MSHBHHHTEHHA ATEH LA no IIEKAPCTBATA

KPATKA XAPAKTEPUCTHKA HA IIF
HHOJIYBAK 2008!20:09

INFLUVAC® 2008/2009

1. THproscko HMe Ha JIeKAPCTBEHHA NPOAYKT
Uudnysak 2008/2009 wmmxexmmonHa cycneHCHs (BakCHHA Cpelny TIPUII, IIOBBPXHOCTHH

aHTHTe€HH, HHAKTUBUpaHA).

Influvac® 2008/2009 suspension for injection Influenza vaccine (surface antigen, inactivated)

2. KoIndecTBeH H KAa9€CTBEH CHCTAB
IIOBBpXHOCTHH aHTUTeHH (XeMariyTHHHH H HeBpaMWHHK/1a3a) HA CICAHUTE TPHIIHA BHPYCHH

IJAMOBE*:
A/Brisbane/59/2007 (H N\ )-like strain (A/Brisbane/39/2007 IVR-148 reass.)

15 mukporpamMa **

A/Brisbane/10/2007 (H;N»)-like strain (A/Uruguay/716/2007 NYMC X-175C reass.)
15 mukporpamMa **

B/Florida/4/2006-like strain (B/Florida/4/2006)

15 mukporpama **
B 0,5 m! noza.

* DA3MHOMEHHU B KOKOIIH €eMOPHOHH OT 37IpaBH KOKOILIKH
** XeMariayTHHHH

Bakxcunara otroBaps Ha npenoprkute Ha CeeroBHara 37paBHa Opranuzanus (CEBEpHO
MoNyKsa00) B pemeHueTo Ha EBponeiickus cbio3 3a cezona 2008/2009.

3a TOMOLIHUTE BEIIECTRBA BIXK T. 6.1.

3. JlekapcTBeHna gopma

HMHXEKIMOHHA CYCIICHCHS B IPEeABAPUTENIHO HAIBJIHEHH CIPHHIOBKH; OHcTpa Oe3nBETHA
TEYHOCT B MOHOJI030Ba €IHOKpATHA CIIPHHIIOBKA (CTHKIIO, THI ]).

4, KIauHAYHeH JaHHH

4.1. TepaneBTHYHH NOKA3AHNA

[IpodunakTka Ha rpui, 0cobeHO NpH NAHEHTH C IOBHIIEH PUCK OT YCIOKHECHHA.
Ynorpebara Ha MudayBak 2008/2009 tpsabBa s1a ce 0CHOBaBa Ha OPpHIHAIHY TIPETOPEHKH.

4.2 dozHpoeBKa H HAYHH Ha ynorpeda
Br3pacTau n gena Haxg 36 mecena: 0,5 ml.

Jlena ot 6 10 35 Mecena: KIMHWYHHATE JAHHK ca orpanmend. Manomssani ca ] MOT 0,25 ml
i 0,5 ml. 3a fena, KOMTO He ca OHIM BaKCHHHpPAHH, Ce npenopr.gﬂa*ﬁﬁ“

CJIe]] HHTEPBAJI HE IIO-MaIbK OT 4 CeaMHIIH.
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3a HHCTPYKIHATE 3a NPHICKCHHE BHK pa3aen 6.6.

4.3. IlporuBonokazanuga

CBpBXYYBCTBUTETHOCT KbM aKTHBHHATE CYOCTaHIHH, KBM HSIKOE OT NOMOINHHTE BEINECTBA HIIN
KBM gifna, nuaeimky oenteK (Mudmysax 2008/2009 He chrapp:xa nmosede oT 1 MUKporpaM
OBAIOYMHH B J103a), hOpMaNAeXu/i, HeTHITPHMETHIaMOHUEB OpoMuy, nomacopdar 80 unu
reHTaMUIHH.

[Tpr nanupeHTH ¢ GeOPHITHY CHCTOSHUA MITH OCTPH HHPEKIMHA, HIMYBH3annATa TpAOBA 18 ce
OTIOXH!

4.4 Cpneunaj HH npeAynpexIeHUs U JIPeANA3HA MepPKH NIpU ynorpebda

KaxTo npy BCHYKM BAKCHHH 32 MHXXEKIIMOHHO MPUIOKEHHAE, BUHArK TPAORA 1a IMa TOTOBHOCT
33 MeIMKaMEHTO3HO JICUCHHE ¥ HAOII0IeHNE B ClIyuail Ha aHa(UIaKTHIHA peaKUms Cliel]
[IOCTABsAHE Ha BaKCHHATAa.

Uudnayrax 2008/2009 aukora He TpadBa z1a ce npUiara BsTpechA0BO!

{Ipu nanpeHTH ¢ SHIOTEHHA MIIH STPOreHHa MMYBOCYIIpecHs 00palyBaHeETO Ha aHTHTENA MOXKE
14 € HeAOCTATHYHO.

4.5. BiaumoaeciicTEHue ¢ IPYTH JeKAPCTBEHH NPOAYKTM U APYIrH GOPMH HA
B3aHMOCHCTBHC

Undnyrak 2008/2009 moxe ga ce npuinara €THOBPEMEHHO ¢ APYIrH BaKCHHHA. B Te3H cirydan
HMYHH3aH4ATa TpAOBaA J1a c€ NpaBH HA OTACIHH KpaWHHIIU. BB3MOXHO € YCHJIBAHE Ha

He)KeIaHHUTE JICKapCTBEHU pEeaKI[iH.

[Ipu naeHTH Ha KMYHOCYIIPECHBHO JICYeHHE, HMYHOJOTHYHUST OTTOBOP MOXKE J1a OBIIe
IIOHUKEH.

BB3MOXHH ca GamIHUBO-TIONOKHTEIHE PE3YIITATH B CEPOJIOTHYHUATE TECTOBE 3a OTKPUBAHE Ha
antutena cpemy HIV1, Hepatitis C (HCV) u ocobeno HTLV1, no Merona ELISA, cnen
WMYHH3allHA ¢ BakCHHa cpemny rpun. Texnapkara Western Blot onposeprasa gammumso-
nonaoxurenHutTe pesynrata oT ELISA Tect. [Ipexoanara danmmBo-noI0XKuTenHa peakiyud
MOXKe Ja ¢€ IBIKH Ha [gM oTroBopa, mpeAn3BUKaH OT BAKCHHATA.

4.6 bpeMeHHOCT N KBpPMEHE

OrparnderuaT Opoii JaHHK OT BAKCUHMpPaHE Ha OpeMEHHH XEHH HE faBa OCHOBaHHE Ja ce
CYHTA, YC HEKEJIAHHTE JIEKaPCTBECHH PEaKIMM 3a IUT0Aa ¥ MalikaTa ce Jb/KaT Ha BaKCHHATA.
CumTa ce, Ye BakCHHATa MOXKE J]a C€ IIPHJIara oT BTOPHs TPUMECThp Ha OpeMeHHocTTa. [1pH
OpeMEeHHH XEHH, IIPHA KOUTO 3APAaBOCIOBHOTO UM CHCTOSHHE IIPEIo/iara MOBHIIEH PUCK OT
BB3HMKBAHE HA YCIOXKHCHHUSA [IPH TPHII, C€ NPENOphYBa IIPHIIOKESHUETO HA BAKCHHATA 1 CTaHE
HE3aBHCHMO OT CTAAUs HA OpPEMCHHOCTTA.

Vndmyeak 2008/2009 Moxke 1a ce 1101384 [10 BpeMe Ha KbPMEHE.
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4.7. EdekTH BHpXY CIOCOOHOCTTA 32 ModUPpAHE H paﬁo;m/ I’:IMHPﬁlﬂH

4.8. Hexenann JeKapcTBeHH PeaKIuH fi uﬂ__, m%m ‘ f
HEXEJIAHU JEKAPCTBEHU PEAKUWW, HABJIIO \F ﬂ“iBPEﬂE HA
KIIMHUYHY [TPOYYBAHK S e
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be3zomacHOCTTA OT IPUIOKEHUETO HA TPUBAICHTHATA HHAKTUBHPAaHA BaKCHHAa CPEINY I'PHII €
YCTaHOBECHA B OTBOPEHH, HEKOHTPOJIMPAHU KIHHUYHH [IpOoY4BaHUA, IPOBEOEHU CBHIIIacHO
H3HCKBAHETO 3a FOJAKIIHO aKTyallH3HPaHe Ha [aMOBETe, KOUTO BKIIIOYBAT Hai-Maxo 50
BB3PACTHHM NarMeHTH OT 18 mo 60 roauHu ¥ Hail-Manko 50 MallHeHTH B CTap4ecKa Bh3pacT Ha
61 u moeeve roguHu. OlieHKa Ha 0€30MaCHOCTTA € H3BBHPINBaHA B IBPBUTE TPH AHHU ClIe]

BAKCHHAIIHATA.

HexxenanuTe neKapCTBEHH pPEaKIUK ca H30POECHH CIIOpea YECTOTATa UM.

C.TIEQHHTE HCXKCIdHHA JICKADCTBCHH PCAKIIHH, Ca HB.GJIIOQ&B&HH 10 BpCMC Ha KIIHHHYHH

[IPOYYBAHUA ChC CIEIHATA YECTOTa: MHOTO decTH (>1/10); wectu (>1/100,<1/10); nevectu (>1/1

000,<1/100); peaxu (=1/10 000,<1/1 000); muoro peaxu (<1/10 000), BIIOYHTENHO H3OIHPaHH

CITy4aH.
Cucrema - opra” Muoro | Hectu Heuectu Peaxu MHOTO
YECTH (>1/100,<1/10) o pPEaKH
’ >1/1 000,<1/100) [ (=1/10 000,<1/1 000)
(>1/10) ( (<1/10 000),
Hapymenus  Ha [ maBoGonner
HEpPBHA CHCTEMA
Hapymenus na HznoTseane*
KOXKara
IOJKOXKHATA
THKaH
HapyiueHus Ha Muayrus,
MYCKYJIHO- apTpanrua*
CKEJICTHATA
CHCTEMA U
CHCAMHUTEIIHATA
THKaH
O01mu TeMnicpaTypa,
HAPYIICHUA H OTHaIHAIOCT,
cekTH Ha TpenepeHe,
MACTOTO Ha yMOpa
IPHIIOKCHHU
P CHHC JloxamHu
peaKIfu:
3agepBsaBaHe,
noayBaHe, OOlIKa,
EKXMMO3a,
MH Ty panus”

* Te3n peakiliH OOMKHOBEHO OTIIYMABAT He3 neucHue 3a 1-2 1HH

HEXEJIAHU JIEKAPCTBEHW PEAKITAU IOKJIAJIBAHU OT IOCTMAPKETHHI OB

HABJIIQJIEHUS

oMb IHUTEHO KM HEXKETAHHTE JIEKAPCTRBEHH PeaKIHA OT KIHHUYHUTE IPOYUBAHU, Ca
Ha0I10/1aBaHy CIICAHUTE HEXEIIAHH JICKAPCTBEHU PEeaKIuH, JOKIAABAHK OT HOCTMAPKETHHIOBH
e h-.""--._"‘-

HAaOJIONEHUA:

Hapyinenud Ha KpbBTa H TUM(pHATa CHCTEMA:

npexojHa TpoMOOLUTONEHN, TpeXoAHa TUM(paIeHONATHS
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HapyineHus Ha HIMYHHATA CHCTEMA:

AJICprAudHH peaKknyu, B peJKH CIy4yaH BOJACIIH A0 IIOK, aHTHOeAEMa

Hapyiienusi Ha RepBHAaTa CHCTEMA:
HEBpaITrus, mapecTe3nd, GeOpHIHA KOHBYJICHH, HEBPOJIOTHYHH CMYIICHAA KaTo
eHLedaIoMHAECTNT, HEBPUT B cHHApoM Ha Guillain Barré

CbJ0BH HapYIICHHUS:
BackynnuTh, cCBEp3aHHd B MHOT'O PEJIKH CIIy4aH ¢ Ipexogao 660pedrHo 3acsiraHe

Hapymienns Ha Ko)aTa ¥ DOJKOKHATA THKAH:
reHepaIH3HpaHl KOXKHH OOPHBH, BKIIOUHTEIHO H IPYPHTYC, YPTHKAPHA MIIH HecienupuIeH
oOpuB.

4.9. IIpenozupane
ITpeno3upaneTo € MATKO BEPOATHO J1a JAOBEE IO HEXeNaHH e¢eKTH.

5. PapMaKOJOrHIHH CBOHCTBA
5.1. dapMakoguHAMHAYHH CBOHCTBA
dapmakoTepaneBTudHa rpyna;: Baxcuna cpemy rpun, ATC xon JO7BB02

CeponpoTeKiHs 0OHKHOBEHO Ce IIOCTHTa B paMKHTE Ha 2-3 ceaMuli. [IpoAsnkuTeIHOCTTA Ha
INOCTBAaKCHHATHHA MMYHHTET KBM XOMOJIOXHH HJIH KbM OJM3KM 40 BAKCHHATA LIaMOBE BapHpa,
HO ODHKHOBeHO € 6 1o 12 Mecena.

5.2. <PapMaKOKHHETHYHM CBOHCTBA
HenpunoxumMu.

5.3. IlpeaxkJnHAYHH JaHHH 32 0e30mMaACHOCT
Henpuioxumy.

6. OapManeBTHYIHA JAHHH
6.1. CoHcbK Ha IOMOIMHAMNTE BellleCTBA

KanueB xi0pua, kannes JUXHUAporeH ¢ocdar, muHaTpueB pocdar JUXuaApaT, HaTpHEB XJIOPUA,
KaJHEB XJIOPHJ, MAarHE3UEB XJIOPH XEKCaxuApaT, BOAa 32 UHIKEKIINH.

6.2. HechBMeCTHMOCTH

[lopanu munca Ha NpOYYBaHHUS OTHOCHO CHBMECTHMMOCTTA, TO3M JIEKAPCTBEH IIPOAYKT HE
TpsOBa N1a ¢ce CMEeCBa C JPYTH JICKApPCTBEHH MPOJYKTH.

6.3. Cpok =Ha rogsocTt
1 roguna.

e —,
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6.4 ChnenuanHg yC/JIOBHS HA CHXPaHeHHE L,H r\
HUudnysak 2008/2009 tpabBa na ce coXxpaHsaBa B XUTaAUIHUK I1pH yéfmé aggpa

+8°C. Ha He ce 3ampassaBal /la ce masu ot ceetnuHa! Ja ce ¢bxpa
MecTa! |




6.5 [laHHM 3a OMAKOBKAaTA
0,5 ml MIKEeKIMOHHA CYCIIEHCHA, B MpeABApHTEIHO HA'hIHEHA CIPHHIOBKA (CTHKNIO, THII 1), B
OIIAaKOBKa IO 1.

6.6. CpenuajHu Opeana3HH MepPKH OPH A3XBLPJIsAHe H padoTa
Heusnon3eaHara BakCMHA M OTHANBYHUTE MaTEpHANH OT HEA TPAOBa J1a C¢ HIXBHPIAT B
CHOTBETCTBHE C MECTHHTE M3HCKBAHHS.

IIpenn ynotpeba Uadnypax 2008/2009 tpabpa aa ce ocTaBH Aa JOCTHIHe cTaliHa
TeMmeparypa. Jla ce paskiaTy npeau ynorpeoa.

Koraro u3nonzeare nosuposka ot 0,25 ml, u3Tnackaiire npeaHara 4acT Ha OyTaI0TO TOYHO A0
Kpad Ha H3IbKHAIMS HONMHIIPONNJIEHOB NPhCeTed. Taka B CIpHHIIOBKATa OCTaBa JOCTaThUEH
o0eM OT BaKCHHATA, NOAXOIAII 33 IIPHJIOKCHHE.

Bux paszen 4.2.

7. Hme u aapec Ha NPHTEKATENS HA pa3peiliecHHeTo 32 ynnoTpeba
Solvay Pharmaceuticals B.V.
C.J. van Houtenlaan 36, 1381 CP Weesp

XOoIaHnans

8. PerucrpaiMoHeH HOMep B perucTepa no wi. 19, 1. 3 or 3JIIIXM
N.20000716/27.07.2005.

9. IInpBo paspenieHde 3a ynoTpeda Ha JIeKAPCTBEHHA NPOAYKT
1980 r.., Xomanmus

10. JlaTa Ha (9acTHMYHA) AKTYAJIH3ALMA HA TEKCTA.

May, 2008 r.
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