KPATKA XAPAKTEPUCTHKA HA

HNMe Ha JekapcTBEeHHd DPOAYKT

FLUARIX, suspension for injection in a pre-filled syringe
Influenza vaccine (split virion, inactivated) -

DOJIVAPHUKC, MHXEeKIIHOHHA CYCTICH3HA B [IPSABAPUTEIHO HAITBIIHCHA CIIPHHIIOBKA
BaxcuHa cpemyy rpun (pparMeHTHpaH HHAKTHBUPaH BHPUOH)

KayecTBEeH H KOJIHUCCTBEH CHLCTAB

OparMeHTHpaH IPUIIEH BUPYC, HHAKTHBAPAH, ChABPKalll aHTHN¢HU ™, EKBMBAICHTHH Ha:

A/Brisbane/59/2007 (H N;)} - nogoGen wwam:
A/Brisbane/59/2007 (IVR-148) -15 mukporpama HA**/n03a

A/Brisbane/10/2007 (H3N,) - nogobeH wwam:
A/Uruguay/716/2007 (INYMC X-175C) - 15 mukporpama HA **/no3a

B/Florida/4/2006 - nogobeH mam:
B/Brisbane/3/2007 - 15 muxporpama HA **/a03a

O0eMbT Ha ¢aHa 003a BakcHHa e 0,5 ml.
*  npou3BejieH (Pa3MHOMXEH) BBPXY KOKOIIH eMOpHOHH
** haemagglutinin

BakcHHaTa OTroBaps Ha npenopbpkuTe Ha CBETOBHATA 3/jpasHa OpraHH3alus (3a CEBEPHOTO

MONYKBJI00) ¥ pemrenreTo Ha KoMucusara Ha EBponetickus cpio3 3a rpunHus cesoH 2008-2009 r.

33 IBEIHHA CIIHCBK HA MOMOLIHHMTE BellleCTBA BHXXTE Touka 6.1.

3. JlekapcrBeHa ¢popMa
HMHXeKIHoHHA CyclIeH31A B IPpeIBapUTENHO Han'bIHEeHA CIPHHL0BKA.
dayapHkc e 6e31BeTHa A0 JEKO ornajeciipalla TCHHOCT.
4. Kinnuyuu JaHHHA
4.1. TepaneBTHYHH NOKAIAHHA
ITpodunakTuka Ha rpymn, ocobeHO MpH KL, KOWTO ¢a C MOBHIIEH PHCK OT CBBP3aHUTE C
rpHna yCJI0XKHEHHU.

VnotpeGara Ha Onyapukc Tpa6Ba aa ce OCHOBaBa Ha OQHIMATHATE IPEIOPHKH.

4.2. J{o3upoBKA M HAYHH HA NPHIIOKCHHE

Br3pacTau ¥ aeua raja 36-Meceyna pp3pact: 0,5 ml.
ITena oT 6 1o 35 MeceuHa BE3pacT: KiMHUYHATE JaHHM ¢a OTpaHMYeHH. U3non3Bank ¢a 1031

ot 0,25 ml unu 0,5 ml.

6Ble MOCTaBEHa BTOPA 1032 CNIEA HHTEpBaJl, HE NMO-KPaThK OT 4 cenmngu

3a aeua Ha BB3pacT 0o 9 rOAMHH, KOMTO He ca OMIM BAKCHHUPAHH npc,un TOBa, TpAOBa 12

e




HMMyHunalinaTa TpAOBa Aa C& H3BBPLIM Upe3 HHTPAMYCKY/IHO MM ABJIOOKO NOAKOXHO
HHDKEKTUpAHE.

3a ykazaHus 3a ynorpeba Bk Touka 6.6.

4.3. TlpornBonoxkaszaHus

CBpbXYYBCTBUTEITHOCT KbM aKTUBHHTE BEIECTBA, KbM HAKOE OT MOMOIIHMTE BEILCCTRA, KbM
OCTaThbYHHTE BEILLECTBa, KbM Allla 1 KbM NHICKH O6enThK. PayapruKe He CBABPHKA NOBEYE OT
| MHUKporpaMa opanOyMHH Ha 03a.

MMmyHu3anpaTa TpAGBa Ja ce OTN0XH NpH MauHeHTH ¢ Ghe6puiHo 3ab0/1ABane KK OCTpa

MHpEKHA.

4.4. CrenuajJHu npenynpexacHus H Npeana3Hid MepKH npu ynorpeda

Kakro npy BCHYKH MHXXCKIMOHHH BaKCHHH, BHHArH Tpa6sa J1a iMa MOAXOAALIO MEAHLIMHCKO
nedyeHue W HaOMOMEeHHE B clyyal Ha aHaWIaKTH4HA peakLna cne/ NpHUIoKCHHE Ha BAKCHHATA.

Onyapukc He TpaOBa IpH HUKaKBX OOCTOATEIICTBA J1a Ce Mpuiara BbTpecsA0BO.

[Tpu nauyeHTH ¢ CHAOrEHHA WIH ATPOrCHHA HMYHOCYTIpECHA HMYHHHUAT OTTOBOP MOXKE /1a HE
€ 3a0BOJIMTEIICH.

4.5. BiaumogelicTBHS# C APYIH JKAPCTBEHH NPOAYKTH H ApYrH (opMH HA BIaHMOJEeHCTBHE

DnyapHKc MOxe Ja ObAe NpHIaral eJHOBPEMEHHO C IpyTH BakcHHH. IMyHH3alusTa TpsOBa
na 0pe U3BBPIIEHa Ha pa3nM4YHA KpaliHuuy, Tpabsa aa ce UmMa NpeABUA, Y€ € BB3MOXHO
3aCHJIBaHe Ha HE)XXEAAHUTE PEAKIUH.

HmMynuuaT otroBop Moxe Aa 6be oTcnadeH 0T YCIOPEeIHO NPOBEXKAaHa HMYHOCYTIDCCHBHA
Tepanu4.

Crea MMYHH3A1LHA ¢ BAKCHHA CPEIy I'PUII ca HabmoaBaHi GalHBO NOJOXHTETHH
PE3YJITATH IIPH CEPONIOTHYHH TECTOBE, NPH KOHTO € H3N0J3BaH METOART ELISA 3a oTKpHBaHe Ha
antHTena cpemy HIV-1, HCV 1 ocoGeno HTLV-1. Texuukara Western Blot oTXBBpIis T€34
danMBeo MOMOKUTEIHHN pe3ynTaTH, noaydeau oT ELISA Tecra. [Ipexoquure damuupo
MOJOXHUTEIHH peaKLMH MOTraT Aa ce Abukat Ha IgM oTroBopa, MHAYLHPaH OT BAKCHHATA.,

4.6. bpeMeHHOCT H KbpMEHe

OrpaHHYC€HH JaHHH OT BaKCHHALKH Ha OpeMEHHHM XCHH HE MOKa3BaT HEMKC/IaHH
MOCNENCTBHA, KOUTO Aa MOTAT Jla ¢ CBhPXKAT ¢ BAKCHHATA, M0 OTHOLIEHHE Ha MaHKaTa WiH IUIOAA.

Mosxe fa ce 0GCHIH IPHUIOKESHHE Ha TasH BAKCHHA OT BTOPHA TPHMECTBDP Ha OPEeMEHHOCTTA
HaTaThK. 3a GpEeMEHHH JKEHM CbC 3a00MABaHuA, KOHTO MOBUIIABAT PUCKA 3a I104Ba Ha YCITOKHCHHA
Ha IpUmna, NIPHICKEHUETO HA BAKCHHATA € MPENOPhYUTEIHO HEIABUCHMO OT CTA[lUA Ha
OpEeMEHHOCTTA.

Dnyapukc MOXKE A2 Ce NPHNara no BpeMe Ha KbpMCHE.

4.7. EdexTH BLPXY cnocoGHOCTTA 32 WodHpaHe H padoTa ¢ MALIHHH

Mako BEPOATHO € BAKCHHATA Ja MOBJHAE BBPXY CNOCOOHOCTTa 32 WodupaHe u paboraTa ¢
MAITHHH.

4.8. Hexenanu JicKapCTBCHH peaKIBn

HEXEJNAHW PEAKIIWH, HABJIIO AHH 11O BPEME
H3IIWTBAHKWA




be3onacHOCTTa Ha TPHBAJICHTHUTE UHAKTUBHPAHK BAKCHHH CPEILY I'PUIl € OLICHCHA B
OTBOpPEHH HEKOHTPOJHPAHH KJIMHAYHY H3NATBAHHA, U3BBPIICHH B OTTOBOD Ha H3HCKBAHETO 34
e)Kero/IHa aKTyaIH3alus ¥ BITIO4YBay Hai-Mako 50 mvia Ha B3pacT OT 18 no 60 roguHn ¥ Hali-
masiko 50 ML B HanmpeaHana Bs3pact (61 ToAMHH U mo-Be3pacTHH). OueHKaTa Ha 0e30MacHOCTTa €
HalipaBeHa 10 BpeMe Ha IMbPBUTE 3 AHH CJIe] BAKCHHALMATA.

CleIHUTe HeXKEeNaHU peakiuy ca nadmoaasany 110 BpemMe Ha KJINHIUYHH H3TIHTBAHWA ChC

cleaHaTa 4CCcToTa:

Mmuoro gectu (>1/10), uectn (> 1/100, < 1/10), vevectu (=1/1 000, <1/100),
pemku (> 1/10 000, <1/1 000), MHoro peak# (<1/10 000), BIITFOYUTENHO H3OMHPAHH CHOCIIEHHUH.

OpraneHn knac | Muoro yectit | YectH Hevectu Penku MHoro peaxu
>1/10 > 1/100, < 1/10 >1/1 000, = 1/10 000, (<1/10 000)
<1/100) <1/1 000)
HapymeHus ['naBobomue*
Ha HEpBHATA
CHCTEMA
Hapymienus Hznorapane+*
Ha KOXXaTa H
NOAKOXKHATa
TbKaH
Hapyuienus Mmuanrus,
Ha MYCKYJTHO- apTarua*
CKEJICTHATA H
MOAKOXHaTa
ThKaH
O6mu [IoBHineHa
HapyLUEHUs W TEeMIIepaTypa,
eeKTH Ha HepasIoJI0KCHHE,
MSICTOTO Ha BTpHCABE, YMOpa.
IIPHJIOKEHUE MecTHH peaknuy:
3a4epBABaHE,
noayBaHe, 00JKa,
EKXMMO32,
YITBTHEHHE*

»Te3u peakuuy 0OHKHOBEHO OT3BY4JaBaT B paMKHTE Ha 1 - 2 HA 6ea neyeHue.

HEXEJIAHHN PEAKIIMHA, JOKJIAIBAHHU IO BPEME HA ITIOCTMAPKETHHT'OBOTO

HABJIOAEHHUE

HexenanuTe peakijuy, ChOOIMABAHH N0 BPpEME Ha IOCTMapKETHHIOBOTO HaGMoACHHE, OIA3KH
N0 peakUUuTe, KOUTO Beye ¢a HabmoAaBaHH NpH KIHHAYHUATE H3[THTBaHH, Ca CICHHATE:

HapyuieHns Ha KpbBTa H JIAM(PHATA CHCTEMa.
I[TpexomHa TpoMGOLATONICHHS, IPEXOAHA NHMdIaAeHONATHS

HapyuwieHus Ha MMYHHATa CHCTEMA: A \
AJIEprHYHH PeakMH, B PSAKHY CIy4YaH BOASIIH 0 WOK, aﬂrjaqﬁnem RN
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HapyieHusa Ha HEpBHATa CHCTEMA: i
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Heppanrus, napecre3ns, $eOpunHU rbpuOBe, HCBPOJIOTHYHH HAPYIMICHHA KATO
eHIlehanoMrueIUT, HEBPUT M crHAPOM Ha ['wneH bape.

CBI0BH HapyLIEHHS
Backynut, aconMMpaH B MHOIO PEAKH CIyvaH ¢ IIPEXOAHO 3acAraHe Ha Op0penuTe.

HapyiieHHs Ha KOXarta H NOAKOXHATA ThKaH
[eHepanM3upaHd KOXKHY PEAKLMM BKIIOYHTEIHO PYPHUTYC, YPTHKAPUA MK HecneHndHYeH
oOpHB.

4.9. Ilpenolnpane

He ce ouakBa npeno3upaHeTo 1a AOBEAe A0 HAKAaKBa HeOJIaronmpuaTHa peakifus.

5. @apMakoJOru4Hy CBOHCTBA

5.1. ®PapMakoAHHAMHYHH CBOHCTBA

dapMakoTepanesTHYHA rpyna: Bakchna cpeuy rpun, ATC xoa: JO7 BB 02.

CeponpoTeKiHsi 0OMKHOBEHO IIOCTHra B paMKHTE Ha 2 10 3 ceaMuuH. [IpoabmkuTenHOCTTa
HA NOCTBAKCHHAIIMOHHHA HMYHHUTET KBM XOMOJIOXKHH IAMOBE WIH KBbM IIAMOBE, TACHO CBBP3aHH C
BaKCHHAIHHMTE, BapHpa, HO 0OMKHOBEHO € 6 -12 Mecela.

5.2. PapMaxkOKHHETHYHH CBOHCTBA

He ca npunoxamn.

5.3. IIpeaAKNMHHYHH JAaHHH 32 0e30MaACHOCT

He ca npuIoxuMHu.

6. ®apManeBTHYIHH JaHHH

6.1. CnHcEK HA NOMOINHHTE BellecTBAa

Anda — Tokoepusl XUAPOreH CYKIMHAT
ITonucop6ar 80

Oxrokcunon 10

Harpues xnopun

Hmaarpues ¢ocdar gogekaxmapar
KanneB puxupporendocdar

Kanuen xnopup

MarHe3ueB XJIOpH XEKCaXHApaT

Boaa 3a HHXXeKUHH

6.2. HecLBMeCTHMOCTH

Toii KaTO HAMa MPOYYBAHMA 33 ChBMECTHMOCT, JIEKAPCTBEHUAT NPOAYKT He TpAGBa na ce
CMecBa C JPYrd JIEKapCTBEHH NMPOIYKTH.

6.3. Cpokx Ha rogHocT




1 ronuHa.

6.4. Cnennanni ycJOBHA 32 ChXpaHeHHE

Jla ce cpxpansipa B xyagunHuk (+2 °C go +8 °C).

Ha He ce 3ampadaBa.

CnpHHIIOBKATA ]a C€ ChbXpaHsABa BBB BTOpMYHATA KAPTOHEHA OIIAKOBKA, 32 Jia CC NPEANasH OT
CBETIHHA.

6.5. JlaHHH 32 ONAKOBKATA

0,5 ml ¥H>KeKLHOHHA CYCIIEHCHA B MPEABAPHTEITHO HallbIHEHA CIIPHHLIOBKa
(crokio tan I), ¢ orpanuunTen Ha Gyranoro (6yThi), ¢ Wik O0€3 NpUKPENEHa HIa.
OnakoBka 110 1 cnpMHLIOBKa B KYTHA.

6.6. Cnenua)IHH NpeANa3sHH MEPKH NPH H3XBbPAAHE H padoTa

HeusnomBaHusT NPOAYKT M OTNAABYHHAT MaTepHal OT Hero TpAOBa 1a C€ U3XBBPAAT B
CLOTBETCTBHE C MECTHUTE U3HCKBAHMA.

IIpenn ynotpeba pakcuHaTa TpAGBa A2 GbAe OCTaBEHA la IOCTHIHE CTaliHa Temneparypa. Jla
cE pa3KilaTH npeay ynorpeoda.

Korato e npeanucana go3a ot 0,25 ml, npeapapHTe/IHO Hallb/IHEHATa CIPUHIIOBKA TpsaOBa Oa
ce ABbPXKH BEPTHKAIHO ¢ MITIaTa Harope M MoJIOBHHATA OT KOJIMYESCTBOTO /I C& OTCTPAHH.
(OcCTaHanoTo KOJIUYECTBO C€ HHIKEKTHPA.

7. Ilpatexares HA pa3pelleHHETO 33 YIoTpeda

I"maxcoCmutKiaiin EOQO/]
yn. Jlumutsp Manos 61.10
1408 Codusa
briarapus
8. Homep Ha pa3pelIeHHETO 3a YIIOTpeba

Ne 970 0046

9. Jara Ha MLPBO pa3pelIaBaHe/MOXHOBABAHE HA Pa3pemeHHAETO 32 ynorpeba

Jata Ha mepBo paspelteHue: 03 gespyapu 1997 .
Hara Ha nociezHo noaHoBseaxe: 15 Mapt 2007 .

10. /laTa Ha aKTyaAdH3apaHe Ha TEKCTA




