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VACCFLU® 200872009

1. THproeeko AMe HA JAEKAPCTBEHHS NPOIYKT
Bakcugny 2008/2009 HHKeKIIHOHHA CYCIEHCHA (BAKCHHA CpeEIly TpHIL, HNOBLPXHOCTHH
AHTHI€HM, HHAKTUBHPaHA).

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

2. KoandecTBeH H Ka9¢CTBEH ChCTAB
IIOBBPXHOCTHH QHTHIEHH (XeMATIYTHHHH ¥ HEBpPaAMHAHHMIA3a) HA CICIHUTE IPHUITHU BHPYCHH

IIAMOBE*:
A/Brisbane/59/2007 (H{N))-like strain (A/Brisbane/59/2007 IVR-148 reass.)

15 Mukporpama **

A/Brisbane/10/2007 (H;N»)-like strain (A/Uruguay/716/2007 NYMC X-175C reass.)
15 Mukporpama **
B/Flonda/4/2006-like strain (B/Florida/4/2006)

15 Mukporpama **
B 0,5 ml goza.

* PA3MHOXEHH B KOKOIIA eMOPHOHH OT 3ApPaBU KOKOIIKH
** XemMarmyTUHHH

BakcuHaTa 0TroBaps Ha Iipenopbkute Ha CetoBHara 3apaHa OpraHu3anus (CeBEPHO
NONYKBEA00) U peleHreTo Ha EBponeickis ¢Blo3 3a ce3oda 2008/2009.

3a MOMOIIHHKHTE BelliecTBa BHXK T. 6.1.

3. JlexapcTBena dopma

MHKeKIMOHHA CYCIEHCHA B [IPeIBAPHTEIHO HAITBIHEHH CIIPHHIIOBKH; OncTpa Oe3uBeTHa
T€YHOCT B MOHOJ020BA ¢ THOKpaTHa CIIPHHIIOBKA (CTBKJIO, THII I).

4, KIAHHYHHE 1aHHH

4.1. TepaneBTRYHH NOKA3AHHSA
[Ipodunaktika Ha rpun, ocoGeHO NpH MAIHEHTH ¢ TOBULIEH PUCK OT YCIIOKHEHHUA,

Ynotpebata Ha Bakcudury 2008/2009 tpabsa 1a ce ocHOBaBa Ha OQHUIHATIHY [IPENOPHKH.

4.2  /Mo3uMpoBKa H HAYHH HA YOOTpeda
Be3pacTHe u aenia Hag 36 Mecena: 0,5 ml.

Jena ot 6 70 35 Mecella: KIMHEYHATE JaHHEH Ca OrpaHW4eHH. M3mogs
unu 0,5 ml. 3a neita, KoUTO He ca OMIIH BaKCHHUPaHU, CE NPENop @ﬂd&“ﬂﬁa
CJIe] HHTEPBAT HE NO-MATBK OT 4 CEIMUILIH.

HMmyuusanusara TpsA0dBa 1a ce HampaBy MHTpaMyCKYTHO MU Ib



3a HHCTPYKLIMUTE 3a MPUIOKEHHE BHXK pa3nen 6.6.

4.3. IlpoTrEBONOKa3aHHA

CBpbXUyBCTBUTEIHOCT KBM aKTUBHHUTE CYOCTaHIIHU, KbM HAKOE OT MIOMOIIHKTE BEINECTBA UK
KbM AHIA, DUICKHA OenThK (Bakcudmy 2008/2009 He chabpxa oBeve oT 1 MHKporpam
OBAIOYMHH B J103a), GOpMAIACXH/I, LETUITPAMETHIIAMOHNER OpoMu, rromcopdar 80 miu
FeHTaMHIHH.

Ilpm nanuenTs ¢ GeOpUIHY CHCTOSHHA HIH OCTPU HHPEKIUHN, HMYHU3AIIHATA TPAOBa 14 ce
OTJIOXKH!

44 CuoenuadHH NpeIynpexIcHUd H IIpeANa3iHN MEPKH NIPH yOoTpeda

KakTo npy BCHUYKY BaKCHHH 34 HEKEKIMOHHO IIPHIOKEHIe, BUHATH TPpAOBa Ja KMa TOTOBHOCT
33 MEIMKaMEHTO3HO JICUCHHE W HaOIOAeHHE B CIy4yait Ha aHadIaKTHUHA PEAKLUs CIIe]
[IOCTABAHE HA BAaKCHHATA.

Bakcuguy 2008/2009 nuxora He TpaOBa na ce npriaara BTpechI0BO!

[Ipy nmalyeHTH ¢ eHA0TeHHA UK STPOT€HHA IMYHOCYIIpecHsa o0pa3yBaHeTO Ha AHTHTEIA MOXe
Ia € HEJOCTAThUHO.

4.5. BaammopeiicrBHe ¢ APYru JekapcTBeHHE NIPOIYKTH H ApYrd GpopMH Ha
B3aHMOAEHCTBHE

Baxcugmy 2008/2009 moxe fa ce npuiara e JTHOBPEMEHHO ¢ Ipyrd BakcHHH. B Te3u coydan
HMyHH3alHATa TpAOBaA fa ce IpaBH Ha OTAEIHHU KpaHUIH. BB3MOXKHO € ycuiBaHe Ha
HEXKEJIaHUTE JIEKAPCTBEHH PEAKIIMH.

ITpr nauueATH Ha HMYHOCYIIPECHBHO JICUEeHHE, HMYHOJIOTHYHHAT OTTOBOP MOXKe Ja OBae
IOHHKEH.

BB3MOXHH ca IIJHJIIIIHBO-HDJID}KHT&IHH PE3VIATATH B CCPOIIOTHYHHUTEC TCCTOBE 34 OTKPHUBAHE Ha
anturena cpeuty HIV1, Hepatitis C (HCV) n ocobeno HTLV1, mo metona ELISA, cnen
HMYHH3aIHA ¢ BaKCHHa cperny rpufl. Texaukara Western Blot onpoBepraba annuBo-
[IOJIOKHTEIHUTE pe3ynraTH oT ELISA rect. [Ipexoanara parimuBo-noI0XUTEIHA peakuud
MOJKE J1a Ce IBJDKH Ha [gM oTrosopa, npe U3BHKAH OT BAKCHHATA.

4.6 bpeMeHHOCT H KbpMEHE

OrpaHuueHnAT OpOH MaHHH OT BAKCHHHpaHe Ha OpeMeHHH KeHH HE TaBa OCHOBAHHE 1A CE
CYHTA, Y€ HeXKENAHUTE JEKAPCTBEHH PEAaKI[AH 3a I1J10/1a M MaliKaTa ce€ AhJKAaT Ha BAKCUHATA.
Cupnra ce, ye BaKCHHATa MOXE J1a ce IMpHJjlara oT BTOPHS TPHMeCTHP Ha OpeMeHHocTTa. [IpH
OpeMEHHH 3KeHH, IPH KOUTO 3APAROCIIOBHOTO MM CHCTOSHHE TIPEAIIOAara IOBHINEH PUCK OT
BBE3HHMKBAHE Ha YCIIOXKHEHUS IIPH TPHIL, Ce MPEenOphiBa NPHIOKECHHETO HA BAKCKHATA Ja CTaHe
HE3ABHCHMO OT CTaJAusA Ha OpEMEHHOCTTA.,

Baxcugmy 2008/2009 moxe 1a ce monsBa 1o BpeMe Ha KbPMEHe.

4.7. EdekTn BLpxy conocoGaoctTa 32 modHpane H paboTa ¢ MAIIHHHA
Bakcuduy 2008/2009 He noBaugsa cnocoOHOCTTa 3a ItodupaHe | pad

4.8. Hexenann JieKapCTBeHH peaKklHH
HEXEJIAHA JEKAPCTBEHY PEAKIINY, HABJTIOJABAH

KJIIMHAYHU T[TPOYYBAHWS




be3onacHocTTa OT NPUIOKEHHETO HAa TPUBAJICHTHATA MHAKTHBHPAHa BAKCHHA CPelly I'PHII €
yCTaHOBEHA B OTBOPEHH, HEKOHTPOJIUPAHHT KIHHUYHU ITPOYYBAHHA, TPOBEICHH CBITIACHO
H3HCKBAHETO 34 MOMIIHO aKTyalH3upaHe Ha MaMOReTe, KOMTO BKIIOUYBAT Hati-Manko S0
BB3PAacTHA HanMeHTH oT 18 no 60 roauun 1 Ha-Manko 50 nauneHTH B CTApUYeCKa BH3pacT Ha
61 ¥ noBeve roanHU. OueHKa HA 6€30IMaCHOCTTA € H3BBPIIBAHA B MBPBHTE TPH IHH CJIEL

BaKCHHAaIIHATA.

Hexenanure JICKARDCTBCHH PCAKIHUK Ca HBSPDEHH CIOPEA UeCTOoTatTd NM.

ClenunTe HeXxelaHH ICKAapPCTREHU DEAKLIMH, ca HaOmonaBady o BpeMe Ha KITMHWUIHHA

OPOVYBAHHMSA CHLC CIEAHATA YeCcTOoTa: MHoro yect (>1/10); vect (>1/100,<1/10); nevectu (Z1/1

000,<1/100); peaxu (=1/10 000,<1/1 000); mHOro peaku (<1/10 000), BKIIOYHTETHO H3OJIHPAHH

CJIYYaH.

Cuctema - oprat Muoro | Hectu Heuect Peaku MHOTQ
>
dectu [ (217100,<1/10) (=1/1 000.<1/100) | (21/10 000,<1/1 000} PeAKH
>1/10) (<1/10 000),
Hapymmenus Ha 1" napobonue*
HEpBHA CHCTEMA
Hapymmenug Ha H3notasane*
KoXKara i
TIOKOXHATA
THKAH
Hapyinenus Ha Muanrus,
MYCKYJIHO- apTpanrug®
CKelleTHaTa
CHCTEMA H
CHECAMHHATEIIHATA
THKAH
Oomu Temueparypa,
HapyUICHUSA H OTIAZHATIOCT,
eeKTH Ha TpENEePEHE,
MSICTOTQ HaA yMOpa
IPHIOKEHH
P ¢ Jlokanuu
PCaKITHH:
3auepBsaBaHe,
oayBaHe, 0oJIKa,
EKXHNMO34,
AHAypanua™

* T€3HW peaxiliy OOMKHOBEHO OTIIYMABAT Oe3 fneueHue 3a 1-2 nHu

HEXEJIAHHW JIEKAPCTBEHHW PEAKITUU TOKJITAJIBAHH OT NOCTMAPKETHUHI'OBHU

HABJIIOJIEHUA

JOITBIHUTETHO KBM HEXENAHUTE JIEKAPCTBEHH PEaKIlHH OT KIMHHYHUTE IPOYYBAHHA, ca
HallNoaBaHK ClIeAHUTE HEXENIaHH JIEKapCTBeHH PeaKIMK, JOKIAABaHH OT ITOCTMapKEeTHHIOBH

HaOIIODCHU A

HapyvieHusa Ha KphBTA M TMPHATA cCHCTEMA:

NpexoaHa TpoMOOUNTONEHNS, IPEX0IHA TuM(paTeHOIATHSA




Hapymeans Ha MMYHHATA CHCTEMA,

AJIepruyHH peakliuy, B peIKH CIy4aH BOJEIH A0 LIOK, aHTHoe eMa

Hapyvili¢HHs HA HEPBHATA CHCTEMA:
HEBPAITH, NapeCcTe3HA, PeOPUNTHYE KOHBYJICHH, HEBPOJOTHYHH CMYILICHHS KaTo
eHIe(aTOMAEINT, HEBPUT H cuHapoM Ha Guillain Barré

CBI0BH HAPVILIEHHUS:
BackymuTa, cBbp3aEM B MHOTO PEIKH CIIydad ¢ MpeXoHo OB0pedHo 3aciaraHe

Hapvillenud Ha KoXKaTa M HOJIKOKHATA ThKaH:
reHepaTu3HpaHy KOXKHHM OOPHBY, BKIIOUMTETHO H IPYPHTYC, YPTHKApHS HIIH HeCIEUHPHYCH
oOpus.

4.9. Ilpego3upasne
[TpenosupaneTo € MaIKo BEPOATHO Ja JOBede A0 HexkelaHd eheKTH.

S. (PapMaKoJOrH9HA c¢BOicTBA
5.1. @®apMaKoJHHAMHYHH CBOHCTBA
QapmakorepaneBTiysda rpyna: Bakcuna cpemy rpumn, ATC xkox JO7BB02

CeponpoTekiiua OOHUKHOBEHO ¢e MOCTHIa B paMKHTe Ha 2-3 cenMuny. I1poasKHTEIHOCTTA Ha
TIOCTBAKCUHATHHUA UIMYHUTET KbM XOMOJIOXKHH HJIH KbM OJIM3KH 10 BaKCHHATA IIIaMOBE BapUpa,
HO 0O0HKHOBEHO € 6 o 12 Mecelna.

S3.2. PapMaKOKHHETHMIHH CBolicTBa
Henpunoxumm.

3.3. IlpenxnuHAYHH JAHHH 32 0€30II2CHOCT
HenpumoxumMu.

6. PapManeBTHYHA JAHHHA
6.1. Chnucek Ha NOMOIMHHATE BEIECTBA

Kanues xmopui, KammeB TuXuaporeH docdar, quHatpres pocdar auxmuapaT, HATPHUER XJIOPHI,
Ka/IMeB XI0PW, MAarHe3neB XJI0pH)| XEKCaXHApaT, BO/I4 32 HHKECKIHH.

6.2. HecbBMecTHMOCTH

Ilopagu nuirca Ha IPOYYBaHHS OTHOCHO ChBMECTHMOCTTA, TO3H JIEKAPCTBEH IIPOIYKT HE
Tpsa0Ba 21a ce cMECBA C JPYTH JEKapCTBEHH IIPOAVKTH.

6.3. Cpox Ha rogaOCT
1 ronnHa.

6.4 Chnennainnm yc/I0BHA HAa ChbXpPaHEHHE
Baxcndury 2008/2009 tpabea 1a ce cpXpaHaBa B XJIATUIHAK NP

+8°C. /la He ce 3ampazasa! Ila ce nasu oT cBeTianHa! /[
MecTa!




6.5 laHHM 32 OIIAKOBKATA
0,5 ml] vHKeKIHOHHE CyCIICHCHA, B IIpeABApUTENIHO HallbIHEeHa CIPUHIIOBKA (CTHKIIO, THII [), B
OlTakoBKa 1o 1,

6.6. Cpoenuannm npeanasHH MepPKH IPH H3IXBHPJISHE B padoTa
Hewnsnom3Banara Bakcuna ¥ OTHAABYHUTE MAaTEPHATM OT Hesd TPAOBA J1a ce H3XBBPIAT B
CBOTBETCTBHE C MCCTHUTE H3UCKBAHMUS.

IIpenn ynorpeba Bakcudy 2008/2009 tpabpa aa ce ocTasu Ja JOCTHTHE CTaiHa
TeMIeparypa. [a ce paskmatd npeau yrotpeba.

Koraro m3nonssate gozuposka ot 0,25 ml, u3raackaiite nmpeaHaTa 4acT Ha OyTaIOTO TOYHO A0
Kpad Ha U3NbKHATUS IOJMHIIPONHICHOB IPLCTEH. TaKa B CIIPUHIIOBKATA 0CTaBa J0CTaTh4YEH
0o0eM OT BakCHHaTa, ITOAXO0MII] 3a IPHIIOKEHHUE,

Bux pasnen 4.2.

7. HMe 1 aapec HA NIpHATEXATENS HA pa3pemeHneTo 3a ynoTpeda
Solvay Pharmaceuticals B.V.
C.J. van Houtenlaan 36, 1381 CP Weesp

XOJIaHOHA

8. PeracTpannoHed HOMEp B perucerspa o wi. 19, 1. 3 ot 3JIIIXM
20050420 /27.07.2005

9. IInpBo pajpemenne 32 ynorpeéa Ha JJeKapCTBeHHAA OPOAYKT
2004 r.. Xonauaus

10. Mara Ha (MacTHYHA) AKTY2IU3ANAA HA TEKCTA.
Anpuan, 2008 1.




