus 95% JIU ce uszucksa na 0bae >70% 3a yuacTHHIUTE OT >18 110 110
65-roguiiHa Bb3pact U >60% 3a y4aCTHUIIMTE Ha Bb3pacT >65 roJIuHu.

[Ipu yyacTHULIUTE HA BB3pacT OT 18 70 Mo 65 roAMHU ¥ YYaCTHUIIUTE HA BB3PACT =65 roAMHU
MIPEIBAPUTEITHO OIpEIeICHUTE KPUTEPHH 32 Jefla Ha yUYaCTHULINTE ChC cepokoHBepcus u HI

TUTHP >1:40 e u3nbsIHEH cpoKbT 0T 21 nHM ciiex Broparta BakcuHauus (Tabmuua 5). B [Ipoyusane
V89 04 3a Bb3pactHu OT 18 110 moa 65-rogunnHa Bb3pacT U [IpoyuBane V89 13 3a Bb3pacTHU Ha 65 U
MoBeYe TOJIMHU ce HAaOMI0JaBaT CPaBHUMH Pe3yJITaTH 32 UMYHOTE€HHOCT.
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Ta6anna 5. CTeneHn Ha cepOKOHBEPCHS, MPOLEHT YYACTHHIM ¢ TUTPH Ha aHTHTeaaTa 3a HI
>1:40 1 cpeaHo reomeTpu4Ho cboTHOMeHHe HA TUTPUTEe (GMR) caen aHSN1c mim miane6o (21
auu cien 2 sakcuHanun) (PPS?* — npoyuBane V89 18)

Bn3pacthu ot 18 10 nox Bn3pacTau Ha 65
65-roauuHa Bb3pact U NoBeYe roAUHU
aHSNl1c Inanedo aHSNl1c IInanedo
(N=1076) (N=349) (N=1 080) (N=351)
Cepoxonsepcus’® 79,9% 0,3% 54,0% 1,7%
95% AN) (77,4; 82,3) (0,0; 1,6) (51,0; 57,0) (0,6; 3,7)
HI Tutsp >1:40 95,0% 8,5% 85,7% 20,8%
95% AN) (93,4; 96,2) (5,9; 12,1) (83.3; 87,9) (16,6; 25,8)
g};‘: Hﬂf“ 12,7 0.8 4,9 0.8
(95% ITH) (11,9; 13,5) (0,7; 0,9) (4,6;5,2) (0,8; 0,9)

4 PPS: I'pyna no npotokon (Per Protocol Set), ydacTHHIM, KOMTO NpaBUIHO MoJTyyasat 2 no3u aH5N1c B
CHOTBETCTBHE C NIPOTOKOJIA HA IPOYYBAHETO

6 CepoxonBepcusta ce gepuuupa karo npesakcunanen HI tursp <1:10 u nocteakcunanen HI tursbp >1:40 nin
npeBakcrHaeH HI Tutsp >1:10 u >4-kpaTHo nmoBumieHue Ha HI Tutspa.

* Cpenno reometpuunu Tutpu Ha HI B [len 43 B cpaBHenue ¢ eH |

C ynebenen mpudT € yKa3aHo, 4e MIPEABAPUTEITHO ONPENSICHHUAT KPUTEPHUH € U3ITBJIHEH, T.€. JOJIHA TPaHUIA
Ha 2-cTpaHHust 95% noBepuTeIeH HHTEPBAI 3a cepoKkoHBepcHst >40%, ¥ 3a ena Ha y4aCTHUIIUTE C TUTPHU HA
antutenara 3a HI >1:40 nonna rpanunna Ha 2-ctpanuus 95% nosepureneH unatepsai >70% 3a ygacTHunm ot 18
1o o 65 roguHU 1 >60% 3a yyacTHUIM 65 ¥ ITOBeYe TOUHH.

3a n3MepBaHe Ha UMYHOJIOTUYHHS OTTOBOP CPEIY XOMOJIOKHHS I[aM € U3I0JI3BaH
MUKpoHeyTpanm3auoneH tect (MicroNeutralisation, MN) B moarpyma ot 76 Bs3pacTHH OT 18

1o <65-roaumina Be3pact B [Ipoyusane V89 18. C momornra Ha Tecta 3a MN e ycTaHOBEHO, Y€ ce
[IOCTHUTa Hali-MaJIKO 4-KpaTHO MOBUIIIEHNE Ha TUTPUTE CIIPSAMO M3X0AHOTO HUBO Ha Jlen 43 npu 90%
OT YYaCTHHIIHTE, a 24-KpaTHo moBumieHne Ha GMT (cpemHo reoMeTpUIHUTE TUTPH) CE IIOCTUTA Ha
Hen 43 B cpasaenue ¢ [en 1.

Hamanenue Ha TUTpUTE Ha aHTHUTENATA Ce HAOIFO1aBa 6 Mecela clie/l MbpBUYHATA CepHrs Ha
BakcuHaims ¢ GMR 1,53 [95% JAU: 1,44; 1,61] npu B3pacTHH OT 18 mo <65-rogmmHa Bb3pact u 0,97
[95% JAU: 0,91; 1,02] mpu BB3pacTHH >65-roAuIITHA BB3pACT. Malko I0-BHCOKH, HO KaTO IISUTO
cpaBauMu GMR ce HabmonaBat B 12-MeceunaTa BpeMeBa TOUKa Ha U3nUTBaHuUsATa daza 2VE9 04
(GMR 1,95 [95% AW: 1,73; 2,19] npu BB3pacthu oT 18 mo <65-rogumna Bp3pact) u V89 13 (GMR
1,97 [97,5% AUW: 1,76; 2,2] npu Bp3pacTHU >65-roaumiHa Bp3pact). Jlumncsar nanuu cien 12 mecera.

I[aHHI/I 3a KpbCTOCaHa PpCAKTUBHOCT IIPHU BH3PACTHHU

Kpwvcmocarno peaxmusen umynen omeosop, npeduzsuxan om A/turkey/Turkey/1/2005 (kion 2.2.1)

B npoyuBanusTa dgaza 2 V89 04 u V89 13 uMyHHHUTE OTTOBOPH Ca OLIEHEHH CPEIILy IeT
xeTeponoxuu mama Ha HSN1: A/Anhui/1/2005 (xion 2.3.4); A/Egypt/N03072/2010 (xionH 2.2.1);
A/Hubei/1/2010 (xmon 2.3.2); A/Indonesia/5/2005 (kioH 2.1.3) u A/Vietnam/1203/2004 (knoH 1) Tpu
ceIMHIH clies BTopara BakcuHanus. Cpeano reomerpuynute Tutpu Ha HI (GMT) Ha len 43 B
cpaBHenue c Jled 1 ce yBenuuaBat Mexay 2 u 7,3 IbTH NIPU yYaCTHUIIMTE HA Bb3pacT oT 18 10

<65 rogunau (IlpoyuBane V89 04) u mexay 1,5 u 4,8 mbTH Iipy yYaCTHUIIUTE HA BB3pacT >65 ToAUHU
(ITpoyusane V89 13). IlponieHTHT Ha yuyacTHULIUTE cbC cepokoHBepcus uian HI turesp >1:40 Ha

Hen 43 Bapupa ot 28% 10 64% npu yyacTHUIIUTE HA Bb3pacT oT 18 1o <65 rogunu u ot 17% no 57%
IIPU YYaCTHHUITUTE HA Bb3pacT >65 roguan. Tabmuma 6 nmpeacTaBs JaHHHA 32 IMYHHUATE OTTOBOPH
cpelry xeTeposiokHute mamone Ha HSN1.

Tadauua 6. CreneHu HA CEPOKOHBEPCHUSI, IPOLEHT HA YYACTHUIUTE C TUTPH HA AHTUTEJIATA 32
HI >1:40 u cpeaHo reoMeTpu4HOTO choTHOIEeHUe HA TUTPUTE (GMR) cien aHSN1c¢ (21 nun
cjie/l 2 BAKCHHAIIMH) cpelly XeTepoJiokHH maMoBe Ha HSN1 npu yyacTHUIINTEe HA BB3pacT OT
18 10 <65 ronunun u Ha BB3pacT =65 rogunm (FAS? — IIpoyuBane V89 04 u V89 13)
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Bn3pactau Ha BB3pacT ot 18 10 nmoa 65-rogunu (V89 04)
N=69
A/Anhui/ A/Egypt/ A/Hubei/ A/Indonesia/ A/Vietnam/
1/2005 N03072/2010 1/2010 5/2005 1203/2004
CepokonBepcus’ 28% 55% 55% 35% 52%
(97,5% AN) (16; 41) (41; 69) (41; 69) (22; 49) (38; 606)
HI tutsp >1:40 28% 58% 64% 35% 54%
(97,5% AN) (16; 41) (44;71) (50; 76) (22; 49) (40; 67)
:;31);1: ff“ 2.1 6.5 7.3 3,1 7,0
(95% JIH) (1,3;3,4) (3,6; 12) (4,0; 13) (1,8;5,4) (3,8; 13)
Bu3pacTan Ha BB3pacT >65 rognau (V89 _13)

N=35
Cepoxonsepcus’® 17% 43% 46% 26% 43%
(95% JIN) (6; 36) (24; 63) (27; 66) (11; 46) (24; 63)
HI tutbp >1:40 17% 49% 57% 26% 51%
(95% AN) (6; 36) (29; 68) (37;76) (11; 46) (32;71)
f;);l: ff“ 1,5 3,6 438 2,1 43
(95% JIHI) (0,9; 2,6) (16; 8:;2) (2,3; 10) (1,1; 3,8) (2,0;9,2)

2 FAS: rpyna 3a meiex ananm3 (Full Analysis Set), ygacTHUIHN, KOUTO ca TOXYYIA Hail-MaJKo eIHa
BAaKCHHALMSA 110 MTPOYIBAHETO U NMPEJOCTABAT JaHHH 32 IMyHOTCHHOCT B JeH 1 u ieH 43

5 CepoxonBepcusaTa ce neduaupa xkato npepakcunaner HI turep <1:10 n nocteakcuuanes HI tursp >1:40 wim
npeBakcuHasieH HI tutsp >1:10 u >4-kpaTHo noBumenue Ha HI Tutspa.

8 Cpenno reomerpuand TuTpy Ha HI Ha Jlen 43 B cpaBHeHue ¢ JleH 1

M3non3paitku MukpoHeyTpanuzanuonex tecT (MN) cpelry 5-Te XeTepoIoKHH 11aMa, Ce IOCTUTa Haii-
MaJKo 4-KpaTHO TIOBHIIIEHHE Ha TUTPHUTE OT U3X0AHOTO HUBO B [en 43 ¢ 32% mo 88% mpu
YYaCTHHUIIUTE Ha BB3paCT OT 18 10 <65 rogman u ¢ 26% 1m0 74% mpu y9aCTHHIIMTE HA BB3PACT >65
roguau. MN GMT B [len 43 B cpaBHenue ¢ [len 1 ce yBennuaBa mexay 4,8 u 34 bty npu
y4acTHUINTE Ha BB3pacT oT 18 mo <65 rogunau (IIpoyusane V89 04) u mexnay 3,7 u 12 mpTH nipu
YYaCTHHINTE HA BB3pacT >65 romunu (IIpoyusane V89 13).

IleanaTpuyHa monyJamys Ha BB3PACT OT 6 Mecelia 10 moa 18 roguau

Jannute 3a umyHoreHHocT cripsiMmo aHS5N1c¢ npu nena Ha BB3pact ot 6 Mecena 10 <18 ronunu ca
oueHenu B [IpoyuBane V89 11. ToBa e paHZOMU3UpPaHO, KOHTPOJIUPAHO, 3aCIEIEHO 3a HAOI0AaTes
MHOTOLICHTPOBO ITPOYYBaHe, MPOBEICHO MPH JIeNla Ha BB3pacT OT 6 Mecena 10 1mox 18 roxuHn, KOuTo
nonyyasat jBe no3u win 7,5 pug HA ot HSN1 ¢ MF59 na 0,5 ml, win 3,75 ug HA or H5N1 ¢ MF59
Ha 0,25 ml mpe3 21 gHu.

O06mr0 577 yJaCTHHIIM B TIOITYJIAIMSTA 32 ITHJICH aHAJIN3 TOydaBar go3ata 7,5 pug (N=329) wm

3,75 ng (N=329). YuacTtHUIIUTE Ca pa3/IelicHH Ha TPU BH3PACTOBH KOXOPTH — OT 6 110 <36 Mecena
(N=177), ot 3 no <9 roguau (N=193) u 9 no <18 roxuau (N=207); 53% OT y4acTHHUIIHTE Ca MBXKE.
73% OT yJ4aCTHHIIUTE ca OT a3UaTCKU MPOM3XoHd, 22% ca oT Osiara paca, 3% ca YUepHOKOXKU WIH
adpoamepukanid. Tutpure Ha anTutenara 3a HI cpemry mama A/turkey/Turkey/1/2005 (H5N1) ca
OLIEHEHH B CEpYMH, NMOTy4YeHHU 21 IHU clie BTopaTa /103a pU TPU Bb3PacTOBH KOXOpTH (0T 6 10 <36
Mecena, ot 3 10 <9 roauHu ¥ 0T 9 10 <18 roauHM).

HensbT Ha yuacTHHIM cbe cepokoHBepcus 1 HI tutsp ot >1:40 cien BakcHHUpaHE € OI[EHEH CIopes
MpeIBapUTEIHO ONpeAeiIeHr KpuTepun. Kputepunre 3a ycrex Ha Jiesia Ha yYaCTHUIUTE ChC
CEepOKOHBEPCHS ca, Ue JAO0JTHATa TpaHuia Ha 2-ctpaHaus 97,5% JIW 6u tpsdBano na 6b1e >40%, a 3a
nena Ha yuactauiure ¢ HI tutep >1:40 nonnara rpanuna Ha 2-ctpannus 97,5% AW 6u TpsoBaino aa
0bae >70% u 3a TpUTE BH3pAaCTOBH KOXOPTH.
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U B TpuTe BB3pacToBU KOXOpTH (0T 6 10 <36 Mecena, oT 3 10 <9 roauuu u ot 9 1o <18 roauHNn)
MIPEIBAPUTEITHO OIPEJISIICHUTE KPUTEPUH 32 JIsUT Ha YYaCTHUIIMTE Che cepokoHBepcus u HI Tuthp
>1:40 ca u3mpaHeHU 21 AHU ciex BTopaTa BaKCHHAIWA ¢ A03a wiu 7,5 pg, wiu 3,75 pg. B Tabmmima 7
ca IpeJICTAaBeHU JaHHUTE 3a MPEIOPhUYUTEIHATA 1034,

Taouauna 7. CTeneHu HA CEPOKOHBEPCUsi, MPOLEHT YYACTHUIIM C TUTPU Ha aHTUTeaaTa 3a HI
>1:40 u cpeaHo reoMeTpU4YHOTO choTHOLIeHHe Ha TUTPUTe (GMR) cien BakcuHanus ¢ aHSN1c

B IIpoyuBane V89 11 (FAS?)

Cncras: 7,5 pg HA/100% MF59
Ooma
nonyamus Bn3pacToBu noarpynu
6 mecena 6 1o <36 3 mo <9 9 no <18
o <18 roqunu Mecena TOAMHH TOUHH
96% 99% 98% 92%
Cepoxonsepcus’® (93-98) (94; 100) (92; 100) (85;97)
97,5% AN)*®
N=279 N=84 N=93 N=102
96% 98% 98% 92%
HI Tutsp >1:40 (92-98) (92; 100) (93; 100) (85;97)
97,5% AN)®
N=287 N=91 N=94 N=102
262 302 249 186
GMR Jlen 43/1en 1"
(97,5% JIN)® (190-361) (192-476) (153-404) (105-328)
N=279 N=84 N=93 N=102
Cncras: 3,75 ng HA/50% MF59
86% 94% 86% 79%
Cepoxonsepcus’® (81-90) (87-98) (77-92) (70-86)
97,5% AN)®
N=288 N=85 N=98 N=105
86% 94% 86% 79%
HI Tutsp >1:40 (81-90) (87-98) (77-92) (70-86)
97,5% AN)®
N=288 N=85 N=98 N=105
84 116 73 58
GMR Jlen 43/1en 1" (61-116) (74-181) (44-121) (34-101)
97,5% AN)®
N=288 N=85 N=98 N=105

2FAS: rpyna 3a neien ananu3 (Full Analysis Set), yuacTHHIIM, KOMTO ca TIOJNYyYHIIM Hai-MaJKo eHa a1o3a 7,5

unu 3,75 pg aH5N ¢, 1 npenoctaBsaT JaHHU 32 IMYHOT'€HHOCT B JieH | u aeH 43.

5 CepoxonBepcusTa ce nedunupa xato npepakcunanes HI turep <1:10 u nocteakcunaned HI tutsp >1:40 unu

npeBakcuHaneH HI tutsp >1:10 u >4-xpatHo nosuienue Ha HI Turspa.
?95% [, n3non3BaH 3a Bb3pacTOBU NOATPYNU
" Cpenno reomerpuunu Tutpu Ha HI B Jlen 43 B cpaBHenue ¢ JleH 1

C ynebdenen mipudT € MOKa3aHo, Ye NPEABAPUTEIHO ONPEACICHUSAT KPUTEPUH € U3ITBIIHEH, T.€. OJIHA TPaHHUIA
Ha 2-cTpaHHus 95% noBepuTeneH HHTEpBAJ 3a cepokoHBepcust >40% u 3a gena ygactauim ¢ HI tursp >1:40

JIOJTHA TpaHMIa Ha 2-cTpaHHus 97,5% noseputenen uaTepsai >70%.

Uznon3saH e MukpoHeyTpanu3annoneH tect (MicroNeutralisation, MN) 3a u3mepBaHe Ha

UMYHOJIOTHYHHSI OTTOBOP cperry xomoioxaus mam (A/turkey/Turkey/1/2005) npu ygyacTHHIIN Ha
BB3pacT oT 6 Mecena o <18 roguau (N=69), kouto moirydaBar mo3a 7,5 ug B mpoyuBane V89 11.

IIpu m3nons3Bane Ha MeToga MN ce mocTura Hali-MajaKo 4-KpaTHO MOBUIIICHUE HA TUTPUTE OT
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u3xoaHoTo HUBO B [leH 43 ot 100% ot yuactHuuuTe, a 257-kpatHo nosuuienne Ha GMT ce moctura B
Hen 43 B cpaBHenue ¢ [en 1.

[ToHmkeHne Ha TUTPUTE HA AaHTUTENIATa Ce HA0JI01aBa Py OlleHKaTa 12 Mecela cie/i MbpBUYHATa
cepus Ha BakcuHanusa( GMR 7,5 pg noza: 12 [97,5% AU: 8,76; 17]; 3,75 ug noza: 5,62 [97,5% [AU:
4,05; 7,81]), Ho GMR ca Bce 1mak 1mo-BUCOKH B CpaBHEHHUE C TOITYJIAAITA OT Bh3pacTHH. JIumcBat
JIaHHH 3a TToBeue oT 12 Mecera.

JlaHHM 32 KPBCTOCAHA PEAKTUBHOCT B IEIMATPUYHATA HOMYJIAIIMS Ha Bh3pPacT OT 6 Mecela JI0 1Mo
18 roguaun

Kpwvcmocano peakmusen umynen omeogop, npeouszsuxarn om A/turkey/Turkey/1/2005 (xnon 2.2.1)
IIpu yuacTHUIM Ha BB3pacT oT 6 Mecena no moxa 18 ronuau (Ilpoyusane V89 11) nmynHUTE
OTroBOpH ca onieHeHu cipsimo netr HSN1 xereponoskau mamose: A/Anhui/1/2005 (xioH 2.3.4);
A/Egypt/N03072/2010 (xon 2.2.1); A/Hubei/1/2010 (xion 2.3.2); A/Indonesia/5/2005 (kmon 2.1.3) u
A/Vietnam/1203/2004 (xmou 1) Tpu cenmumm cien BropaTta BakcnHanus. HI GMT B [len 43 ce
yBenuuaBaT Mexay 8- u 40-kpatHo B cpaBHeHHE ¢ JleH 1. [IpoieHThT Ha yUaCTHUIIUTE ChC
cepokonBepcus uinu HI tutep >1:40 B Jlen 43 Bapupa ot 32% 10 72% npu y4acTHUIIUTE Ha Bb3PacT
oT 6 Mecerna 10 <18 roxguau. Tabmura 8 mpeacTaBs TaHHA 32 IMYHHUTE OTTOBOPH CPEIITY
xeTeposoxHuTe mamoBe HSN1.

Ta6anna 8. Crenenn Ha cepOKOHBEPCHs, MPOLEHT HA YYACTHHIMTE C TATPH HA aHTHTeJaTa 3a
HI >1:40 u cpeaHo reoMeTpu4HOTO choTHOMEeHUe HA TUTPUTEe (GMR) cien aHSN1c (21 nun
ciaen 2 BakcuHanuu) cpeury HSN1 xeTepos10:kHI 1IaMoBe MPH YYACTHUIM HA BB3PacT OT

6 mecena 10 <18 roqunn (FAS® — IlpoyuBane V89 11)

Jena na Bp3pact ot 6 mecena a0 <18 rogunu (V89 11)
N=69
A/Anhui/ A/Egypt/ A/Hubei/ A/Indonesia/ A/Vietnam/
1/2005 N03072/2010 1/2010 5/2005 1203/2004

Cepoxonsepcus’® 32% 72% 54% 36% 54%
97,5% AN) (20; 46) (59; 84) (40; 67) (24; 50) (40; 68)
HI tutsp >1:40 32% 72% 54% 36% 54%
97,5% AN) (20; 46) (59; 84) (40; 67) (24; 50) (40; 68)
g}g Hﬂf“ 8,39 40 34 11 23
(97,5% 1IH) (4,0; 17) (15; 109) (11; 105) (4.9; 25) (8,5; 60)

2 FAS: rpyna 3a meiex ananm3 (Full Analysis Set), ygacTHUIHN, KOUTO ca TOXYyYIN Hail-MaJIKO eTHa
BaKCHHAIMSA 110 IPOYYBAHETO M MPEIOCTABAT JaHHM 38 UMyHOT€HHOCT B JieH 1 u jieH 43

% CepokonBepcusita ce nehunupa karo npesakcuaaned HI tursp <1:10 u noctBakcunaien HI tursp >1:40 nin
npeBakcuHasieH HI tutsp >1:10 u >4-kpaTHo nmoBumenue Ha HI Tutspa.

8 Cpenno reometrpuanu TuTpy Ha HI B len 43 B cpaBHenwue ¢ JleH 1

Pesyaraturte oT MUKpOHEYTpaIU3alMOHHUS TECT CpPEILy 5-Te XETepOJIOKHH 11ama IMoKa3Bat
3HAYMUTEJICH NTPOLEHT NEeJUAaTPUIHN YIaCTHHULIN, KOUTO IIOCTUTAT Hall-MaJKo 4-KpaTHO HOBUILIEHHE Ha
MN Ttutpure B len 43, Bapupamro ot 83% g0 100%. MN GMT B Jlen 43 B cpaBHenue ¢ JeH 1 ce
yBenn4aBa Mexay 13- u 160-kpaTHO npu y4acTHUIIUTE Ha BB3pacT OoT 6 Mecena 10 <18 roguau
(ITpoyuBane V89 11).

5.2 ®apmakoKMHETHYHHU CBOMCTBA

Henpunoxumo.

5.3 IlpenkJMHUYHHU JAHHU 32 0€30MACHOCT

HexnuHnuHuTe MaHHEM HE TIOKAa3BaT OCOOCH PHCK 3a XOpa Ha 0a3aTa Ha MPOYYBAHUS 32 TOKCHYHOCT

[P MHOTOKPAaTHO IIPWJIAraHe, pernpoayKTUBHA TOKCUYHOCT U TOKCUYHOCT 34 Pa3BUTHETO.
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6. DOAPMAIIEBTUYHU JAHHHA
6.1 Choucbk Ha IOMOLIHHUTE BelIECTBA

Hatpues xnopuj

Kanues xnopun

Marse3ueB XJIOpH]] XeKCaXHuIpar
Hunatpues Gocdar quxuapar
Kanues nuxunporendocdar
Bopa 3a umxexuuu.

OTHOCHO a/fOBaHTa BH)KTE TOUYKA 2.
6.2 HecbBMECTHMOCTH

[Ipu nunca Ha MpoyYBaHMS 32 HECHBMECTUMOCTH TO3H JIEKapCTBEH MPOIYKT HE TPsIOBa /1a CE€ CMECBa C
JPYTH JI€KapCTBEHH MTPOYKTH.

6.3 Cpok Ha roaHoCT
1 roguna
6.4 CrhenuanaHu ycJI10BHA Ha CbXpaHeHUe

Ha ce cpxpansiBa B xmamutauK (2°C - 8°C).

Ja He ce 3ampassiBa. M3XBbplieTe BAKCHHATA, aKO € 3aMpa3siBaHa.

CoxpaHsBaiiTe MpeIBapUTeIHO HAlTbJIHEHATA CIIPHUHIIOBKA B KAPTOHEHATA OIIAKOBKa, 3a Jia Ce
MpeJna3y OT CBETINHA.

6.5 Buau cbabp:kaHue HA ONMAKOBKATA

0,5 ml B mpeaBapHUTENHO HATBIHEHA COPUHIIOBKA (cThKIIO THI I) ¢ rmaBa Ha OyTanoTo (0pomOyTHIOBa
ryma), cbc cuctema Luer Lock. He ca Bkimrouenu urim.

OmnakoBka ¢ 10 npeBapuTEIHO HAITBJIHEHH CIIPUHIIOBKHU. Besika TipeiBapuTeIHO HAIThIHEHA
CIPUHIIOBKA ChABpka 1 103a ot 0,5 ml.

6.6 CrnenuajaHu npeana3sHy MePKH NPU U3XBbPJIsHE U padoTa

Baumarenno pasknarere npeau ynorpeda. Cien paskianiane BaKCHHATa ©Ma BUJ Ha MJIEYHOOs1a
CYCIICH3HS.

[Ipeau ynorpeba npoBepeTe BU3yallHO ChbPKaHHETO Ha BCSKA TPEABAPUTEIIHO HAITBIHEHA
CIPUHLIOBKA 3a TBBPAM YaCTHLU W/MIM NPOMSHA Ha BUAA. AKO € HaJHIle HSIKOE OT TE€3U YCIOBUS, HE
[pUJIaraiTe BakKCHHATA.

3a Ja U310JI13BaTC NpCABAPUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA, CHa6I[eHa ¢bC cuctema Luer LOCk,
OTCTPAHECTE KalladykKaTa, KaTo 1 OTBHUETE I10 ITOCOKa 06paTHa Ha 9YaCOBHHUKOBAaTa CTPECIIKa. Cnez[ Karo
CBAJIMTC KallaukaTa, IIPUKPEHETEC UIjia KbM CIIPUHIIOBKAaTAa, KaTO g 3aBUCTE IO ITOCOKA Ha
YaCOBHUKOBATa CTPECJIKAa, 10KATO CC (bl/IKCI/Ipa. H3non3Baiite CTCPUWJIHA UIJIa C TOAXOIAI pa3MEep 3a
HUHTpPaMYCKYJIHA WHKCKIUA. CHQI[ KaTo uriara ce (l)I/IKCI/Ipa Ha MsCTO, OTCTPAHCTC NPCANTA3UTCIIA U H
IIPUIIOKETE BaKCHHATA.

Hewusnon3BanaTa BakCHMHA WA OTHNAABYHUTC MATCpUATIN OT HEA TpH6Ba Ja CC U3XBBPJIIAT B
CBhOTBCTCTBUEC C MCCTHHUTC N3HCKBAHUA
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7. MNPUTEXATEJ HA PASPEIHIEHUETO 3A YIIOTPEBA

Seqirus Netherlands B.V.

Paasheuvelweg 28

1105BJ Amsterdam

Hunepnannus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/24/1806/001

9. JATA HA IbPBO PASPEIIABAHE/NIOJJHOBSBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jara Ha mbpBO pa3peliaBaHe:

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IToapoOHa wHGOPMAITHS 32 TO3H JEKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcalita Ha EBpornefickara
areHmus 1o JexkapcTraTa https://www.ema.europa.eu.

16


https://www.ema.europa.eu/

MNPUJIOKEHHUE I1
MMPOU3BOAUTEJ HA BUOJIOI'MYHO AKTUBHOTO
BEIIECTBO U INTPOU3BOJUTEJL, OTTOBOPEH 3A
OCBOBOXIABAHE HA ITAPTUIN

YCJIOBUS NJINK OTPAHUYEHMUSA 3A TIOCTABKA U
YIHOTPEBA

APYI'N YCJIOBUS N UBNCKBAHUSA HA PASPEHIEHUETO 3A
YIHOTPEBA

YCJIOBUA NJIX OTPAHNYEHMUA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEGA HA JIEKAPCTBEHUS TPOAYKT
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A. TIPOU3BOJIUTEJI HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO U
IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXIABAHE HA ITAPTUIN

Wwme v afpec Ha NpOU3BOAMTEINS HA OMOJIOTHYHO AKTUBHOTO BEIIECTBO
Seqirus Inc.

475 Green Oaks Parkway

Holly Springs

NC 27540

CrpeaIrHEeH! IaTh

WwMe ¥ asipec Ha MPOU3BBOIUTEIIS, OTTOBOPEH 32 OCBOOOK/IaBAaHE HA NAPTUINTE
Seqirus Netherlands B.V.

Paasheuvelweg 28

1105BJ Amsterdam

Hunepnanous

b. YCJ0OBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlexapCTBEHUAT NPOLYKT C€ OTIIYCKa IO JIEKAPCKO MPEAIICaHue.
. OdunnanHo ocBo0oKIaBaHe HA MAPTUAN

CewrinacHo wi. 114 ot {upextusa 2001/83/EO odunmaiHOTO 0CBOOOXKTaBaHE HA MAPTHIUTE Ce
H3BBPIBA OT IbPKaBHA Ta0OpaTOPHS WIIH JTa0OpaTOpHs, ONIpeeiIeHa 3a Ta3H Iell.

B. JIPYI'U YCJIOBUSA U U3BUCKBAHUS HA PASPEIHIEHUETO 3A YIIOTPEBA
. IlepuoauyHM aKTyaJdu3MpaHu 1okjaaau 3a oezonacuoct (ITA/IB)

W3uckBanudra 3a nogasane Ha [TAJIb 3a To3u nexapcTBeH NPOLYKT ca MOCOUYEHH B CIIMCHKA C
pedepentauTe natu Ha EBponefickus cpio3 (EURD cnuchk), mpensuaex B wi. 1078, an. 7 ot
HupextuBa 2001/83/EO, 1 BbB BCHUKH CIIeIBAIM aKTyaJlU3aluH, yOIMKyBaHH Ha €BPONEHCKUS
yeOnopTain 3a JieKkapcTBa.

[Monasane Ha I[TAJIB, koraro Celldemic ce n3non3sa 1o BpemMe Ha IpUITHA TAHICMUSI:

ITo Bpeme Ha maHJeMHUYHaA CUTyallMs yecToTa Ha nojaBade Ha [TA/Ib Ha 6 Meceria Mmoxke /1a He €
ITOXO/IAIIA 32 HAOIIoAeHe Ha 0€30IMacHOCTTa Ha IaHAeMUYHAa BAKCHHA, 3a KOATO CE€ 0YaKBAT BUCOKH
HUBA Ha EKCITO3UIIMS B pAMKUTE Ha KPaThK repuo oT Bpeme. [lonoOHa cutyariust u3uckBa 0bp30
choOIIaBaHe Ha HHOopMaIHATa 32 6€30MACHOCT, KOETO MOXKE JIa IMa T'OJIEMH MOCIICCTBUS 32
CHOTHOIICHHUETO IT0JI3a-PHCK 10 BpeMe Ha naHaeMus. CBOCBPEMEHHUAT aHaIM3 Ha KyMyJlaTHBHATA
uHpopMaIus 3a 6€30MaCHOCT B CBETJIMHATA HA CTCIICHTA Ha EKCIIO3UIHS 1IIe OBbJIC OT ChIIECTBEHO
3HAYCHHUE 32 PETYIATOPHUTE PEIICHUS U 3al[UTaTa Ha MMOMYJIAIUATa, KOSTO e CE& BAKCHHUPA.

Bcnencrsue ot ToBa, BeaHara mom O0bae 00sBEeHA NaHAEMHUATA U U3I0I3BaHa 300HO3HATa BAKCUHA,
NpUTEKATEISIT Ha paspemeHunero 3a ynorpeda (IIPY) tpsbBa na moxasa mo-yectu onpocrenn 11A/IB,

KaTo NepHOANYHOCTTA UM € onpeneneHa B [lnana 3a ynpasnenue Ha pucka (ITYP).

. YCJI0BUS WIN OI'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA TPOAYKT

. Ilnan 3a ynpasienue Ha pucka (ITYP)

[Iputexkarenar Ha pa3pemeHueTo 3a yrmoTrpeda (IIPY) TpsoBa 1a U3BBpIIBA H3UCKBAHUTE ACHHOCTH U
JeHCTBUA, CBBP3aHHU C MPOCTeIsBaHe Ha JIeKapcTBeHaTa 0€30I1acHOCT, TOCO4YeHU B o100penus [1YP,
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npenacTaBed B Moy 1.8.2 Ha pa3penieHneTo 3a ynorpeda, KakTo U BbB BCHUKHU CJICBAIIN 0JI00PCHH
aktyanu3auuu Ha ITYP.

Axryammsupas [1YP Tps6Ba na ce monasa:
e 10 uckaHne Ha EBporieiickata areHuus 1o JieKapcTBara;
® BUHArW, KOTaToO C€ U3MEHs CUCTeMara 3a yNpaBlIeHHe Ha pHCKa, 0COOEHO B pe3yJsTaT Ha
MoJly4aBaHe Ha HOBa HH(pOpMaLUs, KOSTO MOXKeE Ja JA0Bee 10 3HAUNMHU IPOMEHH B
CHOTHOILCHHUETO TOJI3a/PHUCK, WU CIIell JOCTUTaHe Ha BayKeH eTarl (BbB Bpb3Ka €
MpocieasBaHe Ha JeKapCcTBeHaTa 0€30MacHOCT WIIHM CBEXK/IaHE Ha PUCKa 10 MUHUMYM).
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NNPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHA 3A CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Celldemic uH)XEKIIMOHHA CYCIIEH3HS B IIPEABAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA
Baxcuna cpenry 30o103¢eH rpun (H5N1) (moBbpXHOCTEH aHTUT'eH, WHAKTUBUPAHA, C aIIOBAHT,
MOJTyYeHa B KJIIEThUHU KYJITYPH)

2. OBSBSABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Enna no3za (0,5 ml) ceappika: MOBEPXHOCTHN aHTUTEHH HA TPUTICH BUPYC (XEMariayTHHUH H
HEBpaMHHHUa3a), MHAKTUBUPAH; Pa3MHOXEH B KJIETKHM OT Ky4ewkH 060pek o Madin Darby (MDCK),
U ¢ amgroBadT ¢ MF59C.1 ot mram:

A/turkey/Turkey/1/2005 (HSN1) 7,5 MUKpoTpaMa XeMarlyTHHUH

AmoBanT MF59C.1: ckBanen, nomucop6at 80, copOUTaHOB TpHOJIEaT, HATPUEB MUTPAT, TNMOHEHA
KHCEITNHA.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

HOMOIHHI/I BCHICCTBA: HATPUCB XJIOPU/J, KAJIUCB XJIOPHUJ, MAarHC3UCB XJIOpU A XEKCaxuapar, JUHATPpUCB
thochar quxuapart, kanueB auxuaporeHdocdat, Boaa 3a MHKEKIMH. BIKTe TUCTOBKATA 32 IIOBEYE
uHpOpMAITHSI.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMmxeknroHHa CyCIeH3UsI

10 mpenBapuTenHo HambJIHeHN cipruHLOBKH (0,5 ml) 6e3 uria

5. HAYHUH HA TPUJIOKEHUE U ITBbT(MIIA) HA BBBEXKJIAHE

[Ipenu ynorpeba mpoverere IMCTOBKATA.
BrauMarenHo paskiaTteTe mpenu ymnorpeoba.

WHTpamycKyIHO IPUIOKEHNE

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTELIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JCIIa.
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‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa B xiaauiaHUK. Jla He ce 3ampassaBa. CbxpaHsBalTe peABapUTEITHO HAIThIIHEHATA
CIPHHIIOBKA B KAPTOHEHATa OMAKOBKa, 3a J1a Ce MpeAras3y OT CBETJIMHA.

10. CHENOUAJHH NPEAITA3SHA MEPKWU ITPU N3XBBHPJISAHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA ITIPUTEKATEJIAA HA PASPEIIEHUETO 3A YIIOTPEBA

Seqirus Netherlands B.V.
Paasheuvelweg 28
1105BJ Amsterdam
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1806/001

13. MNAPTHUIEH HOMEP

ITapTrma Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

[Ipueto e ocHOBaHUE N1a HE ce BKIOUM nHGopmanus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP
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‘ 18. YHUKAJIEH MAEHTU®PUKATOP — JAHHHU 3A YHETEHE OT XOPA

PC
SN
NN
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET 3A CIIPUHIIOBKA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEX/IAHE

Celldemic nmxexmus
Baxkcuna cpeuty 30on03¢eH rpun (H5N1)

1.m.

2. HAYUH HA ITPUJIIOKEHUE

HHTpaMycKyJIHO MPHUIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

0,5 ml

6. JPYTO
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b. JUCTOBKA
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JIncroBka: nHpopManus 3a NOTpedUTEIs

Celldemic nH:KeKIMOHHA CyClIeH3Usl B NPeABAPUTETHO HATbJIHEHA CIPUHIIOBKA
Bakcuna cpeury 300H03¢eH rpun (H5N1)
(TTOBBPXHOCTEH aHTUTEH, HHAKTHBHPAaHA, C a/IF0OBAHT, TIOJIY4YeHA B KICTHYHH KYJITYPH)
(surface antigen, inactivated, adjuvanted, prepared in cell cultures)

v To3u nekapcTBeH MPOAYKT MOJUIEKH Ha JOMBIHUTEIHO HabroneHue. ToBa 11e mo3Bosu Obp30To
yCTaHOBsIBaHE HA HOBa WH(POPMALIUS OTHOCHO Oe3omacHocTTa. MoXeTe 1a 1afeTe CBOsI IPUHOC KaTo
ChOOIINTE BCSKA HEXKEJIaHa Peakuysl, KOATO CTe MOMYyYWId. 3a HaulHa Ha ChOOIIaBaHe Ha HEXXeJIaH!
pEaKLuy BIXKTE Kpast Ha TOuKa 4.

IIpoyeTeTe BHMMATENIHO LSJIATA JUCTOBKA, Ipeau 1a Bu 0ble npuiioxkeHa Ta3u BAKCHHA, Thil
KAaTo TH ChAbP:a BaxkHa 3a Bac undopmanus.

- 3anazere Ta3u JUCTOBKA. MOXeE /1a C€ HAIOXKU J1a s IPOYETETE OTHOBO.

- AKO MMaTe HSIKaKBH JOITBIHUTEIHU BBIIPOCH, TIoNUTaiiTe Bams nexap, apmaneBT wim
MEIUITMHCKA CecTpa.

- AKO MoNTyyHTe HSIKaKBH HEXXEJIaHU peaklnu, yBenoMmere Bamms nekap, papMaleBT win
MEIMIMHCKA cecTpa. ToBa BKIIFOUBA U BCHYKH Bh3MOXKHU HEXKEIaHU PEaKIIMU, HEOITUCAHH B
Tas3u JUCTOBKA. BmkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kakso nmpencrasnsasa Celldemic 1 3a KakBO ce U3IMONI3BA
Kakgo TpsiOBa aa 3Haere, npeau aa noiayuute Celldemic
Kak ce mpunara Celldemic

BB3MOXKHH HEXEJNaHU PeaKIuu

Kak na cexpansBare Celldemic

ChIbprkaHue Ha OTIAaKOBKATa U JOIBIHUTEIHA HHPOpManus

AU e

1. Kaxkso npeacraBiassa Celldemic u 3a kakBo ce U310J13Ba

Celldemic e BakcuHa 3a MpuJIaraHe Ipy Bb3PAcTHU U Jlella Ha Bh3pacT 6 1 moBeUe Mecella,
MpeJHa3HaveHa 3a MpuiIaraHe B OYakBaHe Ha WJIH 110 BpeMe Ha eMUAEeMHUs OT 300HO3HU (TOBa
03Ha4yaBa, Y€ MOXKE /1a Ce PAa3NPOCTPAHABAT OT >KUBOTHH Ha XOpa) BUPYCH HA TPHII C AHIAEMHUYCH
MOTEHITHAI C IIeJI PEBEHIHS Ha TPHUIa, MpUYUHIBaH oT Bupycute HSN1 (,,nTrau rpum™).

300HO3HUTE TPHUITHU BUPYCH MOHSIKOTA 3apa3saBaT Xopa U MOXKE JIa MPUYUHAT 3a00IIsBaHe, BApUPAIIO
OT JieKa HH(EKIH Ha TOPHUTE TUXATENHN TBTUINA (MHPEKITUS Ha HOCA U T'BPIIOTO) 0 TPUTIOMIOI00HO
3a0omsiBaHe ¢ OBbp3a MPOTrpecHs 10 TEXKKa ITHEBMOHUS, CHHAPOM Ha OCTBP PECIIMPATOPEH AUCTPEC,
HIOK ¥ JopH cMBPT. MHDeknunTe npu xopa ca MpUIMHEHH MPEIH BCUYKO OT KOHTAKT ChC 3apa3eHH
JKUBOTHH, HO HE C€ pa3NpOCTPaHsBaT JECHO MEXAY X0pa.

Celldemic ce npuara rpeay wiv 1o Bpeme Ha enujemust o HSN1 ¢ nangemuden noreHnman. Ts
ChIbpIKA HIKOW yacTu oT Bupyca H5N1, kato BUPYCHT € HHAKTHBUPAH, TaKa Ye HE MPUYHHSIBA
3abossBane. Koraro Ha Ja/ieH 4OBEK Ce MPHIOKH BaKCHHATA, IMyHHATA CHCTEMa Pa3lo3HaBa YaCTUTE
OT BUpYCa B Hes KaTO ,, 4y »Iu* ¥ U3paboTBa aHTHTENA Cpelry TaX. Korato To3u 4oBEK Biie3e B
KOHTAaKT C BUPYyCa, TE3H aHTUTENA, 3a¢/IHO C IPYTH KOMITOHEHTH HAa UMYHHATa CHCTEMA, I[¢ MOTaT Ja
yOusIT BEpyCa U Jia IOMOTHAT 3a 3alIuTara cpeiry 3adosBaneTo. HUKOsI OT ChCTaBKUTE Ha BaKCHHATA
HE MOJKe J1a IPeIU3BUKA TPHIIL.
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2. Kakso Tpsa0Ba na 3Haere, npeau Aa noayqurte Celldemic

He TpsaoBa na noayuasate Celldemic :
- aKo CTE alepruuHu KbM
® aKTHUBHHTE BEIECTBA I KbM HSKOS OT OCTaHAINTE ChCTABKU HA TOBA JIEKAPCTBO (M30pOcHU B
TOYKa 6),
e 0era-mpomHoNaKTOH, monmcopoar 80 u nerunrpumermiamonres opomua (LITAB), kouto ca
OCTAaTBhYHHU CIIEJH OT TpoIieca Ha IPOU3BOJICTBO.
- aKo CTe UMallil CHJIHA aJIepTUYHA peakius (Harmpumep aHaduiakcus) KbM MpeIUlliHa BaKCHHA TPOTHUB
TpHIl

IIpenynpesxkaeHus U MpeanasHu MepKu
I'oBopere ¢ Bamms nekap, ¢papmaneBT Wi MEAUIUHCKA CECTPA, IPEIH J1a IOJYYUTE Ta3U BAaKCHHA.

TTIPEJIN na Bu Obje npwiokeHa Ta3y BaKCUHA

) Barumsat sexap Wi MEAUITUHCKA CeCTpa e TOACUTYPSAT He3a0aBHO MPHJIAraHe Ha MOIXO/ISII0
MEIUIMHCKO JICUCHHUE M HAOIIOICHHE NIPU PAAKO BH3HUKBAIIM CITyYad HA aHA(UIAKTHYHA
peakius (MHOTO TeXKa aJeprUIHU PEakIysi ChC CHMIITOMH KaTo 3aTPYAHCHO JIUIIaHE,
3aMasiHOCT, CJIa0 M YCKOPEH ITyJIC U KOXKeH 00puB) ciiex mpuwiokeHuero Ha Celldemic,

° Tpsa6Ba na kaxxere Ha Barus iekap Ui MEAUIIMHCKA CECTPa, aKO U3MUTBAHE IPUTCCHCHHE
OTHOCHO NPOLIECa HA BAKCUHUPAHE WJIN aKO HAKOTA CTE MPUIIANAIIN CIE] UHKEKIU.
° TpsiOBa na kaxkeTe Ha Barms jgekap win MEJIUIIMHCKA CECTPa, aKO UMaTe OCTPO 3a00JIsBaHE,

KOETO BKIII0YBA KaTO CUMIITOM BHCOKa TeMIIepaTypa. Bammuar jekap MOXe J1a peny Ja OTJIOKH
BAKCUHALUATA, I0KATO CIAaJHE BUCOKATa TeMieparypa. Ho ako umare jieko noBUIIEHA
TeMIIepaTypa WiH Jieka HHQEKIUs Ha TOPHUTE AUXATEJHHU IBTHIIA KaTO HACTHHKA,
BaKCHHALIMATa MOXKe Jja ObJie HAalpaBeHa.

o Tps6Ba ga kaxere Ha Bamus nexap Wi MEAULIUHCKA CECTpa, aKo UMaTe MpodiieM, CBbp3aH ¢
KBPBEHE, aKO JIECHO NOJy4YaBaTe CHHUHY WM [IpHEeMarte JIEKapCTBO 3a IPEJOTBpaTSIBaHE Ha
KPBBHHU CbCUPELIU.

. Tps6Ba na kaxere Ha Bamus nexap wim MeMLIMHCKA cecTpa, ako BamaTa nMyHHa cuctema e
yBpeJleHa Ui ako Bu ce npuiiara nedenue, 3acAraiio MMyHHaTa CUCTEMa, HaIpUMeEp JIEKapCTBO
IIPOTUB PaK (XUMHOTEpANus) WIK KOPTUKOCTEPOUIHH JIEKapCTBa (BIKTE TOUKa ,,/Jlpyru
nekapcerBa u Celldemic®).

. Bammsit nexap TpsioBa 1a Bu yBejomMu 3a Bb3MOKHOCTTA J]a TOJTYUYHUTE I'bPY, 0OCOOCHO aKo
“MaTe MUHalla aHaMHe3a 3a eMUJIeNCusl.

Kakro rpu BcHuky BakcHHH, € Bb3MOkHO Celldemic a He 3alUTy HAITBJIHO BCUUKH BAKCHHUPAHU
xopa.

Jeuna na Bb3pact noa 6 meceua
[TonacrosimeM BakcHHaTa HE Ce MPeTopbhYBa MPH Jiela Ha Bb3pacT MoJl 6 Mecena, Thid KaTo
Oe3omacHoCTTa 1 e(h)MKACHOCTTA B Ta3W B3PACTOBa IPyIa HE ca YCTAaHOBEHHU.

Jpyru nexapcrBa u Celldemic

Tps6Ba na kaxxeTe Ha Bamus nekap win MEAUIUHCKA CECTPa, aKO IpUEMaTe, HACKOPO CTe pHeMalld
WY € BB3MOXKHO JIa TIpHeMare IpyTrH JIEKapCTBa, BKIIOYUTEIHO JIEKAPCTBa, MOJIy4YeHH 0e3 perentTa,
WM aKO HACKOPO CTe MOJYYHIIN HAKaKBa JIpyra BaKCUHA.

BpemenHoCT M KbpMeHe

AKo cTe OpeMeHHA WIM KbPMHUTE, CMsTATe, 4e MOXKe Aa CTe OpeMeHHa WK IUlaHupaTe OpeMEeHHOCT,
MOCHBETBAlTe ce ¢ Bamms nekap miu MeIUIIMHCKA CeCTpa, IPEAr Ja MpHUeMeTe Ta3u BaKCHHA.
JlekapsaT TpsiOBa J1a OLICHU MOJI3UTE U OTEHLUMATHUTE PUCKOBE OT MPHJIaraHeTo Ha BAKCHHATA.

JlunicBa ot ot ynotpebara Ha Celldemic mpu kppmauku. He ce ouaksa Celldemic na mpemune B
KbpMaTa U cJIeIOBaTEIHO He ce 04aKBaT epeKTH BbPXy KbpMaveTara.
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Ilo¢upane u padora ¢ MAaIIMHA

Hsikon oT HexkenaHWTE peakMy Ha BAKCHHALMATA, YIOMEHATH B Touka 4 (Bb3MoKHM HexxeaHH
peakIiu), MoraT BpeMEHHO J1a 3acerHaT CliocoOHOCTTa 3a mogupaHe 1 padboTa ¢ MamMHu. M3uakaiite
Te3u e(heKTH J1a OTIIYMST, IPEAr Aa Iodupare 1wk padoTUTE C MAIIUHU.

Celldemic cbabprka HATpUI U KaJIUI
Ta3u BakcHHaA ChABPKA TO-MaJIKO 0T 1 mmol Harpwii (23 mg) Ha 1034, T.€. MIPAKTHYECKU HE ChAbPKa
HaTpuil.

Ta3u BakcuHa ChABPKa MO-MaJKoO 0T 1 mmol kanuii (39 mg) Ha /1034, T.€. MIPAKTHYECKU HE ChIAbPKA
Kalnui.

3. Kak ce npniara Celldemic

BammisaT nexap wim MeIMIMHCKA CecTpa 1€ NOCTaBsIT BAKCHHATA B CHOTBETCTBHE C OQUIIMATHUTE
MPENOPBKH.

Bwspacmuu u oeya na 6v3pacm 6 meceya u no-zonemu;
Enna no3za (0,5 ml) or BakcuHara me ObJlie HH)KEKTUPaHa B TOPHATA YacT Ha pbKaTa (JeITOUIHHS
MYCKYJI) WJIM TOpHATa 4acT Ha OeIpoTO B 3aBHCUMOCT OT Bb3pacTTa Bu u oT MyckynHara maca.

Btopa mo3a ot BakcrHaTa TpsOBa ma Oblie HaIIpaBeHa ClIe]] MHTEPBAJl OT Hal-MajIKo 3 CeAMUITH.

4. Bb3MoKHM HeXKeJTAHU peakuumn

Kakro Bcuuku JICKapCTBa, Celldemic moxe Ja IpeaAn3BHUKa HEKECJIaHU pCaKIMU, BBIIPEKU Y€ HEC BCCKU
T'H IoJTy4aBa.

MHoOro cepHo3HM He:KeJIaHH peaKnun

Crienn BakCHHAITUS MOXE J1a B3HUKHAT aJIepPIrHYHU PEaKIUU U TE MOXe Jia ca Texku. Kaxere
He3a0aBHO Ha Bamus siekap wim oTuieTe B CIENTHOTO OT/IeIeHre Ha Hall-Omi3kara O0HUIA, aKo
MIOJTyYUTE CIETHUTE PU3HAIN WM CHMIITOMHA Ha aJlepriudHa peakius:

* 3aTPYJHEHO JHIIAHE,

* 3aMasHOCT,

* cnab WK yCKOPEH ITyJIC

* KOXXEH 00puB

AKO TTOITy4HTe TE3HM CUMIITOMH, MOKE JIa € HaJOXKHUTEITHO CIIEIIHO JIa By mperiea rexap Wi 1a
ObJIeTe IPUETH B OOJIHUIIA.

JApyru HexeJIaHN peaKUUU
JpyrHu HeKeNaHu peakiny, KOUTO MoXKe Jia Bb3HUKHAT ¢ Celldemic , BKItoUBaT H30pOEHUTE MTO-T0TY.

Bwspacmuu na 18 u nogeue 200unu
CreqauTe HEXXETIaHU peakIuu ca Bh3HUKHAIHM ¢ Celldemic B KTMHUYHA TPOYIBaHUS TIPHU B3PACTHU,
BKJIFOUMTEITHO B CTap4YeCKa Bb3PACT:

MHoro dectn (MOke 11a 3acerrar mosede ot 1 Ha 10 mymm)
Bonka Ha MSCTOTO Ha MHXKEKTHPaHe

MyckynHa 6oyka (MAATHS)

CraBHa Ooka (apTpairus)

I'maBoOoOHE

Ymopa

001110 HEPA3ITOJIOKCHHE
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Yectu (Moxke ma 3acerdar 1o 1 ga 10 aymm):

[ToBourane (ramexe)

3ary0a Ha aneTuT

Brpucane

OO0pasyBaHe Ha CHHHHH Ha MSICTOTO Ha HHKEKTHPaHE

BTBBpasBaHe Ha KOXKaTa Ha MICTOTO Ha HHXEKTHpaHe (MHAYpalus)
Bucoxka temneparypa

Heuectu (Moxe na 3acernar a0 1 Ha 100 gymm):

Monytn nuMdHU BB3IH (JTuMbaneHonaTus)
3aMasHOCT

Huapus

IToBpbiane

O6puB

Copbex (mpypuTyc)

3auepBsBaHe Ha MSCTOTO Ha HHXKEKTUPaHE (EpUTEM)
KbpBeHne Ha MICTOTO Ha MHKEKTHpaHe (KPbBOU3IINB)

YyacTHUITUTE B CTapyecka BB3pacT Ha BB3pacT 65 U MoBeUe TOAMHM KaTo ISII0 ChOOIIABAT MO-MaJIKO
peakiuu B CpaBHEHHUE C TIO-MJIAJINTE Bh3PACTHHU.

Jeya na év3pacm om 6 meceya 0o noo 18 200unu
HesxenmanuTe peakiiuu mo-I0Iy ce ChoOIIaBar Mpy KIMHAYHO IPOyYBaHe ¢ J€ela Ha Bb3pPacT OT

6 Mecena 1o mox 18 roauuu.

Bw3pacm om 6 meceya 00 noo 6 200unu

MHoro uecTu

IloHmkeH aneTuT

BosiesHEeHOCT HAa MACTOTO Ha MHKEKTUPaHE
CBHIUBOCT

Pazngpazuurennoct

Bucoka Temneparypa

Yectu

. 3adepBsBaHe Ha MICTOTO Ha HHXKEKTHUPaHE (EPUTEM)

B1BBpasBaHe Ha KOXaTa HAa MICTOTO Ha HHXEKTHpaHe (MHAYpalus)
[ToBpbinane

Huapus

Bwspacm om 6 00 noo 18 2oounu

Muoro dyectu

I'maBoGonme

langene

[Tonunxen aneTut

MyckynHa 6onka (MHAITHS)
CraBHa 60Ka (apTparus)

Bonka Ha MSCTOTO HA MHKEKTUPAHE
Ymopa

001110 HEPA3IMOJIOKECHHE

YectH
) 3auepBsiBaHe Ha MACTOTO HA HHXKEKTUPAHE (EpUTEM)
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BT1BBpAsgBaHe Ha KOXaTa Ha MIACTOTO Ha MHXEKTHpaHe (MHAYpalus)
Bucoxka temneparypa
IToBpbiane

Huapus

CpoO1IaBar ce ClieTHUTE JOBIHUTEITHU HEKEJIaHU PEaKUuK PH MTPUIaraHeTo Ha CE30HHU
NPOTHUBOTPUITHY BaKCUHH W3001110 U C aHAeMHYHa BakcruHa, nogooHa Ha Celldemic.

° BpemeHHO HECKM HUBA Ha TPOMOOIIUTUTE, KOSTO MOXKE JIa IOBE/IE 0 KbPBEHE Wik 00pa3yBaHe
Ha CHHUHHU (TIPEXO0THA TPOMOOIIMTOTICHHS )
. AJIEpTUYHU PEaKIMy, €BEHTYAIHO ChC 33X, XPHUIIOBE, OTOK Ha IbPJIOTO WM BOJCIIH JI0

OIIaCHO TTOHMKaBaHE Ha KPbBHOTO HAJIATAHE, KOETO, aKO CE OCTAaBU 0€3 JIeYeHue, MoXKe Ja
JoBezie 10 1moK. JIekapuTe ca HassCHO C Ta3W Bb3MOXKHOCT H Pa3IoJiaraT chC CpPeCcTBa 3a
CIELIHO JICYCHHE B TAKHBA CITyYaH.

o HeBponoruyHu HapyleHus: KaTo CHIHa IpoO0oKaala 1iiH IyJcupaiia 0oJKa 1o XxoJa Ha e1H
WJIM TIOBEUYEC HEPBH (HEBPAJITHsI), MpaBydKaHe (ITapecTe3us), Bh3ajJcHNuEe Ha HEPBUTE (HEBPHT),
I'bpUOBe (KOHBYJICHH), Bb3MAJICHNE Ha IEHTPaJHaTa HEpPBHA cUcTeMa (eHIe(haTOMHUENNT), BUJ
napanusza (cuaapoM Ha ['unen-bape), npunaabk (CHHKOM) WM pUMalsiBaHe (IPECHHKOI),
CBHJIMBOCT (COMHOJICHTHOCT)

o HepaBHoMepHO nin cuiTHO OHeHe Ha chpleTo (ChpiiedneHe), To-0bp3 OT HOPMAITHOTO ITYJIC
(Taxukapaus)

o Brananenue Ha KPbBOHOCHHUTE ChIOBE, KOETO MOXKE JIa MPETU3BUKA KOXKHHU OOPUBH, CTABHA
Oonka u npobsemu ¢ ObOpenuTe (BacKyJInT)

. I'eHepanu3upaHu KOXXHU peaKiy, BKIIOUYUTEIHO KOMIPHUBHA TpecKa (YpTHKapus),

HecnenuduyueH oOpuB, HEOOMUYAITHO TIOJyBaHEe Ha KOXKaTa, 0OMKHOBEHO OKOJIO OYUTE, YCTHUTE,
€3WKa, JUITAHUTE WIIN CThI1ajaTa Mopajn alepTuIHa peaKiys (aHTHoeIeM )

OO0mmpeH 0TOK Ha MHKEKTUPAHUS KpaHHUK

Kamnuna

Bonka B kpaliHUIINTE, MYCKYJTHA CJIa00CT

Bosika B kopema

O6ma cmaboct (acTeHwMS)

Chol0maBaHe HA HeJKeJIAHM PeaKINU

AKO NoSTyunTe HIKaKBH HEXXEJIaHU JICKApPCTBEHU PEaklyH, yBeaoMeTe Bamms nexap uiu MeanuHcKa
cecTpa. ToBa BKJIIOYBA BCHYKH BH3MOKHU HEOIMMCAHU B Ta3U JINCTOBKA HEXKCIIAHU pCaKmuu. Moxete
CBIIO /1a ChOOIINTE HEXKETaHU PeaKkiy IUPEKTHO Ype3 HAIlMOHATHATA CUCTEMa 32 ChOOIIaBaHe,
nocoueHa B [Ipmioskenne V. Kato cpo011aBaTe He)XenaHU peakuy, MOXKETe Aa AaJeTe CBOS IIPHHOC
3a T10JIy4yaBaHe Ha roBeue HHGOpMaLus OTHOCHO 0€3011aCHOCTTa Ha TOBA JICKapCTBO.

5. Kaxk na coxpansiBate Celldemic
CrexpaHsBaiiTe Ta3u BakCHHA Ha MSACTO, HEJIOCTHITHO 3a Jiella.

He u3nonspaiite Celldemic cieq cpoka Ha TOAHOCT, OTOEIS3aH BHPXY KapTOHEHATa OMAKOBKA H
etukera cien ,,['omen 10:“ 1 EXP. CpoKkbT Ha TOTHOCT OTIOBaps Ha MOCIETHUS ICH OT MIOCOYCHUS
MeEcCell.

Ha ce cexpanssa B xmamurauK (2°C - 8°C). [a He ce 3ampassBa. Jla ce u3XBBpIIH, ako BaKCHHATA €
3aMpassaBaHa. CBXpaHf[BaﬁTe MMPpEABAPUTEIIHO HAIIBJIHCHATA CIIPUHIIOBKA B OpUTMHAIHATA KapTOHCHA
OITaKOBKa, 32 Jla ce Mpe/na3u OT CBETINHA.

He H3XB’LpJ’I$II71T€ JICKapCTBaTa B KaHaJIM3aluATa WU B KOHTeﬁHepa 3a JOMAalIHHU OTIIaaAbIIN.

[NonuTaiite Bamus papManeBT Kak Aa U3XBBPIATE JIeKapcTBaTa, KOUTO Beue He u3noissare. Tesn
MEPKH III€ CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa Cpeaa.
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6. ChabpxaHue HA ONIAKOBKATA M J0NbJIHUTEIHA HH(POPMALUS
Kaxkgo cbabp:ka Celldemic
- AKTHBHO BEIIECTBO:

AKTHBHHTE ChCTaBKM Ha BaKCHMHATA ca MPEUYNCTEHU BUPYCHU OENTHIM (HapeueHH XeMariy THHIH
Y HEBpaMUHH/1a3a).

Enna noza (0,5 ml) or BakcuHarta chappxa 7,5 MEKporpama XeMariayTHHHH OT [jamMa Ha TPUITHHA
Bupyc A/turkey/Turkey/1/2005 (H5SN1), mpou3BeneHa B KJIETKU OT Ky4elIKH ObOpek MO MeTo1a Ha
Madin Darby (MDCK) (ToBa € crieninanHaTa KJI€Th4HA KyJITypa, B KOATO € OTIIICAaH TPUITHUS BUPYC).

AmoBanT: MF59C.1 e BKIFOYEH B Ta3W BAKCHHA KaTO aIOBAHT. AJTIOBAHTHUTE Ca BEIECTBA, BKIIFOUCHU
B HSKOW BaKCHHH 32 YCKOPSIBAHE, MOI00pSBAHE W/UIIK YAb/DKAaBaHE HA 3allIUTHUTE ¢(PEeKTH Ha
BakcuHata. MF59C.1 e amroBaHT, KOWTO ChIbPKa CKBaJICH, moscopbar 80, cCopOMTaHOB TpHOJIEAT,
HaTPUECB HUTPAT U JMMOHCHA KHUCCJIMHA.

- Jpyru cbcTaBKU:

Jlpyrure ChCTaBKHU ca: HATPUEB XJIOPU/I, KAJIUEB XJIOPHJI, MarHE3UEB XJIOPUI XCKCaXUAPaT, TUHATPUCE
(dbochar quxuapar, kamueB auxuaporerdocdaT u Bojaa 3a MHKEKIHH, BIkTe Touka 2 ,,Celldemic
ChABPKA HATPUHN U KA.

Kak m3raexna Celldemic 1 kKakBO ChABPKA OMAKOBKATA
Celldemic e miedH00s11a CyCTICH3US.

Jlocrass ce B rotoBa 3a ynorpe0a CIpUHIIOBKA, ChAbpiKalia eauanyHa go3a (0,5 ml) 3a uHxkekius, B
onakoBka ¢ 10 npeaBapuTEeTHO HATBITHEHN CIPUHIIOBKH, cCHaOaeHu c¢he cucteMa Luer Lock. He ca
BKJIFOYEHU WIJIN.

IIpuTeskaTen Ha pa3pelIeHUETO 32 YNOTPeda U MPOU3BOAUTEN
Seqirus Netherlands B.V.

Paasheuvelweg 28

1105BJ Amsterdam

Hunepnannus

I[aTa Ha IMOCJIEIHO NMpepa3rjaekaaHe Ha JIUCTOBKaTa

IToapo6Ha nHGOpMAITHS 32 TOBA JIEKAPCTBO € IIpeIoCcTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTa areHIys
I10 JIeKapcTBara: https:/www.ema.europa.eu.

Ilocouenara mo-a0J1y I/IH(l)OpMaL[I/IH € MpcHa3Ha4Y€Ha CaMO 3a MCAULIMHCKHU CIICHUAIMCTU!

Bunaru TpsOBa a vMa Ha pa3oJIOKEHUE MOAXO0 A0 MEIUIIUHCKO JICUSHUE U HAOJIOICHHUE B CITy4ai
HA PSJIKO BH3HHUKBAIU CHOUTHS Ha aHA(DUIIAKCHUS CJIe]] PUIOKCHNE Ha BAKCHHATA.

Braumatenno paskiatere npeau ymotpeda. Cien paskinamane Celldemic mma Bux Ha MiIeqHOOSITA
CYCIICH3HS.

[Ipenn npuoxenne MpoBepeTe BU3yaIHO BAKCHHATA 33 TBBPAM YaCTUIM U ITPOMsHA Ha 1iBeTa. [Ipu
HAJIMYKME HA YY>KIU TBBPAU YaCTUIM W/UJIH MPOMSIHA Ha BHHIIHMS BU/Jl, HE TIpUjiaraiiTe BAKCHHATA.

Koraro uznon3pare MNPpEABAPUTCIIHO HAITBJIHCHA CIIPUHIIOBKA 0e3 uriaa, KosaTo € CHa6I{eHa ¢ Luer Lock
CUCTEMa, OTCTPAHCTE KallauKaTa, KaTo s pa3sBUCTC 110 IMTOCOKa 06paTHa Ha YaCOBHHUKOBAaTa CTpEJIKa.
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CHGZ[ KaTO OTCTPAHUTEC KallayKaTa, IOCTABCTC UTJIa Ha COPUHIIOBKATA, KAaTO 51 3aBUCTC 11O ITIOCOKA Ha
YaCOBHHKOBATA CTPELJIKA, JOKATO CC (I)I/IKCI/Ipa. CJ'IC,Z[ KaTo urjara c€ (1)I/IKCI/Ipa Ha MSCTO, OTCTPAHETC
MMPEANasuTeId Ha Uurjiata U IprUI0KECTE BaKCUHATA.
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