KPATKA XAPAKTEPHCTUKA HETIBOTFIATERUMA N0 NEKAPCTBATA
VACCIFLU® 2007/20P8 MpunoxeHue kbM paspewerne 3a ynotpeta

BAKCHU®JILY 20072008 '
N oaTa ng rant MNoanuc:

1. THPropcko HMe HA JIEKAPCTBEHHS MPOXYKT 92 / 99 . LOOF o0 (09“} Xy ga{ 0%
H

Vacciflu®2007/2008 urxeKuHoHHa CycleHCHs (BaKCHHA CpeTy TPHL, TOBEPXHOCT
AHTHTE€HY, HHAKTHBHPAHA).

2. KoaudecTBeH B KA9eCTREH CHCTAB
[ToBBPXHOCTHY aHTHTEHH (XCMAaTIYTHHYH U HeBPaMUHE/a3a) Ha C/IeAHHTE IPHITHE BHPYCHH

INAMOBE*:
A/Wisconsin/67/2005 (H3Nz)-like strain  (A/Wisconsin/67/2005 NYMCX-161-B  reass.)
15 Muxporpama **

A/Solomon Islands/3/2006 (H1N1) — like strain A/Solomon Islands/3/2006 IVR-145 reass.)

15 muxporpama **

B/Malaysia/2506/2004-like strain (B/Malaysia/2506/2004)
15 maxporpama **

B 0,5 ml posa.

* PASMHOIKEHH B KOKOIIH eMOPHOHH OT 34paBH KOKOINKK
** XeMarTyTHHHH

Baxcumara 0TroBaps Ha mperopbkiTe Ha CeroBHaTa 3apasHa Opranusauus (CeBEPHO
HoNyKEI60) U pelnenneTo Ha Erpomnelickus cpo3 3a cesona 2007/2008.-

3a IOMOIOHUTE BEIEeCTBa BIXK T, 6.1.

3. JlekaperBena dopma

HBKeKIuoRHA CYCIEHCHS B IPEIBAaPHTENHO HATBLIHSHY CIIPHHIIOBKY; GHcTpa 6e30BeTHA
TEYHOCT B MOHOJ030Ba eIHOKpaTHa COPHAIOBKA (CTHKII0, THII [).

4. Kananyan Nanng
41. TepaneBTHIHA HOKAZAHHA
TpodunaxTaka Ha TPHN, 0coOeHO IIPH MAlMEHTH C NOBHIIEH PHCK OT YCIOXKHEHH.

Vnorpebara Ha Vacciflu® 2007/2008 Tpaba na ce ocHOBaBa Ha OQHUIHAIHE [PEHOPHKA.

42  Jo3MpoBKa H HAYHH Ha YIOTpeda
BrapacTuu u Aeua 5ax 36 mecena: 0,5 ml.

Tlema ot 6 710 35 Mecela: KIMHEYHHATE JAHHE ca OrpaHuueHy. Manonssan ca o3k ot 0,25 ml
wi 0,5 ml. 3a nena, kouro He ca OMNKM BAKCHHUPAHHY, ce PENOpbYBa HOBTOPHA HMYHHA3ANM
Cliely HHTEPBaN He TI0-MalbK 0T 4 CSRMHITH.

Vmynwsarnusra TpaOBa a ce HalpaBH HETPAMYCKYTHO HIH TBIO0KO MOTKOHKE
3a FHCTPYKOEHUTE 32 NPHIOKEHNE BIK pasnel 6.6.




4.3. IIporuBOonOKA3aAHEA

CBPEXUYBCTBUTENHOCT KbM AKTHBHHUTE CYOCTAHIHH, KM HAKOE OT ITOMOMEHTE BEINECTBA HiH
KBM stitna, matemxu Genrsk (Vacciflu® 2007/2008 re chappika nosede oT 1 MuKporpam
OBAIGYMHH B 032), bopManexuy, NeTHITPUMETHIaMORTeB GpoMu, mommcopbat 80 uim
TeHTAMHAITHH.

[Ipu mamuenTH ¢ HeOPUIIHE CHCTOMHES MK OCTPH HH(EKIIHA, IMyHH3anuaTa TpalBa 1a ce
oTnoxu!

4.4  CoeumajyHu upeaynpexIeHNs H NpefNasHI MEPKH IIPH yIoTpeda

KakTo npy BCHYKH BaKCHHM 3a MHXKESKIHOHHO IPHIOKEHNE, BUHATH TPAOBa fa HMa TOTOBHOCT
3a MEIHKAMEHTO3HO JieueHre u HadmoaeHue B ciydail na anaduiakTHIHA PeaKi(ds Cley,
TIOCTABAHE HAa BAKCHHATA.

Vaceiflu® 2007/2008 suxora He Tpabea a ce MpHIara BHTPECHIOBO!

ITpu nanuenTH ¢ €HAOTEHHA HITH ATPOTCHHA HMYHOCYIIpEeCH 06pasyBaHeTo HA aHTHTENIA MOXKe
Jia € HeZJ0CTaTLIHO.

4.5. BzaumojeiicTBHe ¢ XPYTH JeKAPCTBEHH HEPOAYKTH H APYTrd GopMH HA
B3aAMogelicTBHE

Vacciflu® 2007/2008 Moxe Ia ce npuiara eTHOBPEMEHHO ¢ APYTE BAKCHEY. B Te3u clryyau
HMYHUM3aIMATa TpA0BA A2 ce IpaBH Ha OTXEIHH KpaHHuy, BB3MOKHO ¢ yCHIBaHe Ha
HeJKeNIaHKTe JISKapCTBEHH PEAKITHH.

[IpH HaIHEesTH Ha EMYHOCYIPECHBHO JIeYeHRE, HMYHOJOTHIHMST OTTOBOP MOXe 14 OBae
TIOHIDKEH.

Bu3Moxsi ca GanmIaB-NON0KHTEIHA Pe3yITaTH B CepOTOTHIHNTE TECTOBE 3a OTKPUBAHE HA
autuTena cpenry HIV1, Hepatitis C (HICV) u ocobero HTLV1, mo meroma ELISA, caex
HAMYHM3aIHs ¢ BaKCHHA cpetny rpum. Texamkara Western Blot ompogeprasa ¢ammiso-
nonoxurenunTe pesynratu ot ELISA Tect. Ilpexonsara $annmiso-mono/KuTeHA PEaKITsL
MOXe Jia ce IbDKM Ha JgM 0TroBopa, IpeAH3BUKAH OT BaKCHHATA.

4.6 BpeMeHBOCT H KbpMEHE

Orpauggenwar 6poit NaHHH OT BaKCHHApaHe Ha OpeMEHHH JXEHY He /laBa OCHOBAHHE [a ¢
CYHTA, Y& He)KeIauuTe IEKApCTBEHH peakIliy 3a NIoAa ¥ MaliKkara cé IIb/DKAT Ha BAKCHHATA.
Cumita ce, Ue BAKCHHATA MOJKE 14 CE IpiJIara OT BTOPHS TPUMECTEp Ha OpeMendocTra. [Ipu
GpeMeHHH KEeHH, P KOHUTO 34PaBOCIOBHOTO UM CHCTOSHHAE Ipenoiiara IOBHIIEH PHCK OT
BL3HHKBaHE Ha YCIOIKHEHHS HpH IPHII, ce IIPENophyBa NPUI0KEHHETO Ha BAKCHHATA Ja CTaHe
HE3aBHCHMO OT CTafHA HA OpeMeHHOCTTA.

Vacciflu®2007/2008 Moxe Aa ce mON3BA IO BpeMe Ha KEPMEHE,

4.7. EdexTu BHPXY c0CO0HOCTTa 32 mModupane A pabora ¢ ﬁamunﬂ
Vaceiflu® 2007/2008 1e mosmasa cnoco6EOCTTA 3a modupane ¥ paboTa ¢ MaIITHE.

4.8. Hexexanu JeKapCTBeHH peakdd
HEXENAHN JIEKAPCTBEHU PE
KITMHWYHY TTIPOVUBAHKA




Be30macHoCcTTa OT IPUIIOKEHHETO Ha TPHBANEHTHATA HHAKTHRHPaHa BAKCHHA CPEILLY TPHII €
YCTAHOBEHA B OTBOPEHH, HEKOHTPOIMPAHH KIKHHIHY IPOYYBaHHU], MPOBEACHH CHIJIACHO
HA3MCKBAHETO 34 POFUINHO aKTyaNM3NpaHe Ha IaMOBeTe, KOMTO BKIFOUBAT Hak-Manko 50
BB3PaCTHE naimeHTH oT 18 1o 60 rogusy u pa#i-Mamko 50 mauueHTH B CTapIecKa BE3PAcT HA
61 1 moreue rogunau. OneHka Ha 6€300aCHOCTTa € M3BEPHIBAHA B IILPBUTE TPH JHU CIEHK

BaKCHHAITHATA.

HexxenaHuTe NEKapCTBEHM PEakIMy ca H30POSHH CIIOPEN YeCTOTaTa HM.

Creggute HEXKCTAHN JIEKAPCTRBEHH PEAKITIY, Ca HaONIONABAHY 1IQ BpeMe Ha KIHHIIHHI

ITPOYHBAHFS CBC CACAHATA YECTOTA: MHOTO yecTH (>1/10); yectn (21/100,<1/10); HevecTh =111
000,<1/100); peaxn (=1/10 000,<1/1 000); Muoro penxu (<1/10 000), BKAFOUHTEAHO H3ONHPAHH

CIIyYau.
Cucrema - oprad Mgroro | Yecru Heuecrn Penxu MHOIr0
YECTH (=1/100,<1/10) pesky
>1/1 000,<1/100) | (=1/10 000,<1/1 000
(>1/10) & )| ¢ ) (<1/10 000),
HapyimeHus  EHa T'naBobonumex
gepBHA CHCTeMAa
Hapyimmenus Ha WsnorsBame™®
Kokarta i
TIOJKOKHATA
TBKaH
Hapymreruns Ha Muanras,
MYCKYIHO- apTpayras*
CKejeTHaTa
cHCTEMA M
ChEIUHUTENHATA
THKAH
O6mu Temneparypa,
HapyIIeHHs 1 OTNaxHaoCT,
edexTH Ha TpelepeHe,
MACTOTO Ha yMopa
OPUIIOXKEHNE TloKATHE
peaKnpn:
3ageppsBaHe,
noxyBase, OoJKa,
EKXHMO34,
HEAypanus®

* TesH peakLMH OOMKHOBEHO OTIIYMSBAT Ge3 JedcHue 3a 1-2 muu

HEXEJIAHW JJEKAPCTBEHW PEAKITNNA JOKNANBAHN OT HOCTMAPKETHHI'OBU
HABJIIOIEHW 1

,ZIOHBJIHHTGJ]HO KBM HEeXENapuTe JeKapCTREHH PEarIIiH OT KIIHHUYHETE IPOYUBaHEdL, Ca

HaOmOeHN:

Hapymrenns Ha KphBTa B IHMOHATA CHCTEMA:
TpexXOnHa TPOMOOHTONEHHS, IPeX0oaHa THM(ATCHOTIATIS




Hapvmenng ¥a IMVHHATA CHCTEME;
ATIepTrdHE peakiyy, B PeAKH CIydaH BOAEINM A0 LIOK, aHTHOeAeMa

Hapyvinenug Ha HepBHATA CHCTEMA:
HeBpaJIrks, napecte3ns, GeOprHE KOHBYICHH, HEBPOIOTHYHHE CMYIIEHHS KATO
eHiledanoMUenyT, HespuT 1 cugapoM Ha Guillain Barré

CrIoBn gapyireHys:
BackyInTH, CBLP3aHH B MHOTO PEIKH CIy9aH ¢ Ipexonno 650peduHo 3acarane

Hapymenus Ha KO¥KaTa M IOLKOXHATA THKAH:
reHepaTH3UPAHU KOXKHHE 0OPHBH, BIIFOYHTEIHO H OPYPHTYC, YPTHKAPHS HIH HecnenupudeH

06pus.

4.9. Ilpenozmpane
I[IpenosupaseTo € MAIKO BEPOATHO A HoBele 0 HeWeany ehekTH.

S. DapMaKkoJSOrHINd CBOMCTBA
5.1. dapMakomHHAMHYHM CBOICTBA
dapmakoTepameBTHYHA rpylla: Bakcuna cpemy rpum, ATC xox JO7BB02

CepompoTeKuus OGHKHOBEHO Ce IIOCTHTA B paMKMTe Ha 2-3 cenMuny. [IpOAB/IUKATEAHOCTTA Ha
[DOCTBAKCHHATHNSL KMYHHTET KbM XOMOJIOMXHH WITH KBM OJIH3KH KO BAKCHHATa MIaMOBE Bapupa,
HO obuxHOBeHO e 6 10 12 Mecena.

52. @apMakoKHHEYHIHH CBOHCTBA
Henpunoxumiu.

5.3. IlpenxnuHAYHHA JAHHH 34 0e30HacCHOCT
Henpunoxum,

6. dapManeBTHYRH TaNHH
6.1. Cuopchbk HA MOMOIMHATE BeMecTBA

Kanuep xmopu, KATHEB TUXUApoTeH doctar, muaarpres GocdaT IUXMAPAT, HATPHEB XJIOPHUT,
KAMIHEB XJOPH)Y, MATHE3HER XJIOPHI XeKCAXHAPAT, BOLA 33 HHKCSKIIHH,

6.2. HechBMeCTAMOCTH

ITopazy nuIca Ha IPOYUBAHES OTHOCHO CHBMECTHMOCTTA, TO3H JISKAPCTBEH IPOAYKT He
TpsabBa Ja ce CMecBa ¢ APYTH HeKapCTBEHH MPOJYKTH.

6.3. Cpox ua rogsoct
1 roguna.

2.

6.4 CoenmalHH YCIOBHS HA CbXpaHeHHe ﬁw i
Vaceiflu® 2007/2008 tps6sa xa ce chxpasssa B XIAIAIHAK IPH TEMICPATY %} °
+8°C. {a He ce 3aMpazssa! Jla ce mazu oT ceeTmuHal [{a ce chxpaHiBa HY
MecTal




6.5 1agum 32 omaKoBKaTa
0,5 ml HHKeKIHOHHA CYCHEHCHS, B IIPEABAPUTENHO HAEIHEHA CIIPUHIIOBKA (CTHKIIO, THII [), B
orakoBKa 1o 1.

6.6. ChoenuajHy OpeIUAZHA MEPKY IPH H3XBLPJIAHE H padoTa
Hensmonssanara BakCHHEA H OTHaAbYHHTE MaTepHalt OT Hed TpgOBa 1a ce H3XBHDIT B
CBOTBETCTRHE C MECTHHTE H3HCKBAHHEA.

[penu ynotpeda Vacciflu® 2007/2008 Tps0Ba Ja ¢€ OCTaBH J1a JOCTHUIHE CTaliHa TeMIeparypa.
Ha ce pasknaTd Ipeau ynoTpeda.

Koraro u3nonssare no3apoBka oT 0,25 ml, H3Tiackaiite npeqsara 4acT Ha §yTanoTo TOIHO IO
Kpas Ha M3IHKHANMS TONANPOTHICHOB OIPBCTeH. Taka B CIIPHHIOBKATA OCTaBa NOCTATHUCH
o0eM OT BaKCHHATA, TOIXOIIL 38 HPHIOKEHHE.

Bk pazzen 4.2.

7. HMme u afipec HAa HPUTEKATEINA HA PA3pelIeHHETO 3a yIOTpeda
Solvay Pharmaceuticals B.V.

C.J. van Houtenlaan 36, 1381 CP Weesp

The Netherlands

8. Permcrpanuonen HoMep B peracrepa oo 3a. 19, T. 3 or 3JHIXM
N.20050420/27.07.2005.

9. ITnpBo paspeieHne 32 yHoTpebda Ha JeKapCTBEHAN HPOXYKT
Cenremepu 2004 r., Xonaaaus

10. [Jara Ha (JacTMYHA) AKTYAMHIAIHEA HA TEKCTA,
May, 2007 r.




