KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA
INFLUVAC® 2006/2007

HHOIYBAK 2006/2007

THProBcKO HME Ha JEKAPCTBEHHS HPOAYKT

Influvac®2006/2007, REKEKHEOHH CYCTICHCHS (rpuItHa BakcWHa, NOBEPXHOCTEH AHTHICH,
HHAKTHBYMpPAHAa).

KoangecrBen 1 KaJecTBEH CHCTAB
TToBEpXHOCTHA aHTHreBy (XeMariyTHHMH H HeBPaMHHHIA3a)* Ha CICAHATE FpHIHHA

BHPYCHH IHaMOBe:
A/Wisconsin/67/2005 (HsNy)-like strain (A/Hiroshima/52/2005 IVR~142 reass.)

(15 pg haemagglutinin/dose}

A/New Caledonia/20/99 (H;N;)-like strain (A/New Caledonia/20/99 IVR-116 reass.)

(15 ug haemagglutinin/dose)

B/Malaysia/2506/2004-like strain (B/Malaysia/2506/2004)

*

(15 pg haemagglutinin/dose}
Pa3MHOXXCHH B KOKOIIM eMOPHOHE

Bakcunara oTrosaps ma npenoppkute Ha CseroBnara 3xparHa Opranuzanus (CepepHO
nonyxsn00) u penrenvero Ha Esponefickus cpro3 3a cezona 2006/2007.
3a noMoIIHHATE RemecTBa BHx 6.1.

Jlexapereena gopma

MHHACTERCTEO0 A SLPABEONASEAN

TG

Huxexamonna CYCUEHCHS B NPEXBAPHTCIHO HATBIHCHI CHPHIEH’Q'BKHH”% Rk

Kapnaaua nanpm (/,’//”LL/// 100504 % g
4.1. Ioxasannsn oEdi EBM- B
Ipobunakraka HAa TPHO, 0COOEHO HpH NAIMEHTH C ITOBKMINCH PHCK OT YCIOXKHEHHS.
4.2  /o3MpoBKAa H HAYHH Ha yHoTpeda
Bnapactiu u aena Hag 36 Mecena: 0,5 ml
Jena ot 6 no 35 Mecepa: XITHHHYHATE JAHHA €A OTPAHEYSHN; HAMON3BAHM €a 03U
or 0,25 ml mmu 0,5 ml. 3a zena, xonTo He ca QUM WMYHM3HPAaHH, Ce HpenophuBa
HOBTOpPHA MMyHM3aIHs CICH HHTEPBAT HE TI0-MallbK 0T 4 ceAMHIY.
VimynmzanpsTa TpadBa fa ce HAUPABH HHTPaMYyCKyIHO HIHE ApA00KC ITOAKONKHO.
4.3. IIporasonoxazanus

j1aspetianne 32 yaoTpeba o \u\r);x)-{, Q_, ¥),0¢

CBpBXYYBCTBHTCIIHOCT KBM HAKOS OT CHCTABKHTE Ha BakcuHaTa HAM KBM siina,
sigen 6entrx (Influvac Be chABpiKa MOBede OT 1 MUKporpaM oBanOyMHH B J1034),
formaldehyde, cetyltrimethylammonium bromlde "’polySorbate 80; mum gentamycin.
IIpy nanuwerTH c (GeOpHIHA CBCTOSHHS MIT ocrpn nmj)emﬂf/}? HMYHU3aITHATA
TpaOBa Aa ce oTnoxu! o f




4.4

4.5.

4.6.

4.7.

4.38.

CrenpaaHy NPOTHBONCKAZAHHA ¥ CNENAANHE NPERyNpeRIeHIS 32 yiorpeda
KaxTo 1ipy BCHYKH BaKCHHH 32 HHXKEKIMOHHO NPHIIOJKeHHE, BHHATY TpsOBa Ja HMma

IOTOBHOCT 34 MEJHKaMCHTO3HO JICUCHHE H Haﬁnm,ueﬂne B CII}”—Iai"I Ha DpiIaKa
aHaCbeIHaKTPI‘-IHa PEaKIHS CIeX NOCTAaBAHE Ha BAKCHHATE.

Influvac® 2006/2007 auxora He TpsOBa Aa ce mpuara BEIPECHI0Bo!

Ilpy DaLMEHTH C EHAOreHHA WM STPOreHHA HMYHOCYIpecHs, oOpasyBaHETO Ha
aHTHTENa MOXKE /1A € HeOCTaTHUHO.

JlexapeTBeHH H JpYra B3aumoxeiicTBHS
Influvac® 2006/2007 moxxe na ce nipunara eTHOBPEMEHHO ¢ JIPYTH BakcHHH. B Te3n

CIHydau MMYyHM3AaUHATa TPAOBa N2 ce NpaBd HA OTHEIHH Kpaifsauiu. BB3MOXKHO e
YCHBAHE HA HESKENAHUTE JIEKAPCTBCHH PECaKITHH.

[Ipu nanmesTH HA HMYHOCYTIDECHBHO JICYEHME, MMYHOIOTHYHHAT OTIOBOP MOXKE Jia
OLRe TOHMKEH.

Br3moxu# ca (QamnHBO-IIONOMHTENHA PE3YNTATH B CEPOJOTHYHHTE TECTOBE 3a
orkpusane Ha anTurena cperny HIV1, Hepatitis C (HCV) u ocobeno HTLV1, nmo
meroga ELISA, cnen umyswzamys ¢ TpHNHa BakchmHa. [exHukara Western Blot
onposepraea Te3H pesynrard, [Ipexonsara GalnMBO-IIONONKATENHA PEaKIHI MOXKE
Jia ce XbIDKM Ha JgM oTroBopa, npeAu3BHKAH OT BAKCHHATA.

bpeMeHHOCT H KbpMene

OrpanrucHmIT OPOH JAHHY OT BAKCHHEpaHe HA OpeMeHHH JKeHH HE JIaBa OCHOBaHHE
Jia Ce CUNTa, Ye HEeXeNaHWTe IEKapCTBeHH PEeaKIWy 34 IUI0fla U Malikara ce OBJDKaT
Ha BakcuHara. CymTa ce, ue BaKCHHATA MOXKE JIa CE TIPHJIAra OT BTOPHS TPUMECTBD
Ha OpemensocTTa. [Ipy OGpeMeHEH XeHH, IIPH KOHUTO 3APaBOCIOBHOTO UM CBCTOSHHE
Tpeanoiiara NOBUIIEH PpHCK OT BB3HHKBAHE HA YCIOXHEHHsS IIPH IPHI, Ce
IPENOphUBa NPHIOKEHUETO Ha BaKCHHATA Ja CTAHE HE3aBHCHMO OT CTajus Ha
OpeMerHOCTTA.

Influvac® 2006/2007 moxe na ce moi3Ba IO BpeEMe Ha KbEPMEHE.

EdexTn BEpPXY cnnocodmoctTa 32 modupane 9 padora ¢ MAMAHKY

Influvac® 2006/2007, e noemasBa crocobHocTra 3a modmpaHe m paboTa C
MAIHHHH.

Hesxenanm JEKAPCTBEHH peakKIIHMI
Hexenanu JECKapCTBCHH PpeakinH, nabmojagagn 1o BpeME€ Ha KIHHAIHHA

IIPOyYIBaHHA:

bezomacsocTTa OT OpHIOXKCHHETO Ha TPHBAJICHTHATA HHaAKTHBHpaHa TpHIIHa
BaKCHHA € YCTaHOBCHA B OTBOPCHH, HEKOHTPOJHpAHH XKIHHHYHE IIPOYUBaAHHA,
MPOBCHACHH CBITIACHO H3MCKBAHETO 38 IOAHIE0 aKTyalM3HPAHS HA IIaMOBETE, KOHTO

BKJIOYBAT Hai-manko 50 namuenTta Ha Bs3pacT oT 18 xo 60 roxwan u Haif-Mamo 50
pp3pacTHA manuweHTH #Ha 60 u moBede rozwpH. Onesxka Ha Oe30nacmocITa €

H3BEBPIUBAHA B IEPBRTE TPH JIHH CIIE) BAKCHHAIIAATA.
Hexenanure JIEKapCTBCHH PEaKIHH Ca HSGpOBHI/I CIIOpEn YCCTOTaTa BM.
Hexenaun JNEKAPCTBCHE DEaKIiN, Habmonapany 110 BpeME€ Ha KHHHWYIHH

IPOYYBAHHS:
Yectu(>1/100,<1/10)

£

/,;;

Jloxamsm: 3adepBsBaHe, HoyBaHe, OOJKa, EKXHMOZA, BB3NANCHHUE, -



4.9,

CucTeMHH: NOBAINABaHE Ha TeMIEPaTypara, OTHANHAIOCT, BIpHCaHe, YMOpa,
rnapofoide, M3MOTIBAHE, MUANCHS, apTpanrds. Tesuw peakius OOHKHOBEHO
OTUIyMsBaT O€3 HeYeHHe 32 eANH-ABA JTHA.

EOH’LHHI‘ITCJIHO OT DNOCTMAPKETHHITOBH Ha6JI}()QeHI/Iﬁ Ca JOKNaNBaHH H CICAHHTE
HEXENaH! NICKAPCTRCHH PEAKITHNC

Hewecrn(>1/1000, <1/100):
reHepaM3Mpasl KOXHA OOpHBH, BKIIOYHTENHO ¥ INPYPHTYC, YPTHKApus MIM
HecHelH(HIeH 0DpHB.

enxu(>1/10000, <1/1000):
HEBPANTALA, NapecTe3Hs, KOHRYJICHH, NPEX0AHa TPOMBOIHTONICHNS.

CrodmaBany ca aNeprHYHK Peaknyy, B PeIIKH CIydayd BOJCIOU A0 HIOK.

Muoro penxu (<1/10000):

BACKYJIUTH C IIPEeXoiHO Ob0pedHo 3acaraHe.

HEBPONOTHYHH 3200/sBaHys, Karo ennedaNoMHesNT, HEBpHT H CHUHZpoMa Ha
Gnillain Barré.

Ipenozupane
TIpenozupanero € Malko BEPOSTHO Aa XOBEE J0 HEXeNanyu ehekTH.

DapmMaKoNOTHIHM JAHHN

5.1.

5.3.

DapmakogHIaMuEInNe CBOHCTBA

Ceponpoteknns oOMKHOBEHO ce INOCTHra B paMKHTE Ha 2-3  ceaMHIU.
TIpoABIDKMTETHOCTTA Ha NOCTBAKCHHAIAMS HMYBUTET KbM XOMONOKHH WIH KBbM
OIM3KA JO BakCHHATA INAMOBE Bapupa, HO 00HKHOBEHO € 6 Jo 12 meceua.

@apMaKOKHHETHYHM CBOHCTBA
HenpanosxumHu.

TpeAKIAHATHE JAHHH 32 0€30IIACHOCT
HenprioxuMu.

MapManeBTHIHH JAHHH

6.1.

CinchK Ha HOMONHHATE BeMIeCTRA

Potassium chloride 0.10 mg, potassium dihydrogen phosphate 0.10 mg , disodium phosphate
dihydrate 0.67 mg, sodium chloride 4.0 mg, calcium chloride 0.067 mg, magnesium chloride
hexahydrate 0.05 mg, water for injection to 0.5 ml.

6.2.

6.3.

D H3UKO-XUMEIHI HECEEMECTHMOCTH

Tlopanu nurica Ha IPOYYBaHHSA OTHOCHO CEBMECTHMOCTTA, 103K JIEKapCTBEH TPOAYKT
He Tp:A0Ba a ce cMecBa ¢ APYTH JICKapCTBEHH npoztyl{'m. E

Cpox Ba rogHOCT
1 roawnHa.



10.

6.4

6.5

6.6.

Cruenpajng yexogus Ha chXpaHenne

Influvac® 2006/2007 Tpabea na ce cexpaHspa npa temueparypa +2°C go +8°C (8
xnapunnauk). [a He ce zampaszsmallla ce masu ot cBemnmrallla ce cexpaHssa Ha
HEeAOCTRIIHHE 34 Jena MecTa!

Januu 3a onakoBKaTa
0,5 ml, MH)KEKITHOHHAa CYCIIGHCHS, B IIPEABApHUTENHO HANBIHCHH CIPHHIIOBKH
(creKno, Tan I), B onakorxa no 1.

ITpenopexy npu ynorpeba

Ilpemu ynotpeba Influvac® 2006/2007 tpsadea nma ce ocraBH Ha JOCTHrHE CTaiiHa
temaeparypa. Ja ce pasknary npexd yrnoTpeba.

Korato nznomnssare xozupopka ot 0,25 ml, usTiackaliTe npegHara 9acT Ha OyTanoTo
TOYHO [0 Kpas Ha H3UBKHAHMS NONUIIPONHIICHOB IPBCTEH. 1aka B CIpPHHIOBKATa
OCTaBa JOCTATHYCH 00eM OT BaKCHHATa, NOAXOASI 32 IPRIOKEHHE.

Hme 1 appec Ha HpuTeXATeIsA HA pa3peiecHAETo 32 ynorpeda

Solvay Pharmaceuticals B.V.
C.J. van Houtenlaan 36, 1381 CP Weesp
The Netherlands

Perncrpanuposen Homep B perucrspa no Wi 28 3JJAXM.
N.20000716/19.11.2000.

IILpBO paspemenne 3a ynorpeta na JeKapCcTBeHHS NPOXYKT
1980 r., Xonasmus

Jara na (gacragna) aKTyaaa3anms Ha TeKCTa.
Mait, 2006 r.



