MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Synflorix HH)XEKIIMOHHA CYCIIEH3UsI B TIPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
Synflorix HHXEKIHOHHA CYCIICH3US

Synflorix HHXEKIIMOHHA CYCIICH3HMs B MHOT0/1030Ba OIaKOBKa (2 103H)
Synflorix HHXEKIIMOHHA CyCIIEH3Us] B MHOT'0030Ba OMaKkoBKa (4 1031)
AjcopOupana THEBMOKOKOBA ITOJIN3aXapyJHa KOHIOTAaTHA BAKCHHA
[Pneumococcal polysaccharide conjugate vaccine (adsorbed)]

2.  KAYECTBEH U KOJIMYECTBEH CHbCTAB

1 no3a (0,5 ml) ceabpixa:

[THEBMOKOKOB nonm3axapu ceporur 1!

(Pneumococcal polysaccharide serotype 1) 1 MEKporpam
[THEBMOKOKOB Monm3axapyj cepotur 412

(Pneumococcal polysaccharide serotype 4'?) 3 MuKporpama
ITHEBMOKOKOB MoM3axapy cepotui 52

(Pneumococcal polysaccharide serotype 5'%) 1 MEKporpam
ITHeBMOKOKOB MOJIM3axXapul CEPOTHUIL 6B!?

(Pneumococcal polysaccharide serotype 6B'?) 1 Mukporpam
ITHeBMOKOKOB monu3zaxapuz ceporun 7F2

(Pneumococcal polysaccharide serotype 7F'?) 1 MEKporpam
ITHeBMOKOKOB NOJIM3aXapu i CEPOTHUIL oV!2

(Pneumococcal polysaccharide serotype 9V'?) 1 Mukporpam
ITHEeBMOKOKOB monu3zaxapuz ceporun 1412

(Pneumococcal polysaccharide serotype 14'?) 1 Mukporpam
[THeBMOKOKOB monu3zaxapuz ceporun 18C!

(Pneumococcal polysaccharide serotype 18C'?) 3 MuKporpama
ITHeBMOKOKOB noyu3axapuz ceporun 19F !4

(Pneumococcal polysaccharide serotype 19F"*) 3 MuKporpama
ITHeBMOKOKOB nonu3axapu ceporun 23F!2

(Pneumococcal polysaccharide serotype 23F"?) 1 MuKporpam
ancopbupan BEpXy aqyMuHKeB pocdar 06110 0,5 munurpama Al**

2 KOHIOTHpaH ¢ poTeuH D (u3BieueH ot HetunusupyeM Haemophilus influenzae) NpOTEMHOB HOCUTEN
9-16 mukporpama

3 KOHIOTUpAH ¢ TETAHMYEH TOKCOM] IPOTEMHOB HOCUTEI 5-10 mukporpama

4 koHIOrHpaH ¢ JUQTEPHEH TOKCOU ] TPOTEHHOB HOCUTEI 3-6 mukporpama

3a IIBJIHUA COUCHK Ha IIOMOIIHHUTC BCUICCTBA BHXKTC TOUYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

MHxXeKInoHHa CyCIIeH3uUs (MHKEKITUS)
Bakcunata e MbTHa OsJ1a CyCIIEH3HA.



4. K/IMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKAZAHUS

AKTHBHA UMYHHU3aLIMs CPEIIy HHBA3UBHO 3a00JIIBaHEe, THEBMOHHUS M OCTHP OTHT Ha CPEIAHOTO yXO,
NPUYUHIBAHM OT Streptococcus pneumoniae IPU KbpMaydeTa ¥ Jelia Ha Bb3PacT OT 6 CEAMMIIU 10
5 roguHu. 3a nHGOPMAITUS OTHOCHO 3aIlUTaTa Cpelly Cuenn(GUIHITE MTHEBMOKOKOBU CEPOTHIIOBE
BIKTE Toukn 4.4 u 5.1.

VYnorpebara na Synflorix TpsiOBa a ce onpezaess Bb3 OCHOBA HAa O()UIIMATHUTE MPETIOPBHKH, KAaTO Ce
B3€MaT MPEIBU Bb3ACHCTBUETO BbPXY ITHEBMOKOKOBUTE 3a00JISIBaHMS IIPU Pa3IMYHUTE Bb3PACTOBU
IpyIH, KAKTO ¥ BapHAOMIIHOCTTA Ha SMUAEMHUOJIOTHATA B PA3INYHUTE Teorpad)cKu o0mIacTy.

4.2 Jlo3upoBKa M HAYMH HA NMPUJIOKEHHE

gO?»H[}OBKa

Cxemure 3a umyHu3anms cs¢ Synflorix TpsOBa ma ce ocHOBaBaT Ha OQHUITHATHUTE MIPETOPHKH.

[IpenopbuBa ce nomyuunute mbpBa fo3a Synflorix na 3aBbpIuaT IBJIHUS KypC Ha BAKCHHALIUS ChC
Synflorix.

Kbspmadera Ha BB3pacT oT 6 cenmunu 10 6 mecena

IIppBUYHA UIMYHM3ALUS C TPU JI03H

[IpenopbuBaHaTa UMyHH3A[IOHHA CXEMa 332 OCUTYPSABaHE HA ONTHMAJIHA 3allUTa CE CbCTOU OT YETHPH
no3u, Besika 1o 0,5 ml. [TepBuuHaTa MMyHH3aUuUs IPH KbpMadeTa ce CbCTOU OT TPU A03H, KaTo
bpBaTa 1032 OOMKHOBEHO Ce MpHiiara Ha 2-MeceyHa Bb3pacT, C HHTEPBaJl OT Hali-Manko 1 Mecer

Mex Iy nosute. [IppBara 103a Moxe fa ObJe IpUIOKEHa Ollle Ha 6-ceqMuuHa Bb3pacT. [Ipenopbusa
ce OycTep (4eTBBpTa) 4032 Hal-MaIKo 6 Mecela cieq MocleHaTa 103a OT 'bPBUYHATa UMYHHU3ALH U
MoOXe Jja ObJie MPUIIOKEHa OT 9-MeceuHa Bb3pacT (3a mpeArnounuTane Mexay 12- u 15-meceuna
BB3pacT) (BX. Touku 4.4 u 5.1).

[IbpBHUYHA IMYHH3ALM C IBE 103U

AnrepHaTtuBHO, korato Synflorix e mpuiaras kato yacT OT pyTHHHaTa HMYHHU3alMOHHA IIporpama Ipu
KbpMadeTa, MOKe J1a ObJIe IPIIIOKEHA CXeMa, KOSITO C€ ChCTOU OT TPH JI03H, Beska 1o 0,5 ml.
[IppBaTa no3a Moxe Aa ObAe NPUIIOKEHA OIIE Ha 6-ceAMUYHA BB3PACT, C BTOpa 1034, IpUIIoKeHa 2
Mecena no-kbcHo. [IpenoppuBa ce Oycrep (Tpeta) n03a Hail-Manko 6 Mecena ciiesl HoCIeaHaTa 032
OT I'bpPBUYHATA UIMYHM3ALUs U MOXKe J]a ObJie IPUIIOXKEHa OT 9-MeceyHa Bb3pacT HaTaThK (3a
npeanounTane Mexay 12- u 15-meceuna Bb3pacTt) (BxK. Touka 5.1).

IIpe:xxneBpeMeHHO poieHN KbpMadeTa (pPoleHn Mexay 27-36 rectTaiMoHHa ceIMUIA)

[Ipu npexxieBpeMEHHO poJIEHN KbpMaydeTa, poJICHH Ha TeCTalIOHHA Bb3pacT Hal-MaJIKo 27 CeIMUIH,
npenopbYBaHaTa UMYHHU3AIIMOHHA CXeMa Ce ChCTOM OT YETHPH 11031, Besika 1o 0,5 ml. [TepBudHaTa
cxeMma Ipyu KbpMadeTa ce CbCTOM OT TPHU J103H, KaTO IIbpBaTa J103a ce Ipujara Ha 2-MecedHa Bb3pacT C
MHTEpBaJ OT Haii-mManko 1 Mecer Mmexay posute. [Ipenoprusa ce OycTep (4eTBBbpTa) 1032 HAH-MaJIKO
6 Mecena cies OCJIeAHAaTa 03a OT IbPBUYHATA UMYHHU3aHA (BX. Touku 4.4 1 5.1).

HeBakcnHHpaHM KbpMadeTa H Aella Ha Bb3PacT = 7 Mecena

—KbpMadeTa Ha Bb3pacT 7—11 mecema: Cxemara Ha UMyHHU3aIUs C€ CHCTOU OT JIBE J03H 3a IIbPBUYHA
umyHuzanus 1o 0,5 ml ¢ uaTepBan ot Hali-manko 1 Mecen Mexy no3ute. [Ipernopbusa ce
Mpuiiarane Ha efHa Oycrep (Tpera) 03a 1Mo BpeMe Ha BTopaTa roJliHa OT JKUBOTa C MHTEPBAI OT
Hal-MaJko 2 Mecela clie] ociieIHaTa 103a OT IbPBUYHATA UMYHHU3AIINS.



—nera Ha Bb3pacT 12 mecema—5 ronuan: Cxemara Ha UMyHH3AIUS C€ ChCTOU OT 1Be 03 1o 0,5 ml ¢
WHTEpBAJ OT Hali-MaJKo 2 Mecerna Mex/y JIO3UTe.

CrneuuajaHu NomyJauuu

[Ipu uHIUBUIN C IOUIEKAIIN 3a00JIIBaHUs, KOUTO I'M IIpeApa3IoiaraT KbM HHBa3HBHO
THEBMOKOKOBO 3a00J1siBaHe (KaTo MHQEKIUs ¢ YoBelKkus nmyHoaeduuuren supyc (HIV),
CHhPIOBUIHO-KIIETHYHA aHEMHST) WITH TUcYHKIMS Ha cie3kara, Synflorix Moxe j1a Objie IpHIToKeH
CBIJIACHO TIO-TOPE OIMHMCAHUTE CXEMHU Ha UMYHH3AIIUs, C U3KITFOUEHHE Ha TOBa, ue 3-71030BaTa cxema
TpsOBa J1a ce Impuiiara KaTo MbpBUYHA UMYHH3aLUs IPH KbpMaveTa, IPU KOUTO UMyHH3aLusITa ce
3armoy4Ba oT 6-ceMUYHA JI0 6-MeceuHa Bb3pacT (Bxk. Touku 4.4 u 5.1).

[eauarpuyna nonmyaanus

be3onacHocTTa 1 eukacHoctTa Ha Synflorix mpu Jiera Ha Bb3pacT Haja 5 FOJMHHU HE ca YCTAaHOBEHHU.

Ynorpebda na Synflorix ¢ ipyru nHeBMOKOKOBH KOHIOTaTHH BAKCHHH

WMa orpaHnYeHH KJIIMHUYHY JJAHHU OTHOCHO yroTpebara Ha Synflorix u 13-BajieHTHAa THEBMOKOKOBA
koHtoratHa BakcrHa (IIKB13) B xo/1a Ha MMyHHM3aNKATa Ha €THO M CHIIO JIKIE (BXK. TouKa 5.1).

Hauue Ha npusioxxeHue

Baxkcunara Tps0Ba ja ce mpuiiara ype3 HHTpaMyCKyJTHO WHKekTupaHe. [Ipenmnountannure Mecra 3a
MIPUJIOKEHHUE Cca aHTepoJIaTepaiHaTa YacT Ha OepOTO MpY KbpMadeTa WK JeITOUTHUAT MyCKyIl Ha
MUIIIHALIATA TIPH MAJIKUTE JIela.

4.3 IIporuBomokazaHus

CBp’BX‘l}IBCTBI/ITCHHOCT KbM aKTHBHHUTEC BCIICCTBA UJIM KbM HAKOC OT IIOMOIIIHUTEC BEIICCTBA,
I/136pOCHI/I B TO4YKa 61, WK KbM HSKOH OT MPOTCUHOBUTC HOCUTCIIU.

Kakro npu apyrure Bakcunu, npuiaranero Ha Synflorix TpsiOBa ja O'b/ie OTIOXKEHO TPH JIHIIA,
CTpaJaIliy OT OCTPO TEKKO (heOpmitHo 3abonsaBane. HannuneTo Ha neka uHpeKuus, Halp. HACTHHKA,
He TpsiOBa J1a BOAM J0 OTJIaraHe Ha MMYHH3aIUATA.

4.4 CrhenuanaHu npeaynpeskaeHust U NpeANa3sHi MepKH IPH ynorpeda

IIpocnenumoct

C uen na ce moo0pu MPOCIeIUMOCTTa Ha OMOIOTMYHUTE JICKAPCTBEHU MPOTYKTH, UMETO U
MApTUIHHST HOMEP Ha MPHUIIOKEHUS MPOTYKT TPsiOBa na ObAaT SICHO 3allMCaHH.

IIpenu umyHu3anusTa

KaxTo npu BcHuky HH)KEKITMOHHU BaKCHHY, BUHATH TPsiOBa /1a 01 TTOJACUTYPEHO ITOIXOISIIIO0
MEAMIIMHCKO JICYCHHUE U HAOJIIOICHUE B PEIKUTE CIIyYad Ha aHa(WIaKTHYHA PEaKIUs CIIe
MPUJIOKEHUE HAa BAKCUHATA.

[Ipu npunaraneTo Ha TBPBUYHA UMYHU3AIWS TIPU HEJOHOCECHU KbpMadeTa (poJieHu < 28 recTallioHHA
CEJIMHIIA) ¥ OCOOCHO TP TE3H C MPEIUIIIHA aHAMHE3a 332 HE3PsUIOCT Ha JIUXaTellHaTa CUCTeMa, TpsOBa
Jla ce UMa MPEABHI MOTCHI[HAHUAT PUCK OT alHesl U HEOOXOAUMOCTTa OT MPOCIICsBaHe Ha
nuraHeTo 3a 48—72 gaca. Tt KaTo moa3ara OT BAKCHHUPAHETO TIPH Ta3W rpylia KbpMadeTa € TojsiMa,
TO BaKCMHHPAHETO TPSAOBA Jla Ce HANpaBu 0e3 oTiaraHe.

IIpu HukakBu obcrosTencTBa Synflorix He TpsAOBa J1a ce mpuyIara BbTPEChIOBO WM HHTPAJICPMAITHO.
Jlurcear naHHM 32 TOKOKHO MpruiokeHre Ha Synflorix.



IIpu gema Ha BB3pacT HAJ 2 TOMWHHN, CHHKOT (TIPUTIAABK) MOXKE J1a HACTHITN CIIE] FIIA JOPH TIPEIn
BCsIKa BAKCHHAIIUS KaTO MCUXOTCHHA PeaKns KbM HHXEKTUPAHETO ¢ Uria. BaxHo e na ca Hanwie
MPOIEAYPH 32 N30SATBaHE HA HApaHSIBAHE BCIICACTBUE HA MIPUIIAIBIIUTE.

KakTo u octaHamuTe BaKCHMHU, KOMTO C€ ITpHUJIaraT MHTpaMycKyiHo, Synflorix TpsiOBa na ce mpujara ¢
MOBUIIIEHO BHUMAaHHE TIPH JIUIIA C TPOMOOIMTONICHHS WIIH HAKAKBO HAPYIICHUE Ha KPHBOCHCUPBAHETO,

TBHU KaTO IPH TE3U JIMLA CIIE] UHTPAMYCKYJIHO IIPUWIOKEHUE MOXKE /1 C€ MOSIBU KbPBEHE.

HMudopmanms oTHOCHO 3ammrara, OCUIypeHa OT BAKCHHATA

Tps6Ba na 6bHAT CICABAHH CHIO U OGUITHATHUTE MPEOPHKY 32 IMYHH3AITHS cpenty nudTepus,
tetanyc U Haemophilus influenzae tan b.

HenocraTpunu ca mokazatencrBara, de Synflorix ocHrypsiBa 3ammnra cpenry THEBMOKOKOBU
CEpPOTHIIOBE, KOMTO HE CE€ ChABPKAT BbB BAKCHHATA, C U3KJIIOYEHHE HA KPBCTOCAHO-PEAKTHBHU
ceporun 19A (Bx. Touka 5.1), wim cpeuty Hetunusupyem Haemophilus influenzae. Synflorix He
OCHUTYpsIBa 3alllUTa CPEly JIPYT'd MUKPOOPTaHU3MH.

[TonoGHO Ha Besika npyra BakcuHa, Synflorix Moxe Aa He 3alUTH BCUYKH BAKCHHUPAHH JIMLA CPELLY
MHBAa3MBHO MTHEBMOKOKOBO 3a00JIsiBaHe, THEBMOHUS HJIM OTUT HA CPEIHOTO YXO, IPUUMHIBAHU OT
CEPOTHUIIOBETE BbB BAKCHHATA M OT KPBCTOCAHO-peakTUBHUSA cepoTun 19A. OcBeH ToBa, Thil KaTo
OTUTBHT Ha CPEAHOTO YXO U ITHEBMOHUSATA C€ MPUYUHSABAT OT MHOI'O MHUKPOOPTaHU3MH, PA3IUUHU OT
CepOTUIIOBETE Ha Streptococcus pneumoniae, IPEICTABEHU MOCPEICTBOM BaKCHHATA, OYaKBa Ce
ISJI0OCTHATA 3aIllATa CPEILy T€3H 3a00JIsIBaHMsI 1a Ob/Ie OTpaHUYCHA U 3HAYUTETHO MO-cada B
CpaBHEHHE ChC 3aI[UTaTa CPelly HHBa3UBHO 3a00sBaHe, IPUYMHEHO OT CEPOTHIIOBETE BHB BAKCHHATA
u cepotun 19A (Bx. Touka 5.1).

B knmuangHuTe n3nuTBaHus Synflorix mpeau3BUKBa UMYHEH OTTOBOP KbM BCHUKHTE JIECET CEPOTHIIA,
BKITIOUCHH BbB BAKCUHATA, HO CTETICHTA HA OTFOBOPUTE Bapupa MKy CEPOTHIIOBETE.
OYHKIMOHATTHUAT UMYHEH OTTOBOP KbM CEPOTHIOBE | U 5 € M3pa3eH B MO-MajKa CTETNCH B CPABHEHUE
C OTTOBOPA CpeIlly BCHYKH APYTH CEPOTUTIOBE Ha BakcMHAaTa. He € n3sicHeHo Jainy To3u mo-ciad
(yHKIHMOHANIEH UIMYyHEH OTTOBOP CpeILy cepoTrrioBete 1 u 5 1ie goBene 10 HamMalleHa 3aluTHa
e(UKACHOCT Cpellly MHBAa3UBHO 3a00IIBaHE, THEBMOHUS MM OTUT HA CPETHOTO YXO, TPUUHHIBAHU OT
TE3H CepOTHUNoBe (BXK. Touka 5.1).

Jlenata TpsiOBa ja moaydar J030B peskuM c¢be Synflorix, moaxoasi 3a TSXHATa Bb3pacT MO BPEMETO
Ha 3alI0YBaHe Ha BaKCHHAIMOHHUTE cepuu (BXK. Touka 4.2).

HMyHOCynpecuBHa Tepanust 1 UMYHEH AeQUIIUT

Jema ¢ yBpezieH UMyHEH OTIOBOP, ABJDKAII ce Ha ynoTpedaTa Ha MMYHOCYIIPECHBHA Teparws,
rereruueH nedekrt, HIV unbeknus, npeHaraiHa eKCIo3UINs Ha aHTUPETPOBUPYCHA TEPAITUS H/MITH
Ha HIV, unu Ha npyru npuduHy, MOXKE J1a ca C HaMaJieH aHTUTSIIOB OTTOBOP CJIe/ UMYyHU3ALUATA.

MMa naHHH OTHOCHO 0€30IaCHOCTTa U MMYHOTE€HHOCTTA IPH KbpMaueTa, nHpextupanu ¢ HIV
(acMMITOMAaTUYHU MJIH C JIEKO U3Pa3eHU CUMITOMH ChIIacHO knacudukanusata Ha C30), HIV-
OTpHUILIATENTHU KbpMaueTa, pojaeHu oT HIV-nonoxxurennu maiiku, f1ena cbC CbpHOBUIHO-KIEThYHA
aHeMus 1 jJerna ¢ TuchyHKIU Ha cie3kara (Bx. Touku 4.8 u 5.1). JIumncBaT 1aHHA OTHOCHO
Oe3onmacHoCTTa U UIMyHOTeHHOCTTa Ha Synflorix mpu MHOAUBUIM OT OPYTHU criequduIHn
HMMYHOKOMIPOMETHPAHH TPYIH U BAKCHHALIUATA TPSOBa Aa ce OOMUCIH P BCEKHU OTEIICH CIyvai
(Bk. Touka 4.2).

Ynorpebara Ha MHEBMOKOKOBA KOHIOT'aTHA BaKCHHA HE 3aMeHs yroTpedara Ha 23-BaJeHTHU
ITHEBMOKOKOBH TIOJIN3aXapyHA BaKCHHYU TP JeTla Ha B3PaCT > 2 TOIWHU ChC 3200 IIBaHUS
(cbpHOBHIHO-KJIEThYHA aHeMusl, aciuieHus, HIV uHdekius, XpoHUYHO 3a00JIIBaHe WK TaKUBA,
KOUTO UMAT JPYTH UMYHOKOMIIPOMETHUPAIIH ChCTOSHUS ), KOUTO TH TTOCTABAT MPHU MO-BUCOK PUCK OT



WHBA3MBHO 3a00JsIBaHe, IBIDKAIIO ce Ha Streptococcus pneumoniae. KoraTo e mpenopbYUTeNnHO,
JleraTa B pECK, KOUTO ca Ha Bh3pacT > 24 Mecella M Ha KOWTO Beue € HallpaBeHa MbpBUYHA
umyHm3anus cbe Synflorix, TpsiOBa fa moydat 23-BajicHTHAa THEBMOKOKOBA TOJIM3aXapyu/IHa BAKCHHA.
WHTEpBanbT MEXTy THEBMOKOKOBaTa KOHIOTaTHA BakcuHa (Synflorix) u 23-BaneHTHaTa
MTHEBMOKOKOBA MOJTU3aXapyIHa BaKCHHA He Tpsi0Ba Ja € mo-Marsk oT § cenqmunu. He ca HannyHu
JTAHHH, TTOKAa3BaIllH Jalld PUIaraHeTo Ha MHEBMOKOKOBA MOJM3aXxapuaHa BaKCHHA MPH JIelia, Ha
KOUTO IIbPBUYHATA UMYHHU3AIIMs € HallpaBeHa che Synflorix, Moxke fa JoBe/e 10 HaMassiBaHe Ha
OTTOBOpA KbM IOCTIEIBAIIUTE JO3H OT MTHEBMOKOKOBA MOJM3aXapyAHa WIH THEBMOKOKOBA KOHIOTaTHA
BaKCHHA.

HDO(i)I/IJ'IaKTI/I‘-IeH OpruEM Ha aHTUTIUPCTHUITN

[IpopunakTHUHUAT IpUEM Ha aHTUNUPETUIN PEAH WK BeaHara cjej mpujiarade Ha BaKCHHATa
MOYe€ J]a HaMaJli 4YecToTaTa M MHTE3UTETa Ha MMOCTBaKCHHAaHUTE (PeOpritHn peakiuu. Kinanunure
JAHHH, TEHEPUPAHHU C ITapaneTaMoi u uoynpodeH, npeamonarar, ye npoduinakTayHaTa yrnorpeda Ha
HapaneTaMol MOXKe J1a MOHIKH CTOMHOCTHTE Ha MOBUILICHATAa TEMIIEPATypa, T0KATO
npoduIakTHYHaTa ynotpeba Ha noynpodeH nokaspa orpaHuyeH eQeKT Mpy NOHIKaBaHETO Ha
TeMIIepaTypHUTE CTOMHOCTH. KIIMHUYHUTE JAaHHU MPEJIojarar, e mapamneTaMmoll MoXKe Jia OTCIIa0u
uMyHHHS 0TroBOp KbM Synflorix. KimHUYHOTO 3HaYeHHE HA TOBa HAOMIO/IeHUEe, 00aue, He €
U35CHEHO.

[podunakruunara yrnorpeda Ha aHTUIIMPETHYHH JICKAPCTBEHU MPOJYKTH C€ TPETophyBa:

- 3a BCHYKH Jena, npu kouto Synflorix ce mpuiara eIHOBPEMEHHO C BAKCHHH CPEIy KOKJIIOMI
(enu KIEeTKH), opaay Mo-BUCOKATa YecToTa Ha (heOpHTHUTE peakuH (BXK. Touka 4.8).

- 3a Jiera ¢ rbpYOBH 3a00JSIBAHMUS HITH C MUHAJIA aHaMHe3a 32 ()eOpIITHY I'bpPUOBe.

AHTHITUPETHYHOTO JICYCHHE TPIOBa Jla ObJIe 3aI1049BaHO B ChOTBETCTBHE C MECTHUTE YKa3aHUs 3a

JeYCHHE.

CopabpykaHue Ha HATPUN

ToBa nekapcTBO ChIBpIKa MO-Manko oT 1 mmol Hatpuit (23 mg) Ha 1032, T.e. MOXKE Ja ce Kaxe, ue
IPaKTUYECKU HE ChIbprKa HATPUil.

4.5 B3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3auMo/elicTBHe

Yorpeba ¢ Apyru BAKCUHU

Synflorix Moe Aa ce mpuiiara ChI’PTCTBAIIO C KOSITO | J]a € OT CJICTHUTE MOHOBaJICHTHU WITH
KoMOuHUpaHu BakcuHU [BKmounTeiHo DTPa-HBV-IPV/Hib u DTPw-HBV/Hib]: Bakcuna cperty
mndrepus-Teranyc-kokiom (Oesknerpuna) (DTPa), Bakcuna cpemry xenatut B (HBV),
WHAKTUBUpaHa nonuoMuenutHa BakcuHa (IPV), Bakcuna cpemy Haemophilus influenzae tan b (Hib),
BaKCHHa cpelly audrepus-reTanyc-koxmoi (ueiau kietku) (DTPw), BakcuHa cpery MopOuiy,
napotut u pyoeona (MMR), Bakcuna cpenty Bapurena (V), KOHIOTaTHA BAKCHHA CPETIy
MeHUHTOKOKH 0T ceporpyna C (CRMig7 u TT koHIOraTH), KOHIOTaTHA BAKCUHA CPEIy MCHUHTOKOKH
ot ceporpymu A, C, W-135u Y (TT kontorar), mepopaiHa noauomuenntHa Bakcuaa (OPV) u
nepopaliHa poTaBUpPYyCHA BakcHHA. Pa3iMyHNTEe MHKEKIIMOHHY BaKCHHY TPSIOBa BUHATH JIa Ce
NpUIaraT Ha pa3iunyHd HHKCKIIMOHHU MECTA.

KnuanyanTe MPOYyYBaHUS TIOKA3BaT, Ye UMYHHUTE OTTOBOPH U MPOQMINTE HA OE30MACHOCT Ha
€THOBPEMEHHO MPUIIOKEHUTE BAKCHHU HE CE MOBIUBAT, C U3KIIOUYEHHE Ha OTTOBOpPAa KbM
WHAKTUBUPAHUS TTOJIMOBUPYC TUII 2, 32 KOWTO yCTAHOBEHHUTE B IIPOYUYBAHUATA PE3YITATH Ca
HEIOCJIeIOBATEITHH (CepoIpoTeKIus, Bapuparia ot 78% mo 100%). B nombnaenue, mpu
€HOBPEMEHHO MpUJIaTraHe Ha BaKCHUHA CPeIly MEHUHTOKOKH OT ceporpynu A, C, W-135u Y (TT
KOHIOraT) ¢ 0yctep no3a Synflorix mo Bpeme Ha BTopaTa ToAMHa OT )KMBOTA IPH JIella, Ha KOUTO €
HanpaBeHa IbpBUYHA UMyHH3auus ¢ 3 no3u Synflorix, ca HabIIOAaBaHH MO-HUCKU CPEAHA
reoMeTpuyHa KoHleHTpaus Ha anturenara (GMC) u cpefieH reoOMeTpUYeH TUTHP NMPU
oncoHodaronutHo n3cnensane (OPA GMT) 3a enun mHeBMOKOKOB cepotwil (18 C). He e ycranoBeHO



BJIMSIHUE HA €THOBPEMEHHOTO TMpHJIaraHe BbPXY JPYTHUTE JEeBET THEBMOKOKOBH CEPOTHUIIA.
Hab6mogaBaHo e ycuiaBaHe Ha aHTHTSIIOBUS 0TToBOp KbM Hib-TT konrorar, gudrepuitaus u
TETaHWYHUS aHTUTeH. KTMHUYHOTO 3HaYCHNE HA OMMCAHUTE MO-TOPE HAXOKU HE € U3BECTHO.

Yrnorpeba ¢ UMYHOCYIIPECUBHH JICKAPCTBEHH MPOAYKTH 32 CUCTEMHO IIPUIOKCHHE

Kakro n IIpu Jpyru BaKCUHU, MOKC a CC OYaKBa, YC IMPU MAUCHTH, TOJTydaBalllli UMYHOCYIIPECUBHO
JICYCHUEC, MOXKC J1a HC 6’5,[[6 IMOCTUT'HAT 3aJ0BOJIUTEIICH OTTOBOP.

yHOTD€6a Cc HDOd)I/IJ'IaKTI/I‘lHO OPUITOKCHUEC HA AaHTUITHMPCTUYHH JICKAPCTBA

KiMHu4HY gaHHU OpearnosaraT, ye npo(GuIakTHYHOTO IPUIIOKEHHE Ha MapareTaMoll, M30I3BaH 3a
HaMaJIIBaHE Ha YECTOTaTa Ha Bh3MOXKHUTE ITOCTBAKCHHAIMOHHN ()eOPUITHU PeaKIuu, MOXKE J1a
otrcnabu umyHHUS 0TroBOp KbM Synflorix. KnuHMYHOTO 3HaUEHNE HA Ta3u HaXOJKa, o0aue, He €
n3sicHeHo. Bukte Touka 4.4,

4.6 DepruauTeT, )PEMEHHOCT U KbPMeHe

Synflorix He e npeHAa3HAYEH 32 yoTpeda npu Be3pacTH. He ca HanuyHu 1aHHM 32 yrorpeba 1o
BpeMe Ha OpEMEHHOCT WM KbPMEHE MPU X0pa, KAKTO U PENPOIYKTUBHH [IPOYUYBAHUS IPH KUBOTHH.

4.7 EdexTu BbpXy cniocodHOCTTA 32 mo¢upaHe u padoTa ¢ MAIIUHA
Henpunoxunmo.
4.8 Hexenanu JexkapcTBEHH peaKIUU

Pesiome Ha npodn/ma 3a 0€30IMaCHOCT

Onenkara Ha Oe3omacHocTTa Ha Synflorix ce ocHOBaBa Ha KITMHHUYHU M3UTBAHUS, BKIIOYBAIIN
npunaraneTo Ha 63 905 no3u Synflorix Ha 22 429 3npaBu nena u 137 npexxaeBpeMEeHHO POJCHH
KbpMadeTa KaTo MbpBUYHA nMyHHU3anus. OcBeH ToBa, 19 466 nena u 116 nmpexxaeBpeMEHHO POJICHU
KbpMauera ca noyawin Synflorix kaTo Oyctep 03a 10 BpeMe Ha BTOpaTa roJMHA OT XKHBOTA.
BezomacHocTTa € orieHeHa ChIo U TIpu 435 Ae1a, KOUTO MPEAn TOBa HE ca OWIIM BaKCHHUPAHU, HA
BB3pacT OT 2 110 5 roauHu, 285 ot kouTto ca noayumiu 2 ao03u Synflorix.

BbB Bcnuky usnutBanus Synflorix € nmpuiiarat mo €Ho ¥ ChII0 BpeMe C MPEHOPbYBAHUTE JCTCKH
BaKCHHU.

Haii-yectute HexkeNnaHu peakiuy MpH KbpMaveTa, HaOMioJaBaH! Clie/l TbPBUYHA HMYHU3AIIHS, Ca
OuiK 3a4epBsiBaHE Ha MSACTOTO Ha MHXKEKTHPAHE U pa3ApasHUTEIHOCT, IPOSBIIN CE€ CHOTBETHO CIE]
npubimzutenHo 41% u 55% ot Bcuuku no3u. Cien OycTep UMyHH3aUUsl HAl-4ECTUTE HEXKETaH!
peaknuu ca Ouim 60JIKa Ha MSICTOTO HAa MHXKEKTHpaHe U Pa3ipasHUTEIHOCT, KOUTO Ca Ce MPOSIBHIIH
CHOTBETHO IpH puOu3uTeaHo 51% u 53%. [ToBedeTo OT Te3U peakiuu ca OWIIH JICKH 10 YMEPEHHU
0 TEKECT U HE Ca MPOIbIDKABAIH ABJITO.

Hee YCTAaHOBCHO IMOBUIIaABAHC HA YCCTOTATa WJIM TCXKCCTTA HAa HEKCIAHUTE PCAKIINU IIPU
IpUJIaraHeTo Ha NoCjaCABAIIUTEC NO3U OT IIbPBUYHUTC BAKCHMHAITUOHHU CCPUU.

MecTHaTa peakTOreHHOCT Ha MbPBUYHMUS BAKCHHAIIMOHEH KYpC € Mo100Ha py KbpMayeTa Ha
BB3pacT < 12 Mecela u Jiera Ha B3pacT > 12 Mecella, ¢ M3KIII0YeHHe Ha 00JIKaTa Ha MSCTOTO Ha
MHXEKTHpPaHe, IPH KOSATO YeCTOTaTa ce yBelMYaBa C yBelInYaBaHe Ha Bb3pacTTa: 0oJKa e
JIOKJIaJiBaHa MpH mnoseue ot 39% ot kppMaueTaTa Ha Bb3pacT < 12 Mecera u mpu noseue oT 58% ot
Jlerarta Ha B3pacT > 12 mecera.

Cnien Oyctep MMyHHU3anus, IPH Jena Ha Bb3pacT > 12 Mecelna € mo-BeposITHO J1a ¢ TPOSIBIT PEaKnu
Ha MACTOTO Ha MHKCKTUPAHE B CPABHCHUC C YCCTOTUTE, Ha6HIOI[aBaHI/I IIpy KbpMad€Ta 110 BpEMC Ha
IbpBUYHAUTE cepuu cbe Synflorix.



Crnen HaBakcBarma (catch-up) BakcuHaIus IpH fetia Ha Bp3pacT 12 mo 23 mecera, ca cho0IaBaHu
Cly4ad Ha YPTHKapHs MO-4ecTo (HEeUECTH) B CPaBHEHHUE C MPOIIEHTA Ha CITydanuTe, HAOM0JaBaHu IIPH
KbpMaueTa 110 BpeMe Ha MbpPBUYHATA U OYCTEp BAKCHHAIIMITA.

PeakToreHHOCTTA € ITO-BHUCOKA TIPH JIET[a, TTOIydYaBallyd ¢ THOBPEMEHHO BaKCHHHU, ChIbPKAIIN
LSJIOKJIEThYHA KOKJIIOIIHA ChCTaBKa. B €1HO KIIMHUYHO M3NUTBAHE JIellaTa Ca BAKCUHUPAHU ChC
Synflorix (N=603) nnu cbe 7-BanentHata Prevenar (N=203) o eHO U ChIIO BpeMe C
DTPw-chabpikaria BakcuHa. Cieqy MbpBUYHIS BAKCHHAIIMOHEH KypC ca JOKJIaIBaHH ITOBUITICHA
temneparypa >38°C u >39°C cworBetHO 1ipu 86,1% u 14,7% oT nenara, BakcuHupanu cbe Synflorix,
u pu 82,9% u 11,6% oT neuarta, BAKCMHUpPaHU CbC 7-BajieHTHaTa Prevenar.

B cpaBHUTENTHN KIMHUYHA U3MUTBAHMS YECTOTATa HA MECTHUTE U OOIIUTE HEXKETaHH ChOUTHS,
JIOKJIAJIBAHU B PaMKHUTE Ha 4 JTHU cJiell BCsAKa BaKCHHAIIMOHHA /1032, € OMIia B ChIIHS 00XBaT, KAKTO
cJIeJl UMyHU3alus chC 7-BajeHTHarta Prevenar.

TabauyeH CIHUCHK HA HEXKCITAHUTE PCAKIINN

Hesxxenanute peakiuu (32 BCHYKH B3PACTOBH TPYITH) ca KIAacH(UITMPAHHU TI0 YECTOTA.

Ilo yecToTa HEXKEIAHUTE pcaKknum ca C’BO6]J_[CHI/I Karto:

Mmuoro wectu: (= 1/10)
Yectu:
Heuecru:
Penkn:

Mtuoro penku: (< 1/10 000)

(= 1/100 o < 1/10)
(= 1/1 000 o < 1/100)
(= 1/10 000 mo < 1/1 000)

B®B Besiko rpynupane 1mo 4e€CToTa HECKCIAHUTC PEaKIUn Ca NPCACTAaBCHU B HU3XOAAI PEA 1O
OTHOLICHUEC Ha TAXHAaTa CEPHUO3HOCT.

CHUCTEMA

CucremMo-opranes Kjiac | YectoTa | Hexenanm peaknuu
KiuHMYHU H3NHTBAHNUSA
Hapymienus Ha umyHHaTta Penxu AneprudHu peaxkiuu (KaTto eK3eMa, alepruieH

ACPMATHUT, aTOIINYCH ,I[epMaTI/IT)

MHoro penku

AHrnoeneMm

Hapymenus Ha MeTabonusma u

MHoro uectu

3ary0a Ha ameTut

cCucremMa

XpaHEHETO

ITcuxuunu HapyuIeHUs MHoro dyectu PaznpazaurenHoct
Hewectn HeoOwnyaen mrau

Hapymenns Ha HepBHaTa MHoro yectu CpHIMBOCT

Penxu

I'bpuoBe (BKIIOUUTETHO (GEOPUITHU THPUOBE)

Cpa0BH HapylIEHUS

MHoro penku

Bosnect ma Kawasaki

Pecniuparopuu, rppaau 1 Heuectn ATHest Tpy HEIOHOCEHU KbpMadeTa
MeINACTHHAITHN HAPYIICHUS (< 28 recranmonHa cenMuiia) (Bx. Touka 4.4)
CroMantHo-4peBHI Heuectn Huapus, noBpbliiane

HapyIICHHS

Hapymenus Ha xoxaTa u Heuectn O6pus

IIOAKOXXHATa ThbKaH PCZ[KI/I ypTI/IKapI/IH

OO HapyieHus U eheKTH
Ha MSCTOTO Ha MPUIIOKEHHUE

MHoro Jectu

Bucoxka Temnepartypa > 38°C pekranHo
(BB3pacT < 2 roxuHn), O0JKa, 3aUepBsIBaHE,
[IO0JTyBaHE Ha MJCTOTO HAa MH)XKEKTHUPaHE

Yectu

Bucoxka Temnepatypa >39°C pekranHo
(BB3pact < 2 ToAWHM), peaKklry Ha MICTOTO Ha
HWH)XEKTUPAHE KaTo YIIbTHIABAHE HAa MSICTOTO
Ha MHXXEKTUpaHe,




Heuectn PeaKLII/II/I Ha MSACTOTO Ha MHKCKTUPAHEC KATO
XEMaTOM Ha MSACTOTO HAa MHXXCKTHPAHE,
KPBHBOM3JIMB U BH3CJIYC

Hescenanu peaxyuu, 00xnaosanu 0OnvIHUMENHO, c1ed Oycmep UMyHU3aYUs Ha NbPEUUHU cepull
u/unu nasaxkceawa (catch-up) umyHuzayus.

Hapymienus Ha HepBHaATa Heuectn I'maBoGosme (BB3pacT oT 2 10 5 TOIUHM)
CHUCTEMA
CroManrHo-4ypeBHI Heuectn lanmene (BB3pacT oT 2 10 5 roAuHN)
HapyHICHHS
OO0mu HapyieHus U eheKTH Yectn Bucoxka Temneparypa >38°C pextaiHo
Ha MACTOTO Ha IIPUIIOKEHHE (BB3pact ot 2 10 5 roaMHN)

Heuectn Bucoxka Temnepatypa > 40°C pexranHo

(BB3pacT < 2 TOJINHN), , BUCOKA
Temrepatypa > 39°C pextaiaHo (BB3pacT OT
2 10 5 TOJIMHU), peaKIMU Ha MACTOTO Ha
WHXXCKTUPAHE KaTo AU(Y3HO MMOTyBaHE HA
WHXEKTHPAHUS KPaWHUK, TIOHSIKOTA C
BKJIFOUBAHE Ha ChCEJIHA CTABa, IIPYPUTYC

IHocTMapKeTHHIOB OITUT

Hapymenns Ha uMyHHaTa MHoro penku Amnadunaxcus

cucremMa

Hapyuienust Ha HepBHaTa Penxu XUNOTOHUYEH-XUIIOPECTIOHCUBEH €30/
CUCTEMA

CrelyaiHy MOmyIallin

Besonacnoctra Ha Synflorix e onienena npu 83 HIV-nonoxurenuau (HIV+/+) kppmadera
(acUMIITOMATHYHA WM € JIEKO U3pa3eHA CUMIITOMH ChITacHO Kiacudukamusata aa C30),

101 HIV-otpunatenuu kbpMadera, poaeau ot HIV-nonoxkurennu maiiku (HIV+/-) u 50 kppmadera
ChC CHPIOBUAHO-KIIeThUHA aHemus (SCD), momydaBanu mbpBuyHa BakcuHanus. OT T5x, 76, 96 u
49 kppMaueTa, ChOTBETHO, TI0JIy4aBaT eaHa Oycrep n03a. besonacHoctTa Ha Synflorix e oneHeHa
cpimo npu 50 gema cse SCD, pu KOWTO BaKCHHAIIMATA € 3all0YHaa Ha Bh3pacT oT 7—11 mecena,
BCHYKH TOJTy4aBaiy OycrepHara BakcuHaiwms, u npu 50 nena cbe SCD, npu KOUTO BaKCUHAIIHATA €
3armoyvHasna Ha Bb3pact ot 12-23 Mecena. Pesynrarute npenmonarat cpaBHUIMHU IpOQUIN Ha
peakToreHHocT U Oe3omacHocT Ha Synflorix Mex 1y rpynuTe Ha BECOKO PUCKOBHTE H 3JJpaBUTE JICTIa.

C’B06H_IaBaHe Ha 1OJ03MPaHu HECXKCJIaHU pCaKIINH

Cro0ImaBaHeTo Ha IMOI03MPaHN HEKEJIaHHU PEaKIIMU ciie]] pa3peliaBane 3a yrnorpeda Ha JIeKapCTBEHUS
NPOAYKT € BaykHO. ToBa Mo3BOIIABA A2 NPOIBIDKH HAOMIOICHUETO Ha CHOTHOILICHUETO TOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEMIIMHCKUTE CIICIIUATIICTH CE M3MCKBA J]a ChOOIIABAT BCSIKA
MOJIO3UPaHa HeXellaHa Peakiusl uype3 HallMOHAIHA CHCTEMa 3a ChOOIIaBaHe, TIOCOYCHA B
[Ipunoxxenne V.

4.9 Ilpeno3upane

Hsama cpoOimenus 3a cirydau Ha mpeio3upaHe.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHU CBOWCTBA

®apMakoTepaneBTHYHA TpyIa: BaKCUHU, THEBMOKOKOBH BakcnHU, ATC kox: JO7TALS2



Enunemuonornyam gaHHu

JeceTTe MHEBMOKOKOBH CEPOTHIIA, BKIIIOYEHHU B Ta3W BAKCHHA, IPEACTABIIABAT [IABHUTE CEPOTUIIOBE,
npuYMHSABaIIK 3a00msBane B EBporia, 0TToBOpHU 3a mpubau3uTenno 56% mxo 90% ot nHBa3UBHHUTE
MHEeBMOKOKOBH 3a0ossBanus (IPD) nmpu gema va Be3pact <5 rogunau. [Ipu Tazu B3pacToBa rpyra,
ceporunosete 1, 5 u 7F craBar npuunna 3a 3,3% mo 24,1% ot ciyuante Ha [IPD B 3aBUCHMOCT OT
IbpKaBaTa U MPOyUYCHHS IEPHOA OT BpeMe.

[THeBMOHMSATA C pa3/IMndyHa €THOJIOIUS € BOJIEIA IIPUUMHA 32 3200JIEBAEMOCT U CMBPTHOCT B I€TCKaTa
BB3pacT r1odanHo. B npocnekTHBHU NpOyUBaHUsl, Streptococcus pneumoniae € ONpeesieH KaTo
otroBopeH 3a 30-50% ot cirydyanTe Ha THEBMOHUS.

Octpusr otuT Ha cpeqHOTO yX0 (Acute otitis media, AOM) e yecto 3a00sIBaHe B IETCKAaTa BH3PACT C
paznuuHa etronorus. 3a 60-70% ot kmHMYHATE enr3o1u Ha AOM Moke Jla ca OTTOBOPHH OaKTepHH.
Streptococcus pneumoniae v HerunuzupyeMm Haemophilus influenzae (NTHI) ca Hali-uectuTe
npuarHUTEH Ha OakTepuanen AOM B cBera.

ESI}I/IKaCHOCT )41 egi}eKTI/IBHOCT B KIIMHUYHHW M3MMHUTBAHUA

B eano o0mmpHO, IBOWHOCIHATO, KITBCTEP-PAHIOMU3UPAHO, KOHTPOJIUPAHO KIMHIUYHO U3IHUTBAHE
¢aza [II/IV BB @unnanaus (FinlP), nenara ca panmoMu3upanu B YETUPH TPYIH, B 3aBUCHMOCT OT
JIBETE CXEMU 3a UMYHH3AITHs IpH KbpMadeTa [2-m030Ba (Ha 3, 5- MeceuHa Bb3pacT) Wi 3-1030Ba (Ha
3,4, 5- MeceuHa BB3pacT) cxeMa 3a IbpBUYHA UMYHHU3aLMsl, IOocieaBana ot Oycrep no3a ot 11-
MeceyHa Bb3pacT] Aa noiydasaT uwin Synflorix (2/3™ oT KIrbCTEpUTE) MM XETIATUTHU BaKCHHU KaTO
koHTpouia (1/3™ ot kbcTepuTe). B HaBakcBaIMTe KOXOPTH, JIella Ha Bb3pacT Mexay 7—11 Mecera
TIpH ITbpBaTa J03a BakcHHA, oirydasat Synflorix win xematut B KOHTpoTHa BaKCHHA CHIIACHO 2-
J030BaTa cXeMa 3a MbPBUYHA UMYHHU3ALH, TIOCJIEABAHHU OT eHa OycTep 1032 U Jela Ha Bb3pacT
mexay 12—18 mecena npu mbpBaTa 1032 BAaKCHHA, IMOJTy4yaBat 2 1034 oT Synflorix unu xematut A
KOHTpoJTHA BakcuHa. CpeTHOTO IPOCeasiBaHe CIIe]] ITbpBaTa BakCHHAIUSA € 24 10 28 Mecera 3a
MHBa3MBHO 3a00JsIBaHE ¥ TUATHOCTHLIMPaHa B OOJHUIA THEBMOHHMA. B €1HO rHE310BO U3NHUTBAHE,
KbpMaveTaTa ce MpociensBaT 10 NpuOIM3UTENHO 21 MeceuHa Bb3pacT, 3a Jja ce OLEHU Bb3ACHCTBHETO
BBPXY Ha30(apuHIeaTHOTO HOCUTEJICTBO U IMarHOCTHIIMPAHUS OT JIEKap OCTHP OTUT Ha CPEJTHOTO
yX0, ChOOIIEH OT POJUTEIHUTE.

B eano o0mmpHO, paHIOMU3UPAHO, IBOMHOCTANO KinHndHO m3nuTBane ¢asza 11 (Clinical Otitis
Media and Pneumonia Study - COMPAS), npoBeneno B Apxentuna, [lanama u Konymous, 3npasu
KbpMadeTa Ha Bb3pact oT 6 10 16 cenmuuy nomydasat win Synflorix nnm xenatut B koHTposIHA
BaKcHHA Ha 2, 4 1 6 MeceuHa Bb3pacT, MOCIeABaHN ChOTBETHO OoT Synflorix wimm xematut A
KOHTpOJIHA BakcuHa Ha 15 1o 18 meceyna Bb3pacT.

Huesasueno nheemokokoso 3ab0aa6ane (Koemo 6KI046a Cencuc, MeHunaum, baxmepuemuyna
NHeeMOHUsL U baKkmepuemust)

Edhexmusnocm/epurxacrnocm npu xoxopma xvpmauema Ha 6b3pacm noo 7 meceya npu eKIoUeane

EdexruBHocTTa min epukacHoctTa Ha BakcuHata (VE) e mokasaHa npu npeaoTBparsBaHe Ha
KyJnTypenaHo notespaeHo [PD, npmxaio ce Ha BAKCMHAIHU THEBMOKOKOBH CEPOTHUIIOBE, KOTaTO
Synflorix ce npunara npu kbpmadera o cxemute 2+1 unu 3+1 BbB FinlP win no cxemara 3+1 B
COMPAS (Bx. Tabmmma 1).
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Tabauua 1: Bpoii caydau Ha IPD ot BakcMHAJHU cepOTHIIOBE U €(peKTHBHOCT HA BAKCHHATA
(FinIP) unu edpuxacuoct Ha Bakcunata (COMPAS) npu kbpMadeTa Ha Bb3pacT 1oj 7 Mecena

NPH BKJIIOYBaHe, NOJYYNIH IIOHEe eIHA 1032 0T BakcuHaTa (O0Ia BAKCHHIPaHa KOXOpTa

kbpMavera; Infant total vaccinated cohort)

FinIP COMPAS
bpoii cnyuan Ha IPD © SEQ)ECI) Bbpoii cmyuyan Ha IPD © ST’Z)ECI)
Tun 1pD | SYPHOTiX Synflorix |KonTtpona® Synflorix
cxema cxema | cxema Kontpoma | cxema
3+ cxema 2+1 3+1 241 cxema 3+1 3+
N N N N N
10273 10 054 10 200 11798 11799
IPDD or 100%® | 91,8%“ 100%®
BaKCHUHAaJIEH 0 1 12 (82,8; (58,3; 0 18 (77,3;
CEPOTHI 100) 99,6) 100)
100% 100%
Ce;iTDHET@ 0 0 5 (54,9; | (54,5; 0 2 -
100) 100)
IPD ot 100% 100% 100%
ceporin 14 0 0 4 (39,6; (43,3; 0 9 (49,5;
100) 100) 100)
IPD lHBa3uBHO MHEBMOKOKOBO 3a00JIsIBaHe
VE EdexruBroct Ha Bakcunata (FinlP) unu eduxacnoct Ha Bakcunata (COMPAS)
N bpoii yyacTHuM B Tpyna
Cl  JloBepuTeseH HHTEPBAI
(1) BB FinlP ocBen ceporunose 6B u 14, cinydau na IPD oT kynTypenHo MOTBbpACHN BAKCHHATHU
cepotunose, Bkiarousat U 7F (1 ciyuaii B kiaberepa Synflorix 2 +1), 18C, 19F u 23F (1 cinyuai
BBB BCEKU 0T KOHTponHuTe Kibcrepu). B COMPAS ocBen cepotumnose 6B u 14, B KoHTpoHaTa
rpyna ca oTkputH ceporunosere 5 (2 ciyuas), 18C (4 cmyuas) u 23F (1 cimyqait).
(2)  2-Te rpymu OT KOHTPOJHUTE KI'CTEPU IPH KbpMadeTaTa ca 00eAMHEHH
(3) p-croitrOCcT<0,0001
(4) p-croitHocT=0,0009
(5) B ATP xoxoprara VE e 100% (95% CI: 74,3-100; O cpenry 16 ciayuas)

ITpu FinIP usmoctHata HabmonaBana VE cpemty kyntypenso notebpacHo IPD e 100% (95% CI:

85,6; 100; 0 cpemry 14 ciayuqast) mpu cxemara 3+1, 85,8% (95% CI: 49,1; 97,8; 2 cpemty 14 cimydast)
npu cxemara 2+1 u 93,0% (95% CI: 74,9; 98.9; 2 cpenry 14 ciydas), Oe3 3HaYCHHE OT IIbPBUYHATA
cxema Ha umyHu3amus. B COMPAS 1i1 e 66,7% (95% CI: 21,8; 85,9; 7 cpemty 21 ciydas).

Eguxacnocm cneo nasaxceawa (catch-up) umynusayus

Cpen 15 447 neua ot HaBakcBamuTe (catch-up) BAKCHHUpaHU KOXOPTH, B TpynuTe Ha Synflorix He e

MMaJIo CiIydad Ha KyJITypesHo NoTBbpAeHO [PD, 1okaTo B KOHTpOJIHHUTE IpyNH ca HabIroAaBaHH

5 cinyqas Ha IPD ¢ BakcunanHu cepoTumnose (cepotunose 4, 6B, 7F, 14 u 19F).

ITnesmonus

EdukacHocrtra cpery nHeBmonus ¢ oriciena B COMPAS. Cpennata npoAb/IKUTEITHOCT Ha
MPOCIIeABaHeTO OT 2 ceaAMHuI cien 3-ta fo3a B ATP koxoprara e 6una 23 mecena (auanazoH ot 0 10
34 mecena) 3a mexxauaaus aHau3 ([A) u 30 mecena (quamaszon ot 0 10 44 Mecena) 3a aHanu3a B Kpas
Ha poy4BaHeTo. B kpas Ha To3u A wnn Ha mepuoaa Ha mpocnensBane Ha ATP koxopTara B Kpas Ha

MIPOYyYBaHETO, CpeAHATa BH3PAcCT € Omina choTBeTHO 29 Mecena (nuamna3on ot 4 10 41 mecena) u

36 mecena (nuamnasoH ot 4 1o 50 mecena). [lporneHTHT Ha HIIaTa, KOUTO Ca MOIYYHIU OycTep 103a B
ATP koxoprata e 6un 92,3% npu fqBara aHanuza.

Edwukacnoctta Ha Synflorix cpenty mbpBH €MHU304H HA BEPOSTHO OaKTepHallHa ITHEBMOHUS,
npunobura B o0mectBoto (CAP), HacThIUIM OT 2 CeAMHUIIN CIIE]] MPUIIATAHETO Ha 3-Tara 7034, € Onna

11




ycranoBeHa B ATP koxoprata (P ctoitnoct < 0,002) npu MexqTuHHHAS aHaIHU3 (PBKOBOJEH OT OpOit
crouTus (event-driven); mppBuuHa 1ein). Bepostho 6akrepuannara CAP (B-CAP) ce nedpunupa karo
PEHTICHOJIOTHYHO OTBBPACHH ciydan Ha CAP ¢ anBeosapHO KOHCOMUANPAHE/ TUICBPAICH M3ITUB Ha
peHTreHorpadus Ha TPhICH KOII, WM C HeATBEOJapHU HHPUITPATH, HO ¢h¢ C peakTUBEH MPOTEUH
(CRP) > 40 mg/l.

EdwukacHoctTa Ha Bakcunata cperry B-CAP, HaOmotaBaHa mpu MEeXAWMHHUS aHAIIU3, € MPEICTaBEeHa
mo-nouty (Tadmuia 2).

Tabamnna 2: Bbpoil 1 NpoeHTH HA yYacTHUIUTE ¢ TbPBH enu3onn Ha B-CAP, HacTenmnim ot
2 ceaAMMIM e/l MpUJIaraneTo Ha 3-tata go3a Ha Synflorix njimM Ha KOHTPOJIHATA BAKCHHA, H
epuxacHocT Ha BakcuHaTa (ATP koxopra)

Synflorix KontponHa BakcuHa
N=10 295 N=10 201 EdwukacHoct Ha
n % (n/N) n % (n/N) BaKCHHATa
240 2,3% 304 3,0% 22,0%
(95% CI: 7,7; 34,2)

N Bpoii Ha yuacTHHULIUTE B rpyna

n/% Opoli/IPOLIEHT HAa YYACTHHUIIUTE, CHOOIIIN MHPBH erm3oa Ha B—CAP 1o Bcsiko BpeMe ot
2 ceIMHIM CJIeH MpUIaraHeTo Ha 3-tara jg03a

CI  [loBepuTeneH MHTEpBaI

IIpu mexxaunnus ananu3 (ATP koxopTa) epukacHOCTTa Ha BaKCHHATa cpelly mbpBu enu3onu Ha CAP
¢ aJIBeosIapHO KoHconmuaupane i miespaieH u3nus (C—CAP, nedununms va C30) e 25,7% (95%
CI: 8,4; 39,6), u cpenty mbpBH €MU3041 Ha KIUHUYHO noo3upana CAP, HacodeHu 3a
pentrenorpadwus, e 6,7% (95% CI: 0,7; 12,3).

IIpu ananm3a B kpas Ha nmpoyuBaneTo (ATP koxopTa) edukacHOCTTa Ha BakCHHATA (ITBPBU EIH30]TH)
cpeury B-CAP e 18,2% (95% CI: 4,1; 30,3), cpery C—CAP 22,4% (95% CI: 5,7; 36,1), u cpeury
KIMHUYHO rogo3upana CAP, Hacoyenu 3a pentrenorpadus, ¢ 7,3% (95% CI: 1,6; 12,6).
Eduxacnocrra e 100% (95% CI: 41,9; 100) cperry OakTepueMryHa MTHEBMOKOKOBA THEBMOHHMS I
eMIieM, JbIDKAIY ce Ha BAKCUHAITHU cepoTtumose. 3amurara cperry B—CAP npexu Oycrep n03a 1 o
BpeMe Ha Wi ciex 0yctep ao3a € choTBeTHO 13,6% (95% CI: -11,3; 33,0) 1 21,7% (95% CI: 3,4;
36,5). 3a C—CAP 11 e cpotBeTHO 15,1% (95% CI: -15,5; 37,6) 1 26,3% (95% CI: 4,4; 43,2).
Hamansanero nHa B-CAP u C—CAP e Haii-ronsimMo mipu fieria Ha Bb3pact < 36 mecena (epukacHOCT
Ha BakcuHaTa choTBeTHO 20,6% (95% CI: 6,5; 32,6) u 24,2% (95% CI: 7,4; 38,0)). Pesynratute 3a
e(uKacHOCTTa Ha BaKCHHATA IIPH JIeTIa Ha BB3pacT > 36 Mecela MpearnoiaraT MoCTeIIeHHO OTclIa0BaHe
Ha 3amuraTa. [loHacTosmeM He € ycTaHOBEHO nepcucTupane Ha 3amurata cpety B-CAP u C-CAP
IIPH BB3pacT Haj 36 Mecera.

Pesynrarure ot nmpoyusaneto COMPAS, koeto e mpoBeneHo B JlatuHcka AMepuka, TpsiOBa 1a ObaaT
BHUMATEHO HHTEPIIPETUPAHH TOPAAHN BE3MOXKHUTE PA3INKHU B EMUJEMHOJIOTHSITa HAa THEBMOHMSITA B
pasnn4HuTe reorpadcku paiioHu.

B npoyusaneto FinlP, epexTrBHOCTTa HAa BaKCHHATA 32 HAMAJISIBAHE Ha CIy4auTe Ha
JUarHOCTHLIMpaHa B OOnHuUIa MTHEBMOHMSA (MaeHTuuurpanu Bb3 ocHoBa Ha MKb 10 xogosete 3a
mHeBMOHUSA) € 26,7% (95% CI: 4,9; 43,5) mpu 3+1 cxemara mipu kppmauera u 29,3% (95% CI: 7,5;
46,3) mpu 2+1 cxemara npu KbpMadera. 3a HaBaKCcBaIlaTa BAaKCHHAIMS, €EeKTUBHOCTTA HA BaKCHHATa
e 33,2% (95% CI: 3,0; 53,4) mpu 7-11-meceunara koxopta u 22,4% (95% CI: -8,7; 44,8) npu 12—18-
MecedHaTa KoXopTa.

Ocmwbp omum Ha cpednomo yxo (AOM)

[IpoBenenu ca ape m3nutBanus 3a epuxacHoct, COMPAS u POET (Pneumococcal Otitis Media
Efficacy Trial), c THeBMOKOKOBHM KOHIOTaTHH BaKCUHH, ChAbpKamy npotenH D: Synflorix u eana
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11-BaneHTHA KOHIOTaTHA BAKCHHA 32 M3CIIEIOBATEIICKY 1M (KOATO B JIOITBIHEHUE ChIIbPiKa
cepotutl 3), ChOTBETHO.

B COMPAS, 7 214 yyactanuu [O61a BakcuHupaHa koxoprta, Total Vaccinated cohort (TVC)] ca
BKJIFOUCHH B aHaM3a 3a epukacHoct cpeury AOM, ot kouto 5 989 yuyactuuiu ca B ATP koxopTara
(Tabmuma 3).

Tab6auna 3: E¢ukacnoct nHa Bakcunara cpemry AOM® g COMPAS
EdukacHocT Ha BakcuHaTa

Bua unu npuunna 3a AOM (95% CI)
ATP®
0
Knmunnyen AOM (_1’11;6,?,10?4)(3)
Bceku MHEBMOKOKOB CEpOTHIT 56,1%
(13,4; 77,8)
10 MHEBMOKOKOBY BaKCHHATHH CEPOTHTIA 67,1%
(17,0; 86,9)
Herunusupyem Haemophilus influenzae 15,0%@
(NTHi) (-83,8; 60,7)

Cl  JloBepuTeseH HHTEPBAI

(1) IIppBu enmzon

(2) Ilepmox Ha mpocneasBane 3a MakcumMyM 40 Mecelia OT 2 ceAMULM ClIe]] TpeTaTa 103a OT
I'bPBUYHATA UMYHHU3aLUs

(3) CrarucTuyecku HE3HAYUTENEH Upe3 MIPeABApUTETIHO onpeaeieHu kputepun (Eqnoctpanen
p=0,032). B TVC koxopraTta, o0aue, eprKacHOCTTa Ha BAKCHHATA CPeEILly IbPBU KIMHHYCH
ermzon Ha AOM e 19% (95% CI: 4,4; 31,4).

(4) CrarucTuyecku HE3HAYHUTENEH.

B npyro romsamo pangomusupano nsoitHocsno u3nursane (POET), mposeneno B Uexus n CnoBakud,
4 907 xppmaueta (ATP xoxopra) momydaBat uinu 11-BaJieHTHAaTa BaKCHHA 3a U3CIIEAOBATEIICKH 1IETTH
(11Pn-PD), ceappxkamia 10-te cepotumna Ha Synflorix (3aemHo cbe cepoTun 3, 3a KOWTO HE € I0Ka3aHa
e()MKacHOCT) TN KOHTPOJIHA BaKCHHA (XeNMaTuT A BakCHHA) ChIIIACHO 3, 4, 5 1 12-15 mecenu cxema
Ha UMYHHU3aIus.

Eduxacnocrra Ha 11 Pn-PD BakcunaTa cperty nmbpBa nosiBa Ha enuzon Ha AOM, cBbp3aH cbe
CEPOTHII, ChIbpPIKAIIl C€ BbB BakCHHATA, € 52,6% (95% CI: 35,0; 65,5). CeporunoBo-crnenupuina
euKacHOCT cpelly mbpBHU enu3o Ha AOM e nokasana 3a ceporunosere 6B (86,5%, 95%CI: 54,9;
96,0), 14 (94,8%, 95% CI: 61,0; 99,3), 19F (43,3%, 95% CI: 6,3; 65,4) u 23F (70,8%, 95% CI: 20,8;
89,2). 3a mpyrute cepoTUIIOBE, ChABPXKAIIM C€ BbB BaKCMHATa, OpoAT Ha ciryyaute ¢ AOM e TBbpae
MAaJIbK, 32 J]|a MOXKe Jla ce HallpaBU HAKaKBO 3aKJII0UeHHE OTHOCHO edukacHocTTa. EdhnkacHocTTa
Cpellly KakbBTO U Aa € enu3oq Ha AOM, nbipkany ce Ha KOWTO U J1a € THEBMOKOKOB cepoTu, € 51,5%
(95% CI: 36,8; 62,9). EduxacHoctTa Ha BakcruHarta cpemty mppBu enu3oq Ha NTHi AOM e 31,1%
(95% CI: -3,7; 54,2, nesnauureneH). EpukacHocTTa cpemty Beeku enuzon Ha NTHi AOM e 35,3%
(95% CI: 1,8; 57,4). 3uncnenara euKaCHOCT Ha BAKCHHATA CPEIy KaKbBTO U JIa € KIMHUYCH
€130/ Ha OTUT Ha CPEIHOTO yXO0, HE3aBUCUMO OT eTHoJorusTa, € 33,6% (95% CI: 20,8; 44,3).

B®3 ocHOBa Ha HampaBeHa UIMYHOJIOTUYHA Bpb3Ka MeX1y QyHKIMOHATHUS BakcuHeH 0TroBop (OPA)
Ha Synflorix u 11-—BanenTHarta GpopmMmynupoBka, u3non3sana no speme Ha POET, ce ouaksa, ue
Synflorix ocurypsia nogoOHa 3amUTHA ePUKACHOCT Cpelly MHEBMOKOKOB AOM.

He e ycranoBeHo yBennuaBaHe Ha yectorata Ha AOM, qbiKail ce Ha APyru OaKTepHaTHU MaTOTSHU
WM HA HeBaKCMHAITHU/HECBBP3aHU ¢ BakcHHaTa ceportunone, kakto B COMPAS (B3 ocHOBa Ha

MaJbK Opo¥ CHOOIEHH ciTydan), Taka U B m3nuTBaneto POET.

EdextuBHoCTTa cpenty auarHocTunupan ot gexkap AOM, choOIIeH OT POJUTENUTE, € MPOYyIYCHA B
THE37I0BO Mpoy4BaHe B paMkute Ha FinlP usnureanero. EdexruBHocTTa Ha BakcuHara € 6,1%
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(95% CI: -2,7; 14,1) 3a 3+1 cxemara u 7,4% (95% CI -2,8; 16,6) 3a 2+1 cxemara 3a Tazu AOM
KpaliHa TOYKa BbB BaKCHHHUPaHATa KOXOpTa KbpMayerTa.

Brnusnue evpxy nazopapunzeannomo nocumencmeo (Nasopharyngeal carriage, NPC)

EdexrsT Ha Synflorix BbpXy Ha30(hapHHI€aIHOTO HOCUTEJICTBO € IPOYYBaH B 2 IBOHHOCIIENH
PaHAOMU3MPAHH U3IUTBAHYSI C U3IIOJI3BAHE HA HEAKTHBHA KOHTPOJIA: B THE3/I0OBOTO MTPOyYBaHE Ha
FinIP BB ®unnanmws (5 023 ygactanka) u B COMPAS (1 700 yyacTHHKA).

U 8 COMPAS, u B rHe310BOTO (PMHIAHICKO W3NMUTBaHe, Synflorix HaMansBa HOCUTEICTBOTO Ha
BAaKCHHAJTHUTE TUIIOBE ChC 3a0€IeKUMO yBETMUEHHE Ha HEBAKCHHAIHUTE (C U3KIIIOYEHHE Ha
CBBbp3aHUTE C BaKCHHATA) CEPOTUIIOBE, HAOI0AaBaHo ciesl Oyctep. Pesynrarure He ca Omn
CTaTHCTUYECKH 3HAYUMH I10 MpoTexeHrne Ha Bcuuku aHanu3u B COMPAS. Bzeru 3aean0, 00aue, e
HaJIMLE TEHJICHIVS 3a HAMAJISIBAHE Ha [SNIOCTHOTO ITHEBMOKOKOBO HOCHTEJICTBO.

B nBeTe m3nuTBaHUSA € YCTAHOBEHO 3HAYUTEIIHO HaMaJIIBaHE HA OTAeIHUTE cepotunose 6B u 19F. B
THE37I0BOTO (PMHIIAHJICKO M3IMTBAHE, € YCTAHOBEHO CHIO 3HAYUTEITHO HaMallIBaHE HA OT/ICITHUTE
ceporunose 14, 23F u, npu 3-1030BaTa cxema 3a IbpBUYHA UMYHH3AIIHS, HA KPhCTOCAHO pearupamius
cepotur 19A.

B eano xknmunanyno npoyuBane NPC e oneneno npu HIV-nonoxurennu kepmadera (N = 83) u
HIV-otpunarennn kppmauera, ponenu ot HIV-nonoxurennn maiiku (N = 101) u cpaBHeHo ¢
HIV-otpunarensau kppmadera, pogenu ot HIV-orpunarennun maiiku (N = 100). Excnio3unusra Ha
HIV wunmu uadexmnus nsriexaa ve noenussa egexra Ha Synflorix BEpXy MHEBMOKOKOBOTO
HOCHUTEIICTBO 10 24-27-MecedyHa Bb3pacT, T.€. 10 15 mecera cien OycTep BaKCHHAIUSATA.

E(bCKTI/IBHOCT OpH TOCTMAapKECTUHIT'OBO Ha6J'IIOZ[€HI/Ie

B bpasunus, Synflorix e BbBeIcH B HaIllOHATHATa IMyHH3anuoHHa rporpama (NIP) xato ce
u3roisBa cxemara 3+1 npu kppmaueTa (Ha Bb3pacT 2, 4, 6 Mecena u Oycrep no3a Ha 12 mecena), ¢
HABaKCBaIlla KAaMITAHUS TIPH JIea J0 2-TOAUIIHA Bb3pacT. B3 ocHOBA Ha mouTH 3 TOaUHH
HaOrocHNE ciiel BbBEKMaHeTo Ha Synflorix, €IHO ChbOTBETCTBAIIO MPOYYBAHE C KOHTPOIMPAHE Ha
cinydaute (a matched case-control study) gokiaaBa 3HAYUTEIHO HAMAJICHUE HA KYJITYPEIHO- WX
PCR- notBbpaenu IPD ot Bceku cepoTun BbB BakcuHata, v Ha [PD, nbmkaiiu ce Ha OTAEIHUTE
ceporturiose 6B, 14 u 19A.

Tabanna 4: Pe3rome Ha edexkTnBHOCTTA HA Synflorix mo orHomenune Ha IPD B Bpasniaus

Bunose IPD® Kopurupana edpexruuoct®
% (95% CI)
IPD oT Bceku cepoTHN BEB BakcuHaTa’) 83,8% (65,9; 92,3)
- HMHBa3suBHA MHEBMOHUS WIH 81,3% (46,9; 93,4)
OaKTepueMus

87,7% (61,4; 96,1)
- MeHuHTUT
IPD, qbimkamm ce Ha OTAeNHH cepoTunone®

- 6B 82,8% (23.8; 96.1)
- 14 87,7% (60.8; 96.1)
- 19A 82,2% (10.7; 96.4)

(1) Kynrypenso- wim PCR-norBbspaenn [IPD

(2) Kopurupanata eeKTHBHOCT NPEICTABIISABA MPOIEHTHOTO HamaeHue Ha [PD B rpynara Ha
BakcuHupanute ¢he Synflorix B cpaBHEHHE ¢ HEBAKCHHHUPAHATA IPyTa, PH KOHTPO Ha
CcMyIIaBaIuTe GaKTopH.
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(3) Kynrypenro- i PCR-noTBBpIeHN Citydan 3a cepotunose 4, 6B, 7F, 9V, 14, 18C, 19F u 23F,
JIOTIPUHACSIII 32 aHAJN3a.

(4) OTnenHM CEPOTHIIOBE, 32 KOUTO € JIOCTUTHATA CTATHCTUYECKa 3HAYMMOCT B aHaJIH3a 3a
e(heKTUBHOCT, IPY KOHTPOJI Ha CMYINABaIIuTe ()aKTOpH (HE € U3BBPIIICHA KOPEKIIHS 32
MHO>XECTBEHOCT).

BwB ®unnanaus, Synflorix e BbBeaeH B NIP cbc cxema 2+1 npu kbpmaueTa (Ha Bb3pacT 3, 5 Mecena
U eHa OycTep 103a Ha 12 Mmeceria) Oe3 HaBakcBaila kammnanus. CpaBHCHHETO Ha 4eCTOTaTa Ipeiay U
cnen NIP mpeanonara 3Ha4MTETHO HAMAJIEHUE HA YECTOTATa HA BCAKO KyJITYPEIHO-IOTBbpAEHO IPD,
Ha IPD ot Bceku cepotun BbB BakcuHata 1 Ha IPD, apmkaro ce Ha cepotun 19A.

Tao6auna 5: Yectora Ha IPD u choTBeTCTBAIIO HAMAJIEHHUE HA YecTOTaTa BLB PUHIaHIUA

IPD Yectora Ha 100 000 manmuenTo- OTHOCUTEIHO HAMAJIEHHE HA
FOIMHHA yecrorara®
% (95% CI)
Ipeau NIP Caen NIP
Besiko kyntypesso- 62,9 12,9 80% (72; 85)
MOTBBPJCHO
Beeian cepO T BhE 49,1 42 92% (86; 95)
BaKCHUHATa
Ceporun 19A 5,5 2,1 62% (20, 85)

(1) OTHOCHTEITHOTO HaMaJICHNE Ha YECTOTaTa ITOKa3Ba ¢ KOJIKO € Hamaisuia yectorata Ha IPD mpu
JieTa Ha Bh3pacT <5 rouHu B Koxoprtara Ha Synflorix (mpocieneHa 3a 3 roIuHu cle/l BbBEXKIAHETO B
NIP) cipsiMo chOTBETCTBAIIU IO BH3PACT U CE30H HEBAKCUHUPAHU UCTOPUICCKH KOXOPTH (BCSAKa
IpocIieicHa 3a 3-rouIIHN Iepruoau npeau BbBexaaneTo Ha Synflorix B NIP).

(2) KyntypenHo-IOTBBpCHH CclTydan 3a cepoTurnose 1, 4, 6B, 7F, 9V, 14, 18C, 19F u 23F,
JIOTIPUHACSIIIN 32 aHATN3a.

Cnen 4,5 ronunu yrnotpeda Ha 7-BasieHTHata Prevenar, Synflorix e BK/II0YeH B MMyHH3allMOHHATA
nporpama 3a kppMavera B KeOek, Kanana (mppBruyHa uMyHHU3aIus ¢ 2 103 NMPH KbpMaveTa Ha
BB3pacT 1noj 6 Mecena u Oycrep go3a Ha 12 mecena). Bs3 ocHoBa Ha 1,5 roguuiHo HaOMIOACHUE ClIel
BhBeXkAaHeTo Ha Synflorix, ¢ mokpurtue Hax 90% BBB Bb3pacToBaTa IpyIna, mojjiekaia Ha
UMYHHU3aIIKsA, Ce Ha0JIl01aBa HaMaJieHHe Ha yecTtorata Ha IPD OT BakCHHAJIHUTE CEPOTHUIIOBE
(mpenuMHO B pe3ynTaT Ha MpoMeHH Ha cepoturl 7F 3a0onsBaneTo), 6€3 ChITBTCTBAIIO YBEIHUESHHE Ha
ciaydaute Ha [PD ot HeBakcunamuu ceporumnone. Kato msto sectorara va IPD e

35/100 000 4oBEKOTOAMHU MPHU KOXOPTHUTE, ¢ ekcro3uius Ha Synflorix, u 64/100 000 yoBekoroauHu
TIpH KOXOPTHTE C EKCIIO3UITHS Ha 7-BaJleHTHATa Prevenar, KOETO IpeCTaBIIsIBa CTATUCTUICCKH
3HaguMa paznuka (p = 0,03). OT Te3u oOcepBaMOHHH TPOYYBAHUS, HE MOXKE JIa CE 3aKITF0YN
JMMPEKTHA IPUUNHHO-CIICJICTBEHA BPH3Ka.

I[aHHI/I 3a UMYHOI'CHHOCT

Heumbepuopyocm 6 cpasnenue cvc 7-eanenmuus Prevenar

OrneHkaTa Ha MoTeHITHaHATa eukacHocT cpemty IPD mpenaun pa3pemiaBaneTo 3a yrorpeda ce e
OCHOBaBaJia Ha CPaBHsABaHE HA HIMyHHUTE OTTOBOPH IO OTHOIIICHUE HA CEJIEMTE CEPOTHIIA, KOUTO Ce
chabpkat B Synflorix u B [pyra MHEBMOKOKOBA KOHIOTaTHA BAaKCHHA, YHSITO MPOTEKTHBHA
e(hMKacHOCT e OlleHsIBaHa 1mo-paHo (T.e. 7-BaneHTHaTa Prevenar), kakto e npenopbuano ot C30.
HMyHHUTE OTrOBOPH IO OTHOIICHUE HA TPUTE JOMBIHUTEIHH cepotuna B Synflorix chio ca
WU3MEpBaHH.

B exHo u3nuTBaHe 3a IMPEKTHO CpaBHABAHE ChC 7-BajieHTHATa Prevenar e ycraHOBEH HEMH(EPUOPEH
uMmyHeH otroBop kbM Synflorix, uamepen upe3 ELISA, 3a Bcuuku cepoThIioBe, ¢ M3kioveHue Ha 6B u
23F (ropna rpanuna ot 96,5% CI okono pasnuka mexay rpynure >10%) (Tabmuma 6). 3a
ceporumnoBere 6B u 23F, cboTBeTHO, 65,9% 1 81,4% OT KbpMayeTaTa, BAKCUHUPAHU Ha 2-51, 3-51 U 4-51
Mecell IocTUrar mpara Ha antureiara (1.e. 0,20 ug/ml) enun mecerr cies Tperara no3a Synflorix
cpemty cboTBETHO 79,0% 1 94,1% cnen Tpu no3u ot 7-BanentHara Prevenar. KNnMHUYHOTO 3HaUYeHHE
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Ha TE3W Pa3JIMKH HE € SICHO, ThI KaTo B IBOWHOCIISINO, KIbCTEP-PAHIOMUZAPAHO KJIMHUYHO W3ITUTBAHE
(Bmx Tabmuma 1) e HabmomaBano, ue Synflorix e edukacen cpenty IPD, mpuanHeHo ot ceportuir 6B.

[IpoueHTHT HAa BAKCUHUPAHUTE, KOUTO JIOCTHTAT IIpara 3a TPUTE JOMBIHUTEHA cepoTuria B Synflorix
(1, 5 u 7F), e ceoTBeTHO 97,3%, 99,0% 1 99,5% 1 € Hali-MaJIKO TOJIKOBa TOOBP, KOJIKOTO € CyMapHUS
OTroBop Ha 7-BasieHTHaTa Prevenar cpenty 7-te oomu cepotuma (95,8%).

Ta6auna 6: CpaBHHTeIeH aHAIN3 Me:K1Yy 7-BajieHTHaTa Prevenar u Synflorix B mpoueHT Ha
YUYACTHHMIIUTE ¢ KOHIEHTPAIMM Ha aHTUTAI0TO > 0,20 pg/ml enun Mecen cjiex 1o3a 3

Paznuka B % > 0,20 pg/ml (7-
Synflorix 7-BasieHTHA Prevenar BaJieHTHAaTa Prevenar Munyc
AHTUTAIIO .
Synflorix )
N % N % % 96,5% CI

Anti-4 1106 97,1 373 100 2,89 1,71 4,16
Anti-6B 1100 65,9 372 79,0 13,12 7,53 18,28
Anti-9V 1103 98,1 374 99,5 1,37 -0,28 2,56
Anti-14 1100 99,5 374 99,5 -0,08 -1,66 0,71
Anti-18C 1102 96,0 374 98,9 2,92 0,88 4,57
Anti-19F 1104 95,4 375 99,2 3,83 1,87 5,50
Anti-23F 1102 81,4 374 94,1 12,72 8,89 16,13

Crnen mbpBUYHATA UMYHH3AIUS CPETHUTE TeoMeTpuyHn KoHIeHTparmu (GMCs) Ha aHTHTENaTa,
npeau3Brukadu oT Synflorix, cpemnry cemeMTe o0IH CepoTHIa ca OWIIHM IMO-HUCKH OT TE3H,
Mpeau3BUKaHu OT 7-BasieHTHaTa Prevenar. [IpenOycrepaure GMCs (8 1o 12 Mecena cies mocieaHaTa
J103a OT MbPBUYHATA UMYHH3AIIHS) KaTo 10 ca Owin mojo0Hu 3a nBete BakcuHu. Cnen Oycrep
no3ara GMCs, npeausBukanu ot Synflorix, ca OMIM MO-HUCKHU 3a TIOBEYETO CEPOTUITIOBE, OOIIH ChC
7-BaneHTHarta Prevenar.

B chioro nznureane € ycraHoBeHo, ye Synflorix mpenn3BrukBa 00pa3yBaHeTo Ha (YHKIIMOHUPAIIH
aHTHUTEJa KbM BCUYKH CEPOTUIIOBE HA BaKCHHATA. 3a BCEKH OT cefieMTe oommu ceporumna 87,7% 1o
100% ot Bakcuaupanute cbe Synflorix u 92,1% mo 100% ot BakCHHUpPaHUTE ChC 7-BaJIeHTHATA
Prevenar nocturat OPA TuTBp > 8 euH Mecell Ciie]l TpeTarta fo3a. Pa3nukata MexX1y IBeTe BAKCUHU
10 OTHOIIICHUE Ha MpolleHTa Ha yyacTHUIUTe ¢ OPA tutpu > 8 ¢ <5% 3a BCUUKH OOIIM CEPOTHUIIOBE,
BrirountenHo 6B u 23F. Cpenuure reomerpuunu Tutpu (GMTs) Ha OPA antuTsoro cnexn
II'bPBUYHATA UMYHHU3ALMA U ciie] OycTep UMyHH3aLusITa, pean3Bukanu oT Synflorix, ca mo-HUCKH OT

IpeIU3BUKAHUTE OT 7-BaJieHTHaTa Prevenar 3a ceieMTe 001N CepOTHIA, ¢ M3KIIOYEHHE Ha CEPOTHUIL
19F.

3a ceporunosete 1, 5 u 7F, npouentute Ha BakcuHupanute cbe Synflorix, nocturamm OPA TuTHp

> 8, ca cboTBETHO 65,7%, 90,9% 1 99,6% cien nbpBUYHMS BakCUHALMOHEH Kypce U 91,0%, 96,3% u
100% cnex 6ycrep nozara. OPA oTroBOpbT KbM CepOTUIIOBETE 1 U 5 € U3pa3eH B MO-MajKa CTEIICH B
CpaBHEHHE C OTTOBOpa KbM BCEKH OT ApyTHTe ceporuriose. [locnennnunTe Ha T€31 HAXOIKH 32
MIPOTEeKTHBHATA e(prKacHOCT He ca u3sicHeHn. OTroBOpHT KbM cepoTunl 7F € B chIms 00XBaT KakTo 3a
ceZieMTe OOIIU CEPOTHITA MEXKTY IBETEC BAKCHHH.

YcraHoBeHO e cbIio, 4e Synflorix HHAyIHpPa IMYHEH OTTOBOP KbM KPBCTOCAHO-PEAKTHBHUS CEPOTHIT
19A, xato 48,8% (95% CI: 42.,9; 54,7) ot Bakcuaupanute nocturat OPA Tuthp > § enuH Mecern cief
Oycrep no3a.

[Mpunaranero Ha 4yeTBBpTa J03a (OycTep A03a) MO BpeMe Ha BTOpaTa roJiHa OT KUBOTA MIPEIU3BUKBA
aHAMHECTHUYEH aHTHUTSIIOB OTTOBOP, m3MepeH upe3 ELISA n OPA 3a BakcHHaAITHUTE CEPOTHUIIOBE U
KPBCTOCAHO-PEAKTUBHHUS cepoTUll 19A, NeMOHCTpUpaiki HHAYIIMPaHEe HA UMYHHA MTaMET CJIe
TPUI030B KYpC Ha ITbPBUYHA UMYHH3AIIHS.
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Llonvanumennu Oanuu 3a UMYHOCEHHOCm

Kwvpmauema na ev3pacm om 6 ceomuyu 0o 6 meceya
Tvpsuuna umynuzayus ¢ 3 0o3u

B xiMHWYHY U3MUTBAHUS € OIICHSIBaHA UMYHOTEHHOCTTa Ha Synflorix cien 3-1030BH TBPBUYHU CEPUN
Ha BakcuHaws (6 941 y4acTHUIM) CHIITACHO PA3IMYHU CXEMH (BKIFOUYUTEITHO, Ha Bh3pPacT

6-10-14 cenvunn, Ha BB3pacT 2-3-4, 3-4-5 unu 2-4-6 Mecena) u ciiej] enHa 4eTBbpTa (0ycTep) 103a

(5 645 yvacTHUIM), TPUIOKEHA Hal-MaJIKO 6 Mecela cie/1 MoCIeIHaTa /1032 OT IbPBUYHATA
BaKCHHAIUS U OT 9-MeceuHa Bb3pacT HATaThK. 3a Pa3IMYHUTE OLICHSIBAHU CXEMHU Ca YCTAHOBEHU
CpaBHUMH OTTOBOPU KbM BaKCHHATA, BBIIPEKH Y€ MAJIKO IMO-CHJIHM UMYHHU OTTOBOPH Ca YCTAaHOBEHU
3a cxemarta Ha 2-4-6 MeceIu.

ITvpsuuna umynuzayusa c 2 0o3u

B kMMHMYHY M3NMTBAHUS € OLlEHeHa MMyHOreHHOCTTa Ha Synflorix cies 2-1030BH cepru 3a IbPBUYHA
umyHn3anus (470 y4acTHHMIIN) CHIVIACHO PAa3IMYHHU CXeMH (BKIIFOYMTEIHO Ha Bb3pacT 6—14 ceamurmy,
2—4 unm 3-5 Mecena) u cien exHa Tpeta (0yctep) no3a (470 y4acTHUIM), IPUIOKEHA HAH-MaJIKoO

6 Mecena cie IOCJIeAHaTa 032 OT IbPBUYHATA BAKCUHALIMS U OT 9-MeceyHa Bb3pacT HATAThK.

EnHo KMMHUYHO MpOyYBaHe OlLICHsIBAa MUMYHOTCHHOCTTA Ha Synflorix mpu y4acTHUIM, HA KOUTO €
MIPUJIOKEHA 2-11030Ba MJIM 3-71030Ba CXEMa 3a IbPBUYHA BAKCHHALMS, B YETHUPH €BPOIICHCKU IbPKABH.
Brnpeku ue HsMa ChIIECTBEHA Pa3iMKa MEXIy ABETE IPYNH B IPOLICHTA Ha yYaCTHULIUTE C
KoHIeHTparus Ha aaTuTena > 0,20 pg/ml (ELISA), npoueHThT Ha yyacTHUIUTE 3a cepoTun 6B u 23F
€ TI0-HUCHK OT IpyTruTe BakcuHaAIHU cepoturioBe (Tabmuma 7 u Tabnuma 8). [lporeHTsT Ha
yuactHuure ¢ OPA tuTpu > 8 mpu yJyacTHHIIN, HA KOUTO € HallpaBeHa 2-1030Ba IbpPBUYHA
NMYHH3alus B CPABHCHUEC C YUACTHUIIM, HA KOUTO € HAaIllpaBCHa 3-I[030B3 IIbPBUYHA UMYHU3ALUA € I10-
HUCHK 3a cepoTunoe 6B, 18C u 23F (74,4%, 82,8%, 86,3% croTBeTHO 3a 2-m030Bata cxema u 88,9%,
96,2%, 97,7% croTBeTHO 3a 3-7030BaTa cxema). Karto 115710 IpoAbIKATETHOCTTa HA UMYHHHUS
OTroBop 210 OycTepa Ha 11-mMecedyHa Bb3pacT € Mo-Majlka IpU YYaCTHULIUTE, Ha KOUTO € HallpaBeHa
2-1030Ba MbpBUYHA UMyHH3aLus. [Ipu 1BeTe cxemu € ycTaHOBEH OycTepeH OTrOBOp, ITOKAa3aTeNeH 3a
HaJM4YHa TbPBUYHA UMYHHA peakius 3a Bcekr BakcuHaieH ceportutl (Tadmmma 7 u Tabmuna 8). Cren
OycTep J03aTa ce YCTaHOBSIBA MO-HUCHK MPOICHT Ha yuacTHunute ¢ OPA tutpu > 8 npu 2-1030BaTta
cxema 3a ceporun 5 (87,2% cnpsimo 97,5% 3a yyacTHHLIUTE, HA KOUTO € HallpaBeHa 3-71030Ba
mbpBUYHA UMyHH3anus) U 6B (81,1% cnpsimo 90,3%), BcHYKH ApyTrH OTTOBOPH Ca CPAaBHUMH.

Ta6auua 7: IIpoueHT HA yYacTHULIMTE ¢ 2-7030Ba MbPBUYHA UMYHH3AIUs ¢ KOHLIEHTPAIUs HA
anTuTea > 0,20 pg/ml enuH Mecen cjiel MbPBUYHA HMMYHH3AIMA ¥ eIMH Mecell cjel dycTep A03a

> 0,20 pg/ml (ELISA)
AHTHUTSLITO Crnen mbpBUYHA UMYHH3AIIHS Cnen Oycrep mo3a
% 95% CI % 95% CI

AnTH-1 97,4 93,4 99,3 99,4 96,5 100

Antn-4 98,0 94,4 99,6 100 97,6 100

AHTH-5 96,1 91,6 98,5 100 97,6 100
AnTH-6B 55,7 47,3 63,8 88,5 82,4 93,0
AnTH-7F 96,7 92,5 98,9 100 97,7 100
AHTH-9V 93,4 88,2 96,8 99,4 96,5 100
AHTH-14 96,1 91,6 98,5 99,4 96,5 100
Antu-18C 96,1 91,6 98,5 100 97,7 100
AnTH-19F 92,8 87,4 96,3 96,2 91,8 98,6
AnTH-23F 69,3 61,3 76,5 96,1 91,7 98,6
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Ta6auna 8: [IpoueHT Ha yYacTHUIMTE ¢ 3-1030Ba MbPBUYHA HMYHHM3AIMs ¢ KOHIIEHTPAIUs HA
antuteaa > (0,20 pg/ml equn Mecel cjie] MbPBUYHA MMYHHU3AIUS M €JIMH Mecell cJieJ OycTep 103a

> 0,20 ug/ml (ELISA)
AHTUTAIO Crnen mppBAYHA UMYHH3AITHS Crnen 6ycrep mo3a
% 95% CI % 95% CI

AHTH-1 98,7 95,3 99,8 100 97,5 100

AHTH-4 99,3 96,4 100 100 97,5 100

AHTH-5 100 97,6 100 100 97,5 100
AHTH-6B 63,1 54,8 70,8 96,6 92,2 98,9
AHTH-7F 99,3 96,4 100 100 97,5 100
AxTH-9V 99,3 96,4 100 100 97,5 100
AHTH-14 100 97,6 100 98,6 95,2 99.8
Ant-18C 99,3 96,4 100 99,3 96,3 100
AnTH-19F 96,1 91,6 98,5 98,0 94,2 99,6
AHTH-23F 77,6 70,2 84,0 95,9 91,3 98,5

3a kpbcTocaHo-peakTuBHES cepoTn 19A, ca yctanosern cxomaan ELISA GMCs Ha aHTHTEIaTa CIIe
IbPBUYHATA U ciie]] OycTep BakCHHAIUATA TP 2-11030BaTa cxema [0,14 pg/ml (95% CI: 0,12; 0,17) u
0,73 pg/ml (95% CI: 0,58; 0,92)] u npu 3-go30Bata cxema [0,19 pg/ml (95% CI: 0,16; 0,24) u

0,87 pg/ml (95% CI: 0,69; 1,11)]. [IponentsT Ha nunara ¢ OPA tutpu > 8 u GMTs , yctaHOBeHH
clie]l MbPBUYHATA U CJie] OyCcTep BAKCHHAIUATA, € MO-HUCHK TP 2-71030BaTa CXEMa B CPABHCHHUE C
3-no30Bara cxema. M mpu iBeTe cXeMH € yCTaHOBEH OyCTep OTrOBOP, MOKa3aTelleH 32 MbPBUYHA
UMYHHA PEeaKIusl.

KnnHu4HNTE MOCIEACTBHS HAa TO-HUCKUTE UMYHHH OTTOBOPH CJIE/ IbPBUYHA UMYHHU3AINA U CIIE]]
Oyctep uMyHM3AITH HAOII0TaBaHy Clie]] Ipujlarane Ha 2-7030BaTa cXeMa 3a MbPBUYHA UMYHHU3AIIHS
HE Ca U3BECTHH.

EnHo kMHUYHO Npoy4BaHe, mpoBeaeHo B HxHa Adpurka, olieHssBa UMyHOreHHOCTTa Ha Synflorix
cien 3-1030Ba (Ha Bh3pact 6-10-14 ceqmuny) wim 2-1030Ba (Ha Bb3pact 6-14 ceMuIm) cxemu 3a
IbPBUYHA BaKCHHAIIWS, TIOCNIEIBAHU OT elHa OycTep no3a Ha Be3pacT 9-10 mecena. Cnen mbpBUYHA
BaKCHHAITUS, TIPOIICHTUTE HA YIACTHHUIINTE, JOCTUTAIIM aHTUTSJIOB Mpar 1o OTHOIIICHUE Ha
BakcuHanHUTE cepoturnoBe U ¢ OPA Tutpu > 8, ca cxoqHu cief 2-1030BaTa U 3-1030BaTa CXeMHU, C
u3kitoueHne Ha no-Huckust OPA mpornent 3a ceporun 14. GMCs Ha antutenata u OPA GMTs ca no-
HUCKH CJIe]] 2-1030BaTa CXeMa 3a MOBEUETO BAKCHUHAIHU CEPOTHIIOBE.

ITo oTHOMIEHNE Ha KPBCTOCAHO-PEAKTUBHUA cepotull 19A, ca HabMr01aBaH CXOIHU IIPOIIEHTH Ha
YYaCTHHULIMTE, JOCTUTAIIM aHTUTsI0B npar u OPA tutpu > 8, u cxoquu GMC Ha anTtutenara u OPA
GMT cnen mbpBUYHATA BAKCUHAITUS U TIPU JBETE TPYIIH.

Karo 15110, 3a1bpkaHeTO Ha UMYHHUTE OTTOBOPH TIPEIN MPHUIIOKEHUETO HA OYCTep € Mo-cliabo npu
rpymara ¢ 2-1030Ba IbpBUYHA BAKCUHALIMS B CPABHEHHE C IpyImaTa ¢ 3-1030Ba IbPBUYHA BaKCUHALIKSA
3a TIOBEUETO BaKCHHATTHU CEPOTHUIIOBE H € ITOJI00HO 3a cepoTumn 19A.

bycmep 0o3a na 9-10-meceuna evspacm

B npoyuBanero, nposeneHo B FOxxHa Adpuka, OycTep qo3aTa, npuioxeHa Ha 9-10-meceduna Bb3pacT
MHAyLUpa 3HaunTeaHo nosuiaBane Ha GMCs Ha anTutenata © OPA GMTs 3a Bceku BakCHHAJIEH
CepoTHI U 3a cepoTun 19A, npu rpynuTte ¢ 2-1030Ba U 3-1030Ba IbPBUYHA BaKCUHALNA, TOKa3aTETHU
32 HaJIM4HA IbPBUYHA UMYHHA PEaKLUs.

bycmep 0o3a na 9-12- 6 cpasnenue ¢ 15-18-meceuna ev3pacm
EnHo knuHUYHO NpoyuBaHe, IpoBeeHo B MHaus, oneHsBa eqHa OycTep 103a, IPUIIOKEHA Ha
9-12- unm Ha 15-18-Meceuna Bb3pacT, CbOTBETHO Ipu 66 1 nipu 71 Aena cien mbpBUYHA BAaKCUHALMS

Ha 6, 10 1 14-ceqMuYHA BB3pacT U HE TIOKa3Ba Pa3IuKy MEX Ay TpynuTe 1mo otHomeHue Ha GMCs Ha
antutenara. [Ipu rpymara ¢ 6ycrep, moctaBeH Ha 15-18-mecedna Bb3pact, ca HaOII0JaBaHU T10-
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Bucokn OPA GMTs 3a moBe4eTO OT BAKCHHAITHUTE CEPOTHUIIOBE U 3a cepoTull 19A. KmnHNIHOTO
3HaYCHUE Ha Ta3H HaxojKa, obayde, He € yCTaHOBEHO.

Hmynna namem

[Ipu npocnensBane Ha €BPONEHCKOTO MPOYYBaHE, OIIEHABAIIO 2-1030BaTa M 3-1030BaTa MbPBUYHH
BAaKCMHALIMOHHU CXEMH, € YCTAHOBEHO NIEPCUCTHPAHE Ha aHTUTeNaTa Ha Bb3pacT 36—46 mecela npu
YYACTHHUIH, TIOTYYMIH 2-1030BH TEPBUYHH CEPUH, MTOCIIEBAHH OT €J[Ha OycTep /1033, KaTo Hal-MaJKo
83,7% OT y4acTHUIIUTE Ca OCTAHATIH CEPOTO3UTUBHU KbM BaKCHHATHUTE CEPOTHUIIOBE M KBM
KpbcTocaHo-peakTuBHUs cepotun 19A. [lpu yyactHULM, OMy4Ynan 3-1030BUTE IBPBUYHH CEPUH,
mocjeBaHu OT efHa OycTep 103a, Hail-Mako 96,5% OT y4acTHHLUTE OCTaBaT CEpONO3UTUBHHU 32
BaKCHUHAJTHHUTE cepoTHIoBe U 86,4% 3a ceporun 19A. Cnen enuanyna no3a Synflorix 3a mpoBokupaHe
Ha UMYHEH OTT'OBOp, PHIIOKEHA Tipe3 4-TaTa roliHa OT JKUBOTA, KPATHOCTTA HAa YBEIMYaBaHE HA
ELISA GMCs na anturenata u Ha OPA GMTs, npeau o ciien BakCUHALMS € CXOHA U
Y4acTHHUIINTE, Ha KOUTO € HampaBeHa 2-1030Ba MbpBUYHA UMYHH3AIIHS, C Ta3H NMPH YIaCTHUIUTE, HA
KOHUTO € HampaBeHa 3-/1030Ba IbpBUYHA UMYHH3AIHs. Te3u pe3ynTaTu ca moka3zaTelHu 3a
MMYHOJIOTHYHA ITaMeT KbM BCHUKH BAKCHHAIHU CEPOTHIIOBE ¥ KbM KPHCTOCAHO-PEAKTUBHUS CEPOTHIT
19A npu yyaCTHMIIM, HA KOUTO € HallpaBeHa MIbpBUYHA UMYHHU3AIHSL.

Hesaxcunupanu xvpmavema u oeya na 6vb3pacm > 7 meceya

WmynHuTe O0TroBOpH, npenu3Bukanu ot Synflorix, mpu mo-rojemu jena, KOUTO Mpey ToBa He ca
OWIM BaKCUHUPAHH, Ca OLCHEHHU B TPU KJIMHUYHU IPOYYBAHHUS.

B mbpBOTO KIMHUYHO MPOYYBaHE ca OIICHEHH UMYHHHUTE OTTOBOPH KbM BaKCHHAITHHUTE CEPOTHIIOBE U
KpBCTOCaHO-peakTUBHUS cepoTull 19A npu nena Ha Bp3pacT 7—11 mecerna, 12-23 mecena u 2 10
5 roguHM:

e Jleunara Ha Bb3pacT 7—11 Mecena noxayyasar 2 103U 32 IbPBUYHA UMYHU3ALIHSL, [TOCIIEIBAHU
0T OycTep J103a [0 BpeMe Ha BTOpaTa roJiiHa OT )KMBOTa. IMyHHUTE OTrOBOPH clie] OycTep
J103a TPH Ta3H B3pacToBa IPyIia KaTo IsJI0 ca MOA00HN Ha YCTAaHOBEHUTE cien OycTep J103a
MpH KbpMadeTa, MPH KOUTO € HalpaBeHa IMbPBUYHA IMYHH3AIH ¢ 3 103U Ha Bh3pacT MO
6 Meceria.

e [lpu nemara Ha BB3pacT 12-23 Mecena npean3BUKaHUTe UIMyHHH OTTOBOPH CJIEJ ABE TO3H ca
CpPaBHHMH C OTTOBOPHUTE, IMPEIU3BUKAHM CIIC] TP 03U IPU KbpMadeTa Ha Bb3PAaCT MO/

6 Mecera, ¢ U3KIIOUYCHUE Ha BakcuHATHATE cepoturioBe 18C u 19F, kakTo u Ha cepoTHI
19A, 3a KOUTO OTTOBOPUTE Ca MO-BUCOKHU IpH 12—23-MeceuHuTe aena.

e Ilpu nemara Ha BB3pacT OT 2 10 5 roawawn, noaydmwtu 1 go3a, GMCs Ha ELISA anTutenara
ca oJJ00HM 3a 6 BAaKCUHAIIHU CEPOTHUIIA, KAKTO U 3a cepoTunl 19A, B CpaBHEHHUE C TE3H,
JIOCTUTHATH cJie]] 3 -1030Ba BAKCHHAIIMOHHA CXeMa TPH KbpMadeTa Ha Bb3PacT MO/

6 Meceria, HO ca TIO-HHUCKH 3a 4 BakCHHAIHU ceportuna (cepotunose 1, 5, 14 u 23F). OPA
GMTs ca momoOHM WK TIO-BUCOKH CJIe] €IMHUYIHA 1032 B CpaBHEHHUE C 3 -71030Ba ITEPBUYHA
BaKCHHAIIMOHHA CXE€Ma NPY KbpMadeTa Ha Bb3PacT noj 6 Mecela, ¢ U3KIII0YeHUE Ha
cepoTul 5.

BBB BTOPOTO KIMHUYHO NPOYYBaHe, AMHUYHA J103a, IPUIOKEHA YETUPU Mecela ClIe] Be
HaBaKCBAIM JI03U Ha Be3pacT 12—20 Mecena npean3BUKBa 3HaUUTENHO NoBuaBane Ha ELISA GMCs
1 OPA GMTs (koraTo ce CpaBHST OTTOBOPHUTE MPEIU U CIIS] TIOCTIeAHATa 103a), KOETO TIOKa3Ba, 4e
JIBE HABAKCBAIIIM JJO3H OCUTYPSBAT IOCTaTh4YHA TbPBUYHA UMYHH3AIIS.

TperoTo KIMHUYHO NPOYyYBaHE NMOKA3Ba, Y€ MPHIIOKEHUETO HA 2 TO3H C 2-MeCeUYeH UHTEPBA, C
HavaJio Ha Bb3pacT 36—46 mecena, Boau 1o no-Bucoku GMCs u OPA GMTs na ELISA anturenara ot
Te3H, HAOJII01aBaHU €AMH Mecel] el 3-1030Ba TbPBUYHA IMYHH3aLUs 38 BCEKU BAKCHHAJICH CEPOTHI
U KPbCTOCAHO-peakTUBHUA cepotunl 19A. IIponeHTsT Ha ydacTHUIMTE ¢ KOHIeHTpanus Ha ELISA
anTurena > 0,20 pg/ml uau OPA TuThp > 8 3a BCEKH BaKCUHAJICH CEPOTHUII € CPABHUM HIIH MTO-BUCOK B
HaBaKcCBalllaTa IpyIa, B CpaBHEHHUE ¢ KbpMaueTa, MOJyYmiIn 3-1030Ba IbPBUYHA UMYHU3AIIHA.
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He e mpoy4Bano ABATOCPOYHOTO MEPCUCTHPAHE HA aHTUTENATa CIe/I MIpUaraie Ha MbPBUYHHI CEPUH
MIpH KbpMaueTa Iroc OycTep Wi ciief 2-1030Ba MbPBUYHA UMYHH3AIHS [TPH MTO-TOJIEMH JIETIa.

B eano knmuHUYHO MpoyyBaHe € ycTaHOBeHO, ue Synflorix Moxe Ja ce mpuiiara 0€30MacHo KaTo eHa
OycTep 103a IO BpeMe Ha BTopara roAnHa OT KMBOTA IIPH JAela, Ha KOUTO € HallpaBeHa IbPBUYHA
MMYHH3AIMs C TP 03U OT 7-BajieHTHaTa Prevenar. [IpoyuBaneTo mokassa, ye UMyHHHUTE OTTOBOPH
KBbM 7-T€ OOILM CEpPOTHIIA Ca CPABHUMHU C Te3H, IPEAN3BUKAaHU OT OyCcTep /103a ChC 7-BaJIeHTHATA
Prevenar. Obadve nenara, noy4niny 7-BalieHTHaTa Prevenar kato MbpBUYHY CEPUU, HSIMA J]a UMaT
IbPBUYHA UMYHHU3AIHsI CPENLy JOITBIHUTEITHHTE CEPOTHIIOBE, ChabpiKaiu ce B Synflorix (1, 5, 7F).
CrenoBaTesHO CTETIEHTa U MPOABIDKUTEIHOCTTA Ha 3alUTaTa CPeLly HHBa3UBHO THEBMOKOKOBO
3a00JsIBaHE M OTUT HA CPEIHOTO yXO, ABJDKALIM C€ HA T€3U TPU CEPOTHIIA, IIPU AeLaTa OT Ta3H
BB3pacToBa rpyma ciej| eqHoKpaTHa jo3a Synflorix He MoraT Jja ObJIaT MPEABHICHH.

ﬂaHHu 3d UMYHOCEHHOCH npu npemcdeepemeﬂﬂo DOO@HU Kbpmadema

HmyHorennocTta Ha Synflorix mpu MHOTO HEIOHOCEHH KbpMadeTa (recTaldoHeH nepuo 27-30
ceamunn) (N=42), HeJoHOCeHH KbpMadeTa (rectaiuoneH nepuos 31-36 ceamunn) (N=82) u
JIOHOCEHH KbpMadeTa (recTanuoneH nepuoy > 36 ceamunn) (N=132 ) e ornenena cires 3-1030B
IbPBUYEH BaKCHHALIMOHEH Kypc Ha 2, 4, 6 MeceyHa Bb3pacT. IMyHOT€HHOCTTA CIie/l YeTBbPTA 034
(byctep no3a) Ha 15 1o 18 MeceuHa BB3pacT € olleHeHa pu 44 MHOTO HEJJOHOCEHU KbpMadeTa,

69 HenoHoceHN KbpMayeTa U 127 TOHOCEHH KbpMayeTa.

Enun mecen cien mbpBUYHATa UMYHU3aIMSA (T.€. CIE TPETaTa J103a), 32 BCEKH BAaKCHMHAJIEH CEPOTHII
Haii-manko 92,7% oT yyacTHULUTE ca JOCTUTHANU KoHueHTpauuu Ha ELISA antutena > 0,20 pg/ml n
Hai-manko 81,7% ca gocturnammu OPA tutpu > 8, ¢ u3kimoueHue Ha cepotun 1 (Hail-manko 58,8% c
OPA tutpu > 8). [Tomoonu GMCs u OPA GMTs Ha anTHTe a ca HAaOIOAaBaHU ITPU BCUYKHU
KbpMaueTa ¢ u3KitoueHue Ha no-aucku GMCs Ha anTuTena 3a cepotumnose 4, 5, 9V u kpbcTocaHo-
peakTuBHUSA cepoTull 19A npu MHOTO HEJOHOCEHH U cepoTull 9V npu HenoHOceHH U mo-Hucku OPA
GMT 3a cepotur 5 mpu MHOTO HeTOHOCEHH. KIIMHUYHOTO 3HAaYEHUE HA T€3U PA3JIMKHU HE € U3BECTHO.

Enun mecer cnen Oycrep fo3ara e HabmonaBano rnosumasane Ha GMCs u OPA GMTs na ELISA
aHTHUTEJaTa 32 BCEKH BaKCHHAJIEH CEPOTHIT U 332 KPhCTOCAHO-PEAKTUBHUS cepoTHn 19A, KoeTo mokassa
Hanaue Ha uMyHosornyHa namet. [logooan GMCs u OPA GMTs Ha anTuTena ca HaOJII0JaBaHu MPH
BCHYKHU KbpMadeTa ¢ U3KI04YeHHe Ha o-HUCbK OPA GMT 3a cepoTun 5 mpu MHOTO HEJJOHOCEHU
KbpMadeTa. KaTo 115710, 32 BCEKU BaKCHHAJIEH CEPOTHUI Hail-Manko 97,6% OT ydacTHUIIUTE ca
JnocTurHamu koHeHTpaiuu Ha ELISA antutena > 0,20 ug/ml u Hait-manko 91,9% ca gocturnanu
OPA tutpu > 8.

Hmynocennocm npu cneyuanna nonyrayus

HIV-nonoxcumennu (HIV+/+) xopmavema u HIV-ompuyamennu xopmavema, pooenu om
HIV-nonooccumennu maiiku (HIV+/-)

B eano xnmuHnyHO npoyuBaHe, nposeaeHo B KOxua Adpuka, e oLleHeHa IMyHOT€HHOCTTa Ha
Synflorix, mpuaoxeH KaTo 3-1030B MbPBUYEH BaKCUHAIIMOHEH Kypc (Ha 6, 10 u 14-cenMuyHa
BB3pACT), IOCTEABaH OT eaHa OycTep n03a (Ha 9 mo 10-meceuna Bu3pact) npu 70 HIV-nionoxurenau
(HIV+/+) xppmadera, 91 HIV-otpunarennu kppmadera, pogenn ot HIV-nonoxurennn maiiku
(HIV+/-) m 93 HIV-otpunarennu kppmayera, pogeau ot HIV-orpunatennu maiiku

(HIV-/-). BkmouBanu ca ounu camo HIV+/+ kbpmadera cbe craanit 1 (acumrnroMaTHaan) uik 2 (C
JIEKO U3Pa3eHu CUMNTOMH) 1o kinacudukamusra Ha C30.

3a MoBe4eTo BaKCHMHAJIHH CEPOTHIIOBE TPYTIOBUTE CPABHEHUA HE IMTOKA3BaT HAKAKBHU PA3INKU B
UMYHHHTE OTTOBOPH ClIe/l TbpBUYHATA BakcHHaIs Mexy HIV+/+ u HIV-/- rpynure, unn HIV+/- n
HIV-/- rpynuTte, ¢ u3KiIt04eHre Ha TEHACHUUS KbM HO-HUCHK MPOLEHT HAa yYaCTHULIUTE, JOCTUTALIH
OPA tutpu > 8 u mo-aucku OPA GMTs mpu HIV+/+ rpymara. KinuHnYHOTO 3HaYeHHE HA TO3H TI0-
HuChK OPA oTroBop ciex mbpBUYHATa BaKCHHAIUS HE € ycTaHOBeHO. [1o oTHOIIeHre Ha KpBCTOCaHO-
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peakTHBHUS cepoTun 19A, pe3yaTaTute He MoKa3BaT HiIkakBu pa3muku B GMCs Ha ELISA
antutenara u OPA GMTs mexay rpymnure.

Byctep nozara Synflorix npu HIV+/+ u HIV+/- kbpmadera nngynupa cuiiHo nosumasane Ha GMCs
Ha ELISA anturenata u OPA GMTs 3a Bceku BaKCHHAJICH CEPOTHI | 3a cepoTHn 19A, mokazaTeau
3a HAIMYHA TbPBUYHA UMYHHA PEakins. 3a MOBEUETO BAKCHHAIHU CEPOTHIIOBE 1 3a cepoTrn 19A
TPYIOBHTE CPaBHEHUS HE MOKa3BaT HAKAKBU pasnuku o oTHomeHne Ha ELISA GMCs Ha anTuTenara
u OPA GMTs mexnay HIV+/+ u HIV-/- rpyniute, uinu HIV+/- u HIV-/- rpyniute cnen Oycrep go03ara.

Pesynrarute no otHomeHne Ha npoTenH D npeanonarat cpaBHUMU UMYHHH OTTOBOPH CJIE]] TbPBUYHA
MMYHH3aLKs U cieq OycTep Mexay TPpyIuTe.

BB Besika rpyna e HabI0AaBaHO EPCUCTUPAHE HA UMYHHUTE OTTOBOPH Ha 24-27-MeceyHa Bb3pacT,
T.e. 10 15 mecena cnen Oycrep BakCHHALUATA.

leya cvc copnosudnoxkiemvyno 3abo0na6ane

Enno knmuHUYHO npoy4BaHe, nposezeHo B bypkuHa ®aco, oneHsiBa MyHOTreHHOCTTa Ha Synflorix,
npuitokeH Ha 146 nena cbe SCD (xemornobun SS 3a0onsBane, xemoriooun SC 3a0omsiBaHe WK ¢
B-Tamacemus) B cpaBHeHHe Che 143 choTBEeTCTBAIIM 1O BB3pacT fera 6e3 SCD. M3mexmy nenara cbe
SCD, 48 neua Ha Bb3pacT <6 Mecela, NOJy4YUId IbpBUYHA BakcuHaus Ha 8, 12 u 16-cenmMuyHa
BB3pACT, IIOCTeABaHa OT efHa OycTep no3a Ha 9-10-meceuna Bb3pact. 50 gera Ha B3pacT

7-11 mecena u 48 Ha Bb3pacT 12-23 Mecena 3amo4BaT HABAKCBAIlA BAKCHHALIMSI ChIVIACHO TSXHATA
BB3pacT. U3riexaa, 4e UMyHHHUAT OTroBOp KbM Synflorix 1mo oTHOIIeHHE Ha BCEKH OT BaKCHHATHHUTE
cepoturoBe u cepotun 19A, kakto u 3a mporenH D, He ce moBimsaBa ot SCD.

Heya ¢ ouchynkyus Ha cresxama

HNmynorennoctTa 1 O0e3omacHocTTa Ha Synflorix ca orieHeHu pu orpaHudeH Opoi YIaCTHHIIH C
BpOZICHA WM MPUA0OHTA acIieHHs, AUCHYHKLMS Ha clie3KaTa WK AepUIUTH Ha KOMIUIEMEHTa, Ha
KOHTO € HalpaBeHa Wi He € HallpaBeHa MbPBUYHA UIMYyHH3alus: 6 y4aCTHHLU HA Bb3pacT 2-5 TOAUHH
u 40 yuactHUIM Ha BB3pacT 6-17 roaunu (Synflorix e mokaszaH npu MarueHTH Ha Bb3PacT JI0

5 ronunu). B ToBa mpoyuBane Synflorix e mokazan UMyHOT€HHOCT M He ca Ha0Ii01aBaH! HOBH
cboOpaskeHHs 3a 6€30MacHOCT.

HUmynozeunocm na Synflorix, cvowvparcaws koncepsanma 2-gpenokcuemanon (2-PE)

Umynorennoctra Ha Synflorix, ceabpskain koncepBanTa 2-PE (B 4-1030BaTa omakoBka) € OLeHeHa
TIpH 37paBH KbpMadeTa, BAKCHHUPaHU Ha 6-, 10- 1 18-ceqMuvHa BB3pacT 1 € CpaBHEHA C Ta3H MMPH
nomyumute Synflorix, 6e3 mobaBeH koHcepBaHT (160 BKIIFOUESHU YYaCTHUIIM B TpyTa).

VIMyHHHUTE OTIOBOPH Ca CPABHEHH KATO ca U3I0JI3BaHU KPUTEPHHU 32 HEHH(PEPUOPHOCT 10 OTHOLIEHHUE
Ha cboTHOIIEeHneTo Ha GMC Ha anturenara (GMC oT rpynaTta Ha Y4aCTHHIIUTE, MOTyYaBaIlH
Synflorix 6e3 2-PE Bppxy GMC ot rpynara Ha yyacTHHLUTE, onydaBaiu Synflorix ¢ 2-PE) 3a Bcexu
ot 10-Te BakCHHAIHH CEPOTHIA U 32 KPbCTOCAHO-PEAKTUBHIS cepoTun 19A.

Joka3ana e HemH(EpHOPHOCT, KaTO ropHaTa rpaHuna Ha 2-ctpaHaus 95% Cl Ha ChOTHOIIEHHETO Ha
GMC nHa aHTHTENATa € MO 2 3a BceKH oT 10-Te BakCHHAIHM CepoTHUINa U 3a cepoThll 19A. B
nombiiHenne, OPA GMTs ca B ChIUTE TPAaHUIIN U 33 IBETE TPYIIH.

Ynompeba na Synflorix u 13-earenmua nnesmoxokosa konweamua saxcuna (IIKB13) 6 xoda Ha
UMYHU3AUUATNA HA e0HO U CbUO TUulYe

Wznom3eaneto Ha Synflorix u [IKB13 B x0/1a Ha MMyHH3AIMSITA HA €THO U CHIIO JIUIIC
(B3aMM03aMEHAEMOCT) € OLIEHEHO B KIIMHUYHO MPOYYBaHe, poBeaeHO B Mekcuko. [IspBruuHara
UMyHHU3alusg Ha KbpMadeTa e rmpoBeaena ¢ 2 mo3u [IKB13 (86 ygactaumn) wm 1 mo3a [IKB13 u 1
no3a Synflorix (89 yyacTHHIN), KaTO U NIPH JIBETE IPYINH € NpuiiokeHa OycrepHa fno3a Synflorix Ha
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BB3pacT 12-15 Meceria, 1 pe3yiATaTUTE ca CPAaBHEHHU C KbpPMadeTa, IIPH KOUTO € MPIIIOKEHA
BaKCHHaIlMOHHATa cxema ¢ 2+1 go3u Synflorix.

3a moseueto ot 10-Te 061w ceporuna 1 Mecen ciiex MbpBUYHATa UMYyHH3aLUs U ciied OycTepHarTa
J103a yCTaHOBEHMSAT NPOLIEHTEH JIU1 HAa KbpMadeTaTa, IIPY KOUTO ca IIOCTUIHATU KOHIIGHTpals Ha
antutena > 0,2 pg/ml u Tutpu Hajg nparosute ctoiHOCTH ipu OPA (opsonophagocytic assay), e
BUCOK IIpU KbpMaueTata, noiayunin Synflorix u [IKB13: koHIIeHTpaunuTe Ha aHTUTENATa Cpemy 8§ oT
10-te ceporumna ca > 0,2 ug/ml mpu > 97,7% ot Bakcuaupanute, a Turpure npu OPA 3a 7 ot 10-Te
CEepOTHIIa ca HaJl MParoBUTe CTOMHOCTH mpH > 92,0%. 3a kpbcTOCcaHOpearupamnms cepotun 19A
MPOLIEHTHUAT J5U1 110 TE3U MOKA3aTeNu € CbOTBETHO 86,5% u 88,0%.

He ca yctanoBenn cro0pakeHUs, CBbp3aHH ¢ 0e30macHoCTTa, Korato BakcuHata [IKB13 e 3amensiHa
cbe Synflorix mo BpeMe Ha MbpBUYHATA UMYHH3AIHS WK 32 OyCcTepHaTa 103a.

5.2 ®apmakoKMHETHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJMHUYHU AAHHH 32 0€30MACHOCT

[IpoyuBanus ¢ 11-BaneHTHa BakCcHHA, IpeacTaBuTeNHu 32 Synflorix U ocHOBaHU Ha
KOHBCHIIMOHAJIHUTE IIPOYYBAHHU 3a 6630HaCHOCT, TOKCHUYHOCT ITPpU €AHOKPATHO U MHOT'OKPATHO
MIPUIIOKEHUE, He TIOKAa3BaT CIEIM(UICH PUCK MO0 OTHOIIICHUE Ha XOpara.

6. DAPMAIIEBTUYHU JAHHHAU

6.1 ChnucbkK HAa IOMOILIHUTE BeleCTBA

1-1030Ba U 2-71030Ba OMAKOBKHU

Hatpues xnopug
Bona 3a nmxexknun

4-1030Ba OMaKOBKa
Hatrpues xmnopun
2-(heHOKCHUETaHOI
Bona 3a uHXeKImn

3a amcopOeHTa BUXKTE TOUKA 2.
6.2 HecbBmMecTMoOCTH

[Ipu nunca Ha Ipoy4YBaHU 3a HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOAYKT He TpsiOBa Jja ce cCMecBa ¢
JIpYTH JEKapCTBEHU MPOTYKTH.

6.3 Cpox Ha roaHOCT

1-m030Ba 1 2-71030Ba OITAKOBKHU
4 roguun

4-1030Ba OITAKOBKA
3 roguHu
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Cliel MbpBOTO OTBApsIHE HA MHOTO030B d)JIaKOHI

2-00306 ¢hraxon

[IpenopbuBa ce HezabaBHa ynoTpeba clies MLPBOTO OTBApsHE HA 2-71030BUS (DIakoH. AKO HE ce
W3II0JI3Ba BeIHAra, BakCHHaTa TpsiOBa na ce chxpansaBa B xiuammiHuK (2 °C — 8 °C). Ako He Ob1e
W3II0JI3BaHa B paMKHUTE Ha 6 Jaca, TpsOBa J1a ce H3XBBPIIH.

4-00306 prakon

Cren mbpBOTO OTBapsiHE Ha 4-1030BHsI ()IIAKOH BaKCHHATA MOJKE Jla CE€ ChXPaHsBa 32 MAaKCHMYM
28 num B xnaaniauk (2 °C — 8 °C). Ako He Obe U3N0I3BaHa B paMKUTE Ha 28 1HU, TpsOBa 1a ce
H3XBBPIIN.

6.4 Crhenuananu yca10BHS HA CbXpaHeHHe

Ha ce cexpanssa B xmammiauK (2 °C — 8 °C).
[a He ce 3ampa3siBa.
Jla ce chxpaHsiBa B OpUTMHATTHATA OTIAKOBKA, 32 J]a Ce Mpe/Ina3u OT CBETINHA.

MHoro0308 (hJIakoH
3a yclioBUsiTa Ha CbXPAaHEHUE CIIE/ TbPBOHAYAITHO OTBAPSIHE HA JIEKAPCTBCHUS MTPOAYKT BUKTE TOUKA
6.3.

6.5 Buau chabpkaHue Ha ONMAKOBKATA

[IpenBapuTenHo HabJIHEHA CIIPUHIIOBKA

0,5 ml cycrieH3us B IpeIBApUTEITHO HAITBJIHEHA CITPUHIIOBKA (CTHKIIO THI 1) ¢ raBa Ha OyTanoTo
(OyTmiioBa ryma) ¥ TyMeHa Karavka Ha BbpXa Ha CIIPUHIIOBKATA.

OmaxkoBku 1m0 1, mo 10 u mo 50, ¢be uiu 6e3 Uriu.

®nakoH
0,5 ml cycnien3us BpB ¢unakos (cTbiino tun ) 3a 1 qo3a cbe 3amymanka (6yTuinoBa ryma).
Omnakosku 110 1, mo 10 u mo 100.

MHoro/10308B yiakoH

1 ml cycnien3us BbB (uiakoH (cThKI0 THI 1) 3a 2 103U ¢be 3amyliaika (OyTHIIOBa FyMa).
Omnaxosku 1o 100.

2 ml cycnien3us BbB ¢akoH (cThKI0 THII 1) 32 4 1031 che 3amymiaika (OyTHIoBa ryMa).
Onakosku 1o 10 u mo 100.

Kanaukara Ha BbpXa U T'yMCHATA I'JlaBa Ha 6YT3.J'IOTO Ha OpCABApUTCIHO HAIIbJIHCHATA CIIPUHIIOBKA U
3aIrymiajiKkaTa Ha q)HaKOHa Ca MpOU3BCACHU CbC CUHTCTUYHA I'yMa.

He Bcuyky BHJIOBE OMAKOBKH MOTaT Jia ObIaT IyCHATH Ha Ma3apa.

6.6 CrnenuajaHu NpeanasHu MepKHU NP U3XBbPJIsiHe U padoTa

[IpenBapuTenHO Ha'bJIHEHA CIPUHIIOBKA

[To BpeMe Ha cbXpaHEHHE B IIpeJBAPUTEIHO HAIIBIHEHATA CIIPUHIIOBKA MOXKe Aa ce HabronaBaT GruHa

Osa yTaiika 1 OUCTBp Oe3I[BeTEH CyrnepHaTaHT. ToBa HEe € IIpHU3HAK 3a BIIOIIaBaHEe Ha KA4eCTBOTO Ha
BaKCHHATa.

IIpenu npunarane chabp>KaHUETO HA MPEABAPUTEITHO HATBIIHEHATA CIIPUHIIOBKA TPSIOBa J1a ce
nperiieia BU3yaaHo 3a 4y>K/IM YaCTUIH W/WITU IPOMEHU BBB BHHIIHUS BUJI, KAKTO MPEJIH, TaKa U CIie]|
paskiamiane. B ciydaii ue ce HaOmo1aBaT TakMBa, BAKCHHATA TPSOBA J1a C& U3XBBPIIH.

[Ipenu ynorpeba BakcuHaTa TpsOBa J1a c€ OCTaBU Ja JOCTUTHE CTaliHa TeMIIEpaTypa.
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IIpenu ynotpeba BakcuHaTa TPSOBA JOOPE 1@ Ce pa3KiIaTH.

Ykazanus 3a npec)eapumeﬂﬂo HanwvaHerama CnpuHyoeKa

Jlyep-nok aganTop

XBaHete CIIpUHIIOBKATA 3a TAJIO0TO, 4 HC 3a 6YT3J'IOT0.

OTBHHTETE KallaukaTa Ha CIIPUHIIOBKATa, KaTo A
3aBBPTUTC B IIOCOKA, o6paTHa Ha 4aCOBHHKOBAaTa

Tsto CTpPCIIKA.

3a a mpuKpenuTe uriara KbM CIPUHIIOBKATA,
ChEAMHETE KOHEKTOpA Ha UrjaTa ¢ Jyep-JIOK ajanTopa u
3aBBPTETE YSTBHPT 00OPOT IO MMOCOKA Ha
YaCOBHHKOBATa CTPEIIKA, JOKATO YCETUTE, Ue €
3aTerHara.

: He uzappnBaiiTe 0yTanoTo Ha CIPUHIIOBKATA U3BHH
s o, TSJIOTO M. AKO TOBa C€ CIIy4H, HE TIpHUiIaranTe
BaKCHHATa.

DrnakoH
ITo BpeMe Ha chXpaHeHHE BbB (hiIakoHA MOXKeE Ja ce HaOoaaBaT GuHa Osia yTaiika 1 OucTpa
Oe31BeTHA HaJyTacyHa TeUHOCT. TOBa HE € MPU3HAK 32 BIIOIIABaHE Ha KAYECTBOTO HA BAKCHHATA.

[Ipenu npunarane ChabPKAHUETO Ha (hiIakoHa TPSAOBA J1a Ce Mperiea BU3yalTHO 3a Ty XKIH YaCTUIH
W/WH TPOMEHU BHB BHHIIHUS BUJI, KAKTO TIPEJIH, TaKa U e/ pa3kiamane. B ciayyaii ge ce
HaOII0]aBaT TaKMBa, BAKCUHATA TPsIOBA J]a Ce U3XBBPIIH.

[Ipenu ynoTtpeba BakcuHaTa TpsOBa J1a C€ OCTAaBH Jia JOCTUTHE CTaiHa TeMIepaTypa.

[Ipenu ynoTtpeba BakcuHaTta TpsiOBa 100pe J1a ce pa3KiaTy.

MHoro10308 (JIakoH

[To Bpeme Ha cbxpaHeHHE BbB (1akoHa MOXKe Jia ce HabmoAaBaT GuHa Osia yTaiika u 6uctpa
Oe3lBeTHA Ha/lyTacyHa TEYHOCT. TOBa He € MPU3HAK 32 BIIONIABaHE HA KAYECTBOTO HA BAaKCHHATA.

[Ipenu npunarane chIbpKaHUETO HA (hIaKOHA TPSAOBA /1A CE MPerie/ia BU3yalTHO 32 Uy IH YaCTUIU
W/WITY IPOMEHH BB BHHIIHUSI BUJI, KAKTO MPEH, TaKa U cie]| pa3kiamane. B ciydaii ue ce
HaOJIF0IaBaT TaKWBa, BAKCHHATA TPSOBA J1a C€ N3XBBHPIIM.

[Ipenu ynoTpeba BakcuHaTa TPSIOBA J1a CE OCTABH Jia JOCTUTHE CTaiHa TeMIiepaTypa.

IIpenu ynoTtpeba BakcuHaTa TpsiOBa 100pe 1a ce pa3KiaTy.

Koraro ce nsnon3sa MHOT0/1030B (u1akoH Besika 1o3a ot 0,5 ml TpsibBa J1a ce U3Teruis KaTo ce

M3I10JI3BAT CTCPUIIHU UI'JIa U CIIPUHIIOBKA. Tp;16Ba Ja €€ B3EMarT NpeCaAra3Hu MEPKHU 3a n30sTBaHE HA
3aMbpPCABAaHC HAa CbABPIKAHUCTO.
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H3xBBpasiHe
Hewsnon3BaHUAT JIeKapCTBEH MPOAYKT WU OTIAIBYHATE MATEPHAIA OT HETO TPSOBA 1A CE€ U3XBBPIISIT

B CHbOTBCTCTBUC C MCCTHUTC U3UMCKBaAHM.

7. IHPUTEXKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals S.A.
Rue de I’Institut 89
B-1330 Rixensart, benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIHOTPEBA

[IpeaBapuTeaHO HallbJIHEHA CIPUHIIOBKA
EU/1/09/508/001
EU/1/09/508/002
EU/1/09/508/003
EU/1/09/508/004
EU/1/09/508/005
EU/1/09/508/010

dirakon

EU/1/09/508/006
EU/1/09/508/007
EU/1/09/508/008

Muoromo30B Gy1akoH
2-00308 PraKoH
EU/1/09/508/009
4-00308 raxon
EU/1/09/508/012
EU/1/09/508/013

9. JATA HA II'bPBO PA3PEIIABAHE/ITIOJJHOBSABAHE HA PASPELHIEHUETO 3A
YIOTPEBA

Jara Ha epBO pazpemanane: 30 mapt 2009 .
[Jata Ha nocneano nonHoBsiBaHe: 22 HoeMBpu 2018 T.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[TonpoOHa nHoOpMaIKs 3a TO3M JCKAapPCTBEH MPOAYKT € MPeI0ocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara
arcHIIMs 1o JiekapcTBaTa http://www.ema.europa.eu./
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HNPUJIOKEHUE 11
MNPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE
BEIIECTBA U ITPOU3BOAUTEJL, OTTOBOPEH 3A
OCBOBOXKJIABAHE HA ITAPTUIN

YCJIOBUA NJIN OT'PAHUYEHMUS 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U UBNCKBAHUSA HA
PASPEHIEHUMETO 3A YIIOTPEBA

YCJIOBUA NJIN OT'PAHUYEHNUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA MTPOAYKT

26



A. TIIPOU3BOJIUTEJIA HA BUOJIOI'MYHO AKTUBHUTE BEINECTBA U
IMPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTHUIN

Hme n aapeC HAa MPOU3BOAMTCINTE HA OMOJIOTUYHO AKTUBHUTE BCIICCTBA

GlaxoSmithKline Biologicals Kft.
Homoki Nagy Istvan utca 1.

2100 Godolls

Yurapus

GlaxoSmithKline Biologicals
10, Tuas South Avenue 8
Singapore 637421

Cunranyp

Hme u agpec Ha TPOM3BOIUTENS, OTTOBOPEH 32 OCBOOOKIaBaHE HA MAPTHINTE

GlaxoSmithKline Biologicals s.a.
Rue de I’'Institut 89

1330 Rixensart

Benrusa

b. YCJIOBUs NI OTPAHUYEHUSA 3A TOCTABKA U YIIOTPEBA

JlekapcTBEH MPOJYKT, OTITYCKAH MO JIEKAPCKO MPeJIITICaHIe.

o O¢punuanHo ocBo0oKIaBaHE HA MAPTUHAU

CworitacHo wi. 114 ot Iupextura 2001/83/EO oduinaaHoTo 0CBOOOKIaBaHE HA TTAPTHINUTE CE
M3BBPLIBA OT AbPKaBHA JTa00PAaTOPHsI WK JIAOOPATOPHs, ONpEAesICHa 3a Ta3u LIe.

B. JPYI'U YCJIOBUSA U UBUCKBAHUS HA PASPELIEHHUETO 3A YIIOTPEBA

. IlepuoguyHu aKTyaJIM3MPAHH JOKJIAJAU 32 0€30ACHOCT

W3uckBanudTa 3a 1mojaBaHe Ha MEPUOJUYHH aKTyaTH3UPaHU JOKIaIH 32 6€30IacHOCT 3a TO3H
JIEKapCTBEH MPOAYKT ca MMOCOYEeHHU B CIHCHKA ¢ pedeperTHUTe nath Ha EBponeiickus cvio3 (EURD

CIUCHK), ipeaBueH B wi. 1078, an. 7 ot dupextusa 2001/83/EO, 1 BbB BCHUKH CIIEABAIIN
aKTyaJln3alluy, MyOJUKYyBaHU Ha CBPOTICHCKIsI yeOImopTall 3a JIeKapCcTRa.

I'.  YCIOBUA NJIN OTPAHUYEHMUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS IPOAYKT

. Ilnan 3a ynpasJienue Ha pucka (ITYP)

ITPY TpsbBa 1a M3BHPINBA U3NCKBAHUTE ICHHOCTH, CBEP3aHU C MPOCIICIIBAHE HA JICKapCTBEHATA
Oe3omacHoCT, ocoueHu B ogoOpenus IIYP, mpencrasen B Moayn 1.8.2. Ha Pa3pemenuero 3a
ynorpeba, KakTo ¥ Ipy BCUYKH CJIe/IBAIlN ChITIACyBaHU aKTyanu3auu Ha [TYP.

Axryammsupas [IYP TpsiOBa na ce mogasa:

. o McKaHe Ha EBpornelickara areHIus mo JeKapcTBaTa;

o KOTaTo C€ U3MEHS CUCTEMaTa 3a YIpaBJieHHe Ha PUCKa, 0COOCHO B Pe3yJITaT Ha MOTyYaBaHe Ha
HOBa HH(MOpMAaIs, KOATO MOXKE Jla TOBE/Ie 10 3HAYMMa MPOMSIHA B CHOTHOIIIEHHETO
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TM0JI3a/PUCK, WM CJIe/ JOCTHTaHe Ha BaKEH eTan (BbB BPh3Ka C MPOCIieIIBaHe Ha
JeKapcTBeHaTa 0€30MacHOCT WIIM CBEX/IaHE Ha PUCKA 10 MUHUMYM).
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INPUJIOKEHMUE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
KAPTOHEHA KYTUS C IIPEABAPUTEJ/IHO HAITBJIHEHA CIIPUHIIOBKA C UJIU BE3
HI'JIA, OITAKOBKA 110 1, 10, 50

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Synflorix HHXEKIIMOHHA CyCIIEH3UsI B IPEBAPUTEITHO HAITHITHEHA CITPUHIIOBKA
AncopbupaHa MHEBMOKOKOBA MOJTM3aXapuAHa KOHIOTaTHA BaKCHUHA

2. OBSABSJBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Beska 0,5 ml mo3a ceapprka 1 Mukporpam monmszaxapus ot cepotunose 1, 5, 6B, 7F, 9V, 14 u 23F, u
3 mukporpama ot ceporunose 4, 18C u 19F

3. CIIUCBK HA IOMOIIHUTE BEINECTBA

Hatpues xnopug
Bona 3a nmxexnun

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

I/IH)KCKLII/IOHHa CYCIICH3UA B MPEABAPUTCIHO HAITBJIHCHA CIIPUHIIOBKA

1 mpeaBapuTETHO HAITBIHEHA CIIPUHIIOBKA
1 mo3a (0,5 ml)

10 mpeaBapUTETHO HAITBITHEHN CIPUHIIOBKH
10 go3um (0,5 ml)

1 mpenBapuTEIIHO HATBJIHEHA CITPUHIIOBKA + 1 Mriia
1 mo3a (0,5 ml)

10 mpeaBapHUTETHO HAITBIHEHH CIIPUHITOBKH + 10 wrim
10 x 1 mo3a (0,5 ml)

1 mpeaBapuTEITHO HAITBJIHEHA CITPUHIIOBKA + 2 WTIIH
1 mo3a (0,5 ml)

50 mpeaBapUTETHO HATBIHEHN CIIPHHI[OBKH
50 mo3u (0,5 ml)

‘ 5. HAYYH HA ITPUJIOKEHUE N TBbT(MLIA) HA BBBEXKJIAHE

IMpenun ynoTpeba BakcHHATa TPsiOBa J1a CE OCTABH Jla JOCTUTHE CTaliHa TeMIepaTypa.
Pazknarere noOpe npenu yrnorpeoda.

IIpenu ynoTpeda mpoyereTe IMCTOBKATA.

WHTpaMyCKyJTHO MPUIIOKCHUE
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6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEY OT IIOTJIEJA U TOCET' A HA JIETTA

I[a CC€ CbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a JCIa.

‘ 7. APYI'U CHEIIUAJIHU NPEAYIIPEXJIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
[a He ce 3ampa3siBa.
[a ce cpxpaHsBa B OpUTHHATIHATA OTIAKOBKa, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHEHNUAJHHU INPEAITA3SHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
Rue de I’'Institut 89
B-1330 Rixensart, bearus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/09/508/001 — omakoBka o 1 0e3 uria
EU/1/09/508/002 — omakoBka mmo 10 6e3 nurma
EU/1/09/508/003 — omaxoBka o 1 ¢ 1 uria
EU/1/09/508/004 — omakoBka o 10 ¢ 10 uriu
EU/1/09/508/005 — omakoBka 1o 1 ¢ 2 urin
EU/1/09/508/010 — omakoBka 1o 50 6€3 nuria

13. NMAPTUJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUMA 3A YIIOTPEBA
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16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[Ipueto e ocHOBaHME Jia He ce BKItoUM HH(opManus Ha bpaiinoBa a3oyka.

‘ 17.  YHUKAJIEH MWJIEHTHOPUKATOP — IBYU3MEPEH BAPKOJI

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(PHUKATOD

‘ 18. YHUKAJIEH WIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH
ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA CTIPUHLHOBKA

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Synflorix HHXEKIHOHHA CYCIICH3HUS
Lm.

‘ 2. HAYYH HA ITPUJIAT'AHE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

4. ITAPTUJIEH HOMEP

[Taptunen Ne

‘ 5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

1 mo3a (0,5 ml)

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
®JIAKOH OITAKOBKA 110 1, 10, 100

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Synflorix HHXEKLIMOHHA CYCIIECH3HS
AncopOupaHa MTHEBMOKOKOBA TTOJIN3aXapyIHa KOHIOTaTHA BAKCHHA

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besika 0,5 ml mo3a ceappka 1 Mukporpam monmszaxapuz ot cepotunose 1, 5, 6B, 7F, 9V, 14 u 23F, u
3 mukporpama ot ceporutioe 4, 18C u 19F

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

Harpues xnopun
Bona 3a umxxekuu

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

I/IH)KGKLII/IOHHa CYCIICH3UA

1 dmaxon
1 mo3a (0,5 ml)

10 pmakona
10 x 1 mo3a (0,5 ml)

100 dmaxoHa
100 x 1 go3a (0,5 ml)

‘ 5. HAYYH HA ITPUJIOKEHUE N TbT(MLIA) HA BBBEXKJIAHE

[Ipenu ynoTpeda npoyereTe JIMCTOBKATA.

WHTpaMyCKyITHO MIPUIIOKEHUE

[Ipenu ynoTtpeba BakcrHAaTa TPsIOBA J1a CE OCTABH Ja JOCTUTHE CTaiiHa TeMIepaTypa.
Pazkmarere mobpe npean ynorpeda.

6. CIHHEHUAJIHO NPEAYNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEY OT IIOTJIEJA U TOCET'A HA JIEITA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCIa.

‘ 7. APYI'U CHEIIUAJIHU IPEAYIIPEXJIEHUA, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ja ce cpxpansBa B XJIQIMITHUK.
Ja He ce 3ampassiBa.
a ce cbxpaHsiBa B OpUrMHANIHATA OMAKOBKA, 3a J1a C€ MPE/Ia3u OT CBETJIMHA.

10. CHEINUAJIHU ITPEAITIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
Rue de I’'Institut 89
B-1330 Rixensart, bearus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/09/508/006 — onakoBka 110 1
EU/1/09/508/007 — omakoBka 1o 10
EU/1/09/508/008 — omakoBka mo 100

13. HAPTHUJIEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[Ipueto e ocHoBaHME 12 He ce BKIOUM HH(opManus Ha bpaiinoBa a3Oyka.

‘ 17. YHUKAJIEH MWIAEHTUO®UKATOP — JIBYU3MEPEH BFAPKO/1

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(DHUKATOD
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‘ 18. YHUKAJIEH MIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CBABPKAT MAJIKUTE EJJMHUYHU
II'bPBNYHH OITAKOBKH
ETUKET HA ®JTAKOHA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MLIA) HA BBBEXK/JIAHE

Synflorix HHXEKIHOHHA CYCIICH3HUS
Lm.

‘ 2. HAYYH HA ITPNJIAT'AHE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. ITAPTUJIEH HOMEP

ITaptunen Ne

‘ 5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

1 mo3a (0,5 ml)

6. JPYTO
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
MHOI'OJ1030B ®JIAKOH (2 103H), OITAKOBKA 110 100

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Synflorix HHXEKIMOHHA CyCIIEH3UsI B MHOT'O030Ba OMAKOBKa (2 1031)
AncopOupaHa MTHEBMOKOKOBA TTOJIN3aXapuIHa KOHIOTaTHA BAKCHHA

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besika 0,5 ml mo3a ceapprka 1 Mukporpam monmszaxapu ot cepotunose 1, 5, 6B, 7F, 9V, 14 u 23F, u
3 mukporpama ot ceporutioe 4, 18C u 19F

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

Harpues xnopun
Bona 3a umxxekuu

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

I/IH)KCKLII/IOHHa CYCIICH3UA B MHOT'OJJ030Ba OIMMAKOBKa (2 I[O3I/I)

100 MHOI'OZJO30BMU ¢aakona (2 no3u Ha ¢utakon — 0,5 ml Ha 103a)

5. HAYYH HA ITPUJIOKEHUE N TbT(MLIA) HA BBBEXKJIAHE

[Ipenu ynotpeda npoyereTe JIUCTOBKATA.

HuTpamMycKyITHO PUIIOKEHHE

IIpenu ynoTpeba BakcuHaTa TpsOBa J1a CE OCTABH Jia IOCTUTHE CTaiiHa TeMIepaTypa.
Pazkmarere mobpe npean ynorpeda.

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEY OT IIOTJIEJA U TOCET' A HA JIETTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCHaA.

‘ 7. APYI'U CHEIIUAJIHU NIPEAYIIPEXIEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

‘ 9. CIIEIIMAJIHU YCJIIOBUSA HA CbXPAHEHHUE

[a ce cpxpaHsBa B XJIQAHIHUK
[la He ce 3ampa3ssBa.
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I[a CC€ CbXpaHsiBa B OpUTI'MHAJIHATa OIIAaKOBKa, 3a Aa CC IMpEAIasu OT CBECTIINHA.
TpflﬁBa aa €€ U31oJi3Ba B pAMKHUTE Ha 6 yaca caen I'bBPBOTO OTBAPHAHE HA (l)J'laKOHa.

10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11.

NME U AIPEC HA ITPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
Rue de I’'Institut 89
B-1330 Rixensart, bearus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA
EU/1/09/508/009
13. HAPTHUJIEH HOMEP
[Taptunen Ne
‘ 14. HAYMH HA OTIIYCKAHE
‘ 15. YKA3AHUA 3A YIIOTPEBA
‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa a30yka.

| 17.

YHUKAJIEH HAEHTUH®UKATOP — IBYU3MEPEH BAPKOJ

JBynsmepeH 0apKo ¢ BKIIOYCH YHUKAICH HACHTU(DHUKATOD

| 18.

YHUKAJIEH HAEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH
ETUKET HA MHOI'OO30B ®JIAKOH (2 1031)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Synflorix HHXEKIHOHHA CYCIICH3HUS
Lm.

‘ 2. HAYYH HA ITPUJIAT'AHE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

4. ITAPTUJIEH HOMEP

[Taptunen Ne

‘ 5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

2 no3u (0,5 ml/no3a)

| 6. JIPYTO
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
MHOI'0OJ1030B ®JIAKOH (4 103H), OITAKOBKA 110 10, 100

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Synflorix HHXEKIIMOHHA CYCIICH3HUs B MHOT0/1030Ba OIaKOBKa (4 1031)
AncopOupaHa THEBMOKOKOBA MTOJTN3aXapHJHa KOHIOTAaTHA BAKCHHA

2. OBSABSJBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Beska 0,5 ml mo3a ceappka 1 Mukporpam monmszaxapui ot cepotunose 1, 5, 6B, 7F, 9V, 14 u 23F, u
3 mukporpama ot ceporunose 4, 18C u 19F

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

Hatpues xnopug
2-(heHOKCHETaHOI
Bona 3a nmxexknun

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHKeKITMOHHA CYyCIICH3UsI B MHOTOI030Ba OITAKOBKa (4 103H)

10 MHOI'OJIO30BU diakona (4 mo3u Ha diakon — 0,5 ml Ha g03a)
100 MHOI'OJO30BMU ¢puakona (4 no3u Ha dakon — 0,5 ml Ha 103a)

5. HAYUH HA ITPUJIOKEHME U ITT(MIIA) HA BBBEKJIAHE

Ipenu ynotpeba mpoyereTe JIMCTOBKATA.

WHTpaMyCKyJTHO MPUIIOKCHUE

Ipenu ynoTpebda BakcHHATA TPOBA J1a C€ OCTABHU Jia IOCTUTHE CTaifHa TeMIepaTypa.
Pazknarere noOpe npenu yrnorpeoda.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSACTO JAJIEY OT IIOT'JIEJA U IOCEI'A HA JTELIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCIaA.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[la ce cpxpaHsBa B XJIaJUIIHUK.

Ja He ce 3ampassiBa.

[la ce cpxpaHsiBa B OpUIMHAJIHATA OMAKOBKa, 32 J]a c€ Mpena3y OT CBETINHA.

Cien nbpBa ynorpeda NpoayKThT MOsKe /1a ce CbXPaHsABa B XJIAIMJIHHUK 32 MAKCHMYM 28 THH.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89
B-1330 Rixensart, bearus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/09/508/012 — onakoBka 1o 10
EU/1/09/508/013 — omakoBka mo 100

13. NAPTUJIEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA ABBYKA

[Ipueto € ocHOBaHHUE 1a He ce BKIOYM nH(popMalus Ha bpaiiioa a30yka.

‘ 17.  YHUKAJIEH WJIEHTUOPUKATOP — IBYU3MEPEH BAPKOJI

JBynsmepeH 0apKo ¢ BKIIOYCH YHUKAICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WJIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH
ETUKET HA MHOI'OO30B ®JIAKOH (4 1031)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Synflorix HHXEKIHOHHA CYCIICH3HUS
Lm.

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

4. ITAPTUJIEH HOMEP

[Taptunen Ne

‘ 5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

4 no3u (0,5 ml/no3a)

| 6. JIPYTO
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Bb. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Synflorix HHKeKIMOHHA CyClIeH3HMs B PeABAPHTE]IHO HAITBJIHEHA CIPHHI[OBKA
AncopOupaHa MTHEBMOKOKOBA MOJIM3aXapyuIHa KOHIOTaTHA BAKCHHA
[Pneumococcal polysaccharide conjugate vaccine (adsorbed)]

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, PeIM Ta3H BAKCHHA /1a 0bje NPUJI0KEHA HA 1eTeTO
Bu, Thii kKaTo T chbABPAKA BaxkHa 32 Bac ungopmanus.

. 3amazeTe Ta3u IUCTOBKA. MoOJKe /1a ce HAJIOKH J1a 51 IPOYETETe OTHOBO.

. AKO UMaTe HAKAaKBH JOMbJIHUTEIIHA BBIPOCH, onuTaiiTe Bamus iekap win GpapMariesT.

. Ta3u BakcuHa € npeanucana Ju4Ho Ha Bamieto nere. He g npeoTcThiiBaiiTe Ha Apyru xopa.
[}

Axo BareTo geTe nony4yu HIKaKBU HEXENAHU Peakluu, yBegroMeTe Bamus nekap niu
(apmaneBT. ToBa BKIFOYBA M BCUYKH Bb3MOXXHH HEXXEJIAaHH PEAKI[NH, HEOIIMCaH! B Ta3n
JucTOoBKa. BinkTe TouKa 4.

KakBo cbabp:ka Ta3u JHUCTOBKA:

Kaxkso npencrasisia Synflorix 1 3a KakBO ce U3I0JI3Ba

Kakso TpsiOBa na 3Haere, npeau Synflorix na Obe nmpuiiokeHa Ha feteto Bu
Kak ce npunara Synflorix

BBb3MOXHN HeXellaHU peakiuu

Kak na cexpanssare Synflorix

ChabpkaHye Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

I S e

1. Kaxkso npeacraBassa Synflorix u 3a kakBo ce u3noJ3Ba

Synﬂorix € MHEBMOKOKOBA KOHIOTaTHA BaKCHHA. Bammsr JICKap Wi MCIUIMHCKAaTa CECTpa Iic
HWHXCKTHUPpAT Ta3u BaKCHMHA Ha ACTETO Bu.

Tsa nomara 3a npeanassane Ha Bamero gete, KoeTo e Ha Bb3pacT OT 6 ceIMUIIU 10 5 TOAUHH,
cpemry:

Oakrtepust, HapeueHa Streptococcus pneumoniae. Ta3u OakTepus MOXKe a IPUYUHN CEPUO3HU
3a00JsIBaHMs, BKJIFOYMTEIIHO MEHUHTHUT, CEIICUC U OakTepueMus (0akTepruu B KPbBTa), KAKTO U
MH(EKIHS Ha YIIUTE WIN ITHEBMOHUSL.

Kak neiictBa Synflorix

Synflorix momara Ha opraHu3ma Jia cu ch3aajie COOCTBEHH aHTUTeNa. AHTUTENAaTa ca 4acT OT
UMyHHaTa CUCTeMa, KOUTO lie Ipeamnas3sat Bamieto nere cpemty Te3u 3a00sBaHuUs.

2. Kaxkso TpsaoBa na 3naete, npeau Synflorix 1a 0bae npuiioxkeHa Ha xerero Bu
Synflorix He Tps0Ba Aa ce mpuJiara, aKko:

o neteto Bu e anepruyHo KbM aKTHBHOTO BEIIECTBO WIIM KBM HSIKOS OT OCTaHAJINTE ChCTABKH Ha
Ta3u BakCHHA (M30pOCHU B TOUKa ).

[Ipu3HanmTe Ha aneprudHa peaknys MOXKe /1a BKIIOYBAT ChPOSII KOXKeH 00pUB, HEAOCTHUT Ha
BB3/IyX U MOAyBaHe Ha JUIETO WU €3UKa.

. neteto Bu mMa Texkka nH(peKnns ¢ Bucoka temneparypa (Hax 38 °C). Ako ToBa ce OTHACs 10
Bamrero aere, nmyHu3anuATa e 0bJe OTI0XKEHa, JOKATO TO Ce MOYYBCTBa Mmo-1oope. Jleka
WHDEKITHS, HapuMep HaCTHHKA, He O TpsAOBaIO Aa MpeACTaBIsIBa IPooieM, HO BBIIPEKH TOBA
IbPBO Ce MOChBETBalTEe ¢ Baus nexap.

Synflorix He TpsiOBa &1a ce mpuilara, ako HsIKoe OT MOCOYEHHTE IO-Tope ce OTHAcs o Barmero aere.
Axko He cte curyphu, npeau Synflorix na ce npuioxu Ha Barero nere, koHcyaTupaiite ce ¢ Bamus

nekap win (papMareBT.
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[pexynpexaeHus u npeanasHu MEPKH:

Hpezu/l IMMPUJIOKCHUC HAa BAKCUHATA, YBCJOMCTC Bamms JICKap Win (bapMaueBT, aKo:
L JCTCTO Bu nma Hp06J'ICMI/I, CBBpP3aHU C KbPBCHC, WX JICCHO MOJTy4aBa CUHUHU.

IIpu gema Ha BB3pacT HAJ 2 TOIUHH, IPUTIATIHK MOXKE J1a HACTBITH CIIET WITH JOPH MPEIN BCIKO
WH)XEKTHpaHe ¢ uria. 3aToBa HHPOpMUpaiTe JeKaps Wik MEAUIIMHCKATa CecTpa, ako Bamrero nete e
MIPHUIIAJIATI0 TIPU NPEIUIIIHA HHKEKIIMSL.

HO,Z[O6HO Ha BCMYKHM BaAaKCHHH, Synﬂorix MOXKC [1a HC MPCAIla3u HAITbJIHO BCUYKHU BAKCUHUPAHU ACHA.

Synflorix mpenmna3ea camo cpenry HHPEKIUU, IPUIAHEHHN OT OaKTEPHHUTE, 33 KOUTO € pa3paboTeHa
Ta3u BaKCHHA.

JHemnara ¢ orcnabeHa UMyHHa cucteMa (HanmpuMep BCieCTBHE Ha MH(EKINS ¢ YOBEIIKA
umyHoneunuTeH Bupyc (XMB) uny Ha nedeHne ¢ IMyHOCYTIIPECOPH) MOJKE JIa HE TIOJTydaT IIbJIHATA
non3a ot Synflorix.

O0wpHeTe ce kbM Bamus nexap i papmanieBT mpeau npuiiokennero Ha Synflorix, ako He cTe
CHT'YPHH 32 HEIIO.

Jlena Ha Bb3pacT HaJ 5 rOAMHU

bezomacHocTTa 6(1)PIKaCHOCTTa Ha BaKCHUHaTa IpH J€1a Ha Bb3pacT Ha 5 roguHM HE ca YCTaHOBCHHU.
3aroBa BaKCHHalMATa Ha TC3U ACLAa HE CC€ NPCoOpbHYBa.

JApyru nexkapcrBa u Synflorix

Wndopmupaiite Bamms nekap nim ¢papmaneBt, ako 1eTeto Bu npuema, HACKOpo € MpHeMao WiH €
BBH3MOXKHO J1a IPHUEME IPYTH JIEKapCTBa. WK aKO HACKOPO My € IPHIIOKeHa Apyra BakcuHa. Synflorix
MOXe J]a He JieiicTBa ToJIKOBa 100pe, ako neTero Bu npuema siekapcTBa, KOUTO NMOBIUSBAT UMyHHATa
cuctema B bopOara cpelry HHQEKIMHTE.

Synflorix Mo>ke J1a ce puiiara Ha JAeTeTo Bu 1o eHO U ChIo BpeMe ¢ IPYTUTE JETCKUA BAKCHHU KaTo
BaKCHHU Cpenly AudTepus, TETaHyC ¥ KOKIIIOII (Marapeinka Kaluiuia), 3a00J11BaHusl, IPUIMHEHN OT
Haemophilus influenzae tan b, monuomuenut (epopaiHa WK MHAKTUBUPAHA), XenaTuT B, MopOmiu-
NapoTUT U pyOeona, BapuIlelna, MEpPopaTHU POTABUPYCHH BAKCHHH, KAKTO U KOHIOTaTHH BAKCHHU
cperry MeHHHTOKOKH oT ceporpyna C u ceporpynu A, C, W-135, Y. 3a Bcsika BakcruHa TpsiOBa 11a ce
W3II0JI3Ba PA3IMYHO MSCTO 32 MHKCKTHPAHE.

IIpenu wim BemHara cief npuiokenne Ha Synflorix, BammsT tekap Moxke 1a Bu mochBeTBa Aa
JlaBaTe Ha JETETO CH JICKAPCTBO, KOSTO MOHIKaBa MOBUIIICHATA TeMIepaTypa (KaTo HalpuMep
napareramo ), 0COOCHO TpH Jiela, BAKCHHUPaHH ChC Synflorix 1 BaKCHHHU, ChIbpKAIIN
[SUTAKIIEThYHA KOKITIOIIHA KOMIIOHEHTA T10 ChIOTO BpeMe. [IpernopbuBa ce ChIlo npreM Ha
JICKapCTBO, KOSTO MMOHIKABA TEJICCHATA TeMIIepaTypa MpH Jella ¢ ThPYOBY HAPYIICHUS WIH C
MpeIuIIHa aHaMHe3a 3a peOpuHu repyoBe. Obaue, ako eTeTo Bu e npueno napameramod, npeau
WM BeJHara ciie]l mpuiiokerne Ha Synflorix, moaydeHUuTe HUBA Ha aHTHTENATa MOXKe Jia ObJIaT JIEKO
noHWkeHu. He e ycTaHOBEHO JJaJiv MOHMKABAHETO HAa HIBATA HA aHTUTEINIaTa OKa3Ba Bh3ACHCTBHE
BBPXY 3alllUTaTa cpenly MHEBMOKOKOBO 3a00JIsBaHe.

Synflorix cbabp:ka HATpHIA

ToBa JekapcTBO ChabpiKa MO-Manko oT 1 mmol HaTpuii (23 mg) Ha 1034, T.€. Ha IPAaKTHKA “HE
CBHABpPKA HATPHIL”.
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3.  Kak ce npuiaara Synflorix

Kak ce npuiiara BakcuHarta

Synflorix BUHAru ce MHXEKTUPA B MyCKYJI, OOMKHOBEHO Ha O€IPOTO WJIM MUIIIHUIIATA.

Koako or BakcuHaTa ce npuiara

O6ukHOBeHO Bamrero nere (Ha Bb3pacT oT 6 ceaMuIiy 1o 6 Mecerna) Iie moirydu Kypc oT 4 WHXEKITHH
crope opUIHUATHATE TPENOPBKH WM MEJULIUHCKHST CIIEHUATUCT MOXKE Ja U3I0JI13Ba aJTepHATUBHA
cxeMma. BaxxHo e na cieBaTe HHCTPYKUMUTE Ha JeKaps WM MEAULMHCKATa CECTPa OTHOCHO
3aBbPIIBAHCTO HA KYPCOBETC MHIKCKIIUH.

o Besika nmkekius e ObJie MpUIoKeHa ciie]l HHTEPBaI OT Hall-MaJIKo €/IMH Mecell C

M3KIIIOYEHNE Ha TIOCTeTHATa HHKEKIHs (0ycTep), KosITo e Obe MprioKeHa Hal-Mallko 6
Mecella CiIe/l TpeTaTa MHKCEKITHS.

o [IspBaTa MHXEKIHS MOXKE J1a Ce TIPUIIOKH Ha BB3PacT OT 6 ceamuny HataThK. [locinenHaTa
uHxekus (0ycrep) Moxe j1a Obie IOCTaBeHa Ha BB3PacT OT 9 Mecella HaTaThK.
. Ille ObaeTE yBEOMEHH KOTa eTeTO Bu TpsiOBa 1a oii/ie 3a ClieBaIUTe HHKCKITUH.

[IpesxxaeBpeMEeHHO POACHHU KbpMaueTa (poaeHH cien 27 cenMuia u npenu 37 ceaMuIia ot
OpeMeHHOCTTa)

Bameto nere (Ha BB3pact ot 2 10 6 Mecena) Iie Moy4d 3 WHKEKIUH ¢ MHTepBal Hal-Mako eIuH
Mecel] MeXIy BCska jo3a. Haif-manko miect Mecena ciieq] mociieiHaTa WHKeKIws, Bammero nere me
MOJTyYH JIOIBJIHUTEIIHA HHXKEKIUs (OycTep).

Ha xppmaueraTa Ha Bb3pact ot 7 10 11 Mecena ce npunarar 2 uHxekuuu. IHTepBanbT MEKIy IBETE
MH)XEKINH € Hail-Manko euH Mecell. [Ipe3 BTopara roanHa oT ’KHBOTA Ce Mpuiiara TpeTa HHKeKIus
(OycTep) cnen uHTEpBaA OT Hal-MaJIKO JIBa Mecella.

Ha nenata Ha BB3pacT oT 12 Mecena 10 5 TOJIMHU Ce€ TpUjarar 2 HHKeKIuu. IHTepBanbT MEX Ty
JIIBETE MHIKEKIINHU € Hall-MaJIKo JBa Mecela.

Crierua iy OMyJIanuu:

Ha nena Ha BB3pacT oT 6 ceAMUIM O 5 TOAWHH, 32 KOUTO CE CMSITa, Ye ca C IM0-BUCOK PHUCK OT
MTHEBMOKOKOBA WH(eKIus (kato TakuBa ¢ XV B uHbekus, che ChbpHOBUIHO-KICTHYHO 3a00sIBAaHE
WM C HapyIIeHNe Wil MPOMSHA BbB (DYHKIHATA Ha cJe3KaTa) Moxke Aa 0b/e npuinoken Synflorix.
Mounst 00bpHETE ce KbM Baius siekap 3a nHpOpMaIys OTHOCHO OpOs Ha MHXKEKIIUUTE U BPEMETO 3a
TAXHOTO Mpriiarane Ha Bamero nere.

Axo nmaTte HIKaKBU JIOIMbJIHUTEIHN BBIIPOCH OTHOCHO YHOTpC6aTa Ha Ta3u BaKCHUHA, MTOMTUTANUTE
Bamms JICKap, (bapMaueBT nJin MCOUIIMHCKA CeCTpa.

Axko nereTo Bu nponycHe nHKeKUMs

Axo nerero Bu npomnycHe HAKOSI OT MHXXEKIIUUTE MO CXeMaTa 32 UMyHHU3allus, BaXHO € Ja CU
YTOBOPHTE JIPYTO MOCEIICHHE TIPH JieKaps. Bue u exapsT me Moe Jia 00ChINTE CIIe/BAIUTE
CTBIIKH, KOUTO JIa C€ MpeAnpreMar 3a 3aliuTara Ha eTeto Bu.

4. B13MOKHU HeKeTaHU peakiun

KakTo Bcuukn JICKapCTBa,TOBA JICKAPCTBO MOXKE Ja IMPEAN3BUKa HEXKCIIAaHU PCAKIINHU, BBIIPCKU Y€ HE
BCEKU T' 1ony4asa. [Ipu npuioxeHne Ha ToBa JISKApCTBO MOTAT Jia ce HaOJI0/1aBatT CICAHUTE

HCXKCJIaHU pCaKIUU:

TexKu alepruaHu peakiiui MOTaT Ja HacThIT MHOTO psiako (mipu 1o 1 Ha 10 000 mo3u BakcuHa).
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Te Morat aa ObJaT pa3oO3HATH I10:

- HAAWTHAT U ChPOSAIT OOpHB (YPTHKN)

- TOAyBaHe, MOHSIKOTa HA JIUIIETO WM ycTaTa (aHTHOeeM ), TPUIHHSBAIIO 3aTPYIHCHUC Ha
JTUTIIAHETO

- KoJamc

Tesu peaknnm OOMKHOBEHO C€ MTOSBABAT NMPEIN HAITYCKAHETO Ha JIeKapcKus kaduHet. Obaue, ako mpu

Bamero nere ce nmposiBu HAKOW OT T€3U CHMITTOMH, TPsiOBa He3a0aBHO J1a Ce CBBPIKETE C JIeKap.

MHoro 4yecTH (TakuBa, KOUTO MOTaT Ja ce HaOmoaasaT nmpy nmosede oT 1 Ha 10 103 BakcuHa): OOJKa,
3auepBsABaHE U MOJyBaHE HA MACTOTO HA MHXKEKTUPAHE, MMOBUIIIeHA TemiiepaTypa ot 38 °C u moBeue
(Tpecka), 4yBCTBO Ha CHHIIMBOCT, YyYBCTBO Ha Pa3/Ipa3HUTEIHOCT, 3ary0a Ha areTuT.

Yecrtu (TakuBa, KOUTO Morar Ja ce Habmomasar mipu 10 1 Ha 10 1031 BakcHHA): BTBHP/ISIBaHE HA
MSICTOTO Ha WHXXEKTHUPAHE.

HeuecTu (TakuBa, KOUTO MoraT Jia ce HaOmoaaBaT pu 10 1 Ha 100 1031 BakCHHA): ChpOEXK, ChCUPEK,
KbPBEHE HJIM MOSIBa HA MaJlka Oydyka Ha MSACTOTO Ha HHXKCKTHPAHE, raJicHe, TUapus UK MOBPbIIAHE,
HeoOMYacH IIa4, BpEMEHHO CIIMpaHe Ha JUIIaHeTo (amHest), ako 1eTeto Bu e pojeHo
npexIeBpeMeHHO (Tpe/in WK Ha 28-Ma ceiIMUIa OT OpeMEHHOCTTa), TJIaB00OJIHe, OOPHB IO KOXKaTa,
JU(Y3HO MOYyBaHE HA MHKCKTUPAHUS KPAHUK, TIOHSIKOTa C BKIIFOUBAHE HA ChCE/HA CTAaBa, YPTUKHU.

Penxwu (TakuBa, KOUTO Morar jJa ce HaOmtomaear mpu 10 1 Ha 1 000 103U BakcHHA): THpPUOBE Oc3
TeMIeparypa WM JbDKAIU ce Ha MOBHUIIIEHA TeMIeparypa (Tpecka), alleprHIHH PEaKIUK KaTo KOXKHU
ayiepruu, Konarc (BHE3aIHO HACTHITBAIIA MYCKYITHA OTITYCHATOCT), IEPUOIU HA OE3Ch3HAHUE HITH
JIMIICA HAa YYBCTBUTCIIHOCT, U 6J'IC[IOCT NI IIOCHHABAHC HA KOXKaTa.

MHoro penku (TakuBa, KOUTO Morat fa ce Habmromasat mpu A0 1 Ha 10 000 mo3u BakcuHa): Oomect
Ha KaBazaku (OCHOBHHTE MIpHU3HANN Ha 3200JISIBAHETO ca: TIOBHIIIEHA TEMIIepaTypa, KOXKeH 0OpUB,
NOYTH TUM(HU BB3TH, Bb3NaJeHHE 1 OOPHUB Ha JIMTAaBHIIUTE HA YCTATa U T'BPIOTO).

Bycrep noszute Synflorix Moske 1a MOBHIIAT PUCKA OT HEKENAHN PEaAKIINH.
[Tpu nena Ha BB3pact > 12 Mecena, pUCKbT OT 0OJIKa Ha MACTOTO Ha MHXKEKTUPAHE MOXKe Ja ce
yBEJIMYH C yBEIMYaBaHETO HA Bb3pacTTa.

[Tpu HepoHocenu 6ebeTa (BBB WK TIpean 28-Ta recTallMOHHA CEAMUNA) 3a 2-3 AHU Clie]
MMYHHU3AIHATa MOXKE J1a MM TTO-TOJIEMH May3H MEXIy BAUIIBAHUSITA.

Cpo0maBaHe Ha HesKeJIaHU peakIun

Axo gerero Bu momyun HsIKaKkBH HE)XXEJIaHU JIEKAPCTBEHU peaklny, yBeoMeTe Bamms nekap mmn
¢apmaneBT. ToBa BKIIFOYBa BCHYKH BH3MOXKHU HEOTFICAHU B Ta3H JMCTOBKA HEXXETIAHH PEaKITHIL.
MoskeTe ChII0 Aa CHOOIINUTE HEXKENAHN PEaKINY AUPEKTHO Ype3 HAIlMOHAIHATA CHCTeMa 3a
choOImaBane, mocoucHa B [Ipunokenue V. Kato cho0IaBaTe He)KEIaHN PeaKIMU, MOXKETE Ja JaIeTe
CBOS MPUHOC 32 TIOJTyYaBaHe Ha MOBeYe MH(POPMAIUs OTHOCHO 0€30TMaCHOCTTAa Ha TOBA JICKAPCTBO.

5. Kak na cexpansibate Synflorix

I[a CC€ CbXpaHsaBa Ha MACTO, HEAOCTHITHO 3a JCIaA.

o He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOIHOCT, OTOEIsI3aH BEPXY KapTOHEeHAaTa
onakoBKa. CpOKBT Ha TOTHOCT OTTOBAPsI Ha MOCIEIHUS JIeH OT IIOCOYEHHUS Mecell.

o [Ha ce cpxpanssa B xnaaunsauk (2° C - 8° C).

o [a ce cpxpaHsBa B OpUIHHAIHATA OMAKOBKA, 32 Ja Ce MPEIa3y OT CBETIHHA.

. [a He ce 3ampa3sspa.
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He uzxBbpisiite nexapcTBaTa B KaHATU3AIMATA WIM B KOHTEHHEPA 3a TOMAITHHU OTIIaIBITH.
ITormuatiTe Bammus dhapMarieBT Kak J1a U3XBBPIIATE JIEKapCTBaTa, KOUTO BeUue He m3moi3BaTe. Te3un
MEpKH 1€ CIIOMOTHAT 32 ONa3BaHe Ha OKOJHATa Cpefa.

6. ChabpkaHue HA ONAKOBKATA M JON'bJIHUTETHA HHpopManus

Kaxkso cbabp:ka Synflorix

) AKTHUBHUTE BEIIECTBa Ca:

Enna noza ot 0,5 ml chaspika:

[THEBMOKOKOB nosm3axapu ceporu 112 1 Mukporpam

[THEBMOKOKOB Monm3axapu ceporur 4! 3 MUKporpaMa

[THEBMOKOKOB MOJIM3axapyj ceporu 5'2 1 mukporpam

ITHEBMOKOKOB Moyu3axapy cepotun 6B12 1 Mukporpam

ITHeBMOKOKOB monu3zaxapuz ceporun 7F2 1 Mukporpam

[THEBMOKOKOB MoJM3axapuj ceporurn 9V 1 Mukporpam

ITHEeBMOKOKOB monu3axapuz ceporun 1412 1 Mukporpam

ITHeBMOKOKOB nonu3axapuz ceporun 18C!3 3 MuKporpama

[THEeBMOKOKOB nonm3axapu ceporur 19F'4 3 MUKporpama

[THEBMOKOKOB nom3axapuj ceporun 23F ! 1 Mukporpam

'ancopbupan BEpXy anymunues docdar 06110 0,5 munmurpama Al**

? KoHrorupas ¢ nporeun D (u3Bineden ot Hetunuzupyem Haemophilus influenzae) npoTeMHOB
HOCHUTE 9-16 mukporpama

3 KOHIOTMPAH C TETAHUYEH TOKCOU] IIPOTEMHOB HOCHTEI 5-10 mMukporpama

4 KOHIOTHpaH ¢ IU(TEPUEH TOKCOU I IPOTEUMHOB HOCUTEIT 3-6 MuUKporpama

o Jpyrute cbCcTaBKH ca HATPUEB XJIOPUA (BIKTE TOUYKA 2 3a JOMBIHUTENHA HHQOpMAaNKs) U BoJa

3a MHXXCKIINH.

Kak m3rne:xna Synflorix 1 KakBo ChABbp:Ka ONIAKOBKATA

o WHXeKIMoHHA CYCIIEH3Us B IPEABAPUTEITHO HAITbIHEHA CIIPUHIIOBKA.
. Synflorix e MbTHa OsiJ1a CYCIICH3HSI.
o Synflorix ce npeziara B €1HO1030Ba MPEABAPUTEITHO HATBIIHEHA CIIPUHIIOBKA, ChC WK 0€3

OTJICJIHM MIUIM, B ormakoBKu 110 1, mo 10 u mo 50.
e He Bcruku BHIOBE ONTAaKOBKH MOTAT Jla ObIaT ITyCHATH B MPpoIaxoa.
IIpuTexkaTes Ha pa3penIeHHeTO 32 yIOTPeda M MPOM3BOIUTE
GlaxoSmithKline Biologicals s.a.
Rue de I'Institut 89
B-1330 Rixensart

benrus

3a JOITbJIHUTECIIHA I/IH(bOpMa]_[I/IH OTHOCHO TO3H JICKAPCTBCH MMPOAYKT, MOJISI CBBPIKETC CC C JIOKAJIHUA
NpPEICTABUTEN HAa MPUTEKATEIsl Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgique/Belgié/Belgien Lietuva
GlaxoSmithKline Pharmaceuticals s.a./n.v. GlaxoSmithKline Biologicals SA
Tél/Tel: +32 10 85 52 00 Tel: +370 80000334
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bbarapus
GlaxoSmithKline Biologicals SA
Ten.: +359 80018205

Ceska republika
GlaxoSmithKline s.r.o.
Tel: +42022200 11 11
cz.info@gsk.com

Danmark

GlaxoSmithKline Pharma A/S
TIf: +45 36 3591 00
dk-info@gsk.com

Deutschland

GlaxoSmithKline GmbH & Co. KG
Tel: + 49 (0)89 360448701
produkt.info@gsk.com

Eesti
GlaxoSmithKline Biologicals SA
Tel: +372 8002640

EALGoa
GlaxoSmithKline Movonpdéswnn A.E.B.E
TnA: + 30210 68 82 100

Espaiia
GlaxoSmithKline, S.A.
Tel: +34 900 202 700
es-ci@gsk.com

France

Laboratoire GlaxoSmithKline
Tél: +33(0) 139178444
diam@gsk.com

Hrvatska
GlaxoSmithKline Biologicals SA
Tel.: +385 800787089

Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: + 353 (0)1 495 5000

Island
Vistor hf.
Simi: +354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel:+ 39 (0)45 7741 111
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Luxembourg/Luxemburg
GlaxoSmithKline Pharmaceuticals s.a./n.v.
Tél/Tel: + 32 10 85 52 00

Magyarorszag
GlaxoSmithKline Biologicals SA
Tel.: +36 80088309

Malta
GlaxoSmithKline Biologicals SA
Tel: +356 80065004

Nederland
GlaxoSmithKline BV
Tel: + 31 (0)33 2081100

Norge
GlaxoSmithKline AS
TIf: +47 22 70 20 00

Osterreich

GlaxoSmithKline Pharma GmbH.
Tel: + 43 (0)1 970750
at.info@gsk.com

Polska

GSK Services Sp. z 0.0.
Tel.: + 48 (22) 576 9000

Portugal

GlaxoSmithKline - Produtos Farmacéuticos, Lda.

Tel: + 35121 4129500
FL.PT@gsk.com

Roménia
GlaxoSmithKline Biologicals SA
Tel: +40 800672524

Slovenija
GlaxoSmithKline Biologicals SA
Tel: +386 80688869

Slovenska republika
GlaxoSmithKline Biologicals SA
Tel.: +421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 10 30 30 30



Kvbmpog Sverige

GlaxoSmithKline Biologicals SA GlaxoSmithKline AB

TnA: +357 80070017 Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

Latvija United Kingdom (Northern Ireland)

GlaxoSmithKline Biologicals SA GlaxoSmithKline Biologicals SA

Tel: +371 80205045 Tel: +44 (0)800 221 441

customercontactuk@gsk.com
JlaTta Ha mocJIeAHO npepasrie:KIaHe HAa JINCTOBKATA
JApyru n3rouyHunu Ha nHGopmanus

[ToapoOHa uHoOpMaLKs 3a TO3M JEKapCTBEH MPOAYKT € MPeI0ocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara
areHITus 110 JIeKapcTBaTa: http:/www.ema.europa.cu

[Mocoyenara mo-gony uHGOpMAIHS € MpeAHA3HAYCHA CaMO 332 MEMIIUHCKHU CIICIIUATICTH:

ITo Bpeme Ha ChXpaHEHHE B IIPEABAPUTEIIHO HANTBIHEHATA CIIPUHIIOBKA MOTaT Jia ce HaOJr01aBaT
¢uHa Osina yraiika u OucTpa Oe3lBETHA HATyTacuHa TEYHOCT. ToBa He MOKa3Ba BIIOIIABAHE HA
Ka4eCTBOTO HAa BAaKCHHATA.

[penu mpuarade ChAbPKAHUETO HA MPESIBAPUTEIIHO HATbJIHEHATA CIIPHUHIIOBKA TPSIOBA Ja ce
HPOBEPY BH3YaJHO 32 UyXK/IU YaCTHIU W/UITU IPOMSIHA BbB BHHIIHUS BUJI, KAKTO MPE/IHN, TaKa U CIIE]
KaTo ce paskiaTh. B cirydaii e ce HaOMI0JaBaT TakMBa, BAKCHHATA TPSIOBA [1a Ce U3XBBPIIH.

[pexn ynotpeba BakcrHaTa TpsiOBa J1a Ce OCTABH Jla JOCTUTHE CTalfHa TeMIeparypa.

[Mpeau ynorpeba BakcHHATa TpsiOBa J0OpE J1a ce pa3KiaTy.

Bakcunara e camo 3a HUHTPaMyYCKYJIHO IIPUIIOKCHUC. I[a HC CC npujiara BbTpECbA0BO.

Axko Synflorix ce npuiara eIHOBPEMEHHO C IPYT'd BAKCHHHM, TPAOBa J1a ObJaT U3MOJI3BAaHH Pa3IMIHU
MecTa 3a HHKCKTHPAHE.

Synflorix He TpsiOBa 1a ce cMecBa C JPYTH BAKCUHHU.

Vkazanus 3a OpEABAPUTCIHO HAITBJIHCHATA CIIPUHIIOBKA

Jlyep-nok aganTop
‘ XBaHETE CIPUHIIOBKATA 32 TSUIOTO, a He 3a OyTanoTo.

OTBUHTETE Kaltauykara Ha CIIPUHIOBKATAa, KaTo A
3aBBPTUTC B [IOCOKA, 06paTHa Ha 94aCOBHHKOBaTa

Tsuio CTpeJKa.
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: - 3a 71a MpUKpEenuTe Uriarta KbM CIPUHIIOBKATA,

B | KOPIICKTOI/? Ha uriara CheIMHETe KOHEKTOpA Ha UIJiaTa ¢ Jyep-JIOK ajantopa u
\ v/ 3aBBPTETE YSTBBPT 000POT MO MOCOKA HA

X YaCOBHHMKOBATA CTPEJNIKA, IOKATO YCETUTE, Ue €

3aTcraara.

He m3npprBaiite 6yTanoTo Ha CIPUHIIOBKATa U3BBH
TAJOTO M. AKO TOBa c€ CJIy4H, He IIpUIaraiTe
BaKCHHATa.

UsxBbpasiHe
Hewnsnon3BaHuaT NPOAYKT WK OTIAAbYHUTE MAaTEPUAIA OT HETO TPSAOBA J1a CE U3XBBPJIAT B

CHOTBCTCTBHUEC C MCCTHUTC N3 CKBaHUSI.
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JlucroBka: undopmanus 3a norpeduTeNs

Synflorix HH:KeKIMOHHA CyCIIeH3HSA
AncopOupaHa MTHEBMOKOKOBA MOJIU3aXapy/IHa KOHIOTaTHA BAKCHHA
[Pneumococcal polysaccharide conjugate vaccine (adsorbed)]

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, PeIM Ta3H BAKCHHA /1a 0bje NPUJI0KEHA HA 1eTeTO
Bu, Thii kKaTo T chbABPAKA BaxkHa 32 Bac ungopmanus.

. 3amazeTe Ta3u IUCTOBKA. MoOJKe /1a ce HAJIOKH J1a 51 IPOYETETe OTHOBO.

. AKO UMaTe HAKAaKBH JOMBJIHUTEIIHA BBIPOCH, onuTaiiTe Bamus iekap win GpapMmariesT.

. Ta3u BakcuHa € npenucana Ju4Ho Ha Bamieto nere. He g npeoTcThiiBaiiTe Ha Apyru Xopa.
[}

Axo BareTo geTe noiny4yu HIKaKBU HEXENAHU Peakluu, yBenroMeTe Bamus nekap niu
(apmarieBT. ToBa BKIIFOYBA M BCUYKH Bh3MOXXHH HEXXEJIAaHH PEaKIINH, HEOITMCAaH! B Ta3n
JucToBKa. BibkTe TouKa 4.

KakBo chabp:ka Ta3u JHUCTOBKA:

Kaxkso npencrasisia Synflorix 1 3a KakBO ce U3I0JI3Ba

Kakso TpsiOBa na 3Haere, npeau Synflorix na Obae nmpuiiokeHa Ha feteto Bu
Kak ce npunara Synflorix

BBb3MOXHN HEeXellaHU peakiuu

Kak na cexpanssare Synflorix

ChabpkaHye Ha ONIAKOBKATa W JOMBIHUTEIIHA HHPOPMALIUS

I e

1. Kakso npencrasiasBa Synflorix u 3a kakBo ce U3noJa3Ba

Synﬂorix € MHEBMOKOKOBA KOHIOTaTHA BaKCHHA. Bammsr JICKap Wi MCAUIIMHCKAaTa CeCTpa Iic
HWHXCKTHUPpAT Ta3u BaKCHMHA Ha ACTETO Bu.

Tsa nomara 3a npeanassane Ha Bamero qete, KoeTo e Ha Bb3pacT OT 6 ceIMUIIU 10 S TOAUHH,
cpemny:

OakTepusi, HapeueHa Streptococcus pneumoniae. Ta3n OaKTEpUs MOXKE J1a MPUYUHU CEPUO3HH
3a00IsBaHus, BKIFOYUTEITHO MEHUHTHT, CeTICUC U OakTepueMus (0akTepuu B KPHBTA), KAKTO H
WHQEKIMS Ha YITUTE WK ITHEBMOHHUSL.

Kak neiictBa Synflorix

Synflorix momara Ha opraHu3ma Ja cu ch3fajie COOCTBEHU aHTUTeNa. AHTUTENATa ca 4acT OT
UMyHHaTa CUCTeMa, KOUTO lie Ipeanas3sat Bamieto nere cpemty Te3u 3a00sBaHus.

2. Kaxkso TpsadBa na 3naete, npeau Synflorix na 6bae npuiio:xkena Ha nereto Bu
Synflorix He TpsdBa Aa ce mpuJiara, aKko:

o JeTeTo Bu e ajepruyHo KbM aKTUBHOTO BEIIECTBO WM KbM HSIKOSI OT OCTAHAIMTE ChCTABKH Ha
Ta3W BakcHHA (M30pOCHU B TOUYKa 6).

[Mpu3HanuTe Ha aNepruyHa peakiys MOXKe Jia BKIFOUBAT ChpOSI KOXKEH 00pUB, HEJOCTUT Ha
BB3JIyX U MOJyBaHe Ha JTUIIETO WU €3HUKa.

. nereto Bu mma Texxka mH(EKINs ¢ Bucoka temmeparypa (Haxg 38°C). Ako ToBa ce OTHACS 10
Bamero aere, umyHu3anusTa e ObJie OTIOKEHA, JJOKATO TO CE IOYYBCTBa M0-100pe. Jleka
WHDEKITNS, HapuMep HACTHHKA, He O TpsAOBaIO Aa MpeACTaBIsIBa IPoOIeM, HO BBIIPESKH TOBA
IBPBO Ce NMOCHBETBaliTe ¢ Bamus nekap.

Synflorix He TpsOBa a ce mpujara, ako HJIKOE OT IIOCOYCHHTE II0-TOpe ce OTHacs 10 BamieTo aere.
Ako He cte curyphu, npeau Synflorix na ce npuioxu Ha Barero nere, koHcyaTupaiite ce ¢ Bamus

JieKap uiu papManesnT.
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[pexynpexaeHus u npeanasHu MEPKH:

Hpe):m IMMPUJIOKCHUC HAa BAKCUHATA, YBCJOMCTC Bamms JICKap Win (bapMaueBT, aKo:
L JACTCTO Bu nma HpO6J’IeMI/I, CBBpP3aHU C KbPBCHC, WJIN JICCHO IMOJTy4YaBa CUHUHU.

IIpu gema Ha BB3pacT HAJ 2 TOIWHH, PUTATHK MOXKE /1a HACTBIIH CIIE WK JOPH MPEIN BCIKO
WH)XEKTHpaHe ¢ uria. 3aToBa HHPOpMUpaiTe JeKaps Wik MEAUIIMHCKATa CecTpa, ako Bamrero nete e
MIPHUIIAJIATI0 TIPU NPEAUIIIHA UHKEKIIMSL.

HO,I[06H0 Ha BCMYKHM BaAKCHHH, Synﬂorix MOXKC [1a HC MPCAIIa3u HAITbJIHO BCUYKHU BAKCUHUPAHU ACHA.

Synflorix nmpeamna3ea camo cpeiry HHPEKIUU, IPUINHEHHN 0T OaKTEPHUTE, 38 KOUTO € pa3paboTeHa
Ta3u BaKCHHA.

Jemnara ¢ orcnabeHa UMyHHa cucTeMa (HampuMep BCJeCTBHE Ha MH(EKIUS ¢ YOBEIIKU
umyHoneguuuTeH Bupyc (XMB) unm Ha edeHne ¢ IMyHOCYIIPECOPH) MOJKE JIa HE TIOJTydaT ITbJIHATA
non3a ot Synflorix.

OO0wpHeTe ce KbM Bamus nexap i papmanieBT mpeau npuiiokennero Ha Synflorix, ako He cTe
CHT'YPHH 32 HElIO.

Hdena Ha Bb3pacT Hajg 5 roaMHu

be3zonacHoctTa 1 e(bI/IKaCHOCTTa Ha BaKCHUHaTa IpHu A€la Ha Bb3pacT Ha 5 roguHM HE ca YCTaHOBCHHU.
3aroBa BaKCHHalMATa Ha TE3U ACIa HE CC€ IPCOopbHYBa.

JApyru nexapcrBa u Synflorix

Wudopmupaiite Bamms nekap nin ¢papManeBt, ako 1eTeto Bu npuema, HaCKOpo € MpreMao WiH €
BBH3MOXKHO J1a IPHEME IPYTH JIEKapCTBa MM aKO HACKOPO My € IPUIIOXKEHa Apyra BakcuHa. Synflorix
MOJe J1a He JielicTBa TOJIKOBa 100pe, ako neTero Bu npuema jiekapcTBa, KOMTO NMOBIUSBAT UMyHHATa
cuctema B bopbara cpenry HHEKIMHTE.

Synflorix Moxe Ja ce mpuiara Ha IeTeTo Bu 10 eIHO ¥ ChINO BpeMe C JPYTrUuTe JETCKU BAKCHHU KaTo
BaKCHHU Cpenly AudTepus, TEeTaHyC ¥ KOKIIIOII (Marapeinka Kaluimia), 3a00J1BaHusl, IPUIMHEHH OT
Haemophilus influenzae tun b, monuomuenut (epopaiHa WK HMHAKTUBUPAHA), XenaTtuT B, MopOmm-
NapoTUT U pyOeona, BapuIlena, MepOpaHU POTABUPYCHH BAKCHHH, KAKTO U KOHIOTaTHH BAKCHHH
cperry MeHHHTOKOKH OT ceporpyna C u ceporpymu A, C, W-135, Y. 3a Bcsika BakcuHa TpsiOBa 11a ce
W3II0JI3BA PA3IMYHO MSCTO 32 MHKCKTHPAHE.

[Ipenn nim BegHara cien npmwioxenue Ha Synflorix, BammsiT nekap moke 1a Bu mockBeTBa na
JlaBaTe Ha JCTETO CH JICKAPCTBO, KOSTO TIOHMKABa MOBUIIICHATA TeMIIepaTypa (KaTo HalpuMep
mapareTamoi ), 0COOCHO MpH Jiela, BAKCHHUPaHH ChC Synflorix ¥ BAKCHHHU, ChIbpKAIIN
[SUTAKIIEeThYHA KOKITIOIIHA KOMIIOHEHTA T10 ChIOTO BpeMe. [IpernopbuBa ce ChIlo npreM Ha
JIEKapCTBO, KOSTO MOHIKABA TEJIECHATA TEMIIepaTypa IpH Jela ¢ TbpPYOBH HAPYIICHUS WU C
MIpPeIUIIHA aHaMHe3a 32 (PeOpUITHU rbpYOBE.

O6aue, ako neteTo Bu e mpueno mapameramos, Ipeau Wik BeaHara ciex npuioxenue Ha Synflorix,
MOJYYCHUTE HUBA HA aHTHUTENATa MOXe Jla ObJIaT JIEKO MOHmKeHH. He e ycTaHoBeHO janu
MOHIKABAHETO HA HMBATa HAa aHTHUTENAaTa OKa3Ba Bh3JICHCTBHE BHPXY 3al[UTaTa CPElly THEBMOKOKOBO
3abosBaHe.

Synflorix ceabp:ka HaTpHii
ToBa JekapcTo Chabpika Mo-Manko ot 1 mmol Hatpuit (23 mg) Ha 103a, T.€. Ha MPaKTUKa “He

CBhABPKA HATPUIL .
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3. Kak ce mpunara Synflorix

Kak ce npuiiara BakcuHarta

Synflorix BUHAru ce HHXEKTUPA B MyCKYJI, OOMKHOBEHO Ha O€IPOTO WJIM MUIIIHUIIATA.
Kouiko ot BakcuHaTa ce mpuJjara

Oo6ukHOBeHO Bamrero nere (Ha Bb3pacT oT 6 ceaqMuIiy 1o 6 Mecerna) mie moirydu Kype oT 4 WHXEKIHH
criopei OUIMATHUTE MPETIOPHKU WM METUIUHCKUAT CIICIUAIUCT MOXE J1a U3I0I3Ba AJITEPHATHBHA
cxema. BaxHo e ga creaBaTe HHCTPYKIIMUTE HA JIEKaps WA MEIUITMHCKATA CECTPa OTHOCHO
3aBBPILBAHETO HA KyPCOBETE UHKEKIUU.

° Besika nmkeknus 1ie 0b/1e MPUIIOKEHA ClIe] HHTEPBAJ OT Hali-MaJIKO €IMH MECEIl C
M3KIIIOUEHHUE Ha TIOCIeIHATa HHKEKIUS (0ycTep), KOSITO 1ie ObJe MPHIoKeHa Hal-Mallko 6
Mecelia ciesI Tperara g03a.

. IIbpBaTa MHKEKIIMS MOXKE JIa CE MPUIIOKU Ha BB3PacT OT 6 cenMuiy HataThk. [locmeanara
WHXeKIus (0ycTep) Moxe Ja Objie mocTaBeHa Ha Bh3pacT oT 9 mecena HataThk.I1le Obiere
YBEIOMEHH Kora feTeTo Bu TpsOBa ga moiiie 3a caeaBaIiiuTe HHKEKITHH.

[IpexxneBpeMeHHO pofeHH KbpMadeTa (POACHH ciel 27 ceaMuIia v npeau 37 ceAMuIa ot
OpeMeHHOCTTa)

Bamiero nere (Ha BB3pact oT 2 10 6 Mecera) e NoAyYd 3 HHKEKIMH ¢ MHTEPBaI Hali-MaJIKO eIUH
Mecel MexAy Beska 103a. Hali-manko mect Mecena ciiell nocieqHaTa HHXeKIus, Bamero aere me
MOJTy4YH JTOIBITHUTEITHA HHXKEKIs (OycTep).

Ha xbppMmadeTara Ha BB3pacT ot 7 10 11 Mecena ce npunarat 2 urkekiuu. IHTepBaIbT MEXKIY BETE
WHXXEKINH € Hail-Mako eanH Mecell. [Ipe3 BTopara rognHa oT ’KHBOTA CE MpHJIara TpeTa HHKEKIINS
(OycTep) cnen MHTEpBa OT Hali-MaJIKO JIBa Mecella.

Ha nemarta Ha BB3pacT oT 12 Mecerna 10 5 TOOUHY ce TpuiiaraT 2 HHKeKIuU. IHTepBaTbT MEXKITY
JBETE UHXKEKIMH € Hali-MaJIKO /1Ba Mecela.

CrienuaHy MOy JIalnu:

Ha nmena Ha BB3pact OT 6 CEIMHIIA 10 5 TOJMHH, 32 KOUTO CE CMSATA, Y€ Ca C MO-BUCOK PHCK OT
MTHEBMOKOKOBAa WH(peKIus (kato TakuBa ¢ XM B uHdpekus, che ChbpIOBUIHO-KICTHYHO 3a00ISIBAaHE
WM C HapyIIeHUE WU MPOMSHA BbB QYHKIIMATA HA CIIe3KaTa) MOXe Ja ObJie mpuiokeH Synflorix.
Momns oObpHETE ce KbM Bammus nexap 3a uHpopMaInus OTHOCHO Opost Ha HHKEKITUUTE W BPEMETO 3a
TSAXHOTO Ipuiiarane Ha Bamiero nere.

Ako nerero Bu nponycHe HHAKeKUMUS

Axko nereto Bu nponycHe HAKOSI OT MHXKEKIIUUTE TIO cCXeMaTa 3a UMyHH3alus, BXKHO € Ja CU
YTOBOPHUTE JIPYTo MOCEIICHUE TIpH Jiekaps. Buie u iekapsT me Moxe J1a 00ChIUTE CIIEIBAINTE
CTBIIKH, KOUTO Ja Ce MpeAnpreMar 3a 3aiurara Ha qeTeto Bu.

AKO UMaTe HIKaKBH JIOMBIHUTEITHA BBIIPOCH OTHOCHO yIOTpebaTa Ha Ta3u BaKCHHA, TIOMTUTANTE
Barmus nekap, papMaieBT Uix MEIUIIMHCKA CeCTpa.

4. Bb3MOKHY HeKeJIaHU peakiun

KakTto Bcuuku nekapcTBa, TOBa JIEKAPCTBO MOXKE J1a MIPEIU3BUKA HEXKEIAHU PEAKLIMU, BBIIPEKU Y€ HE

BCCKH I' TIOJTy4aBa. HpI/I MMPUJIOKCHUC HAa TOBA JICKAPCTBO MOT'AaT Aa CC HaGJ’IIO,Z[aBaT CIICOIHUTC
HEXCJIaHU pCaKIUU:

56



Texkn anepruaHu peakiui MOTaT Ja HaCThIIAT MHOTO psiako (ripu 1o 1 Ha 10 000 mo3u BakcuHA).

Te Morat aa ObJaT pa3Mo3HATH I10:

- HaIWTHAT U chpOsmr 00puB (YPTHUKH)

- TOoAyBaHe, MOHSKOTa HA JIMIIETO WK ycTaTa (aHrhoeeM), IPUYNHSBAIIO 3aTPYAHEHHE Ha
JUIIAHETO

- KoJarmc

Tesu peakury OOMKHOBEHO Ce MOSBSIBAT NPEH HAITyCKaHETOo Ha JieKapcKus kabuner. Obaue, ako mpu

Bamiero nete ce nposiBE HIKOM OT T€3W CUMIITOMH, TPIOBa HE3a0aBHO Jla CE CBBPIKETE C JIeKap.

MHoro yecTH (TakuBa, KOUTO MOTaT Jia ce HabmroaaBaT rnpu noseve ot 1 Ha 10 1031 BakcuHa):
0oJKa, 3a4epBsiBaHE ¥ MOJyBaHE HA MACTOTO HA WH)KEKTHpaHE

noBuIeHa remreparypa ot 38°C u moseue (Tpecka)

YYBCTBO Ha CHHJIMBOCT

YyBCTBO HA Pa3pa3HUTECITHOCT

3ary0a Ha ameTut

YecTu (TakuBa, KOUTO MOTaT Jia ce HaOroaasar npu 70 1 Ha 10 1034 BakcuHA):
L] BTBbpASABAHC HAa MSACTOTO HAa MHKCKTUPAHE

HeuecTu (TakmBa, KOUTO MoraT J1a ce HaOmoasaT mpu 10 1 Ha 100 mo3m BakcuHA):

. ChpOeXK, ChbCUPEK, KbPBEHE WJIH MOsIBA Ha MajKa Oydka Ha MSICTOTO Ha HHKEKTHUPaHE

rajicHe, Tuapws WK MOBPHIIaHe

HeoOHYaeH 1iagy

BPEMEHHO CTIMpaHe Ha JWIIAHETO (amHes ), ako JeTeTo Bu e poaeHo npexaeBpeMeHHo (Tpenn
WK Ha 28-Ma ceiMHIIa OT OPEMEHHOCTTA)

riaaBooime

0OpHB IO KOXKaTa

Tu(y3HO TIOTlyBaHe HA MHKCKTUPAHUS KPAHUK, TOHAKOTa C BKJIIOYBAHE HA ChCEHA CTaBa
YPTUKH

Penxm (TakuBa, KOMTO MOTaT Aa ce HaOmoaasaT mpu 10 1 Ha 1 000 mo3m BakcuHa):

. rbpUOBe O€3 TeMIlepaTypa WK ABJDKAIIH ce Ha TOBHUIIIEHA TeMItepaTypa (Tpecka)
. QJIEPTUYHU PEAKIINU KaToO KOXKHU aJIepTHH.
. KoJtarc (BHE3aImHO HACTHIIBAIA MYCKYJTHA OTIYCHATOCT), IEPUOIHM Ha Oe3Ch3HAHUE WIIH JIUTICA

Ha YyBCTBUTCIIHOCT, U 6JI€I[OCT WK IIOCUHABAHE HAa KOXXaTa

MHoro peaxu (TakrBa, KOUTO MoraT na ce Habmomapat mpu 1o 1 Ha 10 000 mo3u BakcuHa)

. bomect Ha KaBazaku (OCHOBHUTE IIPU3HAITM Ha 3a00JIIBAaHETO Ca: MIOBHIIICHA TEMIIEPATypa,
KOXCH 0OpUB, MOAYTH TUM(HH BH3JH, Bb3MaJICHHE U OOPHB Ha JIMTABUIIMTE HA yCTaTa U
I'bPJIOTO).

Bycrep nosute Synflorix Moke /ia IOBUIIAT PHCKA OT HEXKEJIAHH PEAKITUH.
IIpu nena Ha BB3pact > 12 Mecena, pUCKbT OT 0OJIKa Ha MACTOTO Ha MHXKEKTUPAHE MOXKe Ja ce
YBEJIMYH C yBEJIMYaBaHETO HA Bb3PacTTa.

[Tpu HegoHOCEHN OebeTa (BBB MK Tpeu 28-Ta reCTallMOHHA CEAMMIIA) 3a 2-3 THU CIIe]T
MMYHU3aLHATa MOXKE /12 UMa MO-TOJIEMHU May3U MEXAY BIUIIBAHUSATA.

Chol0maBaHe Ha HeKeJIAHU PeaKIUu

Axo nereto Bu nonyun HSKaKBU HEXEIaHU JICKAPCTBECHU PEaKIUK, yBeqoMeTe Bamus nekap win
(hapmarieBt. ToBa BKITIOYBA BCHUKU BH3MOXKHHU, HEOTIMCAHU B Ta3H JIUCTOBKA HEXETIAaHU PEAKITUH.
MoskeTe ChII0 Aa CHOOIINUTE HEXKENAHN PEaKIUY AUPEKTHO Ype3 HAIlMOHAIHATA CHCTeMa 3a
choOImaBane, mocoucHa B [Ipunokenue V. Kato cho0OIaBaTe He)KEIaHN PeaKIMK, MOXKETE Ja JaIeTe
CBOS MMPUHOC 32 TIOJy4YaBaHe Ha MOBeYe MH(OPMAIUsl OTHOCHO 0€30TMaCHOCTTAa Ha TOBA JICKAPCTBO.
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5. Kak na cexpansiBate Synflorix

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHIIHO 34 [IC1A.

o He usnon3Baiite TOBa JIEKapCTBO CJIE] CPOKaA HAa TOHOCT, OTOEA3aH BbPXY KapTOHEHATA
ornakoBKka. CpOKBT Ha TOJTHOCT OTTOBAPSI Ha MOCIEIHUS JICH OT TIOCOYESHUS MECell.

. Ja ce cexpanssa B xmamuiauK (2 °C — 8 °C).

o Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 Ja Ce MPE/Ia3Hh OT CBETIHHA.

. Ja He ce 3ampa3siBa.

He H3XB’pr$II7[TC JICKapCTBaTa B KaHA/IM3aluATa Uiu B KOHTeﬁHepa 3a JOMAalIHH OTIIaaAbIN.
[Momuratite Bamus hapMalieBT Kak jJa U3XBBPIATE JIEKapcTBaTa, KOUTO Bede He u3non3eare. Tezn
MEPKH 1€ CIIOMOTHAT 32 ONa3BaHe Ha OKOJHATa Cpefa.

6. Chabp:kanne Ha OIAKOBKATA M JOITbJIHUTETHA HHpOpManus

Kaxkso cbabp:xa Synflorix

) AKTHUBHUTE BEIIECTBA ca:

Enna noza ot 0,5 ml chabpika:

[THEBMOKOKOB noJm3axapu ceporu 112 1 Mukporpam
[THEBMOKOKOB Monm3axapu ceporur 4! 3 MUKporpamMa
[THEBMOKOKOB MOJIM3axapyj ceporu 5'2 1 mukporpam
ITHEBMOKOKOB Moyu3axapy cepotun 6B12 1 Mukporpam
[THeBMOKOKOB nosm3axapu ceporun 7F'2 1 Mukporpam
[THEBMOKOKOB ToM3axapu ceporun 9V 1 Mukporpam
ITHEeBMOKOKOB monu3axapuz ceporun 1412 1 Mukporpam
ITHeBMOKOKOB nonu3axapuz ceporun 18C!3 3 MuEKporpama
[THEeBMOKOKOB nonm3axapu ceporur 19F'4 3 MuKporpama
ITHeBMOKOKOB nosu3axapu cepotun 23F!2 1 MuKporpam
'ancopbupan BEpXy anymunues docdar 0610 0,5 munmurpama Al**
? KoHrorupas ¢ nporeun D (u3Bineden ot Hetunuzupyem Haemophilus influenzae) npoTeMHOB
HOCHUTE 9-16 mukporpama
3 KOHIOTHPAH C TETAHUYEH TOKCOM/I MPOTEMHOB HOCUTEI 5-10 mukporpama
4 KOHIOTHPaH ¢ IU(TEPUEH TOKCOUI IPOTEUMHOB HOCUTEIT 3-6 MuUKporpama
o Jpyrute cbCcTaBKH ca: HATPUEB XJIOPUA (BIDKTE TOUKA 2 3a JOIBIHUTENHA HHPOpPMAaLUs) U BoJa

32 UH)KEKLIUY.
Kaxk m3rne:xna Synflorix 1 KakBo ChABbp:Ka ONIAKOBKATA

. MHXeKIIMoHHA CyCIIEH3HUS.

Synflorix e MbTHa 0si71a CyCIICH3USI.

Synflorix ce npeniara BbB ¢guakonu ¢ 1 go3a, B omakoBku 1o 1, 10 umu 100.

e He BcHukM BHIOBE OIMAKOBKKM MOTAT J1a ObJaT IMyCHATH B Mpoaaxoa.
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[puTexaTes HA pa3pelIeHUETO 32 yNOTPeda U MPOU3BOTUTE

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89

B-1330 Rixensart

benrus

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/ISI OTHOCHO TO3H JICKAPCTBCH MPOJAYKT, MOJIS CBBPIKETC CC C JIOKAJTHUA

NPEICTaBUTEN Ha IPUTEKATENSI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgique/Belgié/Belgien

GlaxoSmithKline Pharmaceuticals s.a./n.v.

Tél/Tel: +32 10 8552 00

bbarapus
GlaxoSmithKline Biologicals SA
Ten.: +359 80018205

Ceska republika
GlaxoSmithKline s.r.o.
Tel: +42022200 11 11
cz.info@gsk.com

Danmark

GlaxoSmithKline Pharma A/S
TIf: +45 36 3591 00
dk-info@gsk.com

Deutschland

GlaxoSmithKline GmbH & Co. KG
Tel: + 49 (0)89 360448701
produkt.info@gsk.com

Eesti
GlaxoSmithKline Biologicals SA
Tel: +372 8002640

EArLGoa
GlaxoSmithKline Movonpdéswnn A.E.B.E
TnA: + 30210 68 82 100

Espaiia
GlaxoSmithKline, S.A.
Tel: + 34 900 202 700

es-ci@gsk.com

France

Laboratoire GlaxoSmithKline
Tél: +33(0) 1391784 44
diam@gsk.com

Hrvatska
GlaxoSmithKline Biologicals SA
Tel.: +385 800787089
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Lietuva
GlaxoSmithKline Biologicals SA
Tel: +370 80000334

Luxembourg/Luxemburg
GlaxoSmithKline Pharmaceuticals s.a./n.v.
Tél/Tel: +32 10 85 52 00

Magyarorszag
GlaxoSmithKline Biologicals SA
Tel.: +36 80088309

Malta
GlaxoSmithKline Biologicals SA
Tel: +356 80065004

Nederland
GlaxoSmithKline BV
Tel: + 31 (0)33 2081100

Norge
GlaxoSmithKline AS
TIf: + 47 22 70 20 00

Osterreich

GlaxoSmithKline Pharma GmbH.
Tel: + 43 (0)1 970750
at.info@gsk.com

Polska

GSK Services Sp. z 0.0.
Tel.: + 48 (22) 576 9000

Portugal

GlaxoSmithKline - Produtos Farmacéuticos, Lda.

Tel: + 351214129500
FL.PT@gsk.com

Roménia
GlaxoSmithKline Biologicals SA
Tel: +40 800672524



Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: +353 (0)1 495 5000

Island
Vistor hf.
Simi: +354 535 7000

Slovenija
GlaxoSmithKline Biologicals SA
Tel: +386 80688869

Slovenska republika
GlaxoSmithKline Biologicals SA
Tel.: +421 800500589

Italia Suomi/Finland

GlaxoSmithKline S.p.A. GlaxoSmithKline Oy

Tel:+ 39 (0)45 7741 111 Puh/Tel: + 358 10 30 30 30

Kvnpog Sverige

GlaxoSmithKline Biologicals SA GlaxoSmithKline AB

TnA: +357 80070017 Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

Latvija United Kingdom (Northern Ireland)

GlaxoSmithKline Biologicals SA
Tel: +371 80205045

GlaxoSmithKline Biologicals SA
Tel: +44 (0)800 221 441
customercontactuk@gsk.com
JlaTa Ha mocJIeTHO MpepasrJiekIane Ha JINCTOBKATA

JApyru u3rouHuum Ha uHGopMauus

[Honpobna nHpopmanys 3a TO3H JEKapCTBEH NPOIYKT € MpeJocTaBeHa Ha yebcaiita Ha EBpomnelickaTa
areHuus 1o JieKapcTBaTa: http://www.ema.europa.eu

[Tocoyenara no-gony UHGOPMALIKS € IpeAHa3HaUCHA CaMO 32 MEIUIIMHCKH CIICI[HATUCTH:

[lo Bpeme Ha cbXpaHEeHHETO BBB (hIakoHa MoraT Aa ce HabmromaBaT (rHa Osuia yTaiika u Ouctpa
Oe3lBeTHa HajyTaeyHa TeYHOCT. ToBa He MOKa3Ba BIIOLIABAHE HAa KAYECTBOTO Ha BAKCHUHATA.

[pean npuarane cbIbpKaHUETO Ha (IIaKOHA TPSIOBA J1a Ce IPOBEPHU BU3YAITHO 32 YYIKIH YaCTHUIH
W/MJIM IPOMSIHA BBB BBHIIHHS B, KAKTO TPE/IH, TaKa U CIIe] KaTo ce pa3kiat. B ciydaii ye ce
Ha0JII0/1aBaT TaKKMBa, BAKCHHATA TPIOBA Ja Ce U3XBBPIIH.

[penn ynotpeba BakcuHaTa TpsiOBa J1a Ce OCTABH Jla JOCTUTHE CTaliHa TeMIeparypa.

[Ipenun ynotpeba BakcuHAaTa TPsIOBa JOOpE Jia ce pa3KiaTy.

BakxcunaTa € camo 3a HHTpaMyCKyJIHO IpuioxeHue. /la He ce mpuiiara BbTPECh0BO.

Axo Synflorix ce mpuiara eqHOBPEMEHHO € APYT'H BAaKCUHH, TPsiOBa 1a ObAaT M3M0JI3BaHU Pa3IUIHN
MecCTa 3a HH)XEKTHPAHE.

Synﬂorix HC TpSI6Ba Ja c€ CMECBaA C IPYTr' BaAKCUHHU. Axo A03aTa BaKCHUHA € U3TCTJICHA B CIIPUHIIOBKA
3a MTHXXCKTHUPAHE, UrjlaTa, U310JI3BaHa 3a USTCTIIAHETO, Tpi[6Ba Ja C€ 3aMCHHU C UIJia, IMoAXoJdAIa 3a

MHTPaMyCKYJIHA UHXKEKLUS.

Hewnsnon3panusr MPOAYKT UJIX OTIIAABYHUTE MaTEPUAJIU OT HETO TpH6Ba Aa C€ U3XBBPJIAT B
CHhOTBCTCTBHUEC C MCCTHUTC U3 CKBAHHSI.
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JlucroBka: undopmanus 3a norpeduTeNs

Synflorix HH:KeKIMOHHA CyCIIeH3Ms1 B MHOI'0/1030Ba ONIAKOBKA (2 103H)
AncopOupana MTHEBMOKOKOBA TTOJIN3aXapuIHa KOHIOTaTHA BAKCUHA
[Pneumococcal polysaccharide conjugate vaccine (adsorbed)]

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, PeIM Ta3H BAKCHHA /1a 0bje NPUJI0KEHA HA 1eTeTO
Bu, Thii KaTO TS ChABPkKA BaxkHa 3a Bac undopmanus.

. 3amazere Ta3u IUCTOBKA. MOJKe /1a c€ HAJIOXKH J1a 51 POYETETE OTHOBO.

. AKO UMaTe HAKAaKBH JOMBJIHUTEIIHA BBIPOCH, onuTaiiTe Bamus iekap win GapmariesT.

. Ta3u BakcHHa € npenucana Ju4Ho Ha Baiieto nere. He g npeoTcThiiBaiiTe Ha Apyru Xopa.
. Axo BameTo geTe noiny4yu HIKaKBU HEXXEJAHU PEakluu, yBeaoMeTe Bamms nekap wiu

(apmarieBT. ToBa BKIIFOYBA U BCUYKH Bb3MOXKHH HEXXEJIAaHH PEAKIINH, HEOITMCAaH! B Ta3n
JucToBKa. BinkTe TouKa 4.

KakBo cbabpika Ta3u JHUCTOBKA:

Kakso npencrasnsiBa Synflorix 1 3a KakBO ce U3I0JI3Ba

Kakso TpsiOBa na 3Haere, npeau Synflorix ma Obae npuiokeHa Ha feteto Bu
Kak ce npunara Synflorix

BBb3MOXHN HEeXEllaHU peaKuu

Kak na cexpanssare Synflorix

ChabpkaHye Ha ONIAKOBKATa W JOMBIHUTEIIHA HHPOPMAIIUS

SR DN =

1. Kakso npencrasiasBa Synflorix u 3a kakBo ce U3noJa3Ba

Synﬂorix € MHEBMOKOKOBA KOHIOTaTHA BaKCHHA. Bammst JICKap Wi MCIUIMHCKAaTa CeCTpa 1ic
HWHXCKTHUPAT Ta3u BaKCHMHA HA ACTETO Bu.

Tsa nomara 3a npeanassane Ha Bamero qete, KoeTo e Ha Bb3pacT OT 6 ceIMUIIU 10 S TOAUHH,
cpemry:

Oakrtepust, HapeueHa Streptococcus pneumoniae. Ta3u OakTepus MOXKe Ja IPUUUHN CEPUO3HU
3a00JsIBaHNS, BKJIFOYMTEIIHO MEHUHTHUT, CEIICUC U OakTepueMus (0akTepuu B KPbBTa), KAKTO U
WHGEKIHS Ha YIIUTE WIN ITHEBMOHHUSL.

Kak neiictBa Synflorix

Synflorix momara Ha opraHu3ma Jia cu ch3fajie COOCTBEHU aHTUTeNa. AHTUTENATa ca 4acT OT
UMyHHaTa CUCTeMa, KOUTO liie Npeamnas3sat BareTo nere cpelty Te3u 3a00sBaHusL.

2. Kakso Tps6Ba 1a 3naere, npeau Synflorix 1a 0bae npuiioxkeHa Ha xeTeTo Bu
Synflorix He Tps0Ba Aa ce mpuJiara, aKko:

o JeTeTo Bu e ajnepruyHo KbM aKTHUBHOTO BEIIECTBO WIIM KbM HSIKOSI OT OCTAHAIMTE ChCTABKH Ha
Ta3u BakcHHA (M30pOCHU B TOUKa 6).

[Mpu3HanuTe Ha aepruyHa Peakiiys MOXKe Jia BKIFOUBAT ChpOSII] KOXKEH 00OpUB, HEJIOCTUT Ha
BB3JIyX U MMOJyBaHe Ha JTUIIETO WU €3UKa.

. nereto Bu mma texxka mHpEKIns ¢ Bucoka temmeparypa (Hax 38°C). Ako ToBa ce OTHACS 10
Bamero nere, umyHu3anusTa me Obe OTI0kKEHa, JOKATO TO CE MOYYBCTBa Mo-100pe. Jleka
WHDEKITHS, HanpuMep HACTHHKA, He Ou TpsAOBaIo Aa MpeACcTaBIsIBa IpodieM, HO BBIIPEKH TOBA
IBPBO C€ IMOChBETBalTe ¢ Bammus nekap.

Synflorix He TpsiOBa 1a ce mpujiara, ako HIKOe OT IIOCOYEHHUTE MO-TOpe ¢e OTHACs 10 Baiero nere.
Ako He cte curyphu, npeau Synflorix na ce npuioxu Ha Barero nere, koHcyaTupaiite ce ¢ Bamus

Jexap uid papManesnT.
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[pexynpexaeHus u npeanasHu MEPKH:

HpCZ[I/I IMMPUJIOKCHUC HAa BAKCUHATA, YBCIOMCTC Bamms JICKap Win Q)apMaueBT, aKo:
L JACTCTO Bu nma HpO6J’IeMI/I, CBBpP3aHU C KbPBCHC HUJIU JICCHO ITOJIy4YaBa CUHUHU.

IIpu gemna Ha BB3pacT HaJ 2 TOIWHH, IPUTIATIHK MOXKE /1a HACTBITH CIIE WITH JOPH MPEIN BCIKO
WH)XEKTHpaHe ¢ uria. 3aToBa HHPOpMUpaiTe JeKaps Wik MEAUIIMHCKATa CecTpa, ako Bamrero nete e
MIPHUIIAJIATI0 TIPU NPEIUIIIHA HHKEKIIMSL.

HO,Z[O6HO Ha BCMYKHW BaAKCHHH, Synﬂorix MOXKC [1a HC MPCAIIa3u HAITbJIHO BCUYKHU BAKCUHUPAHU ACHA.

Synflorix mpeamna3ea camo cpenry HHPEKIUU, IPUIAHEHH OT OaKTEPHUTE, 33 KOUTO € pa3paboTeHa
Ta3u BaKCHHA.

JHemnara ¢ orcnabeHa UMyHHa cucTeMa (HanmpuMep BCieCTBHE Ha MH(EKINS ¢ YOBEIIKH
umyHoneuuuTeH Bupyc (XMB) uny Ha nedeHne ¢ IMyHOCYIIPECOPH) MOJKE JIa HE TIOJTydaT IIbJIHATA
non3a ot Synflorix.

O0wpHeTe ce kbM Bamus nexap i papmanieBT mpeau npuiiokenuero Ha Synflorix, ako He cTe
CHT'YPHH 32 HEIIO.

Jena Ha Bb3pacT HaJ 5 rOAMHHU

bezomacHocTTa 6(1)PIKaCHOCTTa Ha BaKCHUHaTa IpH €1a Ha Bb3pacT Ha 5 roguHM HE ca YCTaHOBCHHU.
3aroBa BaKCHUHalMATa Ha TC3U ACLAa HE CC€ NPCOpbHYBa.

JApyru nexapcrBa u Synflorix

WNudopmupaiite Bamms nekap nim ¢papmaneBt, ako 1eTeto Bu npuema, HaCKOpo € MpreMano Win €
BBH3MOXKHO J1a IPHEME JIPYTH JIEKapCTBa MM aKO HACKOPO My € IPUIIOXKeHa Apyra BakcuHa. Synflorix
MOXe J]a He JieiicTBa TOJIKOBa J00pe, ako netero Bu npuema siekapcTBa, KOMTO MOBIMSIBAT UMyHHATa
cuctema B bopbara cpenry HHEKIMHTE.

Synflorix Mo>ke J1a ce puiiara Ha AeTeTo Bu 1o eHO U ChINo BpeMe ¢ IPYTUTE JETCKA BAKCHHU KaTo
BaKCHHU Cpenly AudTepus, TETaHyC ¥ KOKIIIOII (Marapelika Kaluiuia), 3a00J1BaHusl, IPUINHEHH OT
Haemophilus influenzae tun b, monuomuenut (epopaiHa WK MHAKTUBUPAHA), XernaTuT B, MopOmin-
NapoTUT U pyOeona, BapuIlelna, MepOPaTHU POTABUPYCHH BAKCHHH, KAKTO U KOHIOTaTHH BAKCHHU
cperry MeHHHTOKOKH OoT ceporpyna C u ceporpymu A, C, W-135, Y. 3a Bcsika BakcrnHa TpsiOBa 11a ce
W3II0JI3BA PA3IMYHO MSCTO 32 MHKCKTHPAHE.

[Ipenn nim BeqHara cien npwioxenue Ha Synflorix, BammsiT nexap Moke 1a Bu mockBeTBa na
JlaBaTe Ha JCTETO CH JICKAPCTBO, KOSTO MIOHMKABa MOBHIIICHATA TeMIIepaTypa (KaTo HalpuMep
napareTamoi ), 0COOCHO MpH Jiela, BAKCHHUPAHH ChC Synflorix ¥ BAKCHHHU, ChIbpKAIIN
[SUTAKIIeThYHA KOKITIOIIHA KOMITOHEHTA T10 ChIOTO BpeMe. [IpernopbuBa ce ChIlo npreM Ha
JIEKapCTBO, KOSTO MMOHIKABA TEJICCHATA TeMIIepaTypa MpH Jela ¢ ThPUYOBH HAPYIICHUS WK C
MpeIUIIHA aHaMHe3a 3a (peOpUITHU rbpYOBE.

O6aue, ako neteTo Bu e mpueno mapameramos, Ipeau Wik BeaHara ciea npuioxenue Ha Synflorix,
MOJYYCHUTE HUBA HA aHTHUTENATa MOXKe Jla ObJIaT JIEKO MOHMmKeHH. He e ycraHoBeHO janu
MOHIKABAHETO Ha HUBATa HAa aHTHUTENATa OKa3Ba Bh3JICHCTBHE BHPXY 3al[UTaTa CPEIly THEBMOKOKOBO
3abossBaHe.

Synflorix ceabp:ka HaTpHit
ToBa JlekapcTBO ChIbprKa MO-Mako oT 1 mmol Hatpuii (23 mg) Ha 103, T.€. Ha PAKTHKA “He

CBhABpPKA HATPHIL”.
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3. Kak ce mpunara Synflorix

Kak ce npuiiara BakcuHarta

Synflorix BUHAru ce HHXEKTUPA B MyCKYJI, OOMKHOBEHO Ha O€IPOTO WJIM MUIIIHUIIATA.

Kouiko ot BakcuHaTa ce mpuJjara

Oo6ukHOBeHO Bamrero nere (Ha Bb3pacT oT 6 ceaqMuIiy 1o 6 Mecerna) mie moirydu Kype oT 4 WHXEKIHH
criopei OUIMATHUTE MPETIOPHKU WM MEIUIMHCKUAT CIICIUAIUCT MOXE J1a U3I0I3Ba AJITEPHATHBHA
cxeMa. BaxxHo e 1a ciieiBaTe HHCTPYKIIMUTE Ha JieKaps MM MEIUIIMHCKATa CECTPa OTHOCHO
3aBBPIIIBAHETO HA KYPCOBETE WHIKCKITHH.

o Besika nmkeknus 1ie 0b/1e MPUIIOKEHA ClIe] HHTEPBAJ OT Hali-MaJIKO €IMH MECEIl C

M3KIIIOUEHHUE Ha TIOCIeIHATa HHKEKIUS (0ycTep), KOSITO 1ie Obe MPHIoKeHa Hal-MaIKo 6
Mecela ciie]l TpeTara J103a.

° IIspBaTa HHKEKIIHUA MOXKE Jla C€ TIPUIIOKH Ha BB3PACT OT 6 cenMuiid HaTaThK. [locmeqnaTta
UHXeKIus (OycTep) Moxe Ja Ob/ie TocTaBeHa Ha BB3pacT OT 9 Mecella HaTaThK.
° Ile 6paeTe yBemOMEeHH Kora JeTeTo Bu TpsiOBa na moiie 3a clieABanTe HHKEKITUH.

[IpesxxneBpeMEeHHO POACHHU KbpMaueTa (poAeHH cien 27 cenMuiia u npenu 37 ceaMuIia ot
OpeMeHHOCTTa)

Bameto nere (Ha BB3pacT ot 2 10 6 Mecena) Iie MoTyYd 3 WHKEKIUH ¢ MHTepBal Hali-MaIko eIuH
Mecel Mexy Besika 1o3a. Hali-manko mect Mecena ciiesl nocjaeaHaTa nxkekuus, Bamero nere e
MONTyYH JTOIBITHUTEITHA HHXKEKIus (0ycTep).

Ha xbppMmageTara Ha BB3pacT ot 7 10 11 mecena ce npunarat 2 urkekiui. UHTepBaIbT MEXKIYy IBETE
WHXEKIINH € Hal-MaNKko eauH Mecell. [Ipe3 BTopaTa rogrHa OT )KHBOTA C€ Ipuiiara TpeTa HHXKEKIUs
(byctep) cnen uHTEpBaAN OT Hal-MaJIKO /IBa MECeIIa.

Ha nenata Ha BB3pact oT 12 Mecena 10 5 TOJMHU ce Opujiarat 2 HHKEKIuu. IHTepBanbT MEXTy
JIBETE MHXKEKIINU € Hal-MaJIKO IBa MECELa.

CrienuaHy MOy JIalnu:

Ha nena Ha BB3pact OT 6 ceaqMHLIM 10 5 TOAMHH, 32 KOUTO CE CMSATA, Y€ Ca C MO-BUCOK PHCK OT
ITHEBMOKOKOBa HH(EKIHs (KaTto TakuBa ¢ XVB uH(EKIHs, ChC ChPIOBHAHO-KIECTHYHO 3200 IIBaHE
WK C HapyIIEHUE WU MPOMSHA BbB (YHKIIMATA HA CIe3KaTa) MOXe Ja ObJie mpuwiokeH Synflorix.
Mounst 00BbpHETE ce KbM Barms nekap 3a uHpopMariysi OTHOCHO OpOsl Ha MHXKEKIIMUTE M BPEMETO 3a
TSAXHOTO Ipujarane Ha Bamiero nere.

AKo eteTo Bu mponmycHe mHkeKIAs

Axo nerero Bu nporrycHe HAKOS OT MH)XKEKLIMUTE 110 CXeMaTa 3a UMYHHU3alHs], BXHO € J1a CH
YTOBOPHTE JIPYTO MOCEIICHUE NIPH JieKaps. Bue u ekapsT 1me Moxe 1a 00ChANUTE CIeBAIUTE
CTBIIKH, KOUTO Ja ce MpeANnpueMar 3a 3aluTara Ha JeTeto Bu.

AKO UMaTe HIKaKBU JOIBJIHUTEIHN BBIIPOCH OTHOCHO yNOTpebaTa Ha Ta3u BaKCHHA, TOTIUTANTE
Bammus nekap, papManeBT WM MEIUIIMHCKA CECTpa.

4. BBb3MOKHHI HekeJIaHU peaKknuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAaHU pE€aKIIuH, BHIIPEKU Y€ HC

BCCKHU I'" IOJTy4YaBa. HpI/I MPUIIOKCHUC HAa TOBA JICKAPCTBO MOT'AaT Aa CC Ha6J'IIOI[aBaT CIICOHUTC
HCXKCJIaHU pCaKUU:
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Texkn anepruaHu peakIui MOTaT Ja HaCThIAT MHOTO psiako (ripu 1o 1 Ha 10 000 mo3u BakcuHA).

Te Morat aa ObJaT pa3O3HATH I10:

- HaaWTHAT U chpOsIr 00puB (YPTHUKH)

- TOoAyBaHe, MOHSKOTa HA JIMIIETO WK ycTaTa (aHrhoeeM), IPUYHHABAIIO 3aTPYAHEHHE Ha
JUIIAHETO

- KoJamc

Tesu peakury OOMKHOBEHO Ce MOSBSIBAT MPEIH HAITyCKaHETOo Ha JieKapcKus kabunet. Obaue, ako mpu

Bamiero nete ce nposiBE HIKOM OT T€3W CUMIITOMH, TPIOBa HE3a0aBHO Jla CE CBBPIKETE C JIeKap.

MHoro yecTH (TakuBa, KOUTO MOTaT Jia ce HabmroaaBaT rnpu noseve ot 1 Ha 10 1031 BakcuHa):
0oJiKa, 3a4epBsiBaHE U MOJyBaHE HA MSICTOTO HA HH)KEKTUPAHE

noBuIeHa Temieparypa ot 38 °C u nmoseue (Tpecka)

YyBCTBO Ha CHbHJIMBOCT

YyBCTBO Ha Pa3pa3sHUTEITHOCT

3ary0a Ha aneTuT

Yecrtu (TakuBa, KOUTO MOrar jJa ce HaOaroaasar mpu J0 1 Ha 10 1034 BakcuHa):
[ BTBBPASABAHC HA MACTOTO HAa MHKCKTHUPAHE

HeuecTu (TakuBa, KOUTO MOTaT J1a ce HaOmoasat npu 10 1 Ha 100 mo3u BakcuHa):

° CBHpOEXK, ChCUPEK, KbPBEHE HITH MOSBa Ha Majika OydKa Ha MSCTOTO Ha HHXKEKTHUPaHE

rajicHe, TUapys WIA TTOBPBIaHe

HeoOHYaeH a4

BPEMEHHO CTIMpaHe Ha JWIIAHETO (amHes ), ako JeTeTo Bu e poaeHo npexaeBpeMeHHo (TIpean
WK Ha 28-Ma ceIMHIIa OT OPEMEHHOCTTA)

riaaBofoiue

00pHB MO KOXKaTa

TU(y3HO TIO/TlyBaHe HA HHKCKTUPAHUS KPAHUK, TTOHSKOTa ¢ BKIIOYBAHE HA ChCEHA CTaBa
YPTUKH

Penxm (TakuBa, KOUTO MOTaT Aa ce HaOmoAasaT npu 10 1 Ha 1 000 mo3m BakchHa):

. rbpUOBe O€3 TeMIlepaTypa WIN JBDKAIIH ce Ha ITOBHUIIIEHA TeMITepaTypa (Tpecka)
. QJIEPTUYHU PEAKIINU KaToO KOXKHU aJIepTHH.
. KoJtarc (BHE3aITHO HACTHIIBAIA MYCKYJTHA OTIYCHATOCT), IEPUOIM Ha Oe3Ch3HAHUE WIIH JIUTICA

Ha 9yBCTBUTCIIHOCT, U 6J'IeI[OCT WK IIOCUHABAHE HA KOXKaTa

MHoro penku (TakuBa, KOUTO MoraT na ce Habmonasat 1pu 10 1 Ha 10 000 mo3u BakcHHa)

. 6omect Ha KaBazaku (OCHOBHUTE IIpHU3HAIM Ha 3a00JIIBAaHETO Ca: MIOBHIIICHA TEMIIEPATYpa,
KOXCH 00pUB, MOAYTH TUM(BHH BH3IIM, Bb3NAJIICHUEC U OOPHB HA JIMTABUINTE HA yCTaTa U
I'BPJIOTO).

Bycrep nosure Synflorix Moxke ja NOBUIIAT PHCKA OT HEXKEJIAHU PEaAKIIH.
[Ipu neua Ha BB3pacT > 12 Mecena, pUcKbT OT 00JIKa HA MSCTOTO HAa MH)KEKTHPaHEe MOJXKE J1a ce
YBEJIMYH C YBEIMYABAHETO HA Bb3PaCTTA.

[Ipu HenoHOCEeHN OebeTa (BHB WK TIpeu 28-Ta recTallMoOHHa CeAMHUIA) 3a 2-3 JHH CIe]
MMYHU3ALMITa MOXKE /12 UMa MO-TOJIEMHU Tay3U MEXAY BIUIIBAHUATA.

Chol01aBaHe HA HeKeJIAHH PeaKIHu

Ako gerero Bu nmonyun HSIKaKBH HEXXEJIaHU JIEKApCTBEHHU peakilny, yBeaoMeTe Bamus nekap uinu
(bapMaueBT. ToBa BK/IIOUBa BCUYKHU BB3MOXXHH, HCOITMCAHU B Ta3U JIMCTOBKA HECXKCIIAHU PCAKIUU.
MoskeTe ChII0 Aa CHOOIINUTE HEXKENAHN PEaKIUY AUPEKTHO Ype3 HAIlMOHAIHATA CHCTeMa 3a
choOImaBane, mocoucHa B [Ipunokenue V. Kato cho0OIaBaTe He)KEIaHN PeaKIMK, MOXKETE Ja JaIeTe
CBOS MMPUHOC 32 TIOJy4YaBaHe Ha MOBeYe MH(OPMAIUsl OTHOCHO 0€30TMaCHOCTTAa Ha TOBA JICKAPCTBO.
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5. Kak na cexpansBate Synflorix

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHIIHO 34 [IC1A.

o He uznon3Baiite TOBa JIEKapCTBO CJIE] CPOKa HAa TOHOCT, OTOEA3aH BbPXY KapTOHEHATA
orakoBKka. CpOKBT Ha TOJTHOCT OTTOBAPSI Ha MOCIEIHUS JICH OT TIOCOYESHUS MECell.

. a ce cexpanssa B ximamuiauK (2 °C — 8 °C).

o Ja ce cpxpaHsiBa B OpUTMHAIHATA OMAKOBKA, 32 Ja CE MPE/Ia3h OT CBETIHHA.

. [a He ce 3ampa3siBa.

He H3XBBpHHﬁTe JICKapCTBaTa B KaHA/IM3aluATa Uiu B KOHTeﬁHepa 3a JOMAalIHH OTIIaaAbIN.
[NonmTaiite Bamms papmaneBT kak qa H3XBBPISATE JeKapcTBaTa, KOUTO Bede He uarnomn3sate. Te3u
MEPKH I CIIOMOTHAT 32 ONa3BaHe Ha OKOJHATa Cpefa.

6. Chbabp:kaHue Ha OIAKOBKATA M JOIIbJIHUTETHA HH(pOpManus

Kaxkso cpabp:ka Synflorix

) AKTHUBHUTE BEIECTBA Ca:

Enna noza ot 0,5 ml chabpika:

[THEBMOKOKOB moJm3axapu ceporu 112 1 Mukporpam
[THEBMOKOKOB Monm3axapu ceporur 4! 3 MUKporpamMa
[THEBMOKOKOB MOJIM3axapyj ceporu 5'2 1 mukporpam
ITHEBMOKOKOB Moyu3axapy cepotun 6B12 1 Mukporpam
[THeBMOKOKOB nosm3axapu ceporun 7F'2 1 Mukporpam
[THEBMOKOKOB ToM3axapu ceporun 9V 1 Mukporpam
ITHeBMOKOKOB nonu3axapuz ceporun 1412 1 Mukporpam
ITHeBMOKOKOB nonu3axapuz ceporun 18C!3 3 MuEKporpama
[THEeBMOKOKOB nonm3axapu ceporur 19F'4 3 MuKporpama
ITHeBMOKOKOB nosu3axapu cepotun 23F!2 1 MuKporpam
'ancopbupan BEpXy anymunues docdar 0610 0,5 munmurpama Al**
? KoHrorupas ¢ nporeun D (u3Bineden ot Hetunuzupyem Haemophilus influenzae) npoTeMHOB
HOCHTEI 9-16 mukporpama
3 KOHIOTHPAH C TETAHUYEH TOKCOM/I MPOTEMHOB HOCUTEI 5-10 mukporpama
4 KOHIOTHPaH ¢ IU(TEPUEH TOKCOUI IPOTEUMHOB HOCUTEIT 3-6 MuUKporpama
o Jpyrute cbCcTaBKH ca: HATPUEB XJIOPUA (BIKTE TOUKA 2 3a JONBIHUTENHA HH(POpPMAaLUs) U BoJa

3a MHXXCKIINH.

Kaxk m3rne:xna Synflorix 1 KakBo ChABbp:Ka ONIAKOBKATA

. WHKeKImMoHHa CyCIIeH3UsT B MHOTO/I030Ba OITaKOBKa (2 103H).
o Synflorix e MbTHa 0sil1a CyCIIeH3USI.
. Synflorix ce npeanara BbB (hiakoHu ¢ 2 103H, B onakoBkH 1o 100.

HpnTemaTe.n Ha Pa3peuieHuETo 3a yHOTpeﬁa U IMIPOU3BOAUTE

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89

B-1330 Rixensart

benrusa
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3a JomBIHATENHA HHPOPMAIUS OTHOCHO TO3H JICKAPCTBEH MPOYKT, MOJISl CBHPIKETE CE C JIOKATHHS

MMPpEACTABUTCII HA IPUTCIKATCIIA Ha Pa3pCICHUCTO 3a yHOTpe6a:

Belgique/Belgié/Belgien

GlaxoSmithKline Pharmaceuticals s.a./n.v.

Tél/Tel: +32 10 8552 00

bbarapus
GlaxoSmithKline Biologicals SA
Ten.: +359 80018205

Ceska republika
GlaxoSmithKline s.r.o.
Tel: +4202220011 11
cz.info@gsk.com

Danmark

GlaxoSmithKline Pharma A/S
TIf: +45 36 3591 00
dk-info@gsk.com

Deutschland

GlaxoSmithKline GmbH & Co. KG
Tel: +49 (0)89 360448701
produkt.info@gsk.com

Eesti
GlaxoSmithKline Biologicals SA
Tel: +372 8002640

E\LGoa
GlaxoSmithKline Movorpdéocwnn A.E.B.E
TnA: +30210 68 82 100

Espaiia
GlaxoSmithKline, S.A.
Tel: + 34 900 202 700
es-ci@gsk.com

France

Laboratoire GlaxoSmithKline
Tél: +33(0) 1391784 44
diam@gsk.com

Hrvatska
GlaxoSmithKline Biologicals SA
Tel.: +385 800787089

Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: +353 (0)1 495 5000
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Lietuva
GlaxoSmithKline Biologicals SA
Tel: +370 80000334

Luxembourg/Luxemburg
GlaxoSmithKline Pharmaceuticals s.a./n.v.
Tél/Tel: +32 10 85 52 00

Magyarorszag
GlaxoSmithKline Biologicals SA
Tel.: +36 80088309

Malta
GlaxoSmithKline Biologicals SA
Tel: +356 80065004

Nederland
GlaxoSmithKline BV
Tel: +31 (0)33 2081100

Norge
GlaxoSmithKline AS
TIf: + 47 22 70 20 00

Osterreich

GlaxoSmithKline Pharma GmbH.
Tel: +43 (0)1 970750
at.info@gsk.com

Polska

GSK Services Sp. z 0.0.
Tel.: + 48 (22) 576 9000

Portugal

GlaxoSmithKline - Produtos Farmacéuticos, Lda.

Tel: + 351214129500
FIL.PT@gsk.com

Roménia
GlaxoSmithKline Biologicals SA
Tel: +40 800672524

Slovenija
GlaxoSmithKline Biologicals SA
Tel: +386 80688869



Island
Vistor hf.
Simi: +354 535 7000

Slovenska republika
GlaxoSmithKline Biologicals SA
Tel.: +421 800500589

Italia Suomi/Finland

GlaxoSmithKline S.p.A. GlaxoSmithKline Oy

Tel:+ 39 (0)45 7741 111 Puh/Tel: + 358 10 30 30 30

Kvbmpog Sverige

GlaxoSmithKline Biologicals SA GlaxoSmithKline AB

TnA: +357 80070017 Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

Latvija United Kingdom (Northern Ireland)

GlaxoSmithKline Biologicals SA
Tel: +371 80205045

GlaxoSmithKline Biologicals SA
Tel: +44 (0)800 221 441
customercontactuk@gsk.com
JlaTa Ha mocJieqHO Npepa3srJie:K/Iane Ha JIUCTOBKATA

JApyru n3rouyHunu Ha nHGopManus

[Honpobna nnpopmanys 3a TO3H JEKapCTBEH NPOIYKT € MpeJocTaBeHa Ha yebcaiita Ha EBponelickaTa
areHuus 1o JiekapcTBaTa: http://www.ema.europa.eu/.

[Tocoyenara no-gony HHGOPMALIKS € TIpeAHa3HaAUCHA CaMO 32 MEIUIIMHCKH CIICITHATUCTH:

[lo Bpeme Ha cbxpaHeHHE BbB (1akoHa Morar aa ce HaOironaBaT (uHa Osia yTaiika U GucTpa
Oe3lBeTHA HalyTacyHa TeYHOCT. ToBa He MOKa3Ba BJIOIIAaBaHE HA KAYECTBOTO HA BAKCHHATA.

[Ipenu nmpunarane cbabpikaHUETO Ha (prakoHa TpsiOBa J1a ce MPOBEPH BU3YalTHO 3a YYXKAW YACTHLIU
W/WITK IPOMSTHA BHB BHHIIIHUS BHJI, KAKTO MIPEJIH, TaKa U CIie]l KaTo ce pa3kiaTh. B ciydyaii ue ce
HaOJro/1aBaT TAaKWUBA, BAKCUHATA TPsIOBA J1a ce U3XBBHPIIH.

[Ipenn ynotpeba BakcuHaTa TpsAOBa Jja c€ OCTaBHU /1a IOCTUTHE CTaiiHa TeMIiepaTypa.

[penn ynotpeba BakcuHaTa TpsioBa 100pe 1a ce paskinatu. [Ipenoprusa ce HezabaBHa ynoTpeba ciex
I'BPBOTO OTBapsiHE Ha 2-71030BHs (IIAKOH. AKO HE Ce M3II0JI3BA BEJJHAra BaKCHHATa TpsOBa J1a ce
cbxpaHsBa B xiaamwiHuK (2 °C — 8 °C). Ako He Ob/ie M3MOJI3BaHA B paMKHTE Ha 6 yaca TpsiOBa 11a ce
HU3XBbPIIU.

Korato ce n3znonssa MHOT0/1030B (piiakoH Besika f1o3a ot 0,5 ml TpssOBa 1a ce u3Teris Karo ce
M3I10JI3BAT CTCPUJIHU UIJIa U CIIPUHIIOBKA. Tpﬂ6Ba Ja C€ B3€Mat NpeaAmna3Hu MEPKHU 3a I/136$IFB3HC Ha
3aMbpCsIBaHE HA ChIbPIKAHUETO.

BakcuHara e caMo 3a HHTPaMyCKYJIHO NpuioxkeHue. Jla He ce nmpuara BbTPeChI0BO.

Axo Synflorix ce mpuiara eTHOBpEMEHHO C IPYT'H BAKCHHHM, TPAOBa 1a ObJAT U3IOI3BAHH Pa3IHIHU
MecTa 3a HH)KEKTHpaHe.

Synflorix He TpsiOBa 1a ce cMecBa C IPYTH BaKCHHA. AKO J103aTa BaKCHHA € M3TETJICHA B CIIPUHIIOBKA

3a HHXXCKTHpPAHE, Urjiata, U310J3BaHa 3a U3TCIIISTHETO, Tp5[6Ba Ja C€ 3aMCHHU C HIJjia, IMoAXoJsdAIa 3a
HWHTpaMyCKYyJIHa WHKCKIUA.
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Hewnznoms3BaHuaT NpOAYKT WK OTIIAAbYHUTE MaTepUAIA OT HETO TPSOBA J1a C€ U3XBBPIIAT B
CHOTBETCTBHE C MECTHUTE H3UCKBAHUSI.
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JlucroBka: undopmanus 3a norpeduTeNs

Synflorix HH:KeKIMOHHA CyCIIeH3Ms1 B MHOI'0/1030Ba ONIaKOBKa (4 103H)
AncopOupaHa MTHEBMOKOKOBA TTOJIN3aXapyIHa KOHIOTaTHA BAKCUHA
[Pneumococcal polysaccharide conjugate vaccine (adsorbed)]

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, PeIM Ta3H BAKCHHA /1a 0bje NPUJI0KEHA HA 1eTeTO
Bu, Thii KaTO TS ChABPKA BaxkHa 3a Bac undopmanus.

. 3amazere Ta3u IUCTOBKA. MOJKe /1a ce HAJIOXKH J1a 51 POYETETEe OTHORBO.

. AKO UMaTe HAKAaKBH JOMBJIHUTEIIHA BBIPOCH, onuTaiiTe Baius ekap win GapMmariesT.

. Ta3u BakcuHa € npejnucana Ju4Ho Ha Baiieto nere. He g npeoTcThiiBaiiTe Ha Apyru Xopa.
[}

Axo Bamieto gete nony4yu HSIKaKBU HEXEJAHU PEaKIUM, yBeaomMeTe Bammus nekap wiu
(apmaneBT. ToBa BKIIFOYBA M BCUYKH Bb3MOXHU HEXEIIaHU PEAKI[UH, HEOUCAHU B Ta3H
JucToBKa. BinkTe Touka 4.

KakBo chabp:Ka Ta3H JIHNCTOBKA:

Kakso npencrasmnsia Synflorix 1 3a KakBO ce U3I0JI3Ba

Kakso TpsiOBa na 3Haere, npeau Synflorix na Obae nmpuiiokeHa Ha feteto Bu
Kak ce npunara Synflorix

BBb3MOXHHN HeXEllaHU peaKuu

Kak na cexpanssare Synflorix

ChabpkaHye Ha ONIAaKOBKATa M JOMBIHUTEIIHA HHPOPMALIUS

SR BN =

1. Kakso npencrasiasBa Synflorix u 3a kakBo ce U3noa3Ba

Synﬂorix € MHEBMOKOKOBA KOHIOTaTHA BaKCHHA. Bammsr JICKap Wi MCAUIMHCKAaTa CeCTpa IIc
WHXCKTHUPpAT Ta3W BaKCHMHA Ha ACTCTO Bu.

Tsa nomara 3a npeanassane Ha Bamero qete, KoeTo e Ha Bb3pacT OT 6 ceIMUIIU 10 S TOAUHH,
cpemry:

Oakrtepust, HapeueHa Streptococcus pneumoniae. Ta3u OakTepus MOXKe Jja IPUUUHU CEPUO3HU
3a00JIsIBaHNS, BKIIFOYUTEIIHO MEHUHTUT, CEIICUC U OakTepueMus (0akTepuu B KPbBTa), KAKTO U
UHGEKIYS Ha YIIUTE WIN ITHEBMOHHUSL.

Kak neiictBa Synflorix

Synflorix momara Ha opraHu3ma Ja cu ch3fajie COOCTBEHU aHTUTeNa. AHTUTENATa ca 4acT OT
UMyHHaTa CUCTeMa, KOUTO li1e Npeamnas3sat BareTo nere cpelty Te3u 3a00sBaHusL.

2. Kakso Tps6Ba 1a 3naere, npeau Synflorix 1a 0bae npuJioxkeHna Ha xeTeTo Bu
Synflorix He TpsdBa Aa ce mpuJiara, aKko:

o JeTeTo Bu e ajnepruyHo KbM aKTHBHOTO BEIIECTBO WIIM KbM HSIKOSI OT OCTAHAIMTE ChCTABKH Ha
Ta3u BakcHHA (M30pOCHU B TOUYKa 6).

[Mpu3HanuTe Ha AepruyHa Peakiiys MOXKe Jia BKIFOUBAT ChpOSI KOXKEH 00OpUB, HEJIOCTUT Ha
BB3JIyX U MMOAyBaHe Ha JTUIIETO WU €3UKa.

. nereTo Bu mma texxka mH(EKIns ¢ Bucoka temmeparypa (Han 38 °C). Ako ToBa ce OTHACS 10
Bamero nere, umyHu3anusTa me Ob1e OTI0kKEHa, JOKATO TO CE MOYYBCTBa Mo-100pe. Jleka
WH)EKITHS, HapuMep HaCTHHKA, He Ou TpsAOBaIo Aa MpeACTaBIsIBa IpooieM, HO BBIIPEKH TOBA
IBPBO CE IMOCHBETBalTe ¢ Bamus nekap.

Synflorix He TpsiOBa 1a ce mpujiara, ako HIKOe OT IIOCOYEHHUTE MO-TOpe ¢e OTHACs 10 Baieto nere.
Ako He cte curyphu, npeau Synflorix na ce npuioxu Ha Barero nere, koHcyaTupaiite ce ¢ Bamus

nexap uiu papManesnT.
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[pexynpexaeHus u npeanasHu MEPKH:

HpCZ[I/I IMMPUJIOKCHUC HAa BAKCUHATA, YBCIOMCTC Bamms JICKap Win Q)apMaueBT, aKo:
L JACTCTO Bu nma HpO6J’IeMI/I, CBBpP3aHU C KbPBCHC HUJIU JICCHO ITOJIy4YaBa CUHUHU.

IIpu gemna Ha BB3pacT HaJ 2 TOIWHH, IPUTIATIHK MOXKE /1a HACTBITH CIIE WITH JOPH MPEIN BCIKO
WH)XEKTHpaHe ¢ uria. 3aToBa HHPOpMUpaiTe JeKaps Wik MEAUIIMHCKATa CecTpa, ako Bamrero nete e
MIPUIIAJIATI0 TIPU NPEIUIIIHA HHKEKIIMSL.

HO,Z[O6HO Ha BCMYKHM BaAaKCHHH, Synﬂorix MOXKEC [1a HC MPCAIIa3u HAITBJIHO BCUYKHU BAKCUHUPAHU ACHA.

Synflorix mpeamnas3ea camo cpenry HHPEKIUU, IPUIAHEHHN OT OaKTEPHUTE, 33 KOUTO € pa3paboTeHa
Ta3u BaKCHHA.

JHemnara ¢ orcnabeHa UMyHHa cucTeMa (HanmpuMep BCJeCTBHE Ha MH(EKINS ¢ YOBEIIKU
umyHoneunuTeH Bupyc (XVB) unm Ha nedeHre ¢ IMyHOCYIIPECOPH) MOJKE JIa HE TIOJTydaT ITbJIHATA
non3a ot Synflorix.

OO0wpHeTe ce KbM Bammus nexap unu gpapmanieBT, npean npuiiokeHrero Ha Synflorix, ako He cTe
CHT'YPHH 32 HElIO.

Jdena Ha Bb3pacT Hajg 5 roaMHu

be3omacHocTTa 1 e(bPIKaCHOCTTa Ha BaKCHHaTa IpH A€la Ha Bb3pacT Hal 5 roguHM HE ca YCTaHOBCHHU.
3aroBa BaKCHHalMATa Ha TC3U ACLAa HE C€ NPCOpbHYBa.

JApyru nexapcrBa u Synflorix

Wndopmupaiite Bamms nekap nim ¢papmaneBt, ako 1eteto Bu npuema, HaCKOpo € MpreMao WiH €
BBH3MOXKHO J1a IPHEME IPYTH JIEKapCTBa MM aKO HACKOPO My € IPUIIOXKeHa Apyra BakcuHa. Synflorix
MOXe J1a He JieiicTBa TOJIKOBa J00pe, ako neTeTo Bu npuema siekapcTBa, KOMTO MOBIMSIBAT UIMyHHATa
cuctema B bopbara cpenry HHEKIMHTE.

Synflorix Mo>ke J1a ce puiiara Ha AeTeTo Bu 1o eHO U ChINO BpeMe ¢ IPYTUTE JETCKA BAKCHHU KaTo
BaKCHHU Cpenly AudTepus, TETaHyC ¥ KOKIIIOII (Marapeiika Kaluiuia), 3a00J19BaHusl, IPUIUHEHU OT
Haemophilus influenzae tun b, monuomuenut (epopaiHa WK HMHAKTUBUPAHA), XenaTuT B, MopOmin-
NapoTUT U pyOeona, BapuIlelna, MepOPaTHU POTABUPYCHH BAKCHHH, KAKTO U KOHIOTaTHH BAKCHHH
cpetry MeHHHTOKOKH OT ceporpyna C u ceporpymu A, C, W-135, Y. 3a Bcsika BakcruHa TpsiOBa 11a ce
W3II0JI3BA PA3IMYHO MSCTO 32 MHKCKTHPAHE.

[Ipenn wnm BeqHara cien npmioxenue Ha Synflorix, BammsiT nexap moke 1a By mockBeTBa na
JlaBaTe Ha JCTETO CH JICKAPCTBO, KOSTO TIOHMKABA MOBUIIICHATA TeMIIepaTypa (KaTo HalpuMep
napareTamMmoi ), 0COOCHO MpH Jiela, BAKCHHUPaHH ChC Synflorix ¥ BAKCHHHU, ChIbpKAIIN
[SUTAKIIeThYHA KOKITIOIIHA KOMIIOHEHTA T10 ChIOTO BpeMe. [IpernopbuBa ce ChIlo npreM Ha
JIEKapCTBO, KOSTO MOHIKABA TEJIECHATA TEMIIepaTypa IpH JAela ¢ IbPYOBH HAPYIICHUS WU C
MpeIUIIHA aHaMHe3a 32 peOpUITHU IbpUYOBE.

O6aue, ako neTeTo Bu e mpueno mapameramos, Ipeau Wik BeaHara ciea npuioxenue Ha Synflorix,
MOJYYCHUTE HUBA HA aHTHUTENATa MOXKe Jla ObJIaT JIeKO MoHmKeHH. He e ycTaHoBeHO janu
MTOHIKABAHETO HA HMBATa HAa aHTHUTENaTa OKa3Ba Bh3JICHCTBHE BHPXY 3al[UTaTa Cpelly THEBMOKOKOBO
3abosBaHe.

Synflorix ceabp:xa HaTpHii
ToBa JlekapcTBO ChIIbprka MO-Mako ot 1 mmol Hatpuii (23 mg) Ha 103a, T.. Ha PAKTUKA “He

CBhABPKA HATPUIL .
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3. Kak ce mpunara Synflorix

Kak ce npuiiara BakcuHarta

Synflorix BUHAru ce HHXEKTUPA B MyCKYJI, OOMKHOBEHO Ha O€IPOTO WJIM MUIIIHUIIATA.

Kouiko ot BakcuHaTa ce mpuJjara

Oo6ukHOBeHO Bamrero nere (Ha Bb3pacT oT 6 ceaqMuIiy 1o 6 Mecerna) mie moirydu Kype oT 4 WHXEKIHH
criopei OUIMATTHUTE PETIOPHKU WM MEIUIUHCKUAT CIICIUAIUCT MOXE J1a U3I0I3Ba AJITEPHATHBHA
cxeMa. BaxxHo e 1a ciieiBaTe HHCTPYKIIMUTE Ha JieKaps MM MEIUIIMHCKATa CECTPa OTHOCHO
3aBBPIIIBAHETO HA KYPCOBETE WHIKCKITHH.

o Besika nmkeknus 1ie Ob/1e MPUIIOKEHA CIIe ] HHTEPBAJ OT Hali-MaJIKO €IMH MECEIl C

M3KIIIOUEHHUE Ha TIOCIeIHATa HHKEKIHUS (0ycTep), KOSITO e Obe MPHIoKeHa Hal-MaJiKo 6
Mecela ciie]l TpeTara J103a.

° IIspBaTa HHKEKIIUA MOXKE JIa C€ TIPUIIOKH Ha BB3PACT OT 6 cenMui HaTaThK. [locmeqaaTta
UHXeKIus (OycTep) Moxe Ja Ob/ie TocTaBeHa Ha BB3pacT OT 9 Mecella HaTaThK.
° Ile 6paeTe yBEeOMEHH KOra JeTeTo Bu TpsiOBa na moiie 3a clieABauTe HHKEKITUH.

[IpesxxneBpeMEeHHO POACHHU KbpMaueTa (poAeHH cien 27 cenMuiia u npenu 37 ceaMuiia ot
OpeMeHHOCTTa):

Bamero nere (Ha BB3pacT ot 2 10 6 Mecena) Iie MoyYd 3 WHKEKINH ¢ MHTepBal Hali-MaIKo eIuH
Mecel MeXxy Besika j103a. Hali-manko mect Mecela ciiesl nocjaeaHaTa nxkekuus, Bamero nere e
MONTyYH TOIBITHUTEITHA HHXKEKIus (OycTep).

Ha xbppMmageTara Ha BB3pacT ot 7 10 11 mecena ce npunarat 2 urkekiuu. IHTepBaIbT MEXKIY IBETE
WHXEKIINK € Hal-MaNKko eauH Mecell. [Ipe3 BTopaTa roarHa OT )KMBOTA C€ Ipujiara TpeTa HHXKEKIUs
(bycTep) cnen wHTEpBaAN OT Hal-MaJIKO /IBa MECeIla.

Ha nenata Ha BB3pacT oT 12 Mecena 10 5 TOJIMHU Ce€ Opujarar 2 HHKEeKIuu. IHTepBanbT MEX Iy
JIBETE WHXKEKIINU € Hai-MaJIKO IBa MECELa.

CrienuaiHy NoITy JIaIuH:

Ha nena Ha BB3pact OT 6 ceaqMHLIM 10 5 TOAMHH, 32 KOUTO CE CMSATA, Y€ Ca C MO-BUCOK PHCK OT
ITHEBMOKOKOBa HH(EKIHs (KaTo TakuBa ¢ XVB uH)EKIHs, ChC ChPIOBUAHO-KIECTHYHO 3a00JIIBaHE
WM C HapyIIEHUE WU MPOMSHA BbB (DYHKIIMATA HA CJIe3KaTa) MOXe Ja ObJie npuiokeH Synflorix.
Mounst 00BbpHETE ce KbM Barms nekap 3a uHpopMarliysi OTHOCHO OpOsl Ha MHXKEKIIMUTE W BPEMETO 3a
TSAXHOTO Npuiarane Ha Bamiero nere.

AKo eteTo By mpomycHe MHkeKIAs

Axo nerero Bu nporrycHe HAKOSI OT HH)KEKLIMUTE I10 CXeMara 3a UMYHU3al|s, BaKHO € J1a CU
YTOBOPHTE JIPYTO MOCEIICHUE NIPH JieKaps. Bue u nexapsT me Moxe 1a 00ChANUTE CIIeBAIIUTE
CTBIIKH, KOUTO Ja ce MpeArpuemMar 3a 3aluTara Ha 1eTeTo Bu.

AKO UMaTe HIKaKBU JOITBJIHUTEIHN BBIIPOCH OTHOCHO yIOTpebaTa Ha Ta3u BaKCHHA, TOTUTAHTE
Bammus nekap, papManeBT WM MEIUIMHCKA CECTpa.

4. Bb3MOKHN HeKeTaHU peaKkuu

KaxkTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAMN3BHUKA HEXKCIIaHU pE€aKIIuH, BBIIPEKU Y€ HC

BCCKH ' TIOJTy4aBa. HpI/I MPUJIOKCHUC HAa TOBA JICKAPCTBO MOTAaT Aa CC Ha6J'IIOI[aBaT CIICOHUTC
HCXKCJIaHU pCaKIUU:
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Texkn anepruaHu peakiui MOTaT Ja HaCThIIAT MHOTO psiako (ripu 1o 1 Ha 10 000 mo3u BakcuHA).

Te Morat aa ObJaT pa3Mo3HATH I10:

- HaIWTHAT U chpOsmr 00puB (YPTHUKH)

- TOAyBaHe, OHSKOTa Ha JIMIIETO WM ycTaTa (aHTHOeAeM), IPUIMHABAILO 3aTpyAHCHHE Ha
JUIIIAHETO

- KoJarmc

Tesu peakury OOMKHOBEHO Ce MOSBSIBAT MPEH HAITyCKaHETOo Ha JieKapcKus kabunet. Obaye, ako mpu

Bamiero nete ce nposiBE HIKOM OT T€3W CUMIITOMH, TPIOBa HE3a0aBHO Jla CE CBBPIKETE C JIeKap.

MHoro yecTH (TakuBa, KOUTO MOTaT Jia ce HabmroaaBaT rnpu noseve ot 1 Ha 10 1031 BakcuHa):
0oJiKa, 3a4epBsiBaHE U MOJyBaHE HA MSICTOTO HA HH)KEKTUPAHE

noBuIeHa Temieparypa ot 38 °C u nmoseue (Tpecka)

YyBCTBO Ha CHbHJIMBOCT

YyBCTBO Ha Pa3pa3sHUTEITHOCT

3ary0a Ha aneTuT

Yecrtu (TakuBa, KOUTO MOrar jJa ce HaOaroaasar mpu J0 1 Ha 10 1034 BakcuHa):
[ BTBBPASABAHC HA MACTOTO HAa MHKCKTHUPAHE

HeuecTu (TakuBa, KOUTO MOTaT J1a ce HaOmoasat npu 10 1 Ha 100 mo3u BakcuHa):

° CBHpOEX, ChCUPEK, KbPBEHE HITH IOSBA Ha Majika OydKa Ha MSCTOTO Ha MHXKEKTHUPaHE

rajicHe, TUapys WIA TTOBPBIaHe

HeoOHYaeH miay

BPEMEHHO CTIMpaHe Ha JWIIAHeTO (arHes ), ako JeTeTo Bu e poaeHo npexaeBpeMeHHo (TIpean
WK Ha 28-Ma ceIMHIIa OT OPEMEHHOCTTA)

riaaBofoiue

00pHB MO KOXKaTa

TU(y3HO TIO/TlyBaHE HA HHKCKTUPAHUS KPAHUK, TTOHSKOTa ¢ BKIIOYBAHE HA ChCEHA CTaBa
YPTUKH

Penxm (TakuBa, KOUTO MOTaT Aa ce HaOmoAasaT npu 10 1 Ha 1 000 mo3m BakchHa):

. I'bpUOBE O€3 TeMIlepaTypa WIN JBDKAIIN ce Ha TOBHUIIIEHA TeMITepaTypa (Tpecka)
. QJIEPTUYHU PEAKIINU KaToO KOXKHU aJIepTUu.
. KoJtarc (BHE3aImHO HACTHIIBAIA MYCKYJTHA OTIYCHATOCT), IEPUOIM Ha Oe3Ch3HAHUE WIIH JIUTICA

Ha 9yYBCTBUTCIHOCT, U 6J'IC,I[OCT WK ITIOCUHABAHE HA KOXKaTa

MHoro peaku (TakuBa, KOUTO MoraT 1a ce Habmomasat rpu 10 1 Ha 10 000 mo3m BakcHHA)

. oomnect Ha KaBazaku (OCHOBHUTE IIpH3HAIM Ha 3a00JIIBAHETO Ca: MIOBHIIICHA TEMIIEPATYPa,
KOXCH 00pUB, MOAYTH TUM(HH BH3IIH, Bb3NAJIICHUE U OOPHB Ha JIMTABUINTE HA YCTAaTa U
I'BPJIOTO).

Bycrep nosute Synflorix Moxke ja IOBUIIAT pHCKA OT HEXKEJIAHU PEAKIIH.
[Ipu neua Ha BB3pact > 12 Mecena, pUcKbT OT 00JIKa HA MACTOTO HA MH)KEKTUPaHE MOJKE J1a ce
YBEJIMYH C YBEIMYABAHETO HA Bb3PaCTTA.

[Ipu HenoHOCEeHN OebeTa (BHB WK TIpeIu 28-Ta recTalMoOHHa CeAMHUIIA) 3a 2-3 JHH CIe]
MMYHU3ALMITa MOXKE /12 UMa MO-TOJIEMU Tay3U MEXAY BIUIIBAHUATA.

Chol01aBaHe Ha HeKeJAHH PeaKINu

Ako gerero Bu monyun HSIKaKBH HEXXEJIaHU JIEKApCTBEHH peakilny, yBeaoMeTe Bamus nekap uinu
(bapMaueBT. ToBa BK/IIOUBa BCUUKHU BB3MOXHH, HCOITMCAHU B Ta3U JIMCTOBKA HCXKCIJIAHU PCAKI[UU.
MoskeTe ChII0 Aa CHOOIINUTE HEXKENAHN PEaKIUY AUPEKTHO Ype3 HAIlMOHAIHATA CHCTeMa 3a
choOIaBane, mocoucHa B [Ipunokenue V. Kato cho0IaBaTe He)KEIaHN PEaKIMU, MOXKETE Ja JaIeTe
CBOSI MMPUHOC 32 TIOJy4YaBaHe Ha MOBeYe HH(GOPMAIUs OTHOCHO 0€30TaCHOCTTAa Ha TOBA JICKAPCTBO.
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5. Kak na cexpansiBate Synflorix

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHIIHO 34 [ACIA.

o He uznon3Baiite TOBa JIEKapCTBO CJIE] CPOKa HAa TOHOCT, OTOEA3aH BbPXY KapTOHEHATA
ornakoBKka. CpOKBT Ha TOJTHOCT OTTOBAPSI Ha MOCIEIHUS JICH OT TIOCOYESHUS MECell.

. a ce cexpanssa B xiamuiauK (2 °C — 8 °C).

o Ja ce cpxpaHsiBa B OpUT'MHAIHATA OMAKOBKA, 32 Ja CE MPE/Ia3 OT CBETIHHA.

. Ja He ce 3ampassiBa.

He H3XBBpHHﬁTe JICKapCTBaTa B KaHa/IM3aluATa Uiu B KOHTeﬁHepa 3a JOMAalIHH OTIIaaAbIN.
[MonmTaiite Bamms papmaneBT kak qa H3XBBPISATE JeKapcTBaTa, KOMTO Bede He u3rnon3sare. Te3n
MEPKH 1€ CIIOMOTHAT 32 ONa3BaHe Ha OKOJHATa Cpefa.

6. Chbabp:kanue Ha OIAKOBKATA M JOIIbJIHUTETHA HH(pOpManus

Kaxkso cpabp:xa Synflorix

° AKTHBHUTE BEIIECTBA Ca:

Enna noza ot 0,5 ml chabpika:

[THEBMOKOKOB moJm3axapu ceporu 112 1 Mukporpam
[THEBMOKOKOB Monm3axapu ceporur 4! 3 MUKporpamMa
[THEBMOKOKOB MOJIM3axapyj ceporu 5' 1 mukporpam
ITHEBMOKOKOB Moyu3axapy cepotun 6B12 1 Mukporpam
[THeBMOKOKOB nosm3axapu ceporun 7F'2 1 Mukporpam
[THEBMOKOKOB ToM3axapu ceporun 9V 1 Mukporpam
ITHEeBMOKOKOB monu3axapuz ceporun 1412 1 Mukporpam
ITHeBMOKOKOB nonu3axapuz ceporun 18C!3 3 MuEKporpama
[THEeBMOKOKOB nonm3axapu ceporur 19F'4 3 MuKporpama
ITHeBMOKOKOB nosu3axapu cepotun 23F!2 1 MuKporpam
'ancopbupan BEpXy anymunues docdar 0610 0,5 munmurpama Al**
? KoHrorupan ¢ nporeun D (u3Bineuen ot Hetunuzupyem Haemophilus influenzae) npoTeMHOB
HOCHTEI 9-16 mukporpama
3 KOHIOTHPAH C TETAHUYEH TOKCOM/I MPOTEMHOB HOCUTEI 5-10 mukporpama
4 KOHIOTHPaH ¢ IU(TEPUEH TOKCOUI IPOTEUMHOB HOCUTEIT 3-6 MuUKporpama
o Jpyrute cbcTaBKH ca: HATPUEB XJIOpUA (BIKTE TOUYKA 2 3a JOMIBIHUTENHA HHDOpManus), 2-

(heHOKCHETaHOJI ¥ BOJIA 3a MHXKCKIIUH.

Kaxk m3rnexna Synflorix 1 KakBo ChABbp:Ka ONIAKOBKATA

. MHKeKImMoHHa CyCTIeH3UsT B MHOTOI030Ba OITaKOBKa (4 103M).

o Synflorix e MbTHa 0sil1a CyCIIeH3USI.

. Synflorix ce npeanara BbB ¢urakonu ¢ 4 1o3u, B onakoBku 1mo 10 umu 100.
o He Bcruky BUZIOBE OMAKOBKH MOTAT Jia OBb/IaT MMyCHATH B TIPOJIaK0a.
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[puTexaTes HA pa3pelIeHUETO 32 yNOTPeda U MPOU3BOTUTE

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89

B-1330 Rixensart

benrus

3a JOIThJIHUTEIIHA I/IH(i)OpMaHI/ISI OTHOCHO TO3H JICKAPCTBCH MPOJAYKT, MOJIS CBBPIKETC CC C JIOKAJTHUA
NPEICTaBUTEN Ha IPUTEKATENSI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgique/Belgié/Belgien Lietuva

GlaxoSmithKline Pharmaceuticals s.a./n.v. GlaxoSmithKline Biologicals SA

Tél/Tel: +32 10 85 52 00 Tel: +370 80000334

bbarapus Luxembourg/Luxemburg

GlaxoSmithKline Biologicals SA GlaxoSmithKline Pharmaceuticals s.a./n.v.

Ten.: +359 80018205 Tél/Tel: +32 10 85 52 00

Ceska republika Magyarorszag

GlaxoSmithKline s.r.o. GlaxoSmithKline Biologicals SA

Tel: +42022200 11 11 Tel.: +36 80088309

cz.info@gsk.com

Danmark Malta

GlaxoSmithKline Pharma A/S GlaxoSmithKline Biologicals SA

TIf: + 4536 3591 00 Tel: +356 80065004

dk-info@gsk.com

Deutschland Nederland

GlaxoSmithKline GmbH & Co. KG GlaxoSmithKline BV

Tel: +49 (0)89 360448701 Tel: + 31 (0)33 2081100

produkt.info@gsk.com

Eesti Norge

GlaxoSmithKline Biologicals SA GlaxoSmithKline AS

Tel: +372 8002640 TIf: + 47 22 70 20 00

E)\Gda Osterreich

GlaxoSmithKline Movonpoconn A.E.B.E GlaxoSmithKline Pharma GmbH.

TnA: +30210 68 82 100 Tel: +43 (0)1 970750
at.info@gsk.com

Espaiia Polska

GlaxoSmithKline, S.A. GSK Services Sp. z 0.0.

Tel: + 34 900 202 700 Tel.: + 48 (22) 576 9000

es-ci@gsk.com

France Portugal

Laboratoire GlaxoSmithKline GlaxoSmithKline - Produtos Farmacéuticos, Lda.

Tél: +33(0) 139178444 Tel: + 35121 41295 00

diam@gsk.com FL.PT@gsk.com
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Hrvatska
GlaxoSmithKline Biologicals SA
Tel.: +385 800787089

Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: +353 (0)1 495 5000

Island
Vistor hf.
Simi: +354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel:+ 39 (0)45 7741 111

Kvnpog
GlaxoSmithKline Biologicals SA
TnA: +357 80070017

Latvija
GlaxoSmithKline Biologicals SA
Tel: +371 80205045

Romania
GlaxoSmithKline Biologicals SA
Tel: +40 800672524

Slovenija
GlaxoSmithKline Biologicals SA
Tel: +386 80688869

Slovenska republika
GlaxoSmithKline Biologicals SA
Tel.: +421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 10 30 30 30

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

United Kingdom (Northern Ireland)

GlaxoSmithKline Biologicals SA
Tel: +44 (0)800 221 441
customercontactuk@gsk.com

I[aTa Ha MOCJICAHO MpepasriacKaaHe Ha JUCTOBKaTa

JApyru u3rouHuum Ha uHGopMauus

IMoapoOHa uHbopMalus 3a TO3H JEKApCTBEH MPOAYKT € MPeJ0CTaBeHa Ha yebcaiita Ha EBpomnelickaTa
areHIIMs 10 JekapcTBaTa: http:/www.ema.europa.cu/.

Ilocouenara mo-a0i1y I/IH(i)OpMaI_[I/Iﬂ € MpCAHa3Ha4YCHa CaMO 3a MCAULIMHCKHU CIICHUAIINCTH!

[To BpeMe Ha chxpaHeHHE BBB (1akoHa Morar jia ce HaOironaBaT GuHa Osia yTaiika u Guctpa
Oe3lBeTHa Ha/lyTacyHa TeYHOCT. ToBa He MOKa3Ba BJOIIaBaHE HA KAYECTBOTO HA BAKCHHATA.

[Ipenu npunarane chAbPKaHUETO Ha (iakoHa TPSOBA J1a C€ IPOBEPH BU3YAIHO 3a YY)KJIH YaCTHIIN
W/WJIHM TPOMSHA BB BBHIIHMS BUJ, KAKTO NPEIU, TaKa U CJIeA KaTo ce pa3kiatu. B ciyuaii ue ce
HaOJIF01aBaT TaKWBA, BAKCUHATA TPsIOBA J1a e U3XBBHPIIM.

IIpenu ymorpeda BakcuHaTa TpsiOBaA Jia C€ OCTABH Jia IOCTUTHE CTaiiHa TeMIiepaTypa.

Ipenu ynoTpeda BakcHHATA TPOBa 1OOpE Nia ce pa3KiaTy.

Cren mbpBOTO OTBapsiHE Ha 4-71030BUs (IIAKOH, BAKCHHATA MOXKE JIa C€ ChXPaHsBa 32 MAKCUMYM

28 mau B xnmaauaHUK (2°C - 8°C). Ako He Ob/ie M3M0I3BaHa B paMKHUTE Ha 28 JHH, BaKCHHATA TPSOBa
Jla C& U3XBBPJIIU.

Koraro ce n3nomnsBa MHOT01030B (urakoH Besika g03a ot 0,5 ml TpsOBa a ce u3Teriis Kato ce

M3I0J13BaT CTEPUIIHYU UIJIa U CIIPUHLIOBKA. TpsOBa Aa ce B3eMaT Npeana3Hu MEpKH 3a U30srBaHe Ha
3aMBbpCsSIBaHE Ha ChbPKAHUETO.
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Bakcunara e camo 3a HHTpaMyCKyJIHO MpriiokeHue. Jla He ce mpuiara BbTPeChI0BO.

Axo Synﬂorix CC Ipwjiara CIHOBPEMCHHO C JPYIr' BaKCHUHHU, TpSI6Ba Ja 6’B,Z[aT H3MOJI3BAaHU pa3InNIHA
MCCTa 3a UHIXKCKTHUPAHC.

Synflorix He TpsiOBa 1a ce cMecBa C IPYr'¥ BAKCHMHU. AKO J103aTa BAKCHHA € M3TEIJICHA B CIIPUHI[OBKA
3a HHXEKTUPaHe, UTJIaTa, U3MI0JI3BaHa 33 U3TETIITHETO, TPSOBA J1a Ce 3aMEHHU C MIJIa, TIOIXO/SIIA 32

MHTPaMyCKYJIHA UHXKEKLS.

Hewnsnon3panusr MIPOAYKT WJIM OTHAABYHUTC MATCPUATIN OT HET'O Tpﬂ6Ba Ja CC U3XBBPJIAT B
CbOTBETCTBHUEC C MCCTHUTC U3HMCKBAHUA.
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