HPUJIOKEHHE I

KPATKA XAPAKTEPUCTHUKA HA IPOAYKTA

VAXIGRIP pediatric use




1. AME HA JJEKAPCTBEHMS ITPOAYKT
BAKCHUI'PHUII 3a nena 0,25ml BHXeKIHOAHA CYCIEH3HA
VAXIGRIP pediatric use 0,25ml suspension for injection

Bakcuna cpemy rpun (pparMenTHpAH HHAKTHBHPAH BUPHOH)
Influenza vaccine (split virion, inactivated)

NuxeknmoHHA CYCIICH3HA B ITPCABAPHTCIIHO HAITBJIHCHA CITPUHIOBKA

2. KAYECTBEH H KOJIHYECTBEH CBhCTAB
QparMeHTHpaH IpUneH BUPYC ¥, HHAKTHBUPAH, ChABPKAILl AHTHT€HH EKBMBAJIEHTHU HA
CIeIHHTE 111aMOBE:

A/Brisbane/59/2007 (HIN1) - nonoben wam (A/Brisbane/59/2007 (IVR-148))

.................................................................................................................. 7,5 Mmukporpama HA**
A/Brisbane/10/2007 (H3N2) - nonobeH wam (A/Uruguay/716/2007 (NYMC X-175C))

et et eeeeenna e aee e rreeeereriaeen e reeraereerassesnrentastassesneaassananeannnnenennes 1,0 MHUKpOTpama HA*¥
B/Florida/4/2006 - nono6eH wam (B/Florida/4/2006)

ettt eeetteeeseeetieareesieteasienserrenessrensntrerernnraarr et Eeereotatatteteantesteaaeateaseaes 7,5 Mukporpama HA**
3a noza or 0,25 ml

* Npou3BeIEH B KOKOWHW €MOPHOHH OT FPYITH 3APaBU KOKOLLKH
*¥ XeMarnyTHHHH

BakcuHara cboTBeTcTBa Ha npenopbkara Ha C30 (3a CepepHOTO NONYKBAOO) U pelieHHETO Ha
EC 3a cezon 2008/2009,

3a NbAHUA CMTUCHK Ha NMOMOIHHUTE BelecTsa (BHK Touka 6.1)

3. JEKAPCTBEHA ®OPMA
MHXEKUHOHHA CYyCeH3Ud B NPeaBApUTEeAHO HaflbiHEHA CIPUHLIOBKA.

Cﬂe,}l BHHMATC/IHO pPa3sKlaluaHC, BAKCHHATA NpCacCTaBiiaBa JICKO DenesHUKara H Oofnanccunpallia
TEUHOCT.

4. KINHHUYHH JAHHHU

4.1 TepaneBTHYHH NOKA3ARHSA

[IpodunakTHka Ha rpun, ocobeHo npu aeua ot 6 0o 35 mMeceua ¢ BUCOK PUCK OT CbIBTCTBALILH
YCIOXHEHHUA.

Ynorpedbara na BAKCHUI'PHII 3a aeua Tpsadsa na 6bae 0CHOBaHa Ha OGHULIMAIHY NIPENOPHLKH.

4.2 Jl03upoOBKAa H HAYHH HA NPRICKEHHE
Heua ot 6 Meceua 10 35 mMeceua: KTMHHUYHWUTE JaHHH ca orpadnueHy. M3nons3sa ce n03UpPOBKA OT
0,25 ml nau 0,5 ml.

Ha geua, KOMTO npeau ToBa He ca OWiM BAKCHHUpPAaHK, TPAOBA Aa Ce MPHJIOKH BTOpA A03a ClIEk
Hal-Manko 4 CEIAMHWUYEH UHTEPBAA OT BpEME.




UmyHnu3auusTa Tpsbea na Objae HanpaBeHa 4Ype3 WHTPAMYCKYJHO WU ABAOOKO MOJAKOKHO
HMHXXEKTHpPAHE.
3a HHCTPYKLUKH 3a ynotpeba Bik. 1. 6.6.

4.3 IllpoTruBonokaszanunna

CBpPBbXHYBCTBUTENIHOCT KbM AKTMBHUTE CbCTABKH, KbM HAKOE OT MOMOLLHWTE BELLECTBA BhLB
BAKCHHATa, KbM AKLA, MMWIELIKW NPOTEHHH, HEOMHLMWH, opMaLAEXH H OKTOKCHHON 9.
BAKCHI'PUIT 3a peua ne cvabpxa noeeue ot 0,025 mukporpama opaitbyMuH Ha A03a.
MmyHuzaumnsra tpadsa na 6bae otnokeHa npu nauMeHTH ¢ GebpuaHo 3abonsiBaHe UM OCTpa
HHOEKUHA.

4.4 CoenHaaHH NpeAynpexAeHAd A NPSANAIHA MEPKH NMPH yHoTpeda

KakTo npu BCHYKH WHIKEKLIHOHHU BAKCHHH, BUHArH TpaOBa Aa MMa NOoAXOAAWO MEAHUHMHCKO
neyeHne U HaObnaeHUe, B CllyHai Ha aHapUNaKTHYHA peakU1s ciea NPUIoKeHUe Ha BAKCHHATA.
BAKCHUI'PHII 3a peua He Tpab8a B HUKaKbB cyyaii ga Ob1€ npuiaral BbTPeCh10BO.
MMYHHUAT OTrOBOp NPH NALMEHTH C €HAOTEHHA WK ATPOTEHHA UMYHOCYIpeCcHs MOXe aa Obe
HEAOCTATbHUEH.

4.5. B3anmoaeHCTBHSA ¢ APYTH JIEKAPCTBERH HPOAYKTH H APYrH GOpMH HA B3aRMoJelcTBHE
BAKCHUI'PHUIT 3a neua moxe pa Obae npunaraH e€JHOBPEMEHHO C  JIPYFU  BaKCHHM.
HUmynuzauuute TpabBa f1a ce NpaBaT Ha pa3ivduHW KpalHuud. Tpsadea ga ce orOenexku, ue
HEXEJIAHUTE PEAKLIMK MOTaT a CE YCHJISIT.

UMYHHUAT OTrOBOp MOXeE Aa Obae HaManeH, ako MauHeHTBbT € NMOAN0XKEH HA UMYHOCYTPECUBHO
TICHYEHHE.

Cnea MMyHM3auMs ¢ BAKCHHA CpELLy IPUN ca HabnoaaBaHA QanllvBoO NOJIOKHTENHN pe3ynTaTH
IpU CEPOJIOTHYHM TECTOBE, NPHU KOUTO € M3noa3saH MeToabT ELISA 3a orkpuBaHe Ha aHTUTENA
cpewy HIV1, xenarur C u ocobero HTLV 1. Western blot TexHukara oTXBbLPIIS Te3u GalMBO
nonoxkutenHd pesynaratd ot ELISA rtecra. [lpexognvre danuvBo MONOKHUTENHH pe3ySITATH
MO€ a c€ Ab/KAT Ha IgM oTroBopa KbM BakCHUHATA.

4.6. bpeMeHHOCT H KEPMEHE
He e npuioxkumo.

4.7, EdexTn BLpXY ¢nocoOHoCcTTA 32 opHpaHe H pabtoTa ¢ MAIIHHK
He e npunoxumo.

4.8. HexxenaHH JIeKapCTBEHH pPeaKIHK

HEXEJIAHHU PEAKLHIWHU HABJIIOJJABAHHA 1MTPH KJIMHUYHHU U3ITUTBAHWA:

besonacHoCcTTa HA TPUBAIEHTHUTE UHAKTHBUPAHU BAKCHHU CPEILLY MPHI € OLEHEHA TO BpEME Ha
OTBOPEHH HEKOHTPOJIMPAHH KJIIMHUYHU NMPOYYBAHHA, NPOBEACHHU B PE3YJITaT Ha U3HMCKBAHETO 34
FrORMIIIHA aKTyaln3auus, BKIOuBamiy noHe 50 aywn Ha Bu3pact mexay 18 u 60 ro
50 nywn B cTapuecka Bb3pacT Ha 61 roavHH W no-Bb3pacTHU. OueHKaTa Ha
W3BbpLIeHa Ha 6a3a NLPBUTE TPU AHYU Cliel BAKCHHALUATA.




CneaHuTe HEXKeENaHH PC€aKUHH Ca HAOMKOAABAHKU 1O BpEMC Ha KIWHHWYHH HW3NMUTBAHHA CbC

CJACOHATA HCCTOTA,

Muoro uectu (=1/10); dectu (=1/100, <1/10); neuectu (=1/1000, <1/100); peakn (>1/10 000,

<1/1000); muoro peaxu (<1/10 000), BritouBaLuH H30AKHPAHH CHLODUIEHHS.

Opranen kaac MHoro 4ectn yectn =1/100, HEYECTH peaAKn MHOr0 peaKH
>1/10 <1/10 >1/1,000, | >1/10,000, <1/10,000
<1/100 <1/1,000
Hapymenus Ha ['naBobonne*

HEpBHATA
CHCTEeMa

Hapymenns Ha

HUanoTasaHe *

KOXATA H

NOAKOKHATA

ThKaH

Hapymenus na Muanrus,

MYCKYJIHO- ApTtpanrus*

cKeleTHaTa

CHCTEMA H

CheAHHHTEJIHATA

TBKAH

Oomu TeMIepaTypa,

HApYUICHHS H HEpPa3NoJlOKEeHHUE,

e(PEKTH HA BTpHCaHE, yMOpa.

MACTOTO HA MecCTHM peakUuH:

NPHIONKCHHE 3auepBABAHE,
noayeaHe, 6onka,
€XHMO3a,
YNTBTHEHHE

* Tesu peakuun 0OMKHOBEHO NPEMUHABAT B paMKHTE Ha 1-2 peHa Oe3 neucHue

HEJXEJIAHH PEAKIIUHU ChOBILIIABAHHU OT INOCTMAPKETUHI'OBU HABJIIKOJJIEHUA:

Hexxenannre peakuvu choOUW@BaHW NPU NOCTMAPKETHHIOBH HaOJIOAEHHS ca 0 pEeaKLHUTE,

KOUTO CbLIO ca Ounu HabmoaaBaHu No BpeMe Ha KITHHUYHH W3TIUTBAHUS:

HapyuieHus Ha KpbBTA H TUM(QHATA CHCTEMA

[Ipexoana TpombounTOneHus, npexoaHa tumdaneHonaTus

HapyiieHHs Ha UMYHHATA CUCTEMA

AJICPTAYHH PEaKUMH, B PEJIKH CITYYaH BOAELUM A0 ILOK, aHTHOEAEM

HapywieHUs Ha HEpBHATA CUCTEMa




Hespanrusa, napecresus, (eOpHAHM  rbpYOBE,  HEBPOJIOMMUHH  HAPYIUEHHS,  KATO
€HUEDANOMHUEIIUT, HeBPUT U cHHIpoM Ha Guillain-Barre.

CbI0BH HApYLICHUS
BackyuT acounupan B MHOTO peaKH Cliyuad ¢ NPEXoAHO 3aciarane Ha Onbpeumre.

HapylueHnus Ha KOXKaTa v 10JAKONHATA ThKaH

['eHepanu3upaHu KOXKHH peakUuH, BKJIIOUWTENIHO NPYPUTYC, YPTUKAPUA HUIH HecneuuduueH
0obpuB.

4.9 Ipeposupane
Masnko BeposATHO € Npeao3upaHeTO Aa A0BEAC 10 HeOnaronpuaTeH edekT.

5 ®APMAKOJIOIrHYHHA CBOHCTBA

S.1. ®apMakoIHHAMHYHY CBOHCTBA

(PapmakorepanesTuuHa rpyna: BAKCHHA CPELLRY I'PUIT

ATC kon: JOTBB02

Ceponporekuuns 0OMKHOBEHO ce MOCTUra B paMkuTe Ha 2 10 3 ceamuum. [poabmkurenHocTra
Ha MOCTBAKCUHATHUSA UMYHHTET KbM CHOTBETHHUTE LIIAMOBE WJIM KbM WaMoBse, OU3KH 10
BAKCUHANTHWTE, BapHpa, HO 0OHKHOBEHO € 6 — 12 Meceua.

5.2, ©®apMaKOKHHETHYHH CBOMCTBA
He ca npunoxumu.

3.3. lIpeakIHHHYHK JaHEH 32 0€30TACHOCT.
He ca npunoxumu.

6. PAPMAILEBTUYHH JTAHHH

6.1 CoHchbK HA NOMOILIHHTE BelllecTBA

bydepen pasTeop:

. Hatpuer xJ1opua

. Kanuer xnopua,

. JAnnaTpues gochatr auxuapar
. Kanunes auxuapored dgocdar

. Bona 3a uHxkekumu

6.2 HecbBMEeCTHMOCTH
lHopaau sMnca Ha U3CAEIBaHUA 32 CbBMECTUMOCT, TO3H JIEKApPCTBEH NpoAyKT He TpabBa aa ce
CMECBA C APYTH JIEKAPCTBEHH NMPOAYKTH.

6.3 Cpok na rognocr
I roaunha.

6.4 CiennanHu ycJIOBHA HA CHLXPaHEHHe
Ha ce cbxpansasa B xnagunHuk (2°C - 8°C ).




,[[a HC CC 3aMpa3iBa. C"bXpElHFI BAHTE CIIpPHHUOBKATA BBLE BTOPHUYHATA OINIAKOBKA 34 J1d € 3alllMTCHA
OT CBCTJ/IHHA.

6.5 1anHH 32 OMAKOBKATA.

0,25 ml cycnen3us B npeaBapUTENHO HAMBAHEHA CIPUHUOBKA (CTbKIO TWO 1) ¢ npukperneHa
Mria, ChAbpiKalla 3anmywanka Ha Oyranoto (enactoMepHa xnopobpomModyTUn uiKn xJopodyTiHa)
—onakoska no 1, 10, vnu 20.

0,25 ml cycneH3us 8 npeasapuTeNHO HANbJHEHA CAPUHUOBKA (CThKIO THN 1) Oe3 urna,
CbhAbpKaula 3amyliajska Ha Oyranoro (enacroMepHa XxnopoOpoMoOyTUN WKW XA0poOyTH)—
onakoBka no 1, 10, wnu 20.

6.6. Cnennaanu npeanasHA MEPKH NPH H3XBbPJIsiHE H padoTta
Bcekn Heu3nosizBaH NpoAYKT M onaibyeH Marepuan TpsaOBa Aa ce M3XBLP/sS B ChOTBETCTBHE C
MECTHHUTE U3IHCKBAHMA,

[Ipenn ynorpeba BakcuHata TpaOBa 1a CC OCTaBH Aa AOCTUIHE cTaiiHa TeMIeparypa.
Ha ce pasknatu npeau ynorpeda.

7. AMe H aapec HA NPHTEKATEIA HA PA3PEIICHHEESTO 32 ynorpeda:
Sanofi Pasteur SA

2, avenue Pont Pasteur

69007 Lyon

DOpaHums

8. Homep na pa3penreHHeTo 3a ynorpeta
980 02 80

9. /lata na nbpBO pa3pemaBaHe/MoAHOBABAHE HA pa3pelilcHHETO 32 YIOTpebHa
[TLpeo paspeweHne: 02.09.1998
[loanossiBaHe Ha pa3pewicHHeTo: 30.12.2007

10. fara na akryaqd3HpaHe Ha TEKCTA,
Oxromepu, 2008




