INPUJIOKEHMUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA NPOJAYKT
IDflu 9 Mukporpama/maM HHKEKITUOHHA CYCIICH3HS

Bakcuna cpenty rpun (pparmenTupan nHakTuBupan supuon) (Influenza vaccine (split virion,
inactivated))

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

['punen Bupyc (MHAKTUBHpaH, pparMEeHTHpaH) Ha CICTHHUTE IaMOBE™:

AJ/California/7/2009 (HIN1)pdmO09-ipouseozen mam (NYMC X-179A)........... 9 mukporpama HA**
AJ/Texas/50/2012 (H3N2)-mpoussomen mam (NYMC X-223A).......cccccevvvvenenne. 9 muxporpama HA**
B/MasSSaChUSELIS/2/2012.........ccveieiieeie sttt 9 muxporpama HA**

Ha 1o3a 0,1 ml

* MIPOM3BE/IEH B KOKOIIN eMOPHOHHU OT IPYIH 37[paBH KOKOIIKH
**  XeMariayTHHUH

Ta3u BakcuHa choTBeTCTBa Ha MpenopbkuTe Ha C30 (3a CeBepHOTO MONYKBI00) U pemernero Ha EC
3a ceson 2014/2015.

3a IBIHMA CIHUCHK Ha MOMOITHUTE BEIECTBA BIXKTE TOUKa 6.1.

IDflu Mosxe ta chbpka CICIH OT siiila, KaTo OBAIOYMHUH U CJI€H OT HEOMHUIINH, (OPMAIICXH U
OKTOKCHHOJ 9, KOUTO C€ M3MO3BaT 10 BpeMe Ha MPOU3BOJICTBEHUS mporiec (Bk Touka 4.3).

3. JIEKAPCTBEHA ®OPMA

MHXeKIIMOHHA CYyCIIEH3NA.

be3uBerHa u onaneceHTHa CyCIeH3HSL.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTUYHHU MOKAZAHUA

[IpodunakTika Ha TPUI OPU Bb3PACTHU 10 59 roauHHU, 0COOEHO NP TAaKUBA C MOBUIIEH PUCK OT
pa3BUTHE HA CBBP3AHUTE C IPUIA YCIOKHEHUS.

VYnorpebara Ha IDflu Tpsi6Ba 1a 6b1¢ OcHOBaHA Ha OMHUIMATHH IPETOPHKH.

4.2 Jlo3upoBKa U HAYHUH HA MPUJIOKEHUE

gO?»PI[}OBKa

Bw3pactau 10 59 roguam: 0,1 ml.

Ieouampuuna nonynayus
He ce npenoprusa ynorpebara na IDflu mpu nena u ronomu mos 18 rogwnu, mopaauy micara Ha
JIOCTAaThYHO TaHHU 32 0€301TaCHOCT B €(PUKACHOCT.



Hauun Ha npuiioxxenue
NmMyHuzanmsita TpsAOBa Aa c€ HAlpaBU WHTPAJACPMAITHO.
IIpenopbYUTETHOTO MSICTO HAa MHXKEKTHPaHE € B 00J1aCTTa Ha JENTOUTHUS MYCKYJI.

Ilpeonasznu mepku, koumo mpsosa 0a 6voam 83emu npedu padboma CvC UlU NPUIONCeHUe HA
JIeKapCcmeerust npooyKm
3a yka3aHusi OTHOCHO TIO/ITOTOBKATa Ha JIEKAPCTBEHUS MPOJYKT MPEIN MPUIIOKEHHE BIKTE Touka 6.6.

4.3 IIpoTuBOMOKA3aAHUS

CBp’LX'JYBCTBI/ITeJ'IHOCT KbM aKTHBHHUTC BCUICCTBA, KbBM HAKOC OT IIOMOIIHUTE BCIICCTBA, I/I36pO€HI/I B
TouKa 6.1 WK KbM HIKOE OT OCTAThUHUTE BCIICCTBA, KaTo ﬂﬁua (OBaJ'I6yMI/IH, MUJICIIKH HpOTGI/IHI/I)
HCOMUIIUH, (bOpMaIIHGXI/II[ M OKTOKCHHOI 9.

Wmynuzanusara TpsiOBa na Obae 0TII0KEeHa PH MaueHTH ¢ peOpuiHo 3a00sBaHe WK OCTpa
WHEKIHS.

4.4 ChneuuajHu NpeaynpekIeHUs U NPeANa3Hu MePKH NPU ynoTpeda

KakTto npu BCUYKH MHXKEKITMOHHH BAKCUHH, BUHATH TPSIOBA J]a 0bJIc OCUTYPEHO MOIXOASIIO0
MEIUIHCKO JICYCHUE U HAOIIIOJICHNE B Cyvail Ha aHA(HIaKTHYHA PeaKIus clie]l puiiaraie Ha
BakcuHaTa (BX T. 4.8).

IDflu mpu HEKakBU 0OCTOSATENICTBA HE TPAOBA /1a Ce MpHjlara BETPECHI0BO.

AHTHUTETHUAT OTTOBOP TPY MAIMEHTH C €HJOTeHHA WIN ATPOTeHHAa MYHOCYIIpEeCHs MOXKe aa Oble
HEOCTAThYEH.

Wma MHOTO Orpannyenu aaHuu 3a IDflu mpu nMyHOKOMITPOMETHPAHU MALMEHTH.

HpI/I HaJIMYUE€ Ha TCHHOCT Ha MACTOTO Ha MHXXCKTHUPAHE, CJIEA IpUJIaraHe Ha BaKCHUHaTa, HE CC€ Hajlara
PpeBaKCUHaLIM.

3a noBIMsABaHE HA CEPOJIOTMYHM U3CJICABAHUS . BIDKTE TOUKa 4.5.
4.5 BzaumojeiicTBue ¢ APYTH JeKaAPCTBEHH NPOAYKTH U Apyru ¢opMu HA B3auMoeiicTBHE

IDflu mosxe na ce mpuiara eIHOBPEMEHHO C APYTH BakcuHH. MIMyHH3aIisita TpOBa J1a Ce HAIIPaBH Ha
pasnuuHu KpaiHuIm. TpsadBa qa ce nMa mpeaBu I, Y€ HeXKeITaHUTE PeakIi MOTaT Ja Ce 3aCHIIAT.

VMyHHUST OTTOBOP MOJe /1a Obie HaMaJIeH IpH MMalUeHTH, [10JI0KEH! HA UIMYyHOCYIIPECHBHO
JIeYCHHE.

Cren BakCHHAIMS CpeLTy TPUIl ca HabIroAaBaH| (DajIIMBO HOIOXKUTEIIHN PE3YITaTH Ha CEPOIOTUYHU
TECTOBE, IPX KOUTO € m3noi3BaH Meroaa ELISA 3a onpenensiHe Ha anTHTena cpemry HIV-1, xenatur
C u ocobeno HTLV-1. Texaukara Western Blot onmpoBeprasa (anmmBo MOJI0KUTETHUTE Pe3ynTaTH
Ha CepoJIOTHYHHTE TecToBe nonydern mo merona ELISA. IIpexomganTe danmmBo MoIoKATETHA
peakLK MOXe a ce IbJKaT Ha [gM oTroBopa KbM BaKCHHATA.

46 @eprmaurer, )peMEeHHOCT U KbpMeHe

Bbpemennoct
3a IDflu HssMa KTHHUYHY TaHHY 33 CITyYau Ha CKCIO3HUIIMS 0 BpeMe Ha OpeMeHHOCT. EnHo

CKCIICPUMCHTAJIHO NPOYYBAHC Ha IDflu IIpU ) KUBOTHU HEC IMOKAa3a MPAKO WIW HECTIPSAKO BPCAHO
BLBﬂCﬁCTBHe 10 OTHOIICHHUEC Ha 6pCMeHHOCTTa, €M6pI/IOHaJ'IHOTO/(1)6TaHHOTO Pa3BUTHUC, PAKIAHCTO
WJIN MMOCTHATAJIHOTO Pa3BUTHC.



I/IHaKTI/IBI/IpaHI/ITe BAaKCHUHU CpCIYy I'pUIl MOTr'aT Ja 6’B,Z[aT npuwjiaraHv 1o BpeMe Ha BCUYKHU €Tall OT
6peMeHHOCTTa. Ilo-ronsm Ha6op OT JaHHH 3a 0e30IMacHOCTTa Cca HAJTUYHU 34 BTOpHSA U TPCTUA
TPUMECTBP OT 6pCMCHHOCTTa, B CPAaBHCHUC C IbPBUA TPUMECTHBP. IIaHHI/ITC OT M3IIOJI3BAHCTO Ha
HWHAaKTUBUPAHU BAKCUHU CPECIY I'PUIl B CBETOBCH Mama6 o0aue He OKAa3BaT HEXKEITAHU NOCJICACTBUA
3a (beTyca n MaﬁKaTa, CBBbpP3aHU C BAKCHUHATA.

Kspmene
Bakcunara IDflu moxe na ce mpuiara o Bpeme Ha KbpMEHE.

DepTunuTer
Hsama mannu 3a epexra BbpXy heprunureTa npu xopa. Ilpoyusane npu xusotau ¢ IDflu e mokassa

BpeTHY e()EKTH BHPXY (PEPTHUIIUTETA PH KEHCKUTE HHIMBH/IHL.

4.7 EdexTH BbpPXYy CIOCOOHOCTTA 32 mopupaHe U padoTa ¢ MAIIUHA

IDflu He moBNMMABA WITH MTOBITHABA ITPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe B paboTa ¢ MaIIHHH.
4.8 Hexenanu JeKapcTBEHH PeaKIuu

a. Obobwenue na npoghuna Ha be3onacHocm

besonacuoctra Ha IDflu e onienena B 2 OTKpUTH, paHAOMHU3UPAHH KIMHUYHU H3IUTBAHKS, B KOUTO Ha
2 384 BakcuHupaHu e npuioxkena umkekys |Dflu.

be3omacHocTTa € Omita orieHeHa 3a BCHYKH YIaCTHUIIN TIPE3 IBPBUTE 3 CEAMUITH CJIeT BAKCHHAITUATA
7 ca ChOpaHM CepUO3HU HEXKEJIAaH! PEakIIUy Tpe3 CIICIBAIINTE IIIECT Mecela Ha KOHTPOIJTHO
TIPOCIICITBAHE.

Haif-gecture peaknmm, HACTBITHIIM CIIE] IIpHUJIaraHe Ha BAKCHHATA ca OFIIM JTOKATHHA PEaKIINK Ha
MSICTOTO Ha HH)KEKTHpaHE.

IIposiBUTE Ha JIOKAJTHU PEAKITAN Ca TO-YECTH CIIe] HHTPAICPMAITHO IPHIIOKEHHE, OTKOJIKOTO CIIC]
MHTPaMyCKYJTHO TIpHUJIaraHaTa 3a CpaBHEHHE BaKCHHA.

[ToBedeTo peakimu OT3ByJaBaT CIIOHTAHHO B paMKuTe Ha 1 10 3 AHM cien mosBara.

Cuctemuust npodut Ha 6e3onacuoct Ha IDflu e momoben Ha HHTPaMyCKYJTHO TIpUTaraHata 3a
CpPaBHCHHUE BaKCHHA.

Crie1 mOBTAPSIIIIO CE SIKETOHO HHXKEKTHpaHe, npodmibT Ha 6e3omacHocT Ha IDflu e momoben Ha
MIPEANIIHUTE HH)KEKTHPAHUSL.

0. Tabauyno 0b0bWeHUe Ha Hedcenanume peakyuu

JlaHHUTE T0-7107Ty 0000IIIaBaT YecTOTaTa HA HeXEIAaHUTE PEaKIVH, TOKYMESHTUPAHU CIIe]T
BaKCHHAIIMATA [0 BpeMe Ha KITMHUYHU TPOYYBAHUS U MIOCTMAPKETHHTOBHS OITUT B CBETOBEH Marao,
KaTo Ce M3I0JI3Ba ciaeaHaTa KOHBEHIHA: MHOTO YecTr (>1/10); wectu (>1/100 mo <1/10); HedecTn
(>1/1 000 o <1/100); penxu (>1/10 000 mo <1/1000); muOTO peaxu (<1/10 000), c Hen3BecTHA
yecToTa (0T HATMYHUTE JaHHHU He MOXe J1a ObJie HalpaBeHa OIeHKA).



Oprasnen kiaac MHoro yectu Yectn Heuectn Penxn Mmuoro | C HeusBecTHa
peaKku | 4ecToTa
Hapymenus na JIumdane
KpBBTa U HOIIaTHsL
miMpHaTa
cucremMa
Hapymenus na Anepruunu
HMyHHaTa peakuuy,
cucremMa BKJIFOYBAIIU
TeHepaIU3UPaHu
KO>KHU PEaKLuH,
KaTo ypTHKapus,
aHa(ITaKTUIHU
peakuuy,
aHTUOCHEM,
LIOK.
Hapymenus na I'maBoGosme ITapecre3us
HEPBHATA CUCTEMA
Hapymenus na Copoex, Wsnorsasane
KOKaTa 1 obpuB
MOJIKOKHATa
THKaH
Hapymenus na Mpuanrus Aptpanrus
MYCKYJIHO-
CKeJIeTHATa
cucremMa u
ChEIUHUTEIHATA
THKaH
O6mwu Hapymenust | Hepasnonoxenue, Tpbnku, ActeHus
u eheKxTH Ha MOBHIICHA
MSCTOTO Ha TeMmIeparypa
NIPUII0KEHHUE Jlokanuu peaxkuuu:
3a4epBsBaHe™, Jlokanuu
[OJlyBaHe, peaKuuu:
uHIypanus, 6oiKa, EKXUMO03a

Ipypur

* B HAKOW cITydad JOKAITHOTO 3a4epBsBaHE MPOIBIDKABA 10 7 THU

6. Bvamooicnu nescenanu cvoumust

Bb3 0CcHOBa Ha OIMUTa ¢ TPUBAJCHTHH HHAKTUBUPAHU BAKCUHU CPEIIy TPHII, IPHIAraHy 4pe3
WHTPaMYCKYJTHA I IBIO0KA ITOAKOKHA HHXKEKITHS o0ade, MoXKe Ja ObaT ChOOIEHHN CIICTHUTE

CHONTHS:

Hapywenus na kpvema u iumgpnama cucmema
IIpexomHaa TPOMOOIIMTOTICHUS

Hapymenuﬂ HA HepseHama cucmemda

Hespanrus, ¢peOprmiau repuoBe, HEBPOJIOTHYHN HAPYIIEHS, KaTO eHIIe()aJOMUEIHT, HEBPUT 1
cunapoM Ha ['mnen-bape.

Cvoosu HapyueHus
BackynuT, cBbp3aH B MHOT'O PEIKH CIy4au ¢ MPEXOAHO 3acArane Ha ObOpenure.




Cpo011aBaHe Ha IIOJ03MPAHN HEXKEJIaHH PEAKIIKI

Cp0o011aBaHeTO Ha [MOJI03UPAHH HEKEJIaHU PeakIliy Cliel] pa3pelliaBaHe 3a yrnorpeda Ha JIEKapCTBeHHS
MPOAYKT € BaskHO. TOBa IMO3BOJISIBA [1a IIPOIBJKK HAOJIIOCHHETO Ha ChOTHOIICHUETO T10J13a/PHCK 3a
JICKapCcTBeHUs POAYKT. OT MEAMIIMHCKHUTE CICIIMAIUCTH CE M3UCKBA Ja ChOOIIaBaT BCsKa
M0JI03UpaHa HeXellaHa PeaKIvs Ype3 HaIllMoHallHa CUCTeMa 3a ChoOIaBaHe, ocoueHa B [Ipunoxenne
V.

4.9 Ilpeno3upane

MaJiko BepOsTHO € MPEI03UPAHETO Ja UMa HEXKETaH eeKT.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoauHAMUYHH CBOICTBA

®apmakoTeparneBTiyHa rpymna: Bakcuan cpemry rpur, ATC xoma: JO7BB02

HNmyHOreHHoct
OOHMKHOBEHO CEPOITPOTEKITUS CE TIOCTUTA B paMKUTE Ha 2 710 3 ceamuiiy. [IpoabmKuTeIHOCTTa HA

MOCTBAKCHHAIHUS UIMYHUTET KbM XOMOJIOXKHH IIAMOBE WJIM IIaMOBE, KOUTO ca OJIN3KO CBHP3aHU C
IIaMOBETE Ha BaKCHHATa Bapupa, HO OOMKHOBEHO € 6-12 Mecera.

B eano pangoMusupano cpaBHUTENHO npoyuBane ¢aza Il na 1 796 nuua Ha BB3pact ot 18 mo 59
roauHu e npuiokena uatpanepmanto 0,1 ml IDflu, a na 453 nuua Ha BB3pact ot 18 10 59 rogunu e
npuiIoKeHa uHTpamyckysHo 0,5 ml TpuBaneHTHa MHAKTUBUpPAHA BaKCHHA CPEILy TPHIL.

B ToBa cpaBHUTENHO MPOyYBaHE CTEIIEHTA HAa CEPONPOTEKIMS*, CTETIEHTa HA CEPOKOHBEPCHS WIIN
3HaYMMO yBeJIHueHHe™* 1 ChbOTHOIIEHUEeTO Ha cpennute reomerpudad Tutpu (GMTR) Ha anT-HA

anTurena (n3mepenu upes HI) ca onienenu criopes npeaBapuTelHO IehMHUPAHU KPUTCPHUH.

JlanHuTe ca OmnM KakTo ciieqiBa (CTOMHOCTUTE B CKOOU IMOKa3Bat 95% noBepuUTencH HHTEpBa):

Coenuduyno 3a mama antu-HA A/HIN1 A/H3N2 B
AHTHUTIO A/New Caledonia/ A/Wisconsin/ B/Malaysia/
20/99 67/2005 2506/2004
N=1 296 N=1 297 N=1 294
Crenen Ha cepoNnpoOTEKHUs 87,2% 93,5% 72,9%
(85,2, 89,0) (92,0, 94,8) (70,4, 75,3)
CreneH Ha
/ 57,5% 66,5% 56,7%
CEPOKOHBEPCHUSI/3HAYUMO (54.7. 60,2) (63.8. 69,0) (54,0, 59.4)
yBeJIHYEHHE
GMTR 9,17 11,5 6,39
(8,33, 10,1) (10,4, 12,7) (5,96, 6,84)

* Cepomnporekiust = HI tutsp > 40

** CepokoHBepcus = oTpuiareieH npesakcudaned HI turesp u nocrBakcunanen HI tutsp > 40,
3HAYUMO yBEIMYCHNE = TIOJIOKUTeNeH npeBakcuHaieH HI THThp U moHe YeTHpUKpaTHO yBETHIEHUE
Ha noctBakcuHaiHus HI TUTHD

GMTR: CLOTHOIIIEHUETO HA CPETHUTE TEOMETPUIHHN TUTPH IIPH JaJeH HHAUBHU (TTOCT-
/TipeBaKCHUHAICH TUTHP).

IDflu e chI10 TOIKOBa KIMYHOTEHHA, KOJIKOTO M M3IIOJI3BaHATa 32 CPAaBHEHHE TPUBAJICHTHA
WHAKTUBHPAaHA BAKCHHA CPEILy TPHUII, IPIIOKEHA HHTPAMYCKYJIHO 32 BCEKH €IMH OT 3-T€ TPHUITHH
mama Ha ygacTHHIH oT 18 1o 59-rogumiHa Bp3pacT.



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

CremneHTa Ha CEpONPOTEKIIHS Ha BakcHHATa Bapupa Mexay 74,8% u 95,4%, crenenTa Ha
CEPOKOHBEPCHS WIIM 3HAYNMO YBEJIHUEHUE Bapupat Mexny 56,4% u 69,3%, a GMTR Bapupart mexmy
6,63 u 11,2 pTH Hax M3xoaHUTE TUTPH Ha HI 1 3a TpuTe rpuman mamMa 3a U3MojI3BaHaTa 3a
CpaBHEHHE MHTPAMYCKYJIHA BAKCHHA.

5.2 dapMaKoKHHETHYHHU CBOICTBA

He e npunoxumo.

5.3 IlpeAkTHHUYHHU JaHHH 32 6€30MACHOCT

HexnuandHanTe NaHHU HE TOKa3BaT 0COOEH PHCK 32 XOpa B3 OCHOBA HA MPOYYBAHUSITA TIPH KHUBOTHH.
Baxkcunara e 6una iMyHOTeHHA TTPU MUTIKH ¥ 3ainu. [IpoyuBannsaTa 3a TOKCHYHOCT TIPH
MHOTOKPATHO TIPHJIaTaHe MPH 32l He MOKa3BaT 3HAYNMH JaHHH 32 CHCTEMHA TOKCHYHOCT.
EnHOKpaTHOTO M MHOTOKPATHOTO IMpHJarane odade, BOAST 0 MPEXOHA JIOKAITHA EpUTEMA U €JIEM.
I'eHOTOKCHYHOCTTA ¥ KAPIIWHOTEHHUST MOTEHIIHAN HE ca MMPOYYEHH, 3aII0TO TTOJOOHH MPOYIBAHUS HE
ca ToAXoasIy 3a BakcuHUTe. [IpoyuBanusTa Ha ¢pepTHINTETa U PENPOAYKTUBHATA TOKCHYHOCT HE Ca
TOKA3aJI OTpeeNieH TTOTEHINAJIEH PUCK 32 X0pa.

6. DAPMALEBTUYHU JAHHHA

6.1 Cnucbk HA IOMOUIHUTE BelECTBA

Hatpues xnopun

Kanuer xmopun

HunatpueB gocdar guxumpar

Kanues nuxunporendocdar

Bopa 3a nnxexkuun

6.2 HecbBMecTHMOCTH

[Ipu nunca Ha npoyyBaHMA 32 HECHBMECTUMOCTH, TO3H JICKAPCTBEH MPOAYKT HE TpsiOBa /1a ce cMecBa
C JIpyTH JIEKaPCTBEHH MIPOLYKTH.

6.3 Cpok Ha rogHocT
1 roguHa
6.4 ChenuajaHu ycJI0BHS HA ChXpaHeHHe

Ha ce cpxpansiBa B xiaamquiHuk (2°C8°C). [la He ce 3ampassiBa.
CopxpaHsBaiiTe CIIPUHIIOBKAaTa B KAPTOHEHATA ONAKOBKA, 3a Ja CE MPeAasy OT CBETIHHA.

6.5 Bwuau cpabpikaHue Ha OMAKOBKATa

0,1 ml cycnieH3us B IpeBapUTEITHO HAITBIHEHA CIIPUHITOBKA (CTHKII0) C MUKPOHHKEKITHOHHA
CHCTeMa ¢ TIPUKpEreHa MUKPOUTIIa, CHAOIeHa ¢ elacTOMEpeHa Ii1aBa Ha OyTaioTo (XJI0poOyTHII),
Karayka (TepMOIUTACTHYEH eIacTOMEp U IOJHUIIPOIIIECH) U CUCTeMa Tpeina3Bamia uriata. OnakoBKU

mo 1, 10, mmam 20.

He Bcuuku BHIOBE OMAaKOBKH MOTAT J1a ObJaT IMyCHATH B TIPOAaX0a.



6.6 CnenuaJHu npeana3Hu MepPKU MPU U3XBHLPJIsiHE U padoTa

HewnznonsBanusT nexapcTBEH MPOAYKT MM OTIMAAbYHUTE MAaTEepUaIA OT HETO TPAOBa /a ce U3XBBPIIST
B CHOTBETCTBHE C MECTHUTE M3UCKBAHUSI.

IIpenu yroTpeba, BakcuHaTa TpsIOBa Aa OB OCTaBeHA J1a JOCTUTHE CTaifHa TeMIIepaTypa.
Bakcunata He TpsiOBa Jia ce U3M0I3Ba, aKO B CYCIICH3HUATA MMa HAJIMYUE HA YYXKJIH YACTHITH.

He e HeoOxoammo BakcHHATa JIa c€ pa3Kiiama pean ynorpeoa.

MUKpOHHXEKITHOHHATA CHCTEMA 33 HHTPAJCPMAITHO HHXKEKTHPAHE Ce ChCTOM OT MPEBAPUTETHO

HaIThJIHEHA CITPUHIIOBKA ¢ MuKkpouraa (1,5 mm) u cucteMa mnpejinaspaiia uriara.
[IpenHa3HayeHWETO HA cUCcTEMATa, MpeJIna3Balila uriaTa, € J1a TOKpHe MUKPOHTIIATA Ciie]| yIoTpeoa.

MuKpoOuHKEeKIMOHHA CUCTEeMA

Msicro 3a ByraJjio

Mukpouraa
XBaliaHe

IIpo3opue

Ilpenna3zuresa Ha
UrJjiaTa

Kanmauka
[na ursara

Bakcuna P16




HHCTPYKIUU 3A YIIOTPEBA

MoJisi IpoYeTeTe MHCTPYKIUNUTE MpeIu VIioTpeda

1/ CBAJIETE KAITAYKATA HA UI'JIATA

CBarere KamaykaTa Ha
urijara oT
MHUKPOMHXCK-IIUOHHATAa
CUcTeMa.

He orcTpansiBaiiTe
BB3/yXa OT UIJIaTAa.

3/ BBBEJETE UI'JIATA BBbP30
HNEPIIEHAUKYJIAPHO HA KOXATA

BeBenere urnara
TIePIIEHANKYIISIPHO Ha
KOXara, B yJacThKa Ha
JENTONUIHUS MYCKYIL, C

psA3K0, OBbP30 JIBWKEHUE.

2/ XBAHETE MUKPOUHXEKIITUOHHATA
CUCTEMA MEXKIY TAJIEHA U CPEIHUS
HPBCT

XBaHeTe
MHKPOMH)KEKIIMOHHATA
CHCTEMA KaTO IIOCTABUTE
caMmo majerna U CpeHus
MPBCT OT IBETE CTPAHU Ha
MSCTOTO 3a XBalllaHe;
MoKa3aJelbT TpsOBa aa
ocTaHe CBOOO/IEH.

He nocraBsiiTe
NMPBLCTUTE CH BHPXY
npo3opuerara.

4/ AHKEKTUPAWTE, KATO U3MOJI3BATE
IMOKA3AJIEIHA CH

Crnen KaTo MUKpOUTIIATA €
BbBE/ICHA,

MO AbpIKanTe
MTOBBPXHOCTTA Ha KOKaTa
JIEKO OIThHATA U
WHXXEKTHpPAWTe, KaTo
H3II0NI3BATE TTOKa3aiera
CH, 32 J]a HATHCKaTe
OyTamnoro.

He e reoOxomnmo na ce
MPaBH TECT 3a
KPBBOHOCEH ChI.

5/ AKTUBUPAWTE NMPEAIA3SHUTEJS HA UTJIATA, KATO HATUCHETE ILTHTHO BYTAJIOTO

I/ISBELHGTC urjarta OT KoXKara.

He nacouBaiite uriara KbM ce0€ CH WU KbM Apyru xopa.

Cnc ChllaTa pPbKa HATUCHETE INIBTHO C MAJICIL 6yTaJ'IOTO, 3a 1a aKTUBUPpATEC
OpeArnasuTeis Ha urijarta.
qua CC IIPAKBAHE U MPCANA3UTEIIAT [IOKPUBA UIJI1aTa.

Hesabasuo U3XBBPJCTC CUCTEMATA B Hal-OJIM3KUS KOHTeﬁHep 3a OCTpHU NPEAMETHU.

WHKeKTHpaHeTo ce CUnTa 3a YCIICIIHO, HE3aBUCHMO JIajli ce HaOIto1aBa
oOpasyBaHe Ha UH(WITPAT WM HE.

HpI/I HaJIM4ue Ha TCYHOCT HAa MACTOTO HAa MHKCKTUPAHE, CJICA NPpWIaralHe Ha
BaKCHHaTa, HE CC HaJlara peBaKCUHaLUs.



7. HNPUTEXKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Sanofi Pasteur SA, 2, avenue Pont Pasteur, F-69007 Lyon, ®panmms.

8. HOMEP(A) HA PABPELHIEHUETO 3A YIIOTPEBA
EU/1/08/507/001

EU/1/08/507/002
EU/1/08/507/003

9. JATA HA IbPBO PASPEIIABAHE/TIOJHOBSIBAHE HA PASPELHLIEHUETO 3A
YIHOTPEBA

Jara Ha mppBo paszpemanane: 24 ¢pepyapu 2009 T.

[Jara Ha mocnenHo mogHOBsBaHe: 24 ¢eBpyapu 2014 r

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

MM/TTIT

ITonpoOHa mHpOpManHs 32 TO3M JIEKaPCTBEH MPOAYKT € MpefjocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHIws 1o JiekapcTaara http://www.ema.europa.eu
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1. HUME HA JIEKAPCTBEHUS ITPOAYKT

IDflu 15 mukporpama/inam HHXEKIIMOHHA CYCIIEH3US

Bakcuna cpenty rpun (pparmenTupan nHakTuBupan supuon) (Influenza vaccine (split virion,
inactivated))

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

['punen Bupyc (MHAKTUBHpaH, pparMEeHTHPaH) Ha CICIHUTE IaMOBE™:

AJ/California/7/2009 (HIN1)pdmOQ9-tipoussozen mam (NYMC X-179A)......... 15 muxporpama HA**
AlTexas/50/2012 (H3N2)-mpouzsomen mam (NYMC X-223A).......cccccevvevennne 15 mukporpama HA**
B/MassaChUSELIS/2/2012..........ccueieiiee e 15 mukporpama HA**
Ha no3a 0,1 ml

* MPOM3BE/IEH B KOKOIIN eMOPHOHHU OT I'PYIH 3APaBH KOKOIIKU
**  XeMariyTHHUH

Ta3u BakcuHa choTBeTCTBa Ha MpenopbkuTe Ha C30 (3a CeBepHOTO MONYKBI00) U pemernero Ha EC
3a cezon 2014/2015.

3a MBIHAS CITUCHK Ha IOMOITHHUTE BEIIECTBA, BIKTE ToUKa 6.1.

IDflu Mmosxe a chrbprka CIAEIH OT siidla, KaTo OBaJOYMHUH U CIIEAHM OT HEOMHIIUH, (OPMAACXU U
OKTOKCHHOJI 9, KOMTO Ce M3II0NI3BAT 110 BpEME Ha IPOU3BOACTBEHMS TIporec (Bxk Touka 4.3).

3. JEKAPCTBEHA ®OPMA

MHXeKIIMOHHA CyCIIEH3U.

besnBeTHa 1 omaneceHTHa CyCTICH3HSL.

4. KJIMHUYHU JAHHU

4.1 TepaneBTUYHHU MOKAZAHUSA

[Ipodunakruka Ha rpum mpu Juna Ha 60 roAWITHA B3pacT U HAJ Hesl, 0COOEHO MPH TaKHBa C
MOBUILICH PUCK OT Pa3BUTHE HA CBBP3aHHUTE C TPUIA YCIOKHEHUS.

VYnorpebara Ha IDflu Tpsi6Ba 1a 6b1¢ OcHOBaHA Ha O(DHUIMATHH IPETOPHKH.

4.2 Jlo3upoBKa U HAYHUH HA MPHJIOKEHUE

gO?»PI[}OBKa

Jluma Ha 60 rogumiaa BB3pact 1 Hag Hes: 0,1 ml.
Ieouampuuna nonynayus

He ce npenoppsuBa ynorpebara na IDflu mpu nena u ronommu mox 18 rogunu, mopaau Iumcara Ha
JIOCTAaTHhYHO TaHHU 32 0€301TaCHOCT B €(PUKACHOCT.
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Hauun Ha npuiioxxenue
NmMyHuzanmsita TpsAOBa Aa c€ HAlpaBU WHTPAJACPMAITHO.
IIpenopbYUTETHOTO MSICTO HAa MHXKEKTHPaHE € B 00J1aCTTa Ha JENTOUTHUS MYCKYJI.

Ilpeonasnu mepku, koumo mpsosa 0a 6voam 3emu npedu paboma CvbC UlU NPUIONCeHUE HA
JIeKapCcmeerust npooyKm

3a yka3aHusi OTHOCHO TIO/ITOTOBKATa Ha JIEKAPCTBEHUS MPOYKT MPEIN MPUIIOKEHHE BIKTE Touka 6.6.
4.3 IIpoTuBOMOKA3aAHUS

CBpBXUYYBCTBUTEITHOCT KbM aKTHBHUTE BEIECTBA MIIM KbM HIKOE OT IIOMOITHUTE BEIICCTBA,
n30poeHH B Touka 6.1 MM KbM HIKOE OT OCTAaTHYHHUTE BEIIECTBA, KATO sAiIa (OBAJIOYMUH, MTHJICIIKH

NPOTENHH) HEOMHLINH, (POpMAIAEXUI M OKTOKCUHON 9.

Wmynuzanusara TpsiOBa na Obae 0TII0KEeHa PH MaueHTH ¢ peOpuiHo 3a00sBaHe WK OCTpa
WHEKIHS.

4.4 ChneuuajHu NpeaynpekIeHUs U NPeANa3Hu MePKH NPU ynoTpeda

KakTto npu BCUYKH MHXKEKITMOHHH BAKCUHH, BUHATH TPSOBA J1a 0bJIe OCUTYPEHO MOIXOISIIO0
MEIUIHCKO JICYCHUE U HAOJII0JICHNE B Cyvail Ha aHA(HIaKTHYHA PeaKIus cle]l Mpuiiaraie Ha
BakcuHaTa (BX T. 4.8).

IDflu mpu HMKaKBH 0OCTOSATENCTBA HE TPSAOBA J1a Ce Mpuiiara BETPECHI0BO.

AHTUTETHUAT OTIr'OBOP IIPU NMAOUCHTU C CHAOI'CHHA WIH ATPOTrC€HHAa UMYHOCYIIPECUA MOXKE J1a 6’[),[[6
HCIOOCTATHhYCH.

Vma MHOTO Orpanuyenu AaHuu 3a IDflu mpu uMyHOKOMITPOMETHpPAHU MALMEHTH.

HpI/I HaJIMYUE€ Ha TCHHOCT Ha MACTOTO Ha MHXXCKTUPAHE, CJICA IpUJIaraHe Ha BaKCHaTa, HE CC Hajlara
peBaKCUHaL M.

3a noBIMsBaHE HAa CEPOJIOTMYHM U3CJICABAHUS. BIDKTE TOUKa 4.5.
4.5 BzaumojeiicTBHe ¢ APYTH JeKAPCTBEHH MPOAYKTH U Apyru ¢GopMu Ha B3anMoeiicTBHe

IDflu Moske 1a ce mpuIiara eTHOBPEMEHHO ¢ APYTU BakCHHH. MIMyHH3aImsTa TpsOBa J1a ce HallpaBH Ha
pasnuuHu KpaiHuIm. TpsadBa qa ce nMa IpeaBuI, Y€ HeXKeJIaHUTE PeaKIi MOTaT Ja Ce 3aCHIIAT.

VIMyHHUST OTTOBOP MOJe /1a Obie HaMaJIeH IPH MMalUeHTH, [10JUI0KEH! HA UMYHOCYIIPECHBHO
JIeYCHHE.

Cren BakCHHAIMS CpELTy TPUIl ca HabIroAaBaH| (DajIIMBO HOIOXKUTEIIHI PE3YITaTH HA CEPOIOTUIHN
TECTOBE, IPX KOUTO € m3noi3BaH Merona ELISA 3a onpenensine Ha anTutena cpenry HIV-1, xenatur
C u ocobeno HTLV-1. Texaukara Western Blot onposeprasa (anmmBo HoJ0KUTETHUTE Pe3yNTaTH
Ha CepoJIOTHYHHTE TecToBe Noiydern mo merona ELISA. [IpexomanTe (anmmBo moIoKATETHA
peakLMy MOXe a ce IbJKaT Ha [gM oTroBopa KbM BaKCHHATA.

46 @epruaurer, )peMeHHOCT U KbpMeHe

Ta3u BakcHHa € IpelHa3HaueHa 3a Juua Ha 60 roguiiHa Bb3pacT U HaJ Hes. Cle10BaTesHo Ta3u
nHGOpPMaLUS € HEIPHIOKIMA.
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4.7 EdexTH BPXYy COCOOHOCTTA 32 mopupaHe U padoTa ¢ MAIIUHU

IDflu He moBMUsABa MM TIOBJIMSIBA TIPEHEOPEIKUMO CITOCOOHOCTTA 34 IIohHpaHe U paboTa ¢ MAIIMHH.
4.8 Hexenanu JeKapCcTBEHH PeaKIUu

a. Obobwenue na npoghuna Ha be3onacHocm

besonacuocrra Ha IDflu e onienena B 3 oTkpUTH, paHAOMU3UPAHH KIMHUYHU M3MUTBAHHS, B KOUTO Ha
3 372 Bakcunupanu e npuwioxeHa umxekuus 1Dflu.

be3onacHocTTa € OMa olleHeHa 32 BCHUKHU YYACTHHUIH MTPe3 MIbPBUTE 3 CEJMUIH Clie]] BAKCHHAIMSATA
U ca CbOpaHu CepHO3HU HEXKETAHU PEAKIIMH MPe3 CIIC/IBAIMNTE IECT Mecella Ha KOHTPOJIHO
npocrnensBane 3a 2 974 yuactHuIM (TIOMyJIAHS HA JIBE OT TPUTE KIMHUYHK TPOYIBAHUSA).

Haii-uecture peaknnu, HACTHIIWIIM CJIe ] pUJIaraHe Ha BaKCWHATA ca OWMITH JIOKAJTHA PEaKIny Ha
MSCTOTO Ha WHXXEKTHPAHE.

IIpostBUTE HA JIOKAJTHA PEAKIIAN Ca TIO-YECTH CIIe ] HHTPAISPMATHO IPHIIOKEHHE, OTKOJIKOTO CIE]
WHTPaMyCKYJTHO TPUJIOKEHIE Ha CPaBHUTEIHA BAKCHHA ChC WM 0€3 a/IfOBaHT.

IToBedero peakinu OT3By4aBaT CIIOHTAHHO B paMKuTe Ha 1 10 3 AHM ciex mosBara.

Cuctemuust npodut Ha 6e3onacuoct Ha IDflU e momoben Ha mpumaraHaTa HHTPaAMyCKYITHO
CpaBHHTEIHA BaKCHHA ChC WU 0€3 aJfOBaHT.

Criet IOBTApSINO ce €KETOAHO HHKEKTUpaHe, mpodmrsT Ha 6e3omacHoct Ha IDflu e momoben na
NPEVITHATE HHXCKTUPAHUSL.

0. Tabauuno 0b60OWeHUe Ha HedicelanHume peaKyuu

JlarHUTE 10-7107Ty 0000I1IaBAT YeCTOTATA HA HeXKEIIAaHUTE PEaKIVH, TOKYMESHTUPAHU CIIe]T
BaKCHHAIMATA MO BpeMe Ha KJIMHUYHHU MPOYYBAHHS, K TOCTMAPKETHHTOBHUS OIIMT B CBETOBEH Maao,
KaTo ce M3II0JI3Ba CIeaHaTa KOHBEHITHA: MHOTO YecTh (>1/10); gectu (=1/100 mo <1/10); mHeuectn
(>1/1 000 no <1/100); penxu (>1/10 000 mo <1/1000); muOTO peaxu (<1/10 000), c HEM3BECTHA
4yecToTa (0T HATMYHUTE JaHHHU HE MOXe J1a ObJie HalpaBeHa OIEeHKA).
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Oprasnen kiaac MHoro yectu Yectn Heuectn Penku Mmuoro | C Heu3BecTHa
peAku | yecToTa

Hapymenus na Anepruusu

MMYHHaTa peakuum,

cucremMa BKJIIOYBAIIN
TeHepaIU3UpaHu

KO>KHH PEaKI1N
KaTO ypTHKapHs,
aHa(QMITaKTHIHI
peakmuy,

AHI'MoCJIEM, HIOK.

Hapymenus na I'maBoGosme [Napecre3sus,
HEPBHATA CUCTEMA HEBpPUT
Hapymenus na WznorsBane | Copbex,
KOKaTa 1 o0puB
MOJIKOKHATa
THKaH
Hapymenus na Mpuanrus Aptpanrus
MYCKYJIHO-
CKeJICTHATa
cucremMa u
ChEIUHUTEIHATA
THKaH
O6mwu Hapymenust | Jlokaman Hepasnonoxenue, | Ymopa
u eheKxTH Ha peaxuuu: TPBIIKY,
MSCTOTO Ha 3a4yepBsBaHe™, MOBHIICHA
NIPUII0KEHHUE HHAypanus, TeMmIeparypa
[OJlyBaHe,

IpypHUT, O0JKa JlokanmHn
peaKuuu:

CKXHNMO3a

* B uskon CJIydad JIOKAJIHOTO 3a4CPBABAHC MMPOAbJI)KaBa 10 7 JHH
6. Bvamooicnu nescenanu cvoumust

B®3 ocHOBa Ha omHTa ¢ TPUBAICHTHN MHAKTUBUPAHHN BAKCUHU CPELTy TPHII, IPHIIAraHu upe3
WHTPaMYCKYJTHA WIIH TBIO0KA ITOAKOKHA HHKEKITHS o0ade, Moxe Aa ObIaT ChbOOIIEHN ChONUTHS:

Hapymienus Ha kpbBTa U TIMM(HATA CUCTEMA
IIpexomHaa TpoMOOIMTOIEHNS, TIpeX0oaHa TUMpaTeHOTIaTHS

Hapywenus na nepenama cucmema
Hespaunrus, ¢peOprmiau repuoBe, HEBPOJIOTHYHN HAPYIIEHMS, KaTO eHIIe()aJOMUEIHT, HEBPUT U
cunjpoM Ha ['mnen-bape.

Cvoosu HapyuieHus
BackynuT, cBbp3aH B MHOTO PEAKH CIy4au ¢ MPEXOAHO 3acArane Ha ObOpenure.

Crpo01aBane Ha IMOA03MPAHN HEKEIAHH PEAKIIMHI

Cp0o011aBaHeTO Ha [MOJI03UPAHH HEKEIIaHU Peakliy ClIe]] pa3pelliaBaHe 3a yrnoTpeda Ha JIeKapCTBESHHUS
MPOIIYKT € BaxkHO. ToBa MO3BOJISIBA 14 TIPOIBIKHM HAOIIOIEHHETO Ha ChOTHOIIEHHUETO 1T0JI3a/PUCK 3a
JIEKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CICITHATMCTH CE€ U3UCKBA J1a ChOOIIaBaT BCIKa
M0JI03MPaHa HeXellaHa PeaKilns Ype3 HaIllMoHallHa CUCTeMa 3a ChOoOIaBaHe, ocoucHa B [Ipunoxenne
V.
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4.9 Ilpeno3upane

MaJiko BepOsTHO € MPE03UPAHETO Ja UMa HeXKEIaH ePeKT.

5. ®APMAKOJIOTUYHU CBOVMCTBA

5.1 ®apmakoauHAMUYHH CBOICTBA

dapmakorepaneBTryHa rpyna: Bakcunu cpemry rpum, ATC kox: JO7BB02

HmyHoreHHocr

OOHMKHOBEHO CEPOITPOTEKITUS CE TIOCTUTA B paMKUTE Ha 2 710 3 ceamuiiy. [IpoabmKuTeIHOCTTa HA
MOCTBAKCHHAIHUS UIMYHUTET KbM XOMOJIOKHH IIIAMOBE MJIH IIaMOBE, KOUTO ca OJIN3KO CBHP3aHU C
II[aMOBETE Ha BaKCHHATa Bapupa, HO OOMKHOBEHO ¢ 6-12 mecera.

B exno pangoMuzupano cpaBHUTENHO npoyuBane ¢aza Il na 2606 nuua Ha BB3pacT Hag 60 ToauHM €
npunoxena uarpagepmaino 0,1 ml IDflu, a na 1089 nuna Ha BB3pact Haj 60 TOIMHU € TIPHIOKEHA

uHTpamyckyiHo 0,5 ml TpuBaneHTHA MHAKTUBHPAHA BAKCUHA CPELLY TPHII.

B ToBa cpaBHUTEIHO MPOyYBaHE CTEIIEHTA Ha CEPONPOTEKIH*, CTENIEHTa Ha CEPOKOHBEPCHSI WIIH
3HaYMMO yBeJIHueHHe™* 1 chboTHOIIeHUeTO Ha cpeanute reomerpudan Tutpu (GMTR) Ha anTH-HA
anTutena (u3mepenu upes HI) ca oueHenu ciopea npeaBapuTeIHo NeUHUPAHN KPUTEPUH.

JlanHuTe ca OmnM KakTo ciieqiBa (CTOMHOCTUTE B CKOOU IMOKa3Bat 95% noBepUTeneH HHTEpBa):

Hurpanepmanano 1519

A/HIN1 A/H3N2 B
A/New Caledonia/ 20/99 | A/Wisconsin/ 67/2005 | B/Malaysia/ 2506/2004
N =2 585 N =2 586 N =2 582
CpenHu reoMeTpUYHH THTPH 81,7 298,0 39,9
(1/dil) (78,0 ; 85,6) (282 ; 315) (38,3, 41,6)
CreneH Ha cepoNpPOTEeKUMS 77,0 93,3 55,7
(%) * (75,3 ; 78,6) (92,3;94,3) (53,8 ; 57,6)
CremneH Ha cepOKOHBepCHA 387 613 36.4
NI 3HAYUMO yBeJINYEeHHe (36,8 : 40,6) (59’3 : 63,1) (34,5 : 38,3)
(%) **
CbhoTHOLIEHHE HA CPeIHUTE 397 819 361
FeoMETPIFHE THTPH (377;4.18) (7,68 ; 8,74) (347 ;3,76)

(GMTR)

* Ceponporekiust = HI tutsp > 40
** CepokoHBepcHs = oTpuIiaTeieH npesakcuHaneH HI tTutsp n nocrBakcunanen HI tutsp > 40,

3HAUYMMO YBEJIIMYEHUE = MOJIOKUTENICH NpeBakcuHaieH HI TUThp U mOHe YeTUPUKPATHO YBETUYCHUE
Ha noctBakcuHanHus HI Tutsp
GMTR: ChOTHOIIICHUETO HA CPEAHUTE TCOMETPUYHU TUTPH MPU 1aJIeH HHIUBU (TIOCT-

/TIPEBAKCUHAJICH TUTHD).

IDflu e mone ChIIO TOJIKOBA UMYHOI'CHHA, KOJIKOTO U U3II0JI3BaHATa 3a CPABHCHUC TPHUBAJICHTHA
HWHAaKTUBHUPAaHa BAKCHHA CPCILLY I'pHIl, MPUIIOKCHA MHTPAMYCKYJIHO 3a BCCKU €AUH OT 3-ter PUTTHA
1aMa Ha y4aCTHUIU OT 60 roaviiHa Bb3pacT U Ha HEA.

Cpeanute reoMeTpuyHN TUTPH Bapupat mexay 34,8 (1/dil) u 181,0 (1/dil), crenenTa Ha
CEpONpPOTEKITNS Ha BaKCHHATa Bapupa Mexay 48,9% u 87,9%, cTemnenTa Ha CEpOKOHBEPCHS WITH
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3HaYUMO yBennueHnne Bapupat mexay 30,0% u 46,9%, u GMTR Bapupat mexnay 3,04 u 5,35 nptn
Haj u3xoaHuTe TUTpY Ha HI 1 3a Tpure rpumHu mama 3a U3MoiI3BaHaTa 3a CpaBHEHHE HHTPAMYCKYITHA
BaKCHHA.

B eano pangoMusupaHo cpaBHUTENTHO npoyuBane ¢aza Il na 398 yyacTHuLM Ha BB3pacT Hax 65
roauHu e npuwiokena uaTpaaepmainto 0,1 ml IDflu, a va 397 yuactHuM Ha BB3pacT Haj 65 TOIUHU €
npuiIokeHa nHTpamyckyiHo 0,5 ml TpuBaseHTHa MHAKTUBUpPAHA IPOTHBOTPUITHA BAKCHHA C QAIOBAHT
(ceappkamia MF-59) B cbiiata 103upoBKa, MPUIIOKEHA HHTPAMYCKYIIHO.

IDflu e chI110 TOKOBA MIMYHOT€HHA, KOJIKOTO U CPAaBHUTEIIHATA TPHBAICHTHA BAKCHUHA C a/IFOBAHT
(ceapprkara MF-59), mo oraomenne Ha GMT (cpeaHUTE T€OMETPUYHN TUTPH) 34 BCEKH €IUH OT 3-T€
rpunHY mama mo metoga SRH (mpocra paguaina xemonunsa) u 3a 2-ta mama no HI metog.

5.2 dapMaKkoKHHETHYHH CBOICTBA

He e npunoxumo.

5.3 IlpeakJMHUYHH JAHHHU 32 0€30MACHOCT

HexnmmuandHaMTE NaHHU HE TOKa3BaT 0COOEH PHCK 3a XopaTa Bb3 OCHOBA HA MPOYYBAHUATA TIPU
JKUBOTHU. BakcrHaTa e Omiia MMyHOTeHHA MPH MUIIKY U 3aiiim. [IpoyuBaHusITa 32 TOKCHYHOCT TIPH
MHOTOKPATHO TIPUJIaTaHe MPH 32l He TOKa3BaT 3HAYNMH JaHHH 32 CHCTEMHA TOKCHYHOCT.
EnHOKpaTHOTO M MHOTOKPATHOTO IpHJIarane odade, BOAST 0 MPEXOIHA JIOKATHA EPUTEMA U €JIEM.
I'eHOTOKCHYHOCTTA M KapIIWHOTEHHUST MOTEHITHAN HE Ca MMPOYYEHH, 3aII0TO OJOOHH MPOYIBAHUS HE
ca moaxosiy 3a BakcuHuTe. [IpoyuBanusaTa Ha depTUINTETa M PENPOAYKTHBHATA TOKCHYHOCT HE Ca
TTOKA3aJIy OTpeieNieH TIOTEHINAJIEH PUCK 3a X0pa.

6. DAPMALIEBTUYHU JAHHHA

6.1 Chnucbk HA TIOMOUIHUTE BelECTBA

Hatpues xmopun

Kanues xnopug

Hunatpues gocdat quxuapar

Kanues nuxunporengocdar

Bopna 3a unxkexkunu

6.2 HecbBMeCTHMOCTH

ITpu nunca Ha Mpoy4YBaHUs 32 HECHbBMECTUMOCTH, TO3H JIKAPCTBEH MPOAYKT HE TpsiOBa /1a ce cMecBa
C JIpYTH JIEKaPCTBEHH MIPOAYKTH.

6.3 Cpok Ha rogHoCT
1 ronnHa
6.4 CroenmajaHu ycJI0BHS HA ChbXpaHeHHe

Ia ce cpxpansBa B xinaaquiHuk (2°C-8°C). Jla He ce 3amMpassiBa.
CobXxpaHsBaiiTe CIIPUHIIOBKAaTa B KAPTOHEHATA ONAKOBKA, 3a Ja Ce MPEINa3y OT CBETINHA.

6.5 Bwuau cpabpkaHue Ha OMAKOBKATA

0,1 ml cycnieH3us B IpeBapUTEITHO HAITBIHEHA CIIPUHIIOBKA (CTHKIIO) C MUKPOHMHKEKIIHOHHA
CHCTeMa C IpUKperneHa MUKPOUTIIa, CHabIeHa ¢ eJJacTOMEpPeHa IaBa Ha OyTanoTo (XJI0poOyTHi),
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Karayka (TepMOILIaCTHYCH eJacTOMEp U MOJIMIPOINUICH) U CHCTEMa TIpena3Baiia uriata. OnakoBKd
no 1, 10, wiu 20.
He Bcuuku BUIOBE ONAKOBKK MOTaT J1a ObJaT MyCHATH B IPOaaoa.

6.6 CnenuaJHu mpeana3Hu MepKU MPU U3XBHLPJIsiHE U padoTa

Hewnsnoms3BaHusT 1exkapcTBEH MPOAYKT MM OTIMAABYHUTE MAaTepHUaId OT HETO TPIOBa Ja Ce U3XBBPIIST
B CHOTBETCTBHE C MECTHUTE M3NCKBAHUSI.

IIpenu yroTpeba, BakcuHaTa TpsIOBa Aa OBE OCTaBeHA /1a JOCTUTHE CTaifHa TeMIIepaTypa.
Bakcunata He TpsiOBa Jia ce U3M0JI3Ba, KO B CYCIICH3UATA MMa HAJIMYUE HA Yy YACTHIIH.

He e HeoO6xomnMo BakCHHATA A € pa3KIIaiia Mpean yrmoTpeoda.

MUKpOHHKEKIIHOHHATA CHCTEMA 33 HHTPAJACPMAITHO HHKEKTHPAHE CE ChCTOU OT MPEABAPUTEITHO

HaIThJIHEHA CITPUHIIOBKA ¢ MuKpourya (1,5 mm) u cuctema npejnaspaiia uriara.
[IpenHa3HayeHNETO HA cHCTEMATa, MpeIna3Balla uriaTa, € 1a TOKpre MUKPOMIIIATa Cie]| yHoTpeoa.

MuKpouHKEeKIMOHHA CUCTEMA

Msicro 3a ByraJjio

Muxpouria
XBaliaHe

IIpo3opue

______ —
== —
Ipeana3urtes Ha
urjaara
Kanmauka
Bakcunna P16

jHa urjara

17



HHCTPYKIHUU 3A YIIOTPEBA

1/ CBAJIETE KAITAYKATA HA UI'JIATA

CBarere KamaykaTa Ha
urijara oT
MHUKPOMHXCK-IIUOHHATAa
CUcTeMa.

MoJisi IpoYeTeTe MHCTPYKIUNUTE MpeIu VIioTpeda

2/ XBAHETE MUKPOUHXEKIITUOHHATA
CUCTEMA MEXKIY TAJIEHA U CPEIHUS

HPBCT

XBaHeTe
MHKPOMH)KEKIIMOHHATA
CHCTEMA KaTO IIOCTABUTE
caMmo majerna U CpeHus

MPBCT OT IBETE CTPAHU Ha
MSCTOTO 3a XBalllaHe;
MOKa3aJelbT TpsOBa aa
OCTaHe CBOOOJIEH.

He orcTpansiBaiiTe
BB3/yXa OT UIJIaTAa.

He nocraBsiiTe
NMPBLCTUTE CH BHPXY
npo3opuerara.

4/ AHKEKTUPAWTE, KATO U3MOJI3BATE
IMOKA3AJIEIHA CH

3/ BBBEJETE UI'JIATA BBbP30
HNEPIIEHAUKYJIAPHO HA KOXATA

BuwBenere urnara
TIePIIEHANKYIISIPHO Ha
KOXara, B yJacThKa Ha
JENTONUIHUS MYCKYIL, C
psA3K0, OBbP30 JIBWKEHUE.

Crnen KaTo MUKpOUTIIATA €
BbBE/ICHA,

MO AbpIKanTe
MTOBBPXHOCTTA Ha KOKaTa
JIEKO OIThHATA U
WHXXEKTHpPAWTe, KaTo
H3II0NI3BATE TTOKa3aiera
CH, 32 J]a HATHCKaTe
OyTamnoro.

He e reoOxomnmo na ce
MPaBH TECT 3a
KPBBOHOCEH ChI.

5/ AKTUBUPAWTE NMPEANA3SUTEJS HA UTJIATA, KATO HATUCHETE ILTHTHO BYTAJIOTO

I/IsBa,ueTe urjarta OT KoXKara.
He nacouBaiite uriara KbM ce0€ CH WU KbM Apyru xopa.

Cnc ChlllaTa pPbKa HATUCHETE INIBTHO C MAJICIL 6yTaJ'IOTO, 3a 1a aKTUBHUPpATEC
npeArnasuTeis Ha urijarta.
qua CC IIPAKBAHEC U MPCANA3UTEIIAT [IOKPUBA HUIJI1aTa.

Hesabasuo H3XBBPJICTC CUCTEMATA B Hal-OJIM3KUs KOHTeﬁHep 3a OCTpHU NPEAMETHU.

WHKeKTHpaHeTo ce CUnTa 3a YCIIEIIHO, HE3aBUCHMO JajIH ce HaOJo1aBa
oOpasyBaHe Ha UH(WITPAT WIH HE.

HpI/I HaJIM4ue Ha TCYHOCT HAa MACTOTO HAa MHIKCKTUPAHE, CJICA NPpWIaralHe Ha
BaKCHHAaTa, HE CC HaJlara peBaKCUHalUs.
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7. HNPUTEXKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Sanofi Pasteur SA, 2, avenue Pont Pasteur, F-69007 Lyon, ®paniwus.

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA
EU/1/08/507/004

EU/1/08/507/005
EU/1/08/507/006

9. JATA HA ITBPBO PA3ZPEIIABAHE/ITIOJHOBSBAHE HA PASPELHIEHUETO 3A
YIOTPEBA

[Hara Ha mppBo paspemanane: 24 ¢pespyapu 2009 r.

Jara Ha mocienHo nmogHOBsiBaHe: 24 ¢geBpyapu 2014 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

MM/ITIT

[TonpoOHa wHpOpManHS 32 TO3M JIEKAPCTBEH MPOAYKT € MpefocTaBeHa Ha yeOcaiita Ha EBponeiickaTta
areHIys 1o JiekapcTaara http://www.ema.europa.eu/
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NNPUJIOKEHMUE 11

MMPON3BOIUTEJI(A) HA BHOJOTHNYHO
AKTHBHOTO(MTE) BEIIECTBO(A) 1
MMPON3BOUTEJI(A), OTTOBOPEH(HM) 3A
OCBOBOKIABAHE HA IIAPTH/IA

YCJIOBHUSA NI OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYTI'N YCJIOBUS U UBUCKBAHUS HA PASPEHLIEHUETO 3A
YIIOTPEBA

YCJIOBHUSA NI OTPAHUYEHUS 3A BESOITACHA U
E®EKTHUBHA YIIOTPEBA HA JIEKAPCTBEHUS IPOAYKT
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A.  NPOU3BOJUTEJI(M) HA BUOJIOI'NYHO AKTUBHOTOMTE) BEHIECTBO(A) U
MMPOU3BOAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE HA ITAPTUIN

Hwme u agpec Ha nmpousBoauTesi(MTe) Ha OMOJIOTMYHO aKTUBHOTO(UTE) BelecTBo(a)

Sanofi Pasteur
Parc Industriel d’Incarville
27100 Val-de-Reuil

®paHuus

HmMe u aapec Ha TPOM3BOIUTEIINTE, OTTOBOPHHM 34 OCBOOOKIaBaHE HA IMAPTUJIUTE

Sanofi Pasteur
Parc Industriel d’Incarville
27100 Val-de-Reuil

®paHuus

Sanofi Pasteur

Campus Mérieux

1541, avenue Marcel Mérieux
69280 Marcy I’Etoile
®paHuus

[MevaTHarta JIMCTOBKA 3a MAI[UCHTA HA JIEKAPCTBEHHUSI MTPOAYKT TPSIOBA Jla ChIBPKA NMETO U ajpeca Ha
MPOU3BOJIUTEINS, OTTOBOPEH 32 OCBOOOXKIaBAHETO HAa CHOTBETHATA TTAPTHIA.

b. YCJOBUA UJIHU OTPAHUYEHMUS 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUSAT MPOAYKT C€ OTIYCKa IO JIEKAPCKO Mpe IrcaHue.

. Oduunanno ocBo0OKIaABaAHE HA MAPTUAU

Coraacuo 4. 114 ot qupektusa 2001/83/EO odurmamsoTo 0cB060KIaBaHe HA TTAPTHIUTE CE
W3BBPIIBA OT AbPKaBHA JabopaTopus Wik 1abopaTopusi, ONpe/IeicHa 3a Ta3u 11edl.

B. JPYI'U YCJOBUSA U UBNCKBAHUSA HA PASPELHIEHUETO 3A YIIOTPEBA
o Iepuoagnynu aKTyaTu3MpPaHH JOKIATH 32 6e30MACHOCT

[TpuTekaTenAT HA pa3pelieHHeTo 3a yoTpeda TpsAOBa Aa Mo JaBa MEPUOTUYHH AKTyaTH3UPaAHH
JOKJIaI1 32 0€30MaCHOCT 33 TO3HM MPOIYKT ChIIIACHO M3UCKBAHUATA, IIOCOUCHHU B CIIUCHKA C

pedepentnute natu Ha EBponeiickus cvro3 (EURD cnuckk), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO u myOnukyBaH Ha eBpONecKus yeOmopTal 3a JIeKapcTBa.

. YCiI0BUs Nl OrPAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA ITPOAYKT

. Ilnan 3a ynpasJjieHue Ha pucka (ITYP)

[IPY Tps6Ba 1a W3BHPIIBA H3UCKBAHHUTE MSHHOCTH M IEHCTBUSA, CBEP3aHU C TIPOCICAsIBaHE Ha

JIeKapcTBeHaTa 06e301MacHoCT, mocodeHu B ogoopenus [IYP, npencrasen B Moy 1.8.2 Ha

Pa3pemennero 3a ymotpeba, KakTo ¥ IMpY BCUYKH CJIE/IBAIM ChIUIaCyBaHH akTyanu3anuu Ha [TYP.

Axrtyammsupan [IYP tpsiOBa ma ce mogasa:
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e 110 uckaHe Ha EBpomneiickaTta areHIus 1Mo JIeKapcTBara;

® BHHAT'H, KOTaTO c€ U3MEHS CHCTEMAra 3a YIpaBJIeHHe Ha pUCKa, 0COOCHO B pe3ynTar Ha
MoJTydaBaHe Ha HOBa MH(OPMAILKs, KOSITO MOXeE J1a IOBEZe 10 3HAYUMH MPOMEHH B
CHOTHOIIIEHHETO TOJ3a/PUCK, HITH CJIe]] IOCTUTaHe Ha BayKeH eTal (BbB Bpb3Ka C POCIe/IsBaHe
Ha JIeKapCcTBeHATa 0€30MaCHOCT WJIH CBEXK/IaHe Ha PUCKA IO MUHHMYM).

Axo nmogasanero Ha [TA/Ib n akTyanusupanero Ha [IYP cpBmamar, Te MoXe 1a ce mogaaaT
€IHOBPEMEHHO.

22



PUIOKEHUE II1

JAHHHU BBPXY OITAKOBKATA U JINCTOBKATA
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A. JAHHHU BbPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

OnakoBka no 1, 10, niu 20 npeABapuTeTHO HANBJIHEHA(M) CIPUHIOBKA(H) C
MHKPOUHKEKIIMOHHA CHCTeMA

1. HUME HA JIEKAPCTBEHUS TPOAYKT

IDflu 9 Mukporpama/maM UHKEKITHOHHA CYCIICH3HS
Baxkcuna cpenry rpur (dhparMeHTHpaH HHAKTUBUPAH BUPHOH )
IIMamose 2014/2015

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

I'purien BUpyc (MHaKTUBHpPAH, HparMEeHTHPaH) Ha CIICAHUTE [I[AMOBE:
AJ/California/7/2009 (H1N1)pdmOQ9-tipoussoeH mam
AJ/Texas/50/2012 (H3N2)-mpousBoieH mam

B/Massachusetts/2/2012

9 g xemariyTHHUH Ha 111am Ha 1o03a 0,1 ml

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

Hatpues xiopun, kanueB XJIOpUA, TUHATPHEB GocdaT IMXUIPAT, KAIUEB TUXUApOTeHpochaT, Boaa
32 UHXKEKITUH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHxeKMoHHA cycnieH3us

1 mpensapuTenso HambiHeHa cupunoBka(0,1 ml) ¢ MEKpOMHKEKIIMOHHA CHCTEMA
10 mpexBaputento HambiaHeHn cripuHnoBku (0,1 ml) ¢ MUKpOUHKEKIIMOHHA CHCTEMA
20 npeaBapuTeHO HabIHEeHH cipuHIIOBKH (0,1 MI) ¢ MUKpOMHXEKIIHOHHA CUCTEMA

5. HAYNH HA TTPUJIATAHE M ITbT(MIIIA) HA BHbBEX/IAHE

HNuTpagepMaiHo npuiioKeHue.
[Ipenu ynotpebda npoyeTere TUCTOBKATA.

6. CIIEMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsiABa Ha MACTO, HEAOCTHITHO 3a ACIa.
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‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE

Jla ce cbxpaHsBa B xJaaujaHuk. /{a He ce 3ampa3sBa.
CrhxpaHsBaiiTe CIPUHIIOBKAaTa B KAPTOHEHATa OTIAKOBKA, 32 JIa Ce MPEAINa3yu OT CBETIHHA.

10. CHEIWWAJIHU MPEANTA3ZHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3BUCKBAT TAKHUBA

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sanofi Pasteur SA,

2, avenue Pont Pasteur
F-69007 Lyon
®paHuus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/08/507/001 - omakoBka 1o | mpeaBapUTEeIHO HAITbIHEHA CIIPUHIIOBKA C MUKPOHHXEKIIMOHHA
cucTeMa

EU/1/08/507/002 - omakoBka 1o 10 npeaBapuTeIHO HATBJIHEHH CIIPHHIIOBKH C MUKPOMHXEKIIMOHHA
cucTeMa

EU/1/08/507/003 - omakoBka 1o 20 npeaBapuTeIHO HATbJIHEHH CIIPHHIIOBKH C MUKPOHMHXEKIIMOHHA
cucrteMa

13. TMAPTUJAEH HOMEP

ITaptunen Ne

‘ 14, HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

[Ipueto e ocHOBaHHME Jia HE ce BKJIIOYHM WHpopManus Ha bpaiiinosa a30yka.
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITAKOBKA

OnakoBka no 1, 10, niu 20 npeABapuTeTHO HANBJIHEHA(M) CIPUHIOBKA(H) C
MHKPOUHKEKIIMOHHA CHCTeMA

1. HUME HA JIEKAPCTBEHUS TPOAYKT

IDflu 15 mukporpama/inamM HHXEKIIMOHHA CYCIIEH3US
Baxkcuna cpenry rpur (dhparMeHTHpaH HHAKTHBUPAH BUPHOH)
IIMamose 2014/2015

2. OBABABAHE HA AKTUBHOTO/UTE BEINECTBO/A

I'purnien Bupyc (MHaKTUBUpPaH, PparMeHTHpaH) Ha CICTHUTE aMOBE:
AJ/California/7/2009 (H1N1)pdmOQ9-tipoussoeH mam
AJ/Texas/50/2012 (H3N2)-mpousBoieH mam

B/Massachusetts/2/2012

15 Jg xemarnmyTHHMH Ha 1maM Ha g03a 0,1 ml

3. CIIUCBK HA IOMOIIHUTE BEIHIECTBA

Harpues xyopun, kanueB XJIOpUA, TUHATPHEB GocdaT IMXUIPAT, KAIUEB TUXUAPOTeHpochaT. Boaa
32 UHXKEKITUH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHxeKMoHHA cycnieH3us

1 mpenBapuTenHo HambiHeHa crpuHIoBka (0,1 ml) ¢ MEUKpOMHIKEKIIMOHHA CHCTEMA
10 mpeaBaputento HambiaHeHn cripuHoBku (0,1 ml) ¢ MUKpOHHKEKITMOHHA CHCTEMA
20 npeasaputenHo HanbiHeH:H cipuHIioBKH (0,1 ml) ¢ MUKpOMHXEKIIMOHHA CHCTEMA

5. HAYNH HA TTPUJIATAHE M ITbT(MIIIA) HA BHbBEX/IAHE

HNuTpagepMaiHo npuiioKeHue.
[Ipenu ymotpeda nmpoyereTe TUCTOBKATA.

6. CIIEMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsiABa Ha MACTO, HEAOCTHITHO 3a ACIa.
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‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE

Jla ce cbxpaHsBa B xJaaujaHuk. /{a He ce 3ampa3sBa.
CrhxpaHsBaiiTe CIPUHIIOBKAaTa B KAPTOHEHATa OTIAKOBKA, 32 JIa Ce MPEAINa3yu OT CBETIHHA.

10. CHEIWWAJIHU MPEANTA3ZHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3BUCKBAT TAKHUBA

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sanofi Pasteur SA,

2, avenue Pont Pasteur
F-69007 Lyon
®paHuus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/08/507/004 - omakoBka 1o | mpeaBapuUTEIHO HAITbJIHEHA CIIPUHIIOBKA C MUKPOMHKEKIIHOHHA
cucTeMa

EU/1/08/507/005 - omakoBka 1o 10 npeaBapuTeIHO HATBJIHEHH CIIPHHIIOBKH ¢ MUKPOHMHXEKIIMOHHA
cucTeMa

EU/1/08/507/006 - omakoBka 1o 20 npeaBapuTeIHO HATBJIHEHH CIIPUHIIOBKH ¢ MUKPOHMHXEKIIMOHHA
cucrteMa

13. TMAPTUJAEH HOMEP

ITaptunen Ne

‘ 14, HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

[Ipueto e ocHOBaHME Jia HE ce BKJIIOYHM WHpopManus Ha bpaiiinosa a30yka.
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

ETuker Ha NpeaABapUuTE/IHO HAITbJHCHATA CIIPUHIOBKA

1. HUME HA JIEKAPCTBEHUS TPOAYKT U I'BT/NIIA HA BBBEXXJIAHE

IDflu 9 pg/mam 2014/2015
BakcuHa cpeity rpun
HNHTpagepMaHO NPHJI0KEHUE

‘ 2. HAYMH HA ITPUJIAT AHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIA

0,1 ml

| 6. JPYTO

Sanofi Pasteur SA
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPKAT MAJIKUTE EJUHUYHA
II'bPBUYHU OITAKOBKHA

ETuker Ha NpeaABapUuTE/IHO HAITbJHCHATA CIIPUHIOBKA

1. HUME HA JIEKAPCTBEHUS TPOAYKT U I'BT/NIIA HA BBBEXXJIAHE

IDflu 15 pg/mam 2014/2015
BakcuHa cpeity rpumn
HNHTpagepMaHO NpHI0KEeHUE

‘ 2. HAYMH HA ITPUJIAT AHE

‘ 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJIUHUIIA

0,1 ml

| 6. JPYTO

Sanofi Pasteur SA
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b. JMCTOBKA
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JlncroBka: undopmanus 3a norpeduTest

IDflu 9 Mukporpama/mamM HHKeKIHOHHA CYCIEH3Hs
Baxkcuna cpenry rput (dbparMeHTHpaH HHAKTUBUPAH BUPHOH)
(Influenza vaccine (split virion, inactivated))

IIpoyeTeTe BHUMATEIHO USJIATA JUCTOBKA, MPeAH 1A 3aM04YHeTe A2 U3MO0JI3BaTe Ta3M BAKCHHA,

Thil KaTO THA ChAbp:Ka Ba:kHa 3a Bac undopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKE J]a ce HAIOXKH Ja s POYETETE OTHOBO.

- AKO UMaTe HAKaKBH JIOIBIHUTEIHN BBIIPOCH, TONMUTaiTe Bamms nexap, hapmaneBT wim
MEAHIINHCKA CECTpa.

- Ta3u BakcuHa € npeanucaHa JM4HO Ha Bac. He g npeoTcThiiBaiiTe Ha Jpyru xopa

- AKO TIONTyuHTe HAKAKBU HEXKETaHU JIEKApCTBEHU PEaklny, yBeaoMeTe Bamms nexap,
(hapmarneBT Wi MEIUIIMHCKA cecTpa. ToBa BKIIFOYBA ¥ BCHYKY BH3MOKHU HEXKEJIAaHH PEaKIiH,
HEOIMCaH! B Ta3W JIMCTOBKA. Biokre Touka 4.

Kakso CbADBbpPiKa Tadu JJUCTOBKA:

1. Kakgo npencrasnsasa IDflu u 3a kakBo ce usmnonssa

2. Kakgo Tps0Ba na 3Haere, npenu na npuemete IDflu

3. Kak ma mpuemare IDflu

4.  Bb3MOXHH HEXKEJTaHH PEaKIIuK

5. Kak ma cexpanssate IDflu

6.  ChabpikaHue Ha ONAKOBKATA W JOIBJIHUTEIHA HHOOpMAIHSL
1.  Kakso npeacrasiassa |IDflu u 3a kakBo ce uznosnssa

IDflu e Bakcuna. Ta3u BakcHHa ce MPENOpbYBa 3a Mpe/a3BaHe OT TPUIL
BakcunaTa Moke /1a ce mpuiiara Ha Bb3pacTHH 0 59-roaMIHa Bb3pacT, 0COOEHO MPH JINIA C
MIOBHUILICH PUCK OT Pa3BUTHE HA YCIOKHEHHS, CBbP3aHH C TPHIIA.

Koraro IDflu 6b1e umkekTHpana, MMyHHATa CHCTeMa (€CTECTBEHUTE 3aIlIMTHU CHITH HA OpraHH3Ma)
Ch3/1aBa 3aIUTa CPEILy TPUITHATA HHEKIHS.

IDflu e Bu momMorHe 3a 3amuTa cpelly TpH IiaMa Ha BUpYca, KOWTO ce ChIbpiKa B Ta3W BAKCHHA WU
Cpelly IpyTu IaMOBe, KOUTO ca OJIM3KO CBBP3aHU C IIaMOBETE HAa BakcUHATA. [IBJIHUAT edeKT oT
BaKCHHaTa OOMKHOBEHO CE MOCTHUra 2-3 CeMHUILH ciie]l BAKCHHALUATA.

2. Kakso Tps6Ba 1a 3HaeTte, npeau na npuemere |Dflu

He npuemaiite 1Dflu
- AKO cTe aJepruyHu KbM:

) AKTHUBHHTE BEIIECTBA,
) Bcuuku octaHa M ChCTaBKU Ha Ta3u BakcHHA (M30poeHH B TOUKa 6)
° KoMnoHeHT KOHTO MOXe A3 MPUCHCTBA B MHOTO MaJIKU KOJIMYECTBA KaTo sAiLa

(oBanOyMUH WM MAJIEIIKH TPOTENHH ), HEOMHUIINH, (DOpMaIeXUa U OKTOKCHHOI 9.
- Axo nmate 3a00I1BaHe C BICOKA TEMIIepaTypa Wi OCTpa WHEKIINS, BAKCHHAIVITA TPIOBa 1a
Ce OTIIOXKH JI0 ITBJIHOTO BY Bh3cTaHOBSIBaHE.

Ipenynpe:xnaenusi ¥ npeana3sHu MepKH
T'oBopeTe ¢ Barmms nekap, hapManeBT WM MEIUIIMHCKA cecTpa, mpeaun aa npuemere IDflu.
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- [penu BakcuHanusATa TPIOBA Jla yBeIoOMUTe Bammis jekap, ako HMaTe 0TciIa0eH HMYHEH
OTToBOp (MMYHOCYTIpECHs ) TTOpann 3a00JsIBAaHE WIIH JICKAPCTBA, Thil KATO, B TO3H CIy4aH,
BaKCHHATa MOXE Jla He MOJICHCTBa KaKTO TpAOBa.

- Ta3u BakCHHA [IPU HUKAKBH 0OCTOSITENICTBA HE TPsiOBa Ja ce Mpuiiara BbB BeHa (BbTPEChI0BO).

- AKo, mopaiu HiIKaKkBa MpuYnHa, Bu mpencron n3cienBane Ha KPbBTA B PaAMKHUTE Ha HIKOIKO
JTHU CJIeJ] BAKCHHAIIAATA CPENTy TPHI, MOJIs, yBeoMeTe Bamms gexap. ToBa Mosxe aa mosnuse
Ha pe3yJITaTUTE OT TecToBeTe 3a Hanmmune Ha HIV-1, Bupyca na xermatur C u HTLV-1.

Jlena v roHOIIM
He ce mpenopwusa ynorpebara va IDflu npu nena u roromu moj 18 roausu.

Jpyru Bakcuaun uim Jiekapersa u 1Dflu
HNudopmupaiite Bamms tekap uimu dapMmareBT, ako IpreMare, HaCKOpPO CTe IPHEMAaITH T €
BB3MOXKHO J1a TIpHEeMeTe IPYTH JIEKapCTBa.

- Hpyru Bakcuuu: IDflu Mmoxe na ce npuara eqTHOBpEMEHHO € IPyTrH BaKCHHH, KaTO Ce
M3II0NI3BAT Pa3IndHu KpaHUIU. TpsOBa qa ce oTOenexu, ue HeXKeJTaHUTE PeaKIi MOTaT J1a Ce
YCHIIAT.

- YBenomete Bamus nekap, ako cTe MpueMalty JIekapcTBa, KOUTO MOTaT Ja 0TcinabaT Bamms
MMYHEH OTTOBOP KaTo KOPTUKOCTEPOH I (HAIIpUMEp, KOPTH30H), IEKapCTBa 3a JIEUCHUE Ha PaK
(xumMuoTepanws), IbYeNIeYeHNEe WIN APYTH JIEKapCTBa, KOUTO MOBIIMABAT UMyHHATa CHCTEMA.

B to3m ciydaii, BaKCHHATa MOXE /1a HE TMOeCTBa KaKToO TPsOBa.

BpeMenHocT, KbpMeHe U GepTHIANTET

AKo cTe OpeMeHHa W KbPMHTE, CMATATe, Y€ MOXe Jla CTe OpeMeHHa TN TIaHupaTe OpeMEeHHOCT,
IMOCHBETBaliTe ce ¢ Bammus nexap uimu papMareBT mpean yrmoTpedaTa Ha TOBA JIEKapCTBO.
Bakcunute cpernry rpun Morat a ObAaT NpUiiaraHu o BpeMe Ha BCHUKH €Tanu OT OpeMEeHHOCTTA.
[Mo-ronsim HAGOp OT AaHHU 3a 0E30MACHOCTTA Ca HATMYHU 3a BTOPHSI U TPETUSI TPUMECTHP OT
OpEeMEHHOCTTa, B CPAaBHEHUE C IBPBUS TPUMECTHP. JJaHHUTE OT M3MOJI3BAaHETO Ha BAKCHHHU CPEILy
IpUI B CBETOBEH MaIad obade He MOKa3BaT BPeIHO Bb3ACHCTBHE Ha BaKCHHATA BHPXY OpEMEHHOCTTa
i 6e6ero.

BammsT nexap wiu ¢apManieBT 1ie IpeneHu 1aiu TpsOBa Ja MmoxyvInTe Ta3u BaKCHUHA.

Ta3u BakcHHA_MOXe J1a ce Tpuiiara 1mo BpeMe Ha KbpMeHe.

lodupane u padoTa ¢ MAIIMHH

Tasu BakcrHA HE TIOBJIMSBA FIIH TTOBJIHSIBA IPEHEOPEKUMO cITocoOHOCTTA 3a Todupane 1 padoTa ¢
MaIIHHH.

3. Kaxk na npuemate I1Dflu

Bunaru npuemaiite Ta3n BakCHHA TOYHO KakTo By e ka3an Bammsr nexap wim papmaieBT. Ako He
CTe CUTYPHH B HEIIO, monuTaite Bamms gexap win papmarient.

[Ipenopbuntennara qo03a ¢ 0,1 ml 3a Bb3pactu oT 18 10 59 roauiiHa Bb3pacT.
IDflu e Bu 6b1€ tipritoskeHa ot Barmws tekap win OT MEIUIIMHCKATA CECTpa.

IDflu ce nmxekTHpa B TOPHHS CIOH Ha KOXKaTa (3a MpeAnovYnTane B 00J1acTTa Ha MyCKyJIa Ha TopHaTa
JacT Ha MHUIITHAIIATA).

33



AKO UMaTe HIKAKBU JIOITBIHATEIHH BBIIPOCH, CBBP3aHU C YIIOTpedaTa Ha Ta3u BAaKCHHA, MOJIS,
nonuTaiTe Bamms mekap, hapMarieBT WM MEIUIIMHCKA CECTpA.
4. Bb3MOKHU HeKeJIaHH peakinu

Kakrto Bcuuku JICKapCTBa, Ta3W BaAKCHUHA MOXKE J1a IPEAU3BHUKA HEXKCIIAaHU PEAKIIUN, BBIIPEKHU Y€ HE
BCCKM I' IIOJIy4aBa.

Bue TpﬂﬁBa He3a0aBHO Ja moceTuTe Bamms JIEKap ako MOJIYUYHUTE CUMIITOMH Ha aHT'MOCIEM, KATO:

. OTOK Ha JINIIETO, e31Ka Win (hapuHKCca
. 3aTpyaHeHO TperirbIane
. OO0puB ¥ 3aTPyIHEHO TUTITaHE

ITo BpeMe Ha KIIMHUYHHU MIPOYYBAHHS, U CJIE]l KaTO BAKCHHATA € IIyCHATa Ha Ma3apa, ca ChOOIIeHH
CIIEHNUTE HEXEJaHW peakiuu mpu npuarane Ha ldflu.

MHOT0 9ecTH peaKInu (MorarT Jia 3acerHat nosede oT 1 Ha 10 gyrm)

- Ha msicToTo Ha MHXEKTHpaHe: 3a4epBsiBaHe, [10lyBaHe, BTBbPSBaHE, ChPOSK U OOJKa.
- OO61110 HEpa3MOIOKEHHUE, TIIABOOOHE M OOIKH B MyCKYJIHUTE.

YecTu peakiuu (MoratT ja 3acerHar g0 1 gHa 10 myrm)

- KpbBOHACS]AHE HA MSCTOTO Ha WHIKEKTUPAHE
- Tpbnku, nopumrena Temreparypa (38,0°C wimm mo-BUCOKa).

Heuectu peakinu (Morat jga 3acerrar 10 1 Ha 100 myrmm)

- YMopa, yBenndIeHHe Ha JKIIE3UTE Ha BPaTa, 0]l MHITHUIIUTE WK caOWHUTE, MPaBYYKaHE HITH
WU3TpBIIBaHEe, OOJTKH B CTaBHUTE, CHPOEK U 0OOPUB.

Penku peakiuu (Morat jia 3acerHat g0 1 Ha 1 000 gyiiwm)

- YcuneHo norexe.

Peakium ¢ Hen3BecTHa YecTora (OT HAIMYHUTE JaHHU HE MOXeE Jia ObJic HAllpaBeHa OICHKA Ha

4yecToraTa)

- AJIeprUYHU pEeaKIiy, BKITIOYBAIIN KOXKHH PEaKIIMU, KOUTO MOTAT Jia c€ pa3lpOCTPAHAT 110
ISUTOTO TSJI0, KATO KOMPUBHA TPECKa, TEXKKHU aJIeprHIHN peakiuy (aHa(QMIaKTUIHN peaKIu),
OTOK Ha JIUIETO, €3UKa WK I'bPIIOTO, 3aTPYAHEHO NPETIIbIaHe, KOTIPHBHA TPECKAH 3aTPyTHEHO
TuIaHe (aHTHOEIEM ), HEOCTaTHYHOCT Ha KPBBOOOPBIIEHUETO (IIIOK), BOACIIIA IO CIICIITHO
CBCTOSIHUE.

IToBeueTo OT HEXKEJTAHUTE JICKAPCTBEHH PEAKITHHN, H30POEHHU TIO-TOpPE OTITyMsIBaT O€3 JIeueHHE B
pamkuTe Ha 1 10 3 mHU ciien mosBaTa M. B HAKOW ciTydau, 3a4epBSBaHETO HA MSCTOTO Ha
HHKEKTHPAHEe MPOIbIDKaBa 10 7 THU.

CrietHHTE HEXEIAHH PEaKIMU ca OMiIM ChOOIIEHH TIPH IPYTH BAKCHHU HPHJIAraHy 3a MPEJIa3BaHe OT
rpun. Te3u HexxeTaHn peakiuu Morar fa Hacteist ¢ IDflu:

o BpemenHo HamansiBane Ha Opos HAa KPBBHU KJIETKH, HAPEUYEHU TPOMOOIIMTH, KOETO MOXKeE J1a
JIOBeIe 10 KPbBOHACSAaHE WIIH KbPBEHE
o Bonka, nokanu3upana 1o xo/1a Ha HepBa, I’PUYOBE CBBP3aHM C TIOBHIIIEHATA TEMIIEpATypa,

HapyIIeHWs Ha HEpBHATA CUCTeMa, BKIIFOYBAIIN Bh3MaJeHNE Ha TIaBHUS WM TPhOHAYHUS
MO3bK, Bb3IaJIEHHE Ha HEPBU WM CUHAPOM Ha I 'uien-bape, koiTo BoM 10 TpeKoMepHa
c1a00CT U mapanmsa.

o Br3nanenne Ha KPHBOHOCHHUTE CHIOBE, KOETO MOXKE Jla TOBE/IE B MHOTO PEIIKH CIydau 10
MIPEXOIHO 3acsATaHe Ha OBOpenuTe.
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Cpo0maBaHe Ha HeXKeJIaHU pPeakuuu

AKO TTOyYnTe HIKAKBU HEXXEIIAHH JICKapCTBEHU PEaKIInU, yBemoMeTe Bamus nekap, papmaneBT win
MEIUITMHCKA cecTpa. ToBa BKIIOYBA BCHYKH Bb3MOKHHA HEOIIMCAHU B Ta3W JIMCTOBKA HEXXCITAHH
peakuu. Mo)KeTe ChINO /1a ChOOIUTE HEKEITAaHH PEaKINK JTUPEKTHO UYpe3 HAIMOHAIHATA CHCTEMa 33
choOIaBane, mocoueHa B [Ipunoxenne V. Kato chobmiaBate He)XeIaHN peakIuy, MOXETe J1a 1ajieTe
CBOSI PUHOC 3a TOJIy4YaBaHe Ha MoBeue MH(OPMaLKsI OTHOCHO 0€30MIaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak n1a chxpanssare |Dflu

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

He u3non3BaiiTe Ta3u BaKCHHA CIie]l CPOKA HA TOJTHOCT, OTOENA3aH BhPXY KapTOHEHATa OIAaKOBKa CIIE]T
“T'omen mo:”. CpoKbT Ha TOTHOCT OTTOBApPs Ha MOCIEIHUS ACH OT IOCOUYCHHSI MECETT.

a ce cexpanssa B xmaguaHuk (2°C 8°C). la He ce 3ampassBa. ChxpaHsIBaiTe CIPUHIIOBKaTa B
KapTOHEHAaTa OIAaKOBKa, 32 Jla ce MPEJIa3u OT CBETIINHA.

He u3xBbpIsiTe JekapcTBaTa B KaHAIW3AMATA WIIM B KOHTEHHEpA 3a JOMAaITHU oTHaabiu. [TonuTaiite
Bammist papmareBT Kak 1a U3XbpIIATe JeKapcTBaTa, KOUTO Beue He M3IoI3BaTe. Te3n MepKu e
CITOMOTHAT 3a OTIa3BaHE Ha OKOJIHATA cpefa.

6. ChIabppikaHue Ha OIaKOBKaTa M TOMBJIHATETHA HHPOPMAIIHS

Kakso coabp:xa |Dflu

AKTUBHHTE BEILIECTBA Ca IPUIICH BUPYC (MHAKTUBUPaH, (GparMeHTUPAH) OT CIIEAHUTE IIaMOBe™:

A/California/7/2009 (HIN1)pdmO09-nipoussoaen mam (NYMC X-179A)........... 9 mukporpama HA**
AlTexas/50/2012 (H3N2)-ipousBoaer mam (NYMC X-223A)......ccocvverveennnnn. 9 mukporpama HA**
B/MasSaChUSELES/2/2012........c.cceiiiiieeieieieese st 9 mukporpama HA**

Ha 1o3a 0,1 ml

* pPa3MHOKEH B KOKOIIN eMOPHOHHM OT I'PYITH 3[JpaBH KOKOIIKA
**  XeMariayTHHHUH

Tazu BakcuHa otroBaps Ha npenoprkute Ha C30 (3a CeBepHOTO OMYKBI00) 1 pemenueTo Ha EC 3a
ce3on 2014/2015.

JlpyruTe ChCTaBKM Cca: HATPUEB XJIOPH, KAIMEB XJIOPUA, TMHATPUEB (ocdaT AUXUAPAT, KaJHeB
muxunaporerdocdaT u Boa 32 WHKEKITHH.

Kak usriexna |Dflu m kakBo cbabpika onakoBkata
Bakcunara e Ge3IBETHA M OIAICCIIEHTHA CYCITCH3HSL.

IDflu ¢ nHKeKIIMOHHA CYCIIEH3HsI B TIPEIBAPUTEIIHO HAITbJIHEHA crprHIoBKa OT 0,1 ml ¢
MUKPOUHXEKIMOHHA CUCTEMA, B omakoBKH 110 1, 10 mim 20.

He Bcuuku BHIOBE OMaKOBKY MOTaT Jla OBIAT ITyCHATH B MPOIaxoa
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

IpuTexkaTes1 Ha pa3pelieHHETO 32 YNOTPeda U MPOU3BOAUTEI

IIpurexxarten Ha paspemenuero 3a ynorpeba: Sanofi Pasteur SA, 2, avenue Pont Pasteur, F-69007

Lyon, ®pannus.

IIpousBoauTen:

Sanofi Pasteur — Parc Industriel d’Incarville 27100 Val-de-Reuil ®panmms

Sanofi Pasteur, Campus Mérieux — 1541, avenue Marcel Mérieux — 69280 Marcy I’Etoile — ®panmms

3a mombIHHUTETHA WH(GOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKAITHUS

NpEeJICTABUTEN Ha TIPUTEKATENsI Ha pa3pelieHueTo 3a yrnorpeoda:

Belgié/Belgique/Belgien
Sanofi Pasteur MSD
Tél/Tel: +32 2 726,9584

Lietuva
Sanofi — Aventis Lietuva, UAB
Tel.: +370 5 2730967

Bbbarapus
Sanofi Pasteur S.A.
Tem.: +359 2 980 08 33

Luxembourg/Luxemburg
Sanofi Pasteur MSD
Tél: +32 2 726.95.84

Ceska republika
Sanofi Pasteur

divize vakcin sanofi-aventis, s.r.o.

Tel: +420 233 086 111

Magyarorszag
sanofi-aventis zrt
Tel.: +36 1 505 0055

Danmark
Sanofi Pasteur MSD
TIf: +45 23 32 69 29

Malta
Cherubino Ltd
Tel.: +356 21 343270

Deutschland
Sanofi Pasteur MSD GmbH
Tel: +49 6224 594-0

Nederland
Sanofi Pasteur MSD
Tel: +31.23.567.96.00

Eesti
Sanofi-Aventis Estonia OU
Tel.: +372 627 3488

Norge
Sanofi Pasteur MSD
TIf: +47.67.50.50.20

E\rada
BIANEZ= AE.
TnA: +30.210.8009111

Osterreich
Sanofi Pasteur MSD GmbH
Tel: +43.1.890 3491 14

Espafia
Sanofi Pasteur MSD S.A.
Tel: +34.91.371.78.00

Polska
Sanofi Pasteur Sp. z 0.0.
Tel.: +48 22 280 05 00

France
Sanofi Pasteur MSD SNC
Tél: +33.4.37.28.40.00

Portugal
Sanofi Pasteur MSD, SA
Tel: +351 21 470 4550

Hrvatska
sanofi-aventis Croatia d.0.0
Tel: + 385 1 6003 400

Romania
sanofi - aventis Romania SRL
Tel.: +40(21) 317 31 36
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Ireland
Sanofi Pasteur MSD Ltd
Tel: +353 1 468 5600

Slovenija
ALPE s.p.
Tel.: +386 (0)1 432 62 38

island
Sanofi Pasteur MSD
Simi: +32.2.726.95.84

Slovenska republika

sanofi-aventis Pharma Slovakia s.r.o.
divizia vakcin Sanofi Pasteur

Tel.: +421 2 33 100 100

Italia
Sanofi Pasteur MSD Spa
Tel: +39 06.664.09.211

Suomi/Finland
Sanofi Pasteur MSD
Puh/Tel: +358 9 565 88 30

Kvmpog
I'. A. Ztopdtng & X Atd.
TnA.: 4357 -22 76 62 76

Sverige
Sanofi Pasteur MSD
Tel: +46.8.564.888.60

Latvija
Sanofi Aventis Latvia SIA Vakcinu nodala
Tel.: +371 67114978

United Kingdom
Sanofi Pasteur MSD Ltd
Tel: +44.1.628.785.291

JlaTa HaA mocJeIHO npepasriexaane Ha guctoBkata {MM/TTTT}

JApyru u3rounuum Ha uHpopmauus

[TonpoOHa uH(pOpMaIKs 3a Ta3u BaKCHHA € IIPEeIOCTaBeHa Ha yeOcaiita Ha EBporieiickata areHIus mo

nekapcTBara: http://www.ema.europa.eu/

Ilocouenara mo-aoay I/lH(l)OpMalII/lfl € NMpeIHasHavYcHa caMo0 3a MCAUMIUHCKHA CIICHUAIUCTH:

) KakTo npu BCHYKH MH)KEKIIMOHHHM BaKCHHHU, BUHATH TPsAOBa 1a ObJIC OCUT'YPEHO MMOAXOIAII0
MEIUITUHCKO JICUCHHUE U HAOIOACHNE B CITydaid Ha aHaWIaKTHIHA PEAKIHs CJIe MpHUIarane Ha

BaKCHHarTa.

IIpenu yroTpeba, BakcuHaTa TpsIOBa Aa OB OCTaBeHA /1a JOCTUTHE CTaifHa TeMIIepaTypa.
Bakcunata He TpsiOBa Jla ce U3M0J3Ba, KO B CYCIICH3UATA MMa HAJIMYUE HA Yy YACTHIIH.
He e HeoOxoammo BakcHHATA Ja c€ pa3Kiiaiia mpean ynorpeoa.

MUKpOUHKEKITHOHHATA CHCTEMA 33 HHTPAJICPMAITHO HHXKEKTHPAHE CE ChCTOU OT

MIpEeABAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA ¢ MUKpownTia (1,5 mm) 1 cucTeMa mpeamnas3Baria

uriara.

[Mpeama3BanioTo yCTPOMCTBO 3a Urjiata € MpeJHa3HaueHO J]a MOKPUE MUKPOUTIIATa ClIe/

ymotpeoa.

37




Mmcponmlcemmonﬂa CUCTEMA

MsicTo 3a

Mukpouraa
XBaliaHe

IIpo3opue

Ipeana3ures Ha
UrJaTa

Kanmauka
HA UTJIaTa

Bakcuna | 4 X7

ByraJjio

38




HHCTPYKIHUU 3A YIIOTPEBA

MoJisi IpoYeTeTe MHCTPYKIUNUTE MpeIu VIioTpeda

1/ CBAJIETE KAITAYKATA HA UI'JIATA

CBarere KamaykaTa Ha
urjara oT
MUKPOUHKCK-IITUOHHATA
CUcCTCMa.

He orcTpansiBaiiTe
BB3/yXa OT UIJIaTAa.

3/ BBBEJETE UI'JIATA BBbP30
HNEPIIEHAUKYJIAPHO HA KOXATA

BuBenere urnara
MEePIEHIUKYIISIPHO Ha
KO’)KaTa, B y9acThKa Ha
JENTOUIHUS MYCKYIL, C

psA3K0, OBbP30 JBWKEHUE.

2/ XBAHETE MUKPOUH XEKIITUOHHATA
CUCTEMA MEXKIY NAJIELA U CPEJHUS
HPBCT

XBaHeTe
MUKPOUH)KEKIIMOHHATA
CHCTEMA KaTO IIOCTaBUTE
caMo majerna U CpeHus
MPBCT OT JABETE CTPAHU HA
MSCTOTO 3a XBalllaHe;
MOKa3aJelbT TpsOBa aa
oCTaHe CBOOOJIEH.

He nocraBsiiTe
NMPBLCTUTE CH BHPXY
npo3opuerara.

4/ AHKEKTUPAWTE, KATO U3MOJI3BATE
IMOKA3AJIEIHA CH

Crnen KaTo MUKPOUTIIATA €
BbBe/ICHA,

MoAAbpKANTE
MOBBPXHOCTTA Ha KOXKaTa
JIEKO OIThHATA U
WHXEKTUpanTe, KaTo
M3I0JI3BaTE MTOKa3aera
CH, 32 J]a HATHCKaTe
OyTamnoro.

He e reoOxomnmo na ce
NpaBHU TECT 3a
KPBBOHOCEH CB/I.

5/ AKTUBUPAWTE NMPEANA3SHUTEJS HA UTJIATA, KATO HATUCHETE ILTHTHO BYTAJIOTO

I/ISBELHGTC urjarta OT KoxKara.

He nacouBaiite uriara KbM ceO€ CH HIH KbM Apyru xopa.

Cnc ChllaTa pPbKa HATUCHETE INIBTHO C MAJICIL 6yTaJ'IOTO, 3a 1a aKTUBHUPpATEC
MnpeanasuTeisd Ha uriara.
qua CC IIPAKBAHE U MPCANA3UTEIIAT [IOKPUBA HUIJI1aTa.

Hesabasuo U3XBBPJCTC CUCTEMATA B Hal-0JIM3KUsS KOHTeﬁHep 3a OCTpHU NPEAMETHU.

WHKeKTHpaHeTo ce CUnTa 3a YCIICIIHO, HE3aBUCHMO JIajli ce HaOIto1aBa
oOpasyBaHe Ha MH(WITPAT WK HE.

le/[ HaJIM4ue Ha TCYHOCT HAa MACTOTO HAa MHKCKTUPAHE, CJICA NPpWIaralHe Ha
BaKCHHAaTa, HE CC HaJlara peBaKCUHals.

Buxre cbmo Touka 3. KAK JIA U3TIOJI3BATE IDflu.



JlncroBka: undopmanus 3a norpeduTest

IDflu 15 Mukporpama/mam HHKEKIMOHHA CYCIIEH3Hs
Baxkcuna cpenry rput (dhbparMeHTHpaH HHAKTUBUPAH BUPHOH )
(Influenza vaccine (split virion, inactivated))

IIpoyeTeTe BHUMATEIHO USJIATA JUCTOBKA, MPeAH 1A 3aN04YHeTe A2 U3NMO0JI3BaTe Ta3M BAKCHHA,

Thil KaTO THA ChAbp:Ka Ba:kHa 3a Bac undopmanus.

- 3amazere Ta3u JIMNCTOBKA. MOXKE J]a ce HAIOXKH Ja s POYETETE OTHOBO.

- AKO UMaTe HAKaKBH JIOIBIHUTEIHN BBIIPOCH, TONMUTaiTe Bamms nexap, hapmaneBT wim
MEAHIINHCKA CECTpa.

- Ta3u BakcuHa e npeanucana Ju4Ho Ha Bac. He g npeorcrbnBaiiTe Ha Jpyry xopa.

- AKO TIONTyuHTe HAKAKBU HEXKETaHU JIEKApCTBEHU PEaklny, yBeaoMeTe Bamms nexap,
(hapmarneBT Wi MEIUIIMHCKA cecTpa. ToBa BKIIOYBA M BCHYKY BH3MOKHU HEXKEJIAaHH PEaKIiH,
HEOIMCaH! B Ta3W JIMCTOBKA. Biokre Touka 4.

Kakso CbADBbpPiKa Ta3u JJUCTOBKA:

1. Kakgo npencrasnsasa IDflu u 3a kakBo ce usmnonssa

2. Kakgo Tps6Ba na 3Haere, npenu na npuemete IDflu

3. Kak ma mpuemare IDflu

4.  Bb3MOXHU HEXKEJTaHH PEaKIIuK

5. Kak ma cexpanssate IDflu

6.  ChabpikaHue Ha ONAKOBKATA U JOIBJIHUTEIHA HHGOpMAIHSL
1.  Kakso npeacrasiassa |IDflu u 3a kakBo ce uznonssa

IDflu e Bakcuna.Ta3u BakcHHa ce IPENOPBYBA 32 MPEANa3BaHe OT IPHIIL.
Bakcunara Mo>xe ia ce mpuiara Ha auia Ha 60 ToAnIITHA B3pacT U HaJ Hesl, 0COOEHO MpH JUIa ¢
MIOBHUILICH PUCK OT Pa3BUTHE HA YCIOKHEHHS, CBbP3aHHU C TPHIIA.

Koraro IDflu 6b1e umkekTHpaHa, UMyHHATa CHCTeMa (€CTECTBEHUTE 3aIIMTHU CHITH HA OPraHH3Ma)
Ch3/1aBa 3aIlUTa CPEILy TPUITHATA HHPEKIHS.

IDflu e Bu moMorHe 3a 3amuTa cpelily TpH IiaMa Ha BUpYca, KOWTO ce ChIbpiKa B Ta3W BAKCHHA WIIU
Cpelly IpyTH IaMOBe, KOUTO ca OJIU3KO CBBP3aHU C IIaMOBETE HAa BakCUHATA. [IBJIHUAT edeKT oT
BaKCHHaTa OOMKHOBEHO C€ MOCTHUra 2-3 CeIMMLM ciie]l BAKCHHALUATA.

2. Kakso Tps6Ba 1a 3Haete, npeau na npuemere |Dflu

He npuemaiite 1Dflu
- AKO cTe aJepruyHu KbM:

° AXTHBHHUTE BEIICCTBA,
) Bcuuku octaHai M ChCTaBKU Ha Ta3d BakCHHA (M30pOeHH B TOUKa 6).
° KoMnoHeHT KOHTO MOXe Aa MPUCHCTBA B MHOTO MaJIKU KOJIMYECTBA KaTO AL

(oBanOyMUH WM MAJIEIIKHA TPOTENHH ), HEOMUIIMH, (DOpMaIeXUI U OKTOKCHHOI 9.
- Axo nmaTte 3a00JIsIBaHE ¢ BICOKA TeMIlepaTypa WM ocTpa HH(PEKIHS, BAKCHHAIMATA TPsAOBa /1a
Cce OTJIOKH JI0 ITBJIHOTO Bu Bh3cTaHOBsIBaHe.

Ipenynpe:xaenusi 1 Npeana3sHu MepKH
T'oBopeTe ¢ Barmms nekap, hapManeBT WM MEIUIIMHCKA cecTpa, mpeaun aa npuemere IDflu.
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- [penn BakcuHanusATa TPIOBA J1a yBenoMuTe Bamis ekap, ako UMaTe 0TCIa0eH HMYHEH
OTToBOp (MMYHOCYTIpECHs ) TTOpann 3a00JsIBAaHE WIIH JICKAPCTBA, Thil KATO, B TO3H CIy4aH,
BaKCHHATa MOXeE Jla He MoJIeficTBa KaKTo TPsOBa.

- Ta3u BakcHHA TTPH HUKAKBU OOCTOSTEIICTBA HE TPSAOBA J1a ce MpHiIara BB BeHa (BBTPECHI0BO).

- AKo, mopaiu HiIKaKkBa MpuYnHa, Bu mpencron nicienBane Ha KPbBTA B paMKHUTE Ha HIKOJIKO
JTHU CJIeJ] BAKCHHAIIAATA CPENTy TPHII, MOJIs, yBeoMeTe Bamms gexap. ToBa Moxe aa moBnuse
Ha pe3yJITaTUTEe OT TecToBeTe 3a Hanmmune Ha HIV-1, Bupyca na xematur C u HTLV-1.

Jlena v roHOIIM
He ce mpenopwusa ynorpebara va IDflu npu nena u roromu moj 18 roausu.

Jpyru Bakcuaun uim Jiekapersa u 1Dflu
HNudopmupaiite Barmms tekap umu dapMareBT, ako IpUeMaTe U3M0I3BaTe, HACKOPO CTE MPHUEMAaITH
WM € Bh3MOXKHO J1a TIpUeMeTe JIPYTH JeKapCTBa.

- Hpyru Bakcunu: IDflu Mmoxxe na ce npuara eqTHOBpEMEHHO € IPyTrH BaKCHHH, KaTO Ce
M3TI0NI3BAT Pa3IndHu KpaHUIM. TpsdBa qa ce oTOenexu, ue HeXKeJTaHUTE PeaKIi MOTaT J1a Ce
YCHIIAT.

- YBenomere Bamus nekap, ako cTe MpueMalty JIekapcTBa, KOUTO MOTaT Ja oTcinabaT Bamms
MMYHEH OTTOBOP KaTo KOPTUKOCTEPOHIU (HAIIpUMEp, KOPTH30H), IEKapCTBa 3a JIYCHUE Ha PaK
(xumMuoTepanus), Ib4YeNIeYeHNE WK APYTH JIEKapCTBa, KOUTO MOBIUSABAT IMyHHATa cCucTema. B
TO3M cITydaii, BAKCHATa MOJXE JIa He IMOeiCcTBa KaKTo TPsOBa.

BbpeMenHocT, KbpMeHe U GepTHIANTET

Ta3u BakcHHa € IMpeIHa3Ha4YeHa 3a Juma Ha 60 roauiIHa Be3pacT u Haja Hes. ClieJoBaTeHo Ta3u
nHGOpMaLs € HEPHIOKIMA.

Hlo¢upane u padoTa ¢ MAIIMHU

Ta3u BakcHHA HE MOBIIMSBA WM TTOBIHABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a o upane u padora c
MAIlHY.

3. Kak na npuemare IDflu

Bunaru npuemaiite Ta3u BakCHHA TOYHO KakTo Bu e ka3an Bammsr nekap wnn ¢apmaneBT. AKo He
CTE CUTYpHHM B Hello, nonurtaiite Bamus nexap nim dpapmarnesr.

[penopbuntennara no3a ¢ 0,1 ml 3a nura Ha Be3pact 60 TOJUHA U HAJT Hesl.
IDflu e Bu 6b1e npusioskeHa ot Barims jiekap Win OT MeIUIIMHCKATa CeCTpa.

IDflu ce umxexkTHpa B TOpHHS CIION Ha KOXarta (3a MpeAnoYrTaHe B 001acTTa Ha MyCKyJia Ha ropHaTa
JacT Ha MUIITHAIIATA).

AK0 MMaTe HAKaKBH JOITBIHUTEIHHN BBIIPOCH, CBBP3aHH C yoTpedara Ha Ta3u BaKCHHA, MOJIS,
nonuraiire papMareBT WM MEIUIIMHCKA CECTPa.
4. BB3M0KHU HekeJIaHU peaknu

Kakro Bcuuku JIEKapCTBa, Ta3M BaKCUHA MOXKE J1a MPEANU3BHUKA HEKEIIAHU PCaKIIUU, BBIIPEKH Y€ HE
BCCKU I'M ITOJTy4aBa.
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Bue Tpﬁ6Ba He3a0aBHO Ja noceTuTe Bamms, JIEKap aKo MoJIy4duTe CUMIITOMU Ha aHTHOEAEM, KaToO:

. OTOK Ha JHIIETO, e3uKa WK (apuHKca
. 3aTpyaHEHO TIPETIhIIaHe
. OOpuB ¥ 3aTPYIHEHO TUIIaHE

Mo BpeMe Ha KIIMHUYHH TPOYYBAHUs, U CJIE]] KATO BAKCHHATA € IIyCHATa Ha Ma3apa, ca ChOOIICHH
CIIEHUTE HEXeJaHW peakiiuu mpu npuarane Ha ldflu

MHOT0 9ecTH peakKIiu (MOrarT Jia 3acerHaT nosede oT 1 Ha 10 gyrm)

- Ha msicToTo Ha MHKEKTHpaHE: 3a4epBsiBaHE, BTBBP/ISIBAHE, TOyBaHE, CHPOESK U OOJKa.
- rnaBoOore u OOJIKM B MYCKYJTUTE.

YecTu peakiuu (MoratT ja 3acerHar g0 1 gHa 10 myrm)

- KpbBOHACS]AHE HA MSCTOTO Ha WHIKEKTUPAHE
- 0610 HepasmonoxeHue, Temmneparypa (38,0°C win mo-BUCOKA) U TPHIIKH.

Heuectu peakinu (Morat jga 3acersar 10 1 Ha 100 myrim)

- YMopa, O0JTKH B CTaBUTE, YCHIICHO TIOTEHE

Penku peakiuu (Morat jia 3acerHat g0 1 Ha 1 000 gyiiwm)

- MpaBYyYKaHE WU U3TPBIIBaHE, Bh3MaJIeHHe Ha HEPBUTE, ChPOeX 1 OOPUB.

PeaKgI/II/I C HEU3BECTHA YECTOTA (OT HATUYHUTE JaHHU HE MOXKE J1a 61:&6 HarpaBC€Ha OIICHKA Ha
gyecToTara)

- AJIeprUYHU pEeaKIvy, BKITIOYBAIIN KOXKHH PEaKIIMU, KOUTO MOTAT Jia c€ pa3lpOCTPAHAT 110
ISUTOTO TSJI0, KATO KOMIPUBHA TPECKa, TEXKKHU aJIeprHIHN peakiuy (aHaQMIaKTUIHN peaKiin),
OTOK Ha JIUIETO, €3UKa WU I'bPJIOTO, 3aTPYAHEHO MPETTbIIaHe, KOMPHUBHA TPECKA U 3aTPYAHECHO
nuIaHe (aHTHOEIEM ), HEOCTaTFYHOCT Ha KPBBOOOPBIIEHUETO (III0K), BOACIIIA JIO CIICIITHO
CBCTOSIHUE.

IToBeueTo OT HEXKEJTAHUTE JICKAPCTBEHH PEAKITHH, H30POEHHU TI0-TOpe OTIHTyMsIBaT O€3 JIeueHHE B
pamkuTe Ha 1 10 3 mHU ciien mosiBaTa UM. B HAKOW CiIydau, 3a4epBSIBaHETO HA MACTOTO Ha
WHXEKTHPaHe TIPOIBIDKaBa 10 7 JHHU.

CrnepHrTe HEXXETAHH PEAKINH ca OMITM CHhOOIIEHH MPH IPYTH BaKCHHHU MIPHUJIATaHy 3a Tperna3BaHe OT

rpun. Te3u HexenaHn peakiuu Morar fa Hactsisr ¢ IDflu:

o BpemenHo HamansBane Ha Opos HAa KPBbBHU KJIIETKH, HAPEUYEHU TPOMOOIIMTH, KOETO MOXKeE J1a
JoBeie 10 KPhBOHACSAAHE WIIH KbpPBEHE, BDEMEHHO YBEIMUEHHUE Ha KIIE3UTE Ha BpaTa, MO/
MUIITHALINTE WU CTAOWHHUTE.

o Bonka, mokann3upana 1o xo/1a Ha HepBa, I’bPUYOBE CBBP3aHM C TIOBHIIIEHATA TEMIIEpATypa,
HapyIIeHWs Ha HEpBHATA CUCTeMa, BKIIFOYBAIIH Bh3MaJeHNe Ha TIaBHUS WM TPhOHAYHUS
MO3bK, Bb3IaJIEHHE Ha HEPBU WJIM CUHpOM Ha I uien-bape, koiTo BoM 10 TpeKoMepHa
c1aboCT U mapanmsa.

o Br3nanenne Ha KPHBOHOCHHUTE CHIOBE, KOETO MOXKE Jla TOBE/IE B MHOTO PEIIKH CIydau J0
MIPEXOIHO 3acsATaHe Ha OBOpenuTe.

Cpo0ImaBaHe Ha HeKeJIaHH PeaKkIuu

AKO TToy4YnTe HIKAKBU HEXXEIIAHH JICKapCTBEHU PEaKIlny, yBemoMeTe Bamus nekap, papmamneBT win
MEITUITHHCKA cecTpa. ToBa BKIIOYBA BCHYKH BH3MOKHHA HEOITMCAHU B Ta3H JIMCTOBKA HEXKEIIAHU
peaknuu. ToBa BKIIFOYBA BCUYKH BH3MOKHH HEOIMCAHU B Ta3H JINCTOBKA HEXKETAHH PEAKITHH.
MosxeTe ChIIo 1a CHOOIINUTE HEXETAHN PEAKINK TUPEKTHO Ype3 HAIIMOHAIHATA CHCTEMA 33
choOIaBane, mocoveHa B [punoxenne V. Kato chob11aBaTe HexeIaHu pEeakiluy, MOXKETe Jia 1ajieTe
CBOSI PUHOC 3a TOJIy4YaBaHe Ha MoBeue MH(OPMaIKsI OTHOCHO 0€30MIaCHOCTTa Ha TOBA JICKAPCTBO.
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5. Kak ga coxpansipare |1Dflu
Jla ce chXxpaHsBa Ha MSCTO, HEJOCTHITHO 3a JIElIa.

He w3non3BaiiTe Ta3u BaKCHHA CIIe]l CPOKA HA TOJTHOCT, OTOEINA3aH BEPXY KaPTOHEHATA OIMaKOBKa CIIe]T
“T'omen no:”. CpoKbT Ha TOTHOCT OTTOBAps Ha MOCIEIHUS ACH OT IOCOYCHHSI MECETT.

a ce cexpanssa B ximaguiHuK (2°C - 8°C). Jla He ce 3ampazsBa. ChXpaHIBalTe CIIPUHITOBKATA B
KapTOHEHATa OIAaKOBKa, 32 J]a ce MPeJIa3u OT CBETJINHA.

He u3xBbpIsiTe JekapcTBaTa B KaHAIMW3AUATA WK B KOHTEHHEpa 3a JOMAITHU oTHaabiy. [Tonuraiite
Bammst papmarneBT Kak 1a U3XbPIATE JeKapcTBaTa, KOUTO Beue He M3IoI3BaTe. Te3n MepKu Ime
CITOMOTHAT 3a OTIa3BaHE Ha OKOJIHATA cpefa.

6. Chabp:kaHue HA ONAKOBKATA U JONMBJIHUTETHA HH(OPMAIUS

Kakso coabpaxa |Dflu

AXTUBHUTE BCIICCTBA Ca I'PUIICH BUPYC (I/IHaKTI/IBI/IpaH, (bpaI‘MeHTI/IpaH) OT CJICIHUTEC HIaMOBC*:

AJCalifornia/7/2009 (HIN1)pdmO09-pouseozmen mam (NYMC X-179A)........... 15 mukporpama HA**
A/Texas/50/2012 (H3N2)-mpouszsomen mam (NYMC X-223A).......ccccevvivenenne. 15 mukporpama HA**
B/MasSaChUSELIS/2/2012.........ccveieiieiie ettt s 15 mukporpama HA**

Ha no3a 0,1 ml

* Pa3MHOXEH B KOKOIIH eMOPHOHH OT TPYIH 3/{PaBU KOKOIIKH
**  XeMarimyTHHUH

Ta3u BakcuHa otroBaps Ha npenopbkute Ha C30 (32 CeBepHOTO NMOMYKBI00) 1 pemennero Ha EC 3a
cezon 2014/2015.

JIpyruTe ChCTaBKHM Ca: HATPUEB XJIOPH, KAJMEB XJIOPUA, THHATPUEB (ocdaT AUXUAPAT, KaJTHeB
muxunporerdocdaT v Boa 32 WHXEKITHH.

Kak usriexna |Dflu m kakBo cbabpika onakoBkaTa
Bakcunara e 6e31BeTHA 1 OIAICCIIEHTHA CYCITCH3HSL.

IDflu e nHKeKIIMOHHA CYCIIEH3HsI B TIPEIBAPUTEIIHO HAITbJIHEHA CIpHHIOBKa OT 0,1 ml ¢
MUKPOUHXEKIMOHHA CUCTEMA, B OMakoBKH 110 1, 10 mm 20.

He Bcuuky BUOBe OaKOBKHM MOTaT Aja ObJaT MyCcHAaTH B MPoAaxkoa
IIpuTeskaTes Ha pa3pelIeHHETO 32 ynoTpeda U NPOU3BOAUTE

IIpurexxarten Ha paspemenuero 3a ynorpeba: Sanofi Pasteur SA, 2, avenue Pont Pasteur, F-69007
Lyon, ®paxmus.

IIpousBoauTen:
Sanofi Pasteur - Parc Industriel d’Incarville - 27100 Val-de-Reuil - ®panrms

Sanofi Pasteur, Campus Mérieux — 1541, avenue Marcel Mérieux — 69280 Marcy I’Etoile - ®panmms
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3a gonbIHATENHA HHOOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE C€ C JIOKATHUS
MIPEJICTAaBUTEN Ha MPUTEKATEIN Ha pa3pelIeHneTo 3a yrmoTpeoda:

Belgié/Belgique/Belgien
Sanofi Pasteur MSD
Tél/Tel: +32 2 726,9584

Lietuva
Sanofi — Aventis Lietuva, UAB
Tel.: +370 5 2730967

Bbbarapus
Sanofi Pasteur S.A.
Tem.: +359 2 980 08 33

Luxembourg/Luxemburg
Sanofi Pasteur MSD
Tél: +32 2 726.95.84

Ceska republika
Sanofi Pasteur

divize vakcin Ssanofi-aventis, s.r.o.

Tel: +420 233 086 111

Magyarorszag
sanofi-aventis zrt
Tel.: +36 1 505 0055

Danmark
Sanofi Pasteur MSD
TIf: +45 23 32 69 29

Malta
Cherubino Ltd
Tel.: +356 21 343270

Deutschland
Sanofi Pasteur MSD GmbH
Tel: +49 6224 594-0

Nederland
Sanofi Pasteur MSD
Tel: +31.23.567.96.00

Eesti
Sanofi-Aventis Estonia OU
Tel.: +372 627 3488

Norge
Sanofi Pasteur MSD
TIf: +47.67.50.50.20

E\rada
BIANE= AE.
TnA: +30.210.8009111

Osterreich
Sanofi Pasteur MSD GmbH
Tel: +43.1.890 3491 14

Espafia
Sanofi Pasteur MSD S.A.
Tel: +34.91.371.78.00

Polska
Sanofi Pasteur Sp. z 0.0.
Tel.: +48 22 280 05 00

France
Sanofi Pasteur MSD SNC
Tél: +33.4.37.28.40.00

Portugal
Sanofi Pasteur MSD, SA
Tel: +351 21 470 4550

Hrvatska
sanofi-aventis Croatia d.0.0
Tel: + 385 1 6003 400

Romania
sanofi - aventis Romania SRL
Tel.: +40(21) 317 31 36

Ireland
Sanofi Pasteur MSD Ltd
Tel: +353 1 468 5600

Slovenija
ALPE s.p.
Tel.: +386 (0)1 432 62 38

island
Sanofi Pasteur MSD
Simi: +32.2.726.95.84

Slovenska republika

sanofi-aventis Pharma Slovakia s.r.o.
divizia vakcin Sanofi Pasteur

Tel.: +421 2 33 100 100




Italia
Sanofi Pasteur MSD Spa
Tel: +39 06.664.09.211

Suomi/Finland
Sanofi Pasteur MSD
Puh/Tel: +358 9 565 88 30

Kvmpog
I'. A. Ztopdtng & X Atd.
TnA.: +357 - 22 76 62 76

Sverige
Sanofi Pasteur MSD
Tel: +46.8.564.888.60

Latvija
Sanofi Aventis Latvia SIA Vakcinu nodala
Tel.: +371 67114978

United Kingdom
Sanofi Pasteur MSD Ltd
Tel: +44.1.628.785.291

JlaTa HaA mocJIeHO mpepasriexaane Ha gucroBkata {MM/TTTT}
JApyru u3rounuum Ha uHgopmaums

ITonpo6na mHGOpMaIHsI 3a Ta3W BaKCHHA € NMPEAoCTaBeHa Ha yebcaiiTa Ha EBpomeiickara areHITus 110
nekapcTrara: http://www.ema.europa.eu/

Ilocouenara mo-aoay I/lH(l)OpMalII/lfl € nMpeaAHasHavYcHa caMo 3a MCAUMIMUHCKHA CIICHUAIUCTH:

o KakTo npu BcUYkH MHXKEKITMOHHH BAKCUHH, BUHATH TPSOBA J]a ObJIe OCUTYPEHO MOIXOISIIO
MEIUIMHCKO JICUCHUE U HAOJIIOJICHHE B Cly4ail Ha aHa(HUIaKTHYHA Peakius ciell IpuiiaraHe Ha
BaKCHHATA.

IIpenu yroTpeba, BakcuHaTa TpsOBa Aa OB OCTaBeHA /1a JOCTUTHE CTaifHa TeMIIepaTypa.
Bakcunata He TpsiOBa J1a ce U3M0J3Ba, KO B CYCIICH3MATA MMa HAJIMYUE HA Yy YACTHIIH.

He e HeoOxoammo BakcHHATA J1a ce pasKiiaiia mpean yrnorpeoa.

MUKpOUHKEKITHOHHATA CHCTEMA 33 HHTPAJICpMAITHO HHXKEKTHPAHE CE ChCTOU OT
MpeIBAPUTEITHO HAIThITHEHA CIIPHHIIOBKA ¢ MUKpowuria (1,5 mm) u cucrema mpesna3sama

urIaTa.
[Ipenma3BamoTo yCTpOMCTBO 3a UIIaTa € MpeAHa3sHaueHo Ja MOKPHe MUKPOUTIAaTa CIe
ymotpeoa.
MuKpoUHKeKIHOHHA CHCTeMa
Mscro 3a
MukpourJa Byraio
XBaIaHe
IIpo3opue
. ‘
-.il ______ _|
== ==
IIpenna3zuresa Ha
UrJjaTa
Kanauxa Bakcuna P10
Ha UrJjaTa
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HHCTPYKIUU 3A YIIOTPEBA

MoJisi IpoYeTeTe MHCTPYKIUNUTE MpeIu VIioTpeda

1/ CBAJIETE KAITAYKATA HA UI'JIATA

CBarere KamaykaTa Ha
urjara oT
MUKPOUHKCK-IITUOHHATA
CUcTeMa.

He orcTpansiBaiiTe
BB3/yXa OT UIJIaTAa.

3/ BBBEJETE UI'JIATA BBP30
HNEPIIEHAUKYJIAPHO HA KOXATA

BeBenere urnara
MEePIEHINKYIISIPHO Ha
KO’)KaTa, B y9acThKa Ha
JENTONUIHUS MYCKYIL, C

psA3K0, OBbP30 JIBWKEHUE.

2/ XBAHETE MUKPOUHXEKIITUOHHATA
CUCTEMA MEXKIY TAJIEHA U CPEIHUS
HPBCT

XBaHeTe
MUKPOUH)KEKIIMOHHATA
CHCTEMA KaTO IIOCTABUTE
caMmo majerna U CpeHus
MPBCT OT JABETE CTPAHU HA
MSCTOTO 3a XBalllaHe;
MoKa3aJelbT TpsOBa aa
OCTaHe CBOOOJIEH.

He nocraBsiiTe
NMPBLCTUTE CH BHPXY
npo3opuerara.

4/ AHKEKTUPAWTE, KATO U3MOJI3BATE
IMOKA3AJIEIHA CH

Crnen KaTo MUKpOUTIIATA €
BbBE/ICHA,

MoAAbpKANTE
MOBBPXHOCTTA Ha KO)KaTa
JIEKO OIThHATA U
WHXEKTUpanTe, KaTo
M3I0JI3BaTE MTOKa3aera
CH, 32 J]a HATHCKaTe
OyTamnoro.

He e reoOxomnmo na ce
NpaBH TECT 3a
KPBBOHOCEH CB/I.

5/ AKTUBUPAWTE NMPEANA3SUTEJS HA UTJIATA, KATO HATUCHETE ILTHTHO BYTAJIOTO

I/ISBELHGTC urjarta OT KoXKara.

He nacouBaiite uriara KbM ce0€ CH WU KbM Apyru xopa.

Cnc ChlllaTa pPbKa HATUCHETE INIBTHO C MAJICIL 6yTaJ'IOTO, 3a 1a aKTUBHUPpATEC
MnpeanasuTeJid Ha uriara.
qua CC IIPAKBAHEC U MPCANA3UTEIIAT [IOKPUBA HUIJI1aTa.

Hesabasuo H3XBBPJICTC CUCTEMATA B Hal-OJIM3KUs KOHTeﬁHep 3a OCTpHU NPEAMCETHU.

WHKeKTHpaHeTo ce CUnTa 3a YCIIeIIHO, HE3aBUCHMO Jajli ce HaOJo1aBa
oOpasyBaHe Ha UH(WITPAT WIH He.

le/[ HaJIM4ue Ha TCYHOCT HAa MACTOTO HAa MHKCKTUPAHE, CJICA NPpWIaralHe Ha
BaKCHHaTa, HE CC HaJlara peBaKCUHalUs.

Buxre cbmo Touka 3. KAK JIA U3TIOJI3BATE IDflu.

46



	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	A. ПРОИЗВОДИТЕЛ(И) НА БИОЛОГИЧНО АКТИВНОТО(ИТЕ) ВЕЩЕСТВО(А) И ПРОИЗВОДИТЕЛ(И), ОТГОВОРЕН(НИ) ЗА ОСВОБОЖДАВАНЕ НА ПАРТИДИ
	Б. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА ДОСТАВКА И УПОТРЕБА
	В. ДРУГИ УСЛОВИЯ И ИЗИСКВАНИЯ НА РАЗРЕШЕНИЕТО ЗА УПОТРЕБА
	Г. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА БЕЗОПАСНА И ЕФЕКТИВНА УПОТРЕБА НА ЛЕКАРСТВЕНИЯ ПРОДУКТ
	A. ДАННИ ВЪРХУ ОПАКОВКАТА
	Б. ЛИСТОВКА



