KPATKA XAPAKTEPHCTHUKA HA HHPOIAYKTA
VACCIFLU® 2006/2007

BAKCH®JIY 2006/2007

1. THprosexe MMe Ha JieKapCTBEeHAA NPOAYKT

)
Vacciflu“2006/2007, uxxexiiuoHHa cyclieHCHs (IPHITHA BAKCHHA, IORBPXHOCTEH AHTHICH,
HHAKTHBUpaHa).

2. KonngecTBeH B KagecTBeH ChCTaB
TTOREPXHOCTHE aHTHTeHH (XSMarfiyTHHHH W HEBpPaMMHHIA3a)* Ha CICOHHTE I'PHITHH

BHPYCHH IIAMOBE:
A/Wisconsin/67/2005 (FH3N,)-like strain (A/Hiroshima/52/2005 TVR-142 reass.)

(15 pg haemagglutinin/dose)
A/New Caledonia/20/99 (HiN))-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)
* Pa3MEOKEHH B KOKOIM eMOpHOEH

BaxcuHara orroeaps Ha npemopekurte Ha CseroBHata 3npasea Oprammsamus (ceBepHO
HONyK5I00) ¥ pemnenuero Ha Esponelickus cpio3 3a cesona 2006/2007.
3a DOMOIIHHNTE BEINECTBa BHK 6.1.
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41. Iloxazanas
Hpodunaxrrka Ha rpun, 0cOOEHO NpH NANUEHTH ¢ OBHINEH PHCK OT YCIOKHEHHA.

s

42 Ho3upoBxa i HaumH Aa ynoTpeda
Brspacrau v rena Hax 36 Mecena: 0,5 mli
Jena ot 6 ao 35 Mecela: KIHEMYHHTE JAHHHU Ca OTPaHUYCHH; H3ION3BAHHA Ca JIO3U
ot 0,25 ml mm 0,5 ml. 3a gena, KouTo HE ca OMIM MMYHH3HpaHH, C& NpEeNopbYBa
TIOBTOPHA MMYHH3AY(MS CIIe FRTEPBaX HE IO-MalbK OT 4 CeIMMITH.
Wmysnzanusra TpaOea Ja ce HaupaBH HHTPaMYCKYITHO HIH JbI00KO HOMKOMKHO.

4.3. IIpormeomokazanms
CRpBXYYBCTBHTENIHOCT KBbM HSKOS OT CHCTABKHTIE HA BAKCHHATA WM KBbM SIIA,
sitgen Genrek (Vacciflu me cranpxa nopede or | MuKkporpam opanbymuH B 103a),
formaldehyde, cetyltrimethylammonium bromlde’ polysorbate 80 wiH gentamycin.
Ilpn namwentr ¢ ¢edbpunHE CHCTOSHUI H(JIH OCTpPI m@enﬁ«m MMYHH3AMHATA
TpaOBa a2 ce oTnoxH! i
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Crenpanan NPpOTHEOIIOKAIAHAA H CIICIHANHN NPEayIIpe:xxpennsa 32 yImTpeﬁa
Kaxro IpH BCHYKH BaKCHHH 3 HIDKEKIIHOHHO UPHIIOKECHHC, BEHATH TpH6Ba Ja AMa

IOTOBHOCT 3a MCIHKAMCEHTO3HO JCHUCHHE H HaOmoneHne B CJIY‘Iaﬁ Ha pajxKa
a.Ha(I)HIIaKTH‘IHa peaKiis cnen NoCTaBAHS Ha BAKCHHATA.

Vacciflu® 2006/2007 suxora He TpadBa na ce IprIAra BETPechI0B0!

IMp wanpeHTH ¢ €HIOTGHHA WIH ITPOreHHa MMyHOCynpecHs, oDpasyBaHeTo Ha
AHTHUTENIA MOJKE Ja € HENOCTaTHYHO.

JekapcTBeHd 1 APYrd B3aumMogeHcTBHA
Vacciflu® 2006/2007 moske Ja ce Ipunara eZHOBPEMEHHO C APYTH BakcHHH. B Tesu

Clyuayl MMYHH3alUHsTa Tpsa0dBa Ja ce NpaBH Ha OTHENHH KpalHMIHW. BB3MOuHO €
YCANBaHE Ha HeXeNaHuTe JIeKapPCTBeHH peaKiiy.

Ilpu nanpeHTH HA HMYHOCYIIPECHBHO JEeUeHHE, MMYHOJIOTHIHMAT OTrOBOP MOXE J1a
ObJie TTOHHKEH,

Be3MoxHE ca (anuBO-TIONOKATENHE PE3yITaTH B CEpOJIOTHYHHTE TECTOBE 3a
oTKpHuBare Ha amrTurena cpemty HIV1, Hepatitis C (HCV) u ocobeno HTLV], mo
meroga ELISA, cnexy mMymmsanms ¢ rpunsHa BakcuHa. Texmukara Western Blot
OmpoBeprasa Te3u pexynrard. IIpexomsara ¢ammiBO-NONOXKUTEIHE PEaKiEd MOXeE
Ja ce AboKkA Ha IgM otroBopa, mpequ3BHKaH OT BAKCHHATA.

BpemennocT u kppMeHe

Orpanmgenust 6poii JaHHA OT BaKCHHEpaHe Ha OpeMEHHN JKeHH HE JlaBa OCHOBAaHHE
Jia CE CYMTa, Y& HEKEIAnMTe JISKAPCTBEHH PEaKNMH 32 IUIoja U MalKara ce ABbIDKAT
Ha BakcuHaTa. CaHTa ce, ye BakCHHATa MOXC Jia CE IpHjara OT BTOPHI TPHMECTHD
Ha OpemenHocTTa. 1lpH OpeMeHHH KEHH, IPX KOUTO 3/IPABOCIOBHOTO HM CBCTOSHHE
npefnoNara MOBHIIEH PHCK OT BB3HHKBAaHE HA YCIOXKHEHHMA IpH [PHIH, <€
OpeNophyBa IPHIOKEHHETO Ha BAKCHHATA Ja CTaHE HE3aBHCHMO OT CTajus Ha
OpeMeHHOCTTA.

Vacciflu® 2006/2007 Moxe 1a ce I0N3Ba 10 BpeMe Ha KEPMEHE.
EdiexT BLpPXY ciocodHOCTTA 32 mMogupane B padoTa ¢ MANBHA

Vacciflu® 2006/2007, me nopmmsa cmoco0HOCTTa 3a mHopupane u pabora ¢
MaIuHHH.

Hexenanu JexapcerBedd peakuin
Hesxenany JilekapcTBEHH peakIud, HAONIOAaBaHM 110 BpeMe HA KIMHHYHH
HPOYYBAHMS:

BesomaciocTra oT INPHIQKEHUETO Ha TPHBAJICHTHATAa HEAKTHRHpaHA TIPHIHA
BAKCHHA € YCTAHOBEHA B OTBOPEHY, HEKOHTPOJHMpAHH XIHHHYHH IIpOyJIBaHHS,
TIPOBEACHH CHIMIACHO H3MCKBAHETO 33 TOAWIIHO AKTYAH3UPaHe Ha IAMOBETE, KOUTO
BKIOUBAT Haii-manko 50 nanwenra Ha Br3pact 0T 18 no 60 rogusu v Haii-manxo 50
BB3pacTHH namueHTH Ha 60 1 nosewye romuan. Onemka Ha Oe3omacHOCTTA €
HA3BELPIIBAHA B IBPBHTE TPH IHH CIICHK BAKCHHAIHATA.

Hexenanure JIEKapCTBCHH peakitin ¢a I/I36p03HH CIIOPEA HCCTOTATa HM.

Hesxenany  TeKapCTBCHM DEaKNpM, HaOmonaBaHy 10  BpeMe Ha KIWHAYHU
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4.9.

CucreMHH: TIOBHINABaHE HA TEMIEpaTypara, OTHANHAIOCT, BTPHCAHE, YMOpA,
riapo0onue, H3NOTABAHE, MUAITHN, apTpanThd. 1e3H peakigr OOHKHOBEHO
OTHIYMSBAT 03 NIeueHHe 3a eHH-JBa JHY.

EOII'bJIHIfITeJTHO OT NOCTMApKCTHHUTOBH Ha6JIIOQBHH}I ca NOoKHaneadu H CICAHHTC
HEXETAHH JICKapCTBEHH PEAKITHN:

Heuectu(>1/1000, <1/100):
TeHepalu3Mpany KOKHH OOpHBH, BKIIOYMTERHO M NPYPHTYC, YPTHKAapusl HIH
HecnenmudryeH oOpus.

Pemxu(>1/10000, <1/1000):
HEBPAITHS, APECcTe3Us, KOHBYICHH, IIPeX0OiHa TPOMOOIATONEHMS.

Crobmapand ca aNeprdHy peakyy, B peAKH CIy9ad BOACIOHA 0 MOK.

Muoro pepxu (<1/10000):

BACKYJIMTH C IIpexoHO O660pedHo 3acsraHe.

HEBPONOTHYHE 3a00NsBaHus, KaTo eHuedaloMHEIHT, HEBPHT H CHEZpOMa Ha
Guillain Barré.

Ilpenoszupane
INpeno3upakero € Manko BEPOSTHO Ja NOBEAE [0 HeXeNaHn eexTH.

PapMaKoIOYATHHE JAHHA
5.1. dapMaxoAUHAMHYHH CBOiCTBA

CeponpoTexnus OOMKHOBEHO Ce MIOCTHIZ B paMKHTe Ha 2-3  CeOMMIH.
IpomsipkuTeNHOCTTa HA MOCTBAKCHHANHHA HMMYHHTET KBM XOMOJIOKHH HIH KBM
Onu3KH 1O BaKCHHATA IAMOBE Bapupd, HO 0buxHOBEHO € 6 Ao 12 Mecena.

5.2. dapMaKkOKHHETHYHH CBOHCTBA
Henpunoxumu.

5.3. IHpeaxauEHTHA J2HAE 32 DesomacHOCT
Henpunosxuamu.

dapmManeBTHYHH JAHHH
6.1. Couckrk HA NOMOHIHATE BEINECTBA

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. DmEKO-XHMHIHH HECHBMECTHMOCTH
Iopayu ATICa Ha IPOYIBaHKA OTHOCHO CHBMECTMMOCTES; FO3H JIeKapCTBCH NPOXYKT
He TPAOBA 2@ ce cMeCBa ¢ JPYTH JEKapCTBEHH NPOSYKTH. o

6.3. Cpox Ha roagocT !
1 roguna. \ i
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6.4

6.5

6.6.

CrienipaiHH yelIOBUS H2 ChXPaHEHNe

Vacciflu® 2006/2007 tpabra na ce chxpamsra Hpu TemnepaTtypa +2°C mo +8°C (B
xnagumHuk). Ma He ce sampasseallla ce nasu or ceemnuual/la ce chXpaHsBa Ha
HENOCTHIIHA 3a Jera Mectal

Jdaxng 3a onakoBKarTa
0,5 ml, MHEXEKIMOHHa CYCIIEHCHS, B IIPEJBAPUTENIHO HATBIHCHH CIPHUHIIOBKH
(erwKno, TaI I), B onaxoska mo 1.

Hpenopskn npa ynorpeda

IIpenu ynotpeba Vacciflu® 2006/2007 tpsbea ha ce ocraBu Ja AOCTHIHE CTaiiHa
temneparypa. [la ce pazxiaru npexn yrorpeba.

Koraro usnomseare nozupoeka ot (0,25 ml, uaTnackaiite npemsara 9act Ha OyTanoTo
TOYHO JIO Kpas HA M3IBKHAINS NOJHHPOIUNIECHOB NPECTeH. 1aka B CHpPHHIOBKATA
OCTaBa JOCTATHYEH 00eM OT BAKCHHATA, NOIXOSII 32 IPHIOKEHHE.

Hve b agpec Ba DpATEXaTel HA paspemeHHeTo 3a ynorpebda
Solvay Pharmaceuticals B.V.

C.J. van Houtenlaan 36, 1381 CP Weesp

The Netherlands

PerncrpanioHeH HoMep B peracTbpa mo wi. 28 3JAXM.
N.20000716/19.11.2000.

ITepeo pazpemenue 32 ynorpeda Ha JeKAPCTBEHIS HPOAYKT
1980 r., Xonannas

Hara ya (9acTAYHA) AKTYAIH3ANKHS HA TEKCTA.
Maii, 2006 r.




