MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Synflorix HHXEKIIMOHHA CYCIIEH3US B IPEBAPUTEITHO HATBIHEHA CITPUHIIOBKA
Synflorix HH)XEKLIMOHHA CYCIICH3HS

Synflorix HHXEKIIMOHHA CYCIICH3HMS B MHOT0/1030Ba ONaKOBKa (4 103H)
AncopOupaHa MTHEBMOKOKOBA MOJTU3aXapyIHa KOHIOTATHA BAKCHHA
[Pneumococcal polysaccharide conjugate vaccine (adsorbed)]

2.  KAYECTBEH U KOJIMYECTBEH CHbCTAB

1 mo3a (0,5 ml) ceappxa:

[THEBMOKOKOB nonm3axapu ceporu 112

(Pneumococcal polysaccharide serotype 1) 1 MEKporpam
ITHEBMOKOKOB monu3axapu ceporui 42

(Pneumococcal polysaccharide serotype 4') 3 MuEKporpama
ITHEBMOKOKOB MoOJU3axapy cepotun 512

(Pneumococcal polysaccharide serotype 5'%) 1 Mukporpam
ITHeBMOKOKOB MOJIM3axXapu i CEPOTHUIL 6B!?

(Pneumococcal polysaccharide serotype 6B'?) 1 MEKporpam
ITHeBMOKOKOB MOJIM3aXapul CEPOTHUIL 7F!12

(Pneumococcal polysaccharide serotype 7F'?) 1 Mukporpam
ITHEBMOKOKOB MOJU3axapy cepotun 9V -2

(Pneumococcal polysaccharide serotype 9V'?) 1 MEKporpam
[THEBMOKOKOB Mom3axapu ceporun 14!

(Pneumococcal polysaccharide serotype 14'?) 1 Mukporpam
ITHeBMOKOKOB nonu3axapuz ceporun 18C!3

(Pneumococcal polysaccharide serotype 18C'?) 3 MUKporpama
ITneBmMokok0B nonuzaxapun ceporun 19F 1.4

(Pneumococcal polysaccharide serotype 19F“*) 3 MHEKpoTrpama
ITHeBMOKOKOB nosu3axapu cepotun 23F!2

(Pneumococcal polysaccharide serotype 23F"?) 1 Mukporpam
YancopOupan BEpXy anymunues docdar 06mo 0,5 mumurpama Al**

2 koHrorupas ¢ nporeun D (u3Bineden ot Hetunuzupyem Haemophilus influenzae) IpoOTEMHOB HOCHTEI
9-16 mukporpama

3 KOHIOTMPAH C TETAaHUYEH TOKCOU] IIPOTEMHOB HOCHTEI 5-10 mukporpama

4 KOHIOTHPaH ¢ U(TEPUEH TOKCOUI IPOTEMHOB HOCUTEIT 3-6 MuUKporpama

3a IBJIHUA CIIUCHK HA ITOMOILHUTE BEIECTBA BHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WuxeKImoHHa CycrieH3us (MHXKEKITUS )

Bakcunara e MbTHa Osiia CyCTICH3HSL.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHU MOKA3AHUS

AKTHBHA UMYHHU3alWs CPElly WHBA3WBHO 3a00IIIBaHe, THEBMOHUS H OCTHP OTHT Ha CPEAHOTO yXO,

NPUYUHIBAHU OT Streptococcus pneumoniae IPU KbpMadeTa | Jella Ha Bb3pacT OT 6 CeAMMUIIN 10
5 rogunn. 3a wHGOPMAITHS OTHOCHO 3alUTaTa CPelly crenn(GUIHITE THEBMOKOKOBU CEPOTHIIOBE



BIKTE Toukn 4.4 u 5.1.

VYnorpebara na Synflorix TpssiOBa 1a ce onpezaess Bb3 OCHOBA Ha O(UIIMATHUTE MIPETIOPBHKH, KAaTO Ce
B3eMarT MPeJBHU Bb3ACHCTBUETO BbPXY MTHEBMOKOKOBUTE 3a00JSIBAHNUS P Pa3IUHUTE BH3PaCTOBU
TPYIH, KaKTO ¥ BAPHAOMIIHOCTTA HA SMUICMUOJIOTHATA B PA3IMYHNTE Teorpadcku 001acTH.

4.2 /lo3MpoOBKa M HAYMH HA NMPUJIOKEHHE

[o3upoBka

Cxemure 3a HUMYyHHU3alud CbC Synﬂorix TpSI6Ba Ja C€ OCHOBaBaT Ha O(l)I/II_[I/IaJ'IHI/ITe MMPCIIOPBKHU.

[IpenopbuBa ce nomyuunute mbpBa 1o3a Synflorix na 3aBbpIuaT IBJIHUS KypC Ha BAKCHHALIUS ChC
Synflorix.

Kvpmauema na evzpacm om 6 ceomuyu 0o 6 meceya

ITvpeuuna umynusayus ¢ mpu 003u

[IpenopbuBaHaTa UMyHH3aIOHHA CXEMa 332 OCUTYPSABaHE HA ONTHMAJIHA 3alUTa CE CbCTOU OT YETHPH
no3u, Besika 1o 0,5 ml. [TepBruuHaTa MMyHH3aUuUs IPH KbpMadeTa ce CbCTOU OT TPU A03H, KaTo
mbpBaTa 103a OOMKHOBEHO Ce MpHiiara Ha 2-MeceyHa Bb3pacT, C HHTEpPBaJl OT Hali-Manko 1 Mecer

Mex Iy nosute. [IppBara 103a Moxe fa ObJe IpUIOXKEHa Ollle Ha 6-ceqMuuHa Bb3pacT. [Ipenoppusa
ce OycTep (4eTBBpTA) 4032 Hal-MaKo 6 Mecela cieq mocjeIHara 103a OT IbPBUYHATa UMYHHU3aLNs 1
MOXe Jja ObJie MPUIIOKEHa OT 9-MeceuHa Bb3pacT (3a mpeArnounuTane Mexay 12- u 15-meceuna
BB3pacT) (BX. Touku 4.4 u 5.1).

Tlvpsuuna umynusayus ¢ 0ge 003u

AnrepHaTuBHO, Korato Synflorix e mpuiiarad Kato yacT OT pyTHHHaTa UMyHHU3al[IOHHA TIporpama Mpu
KbpMadeTa, MOXe J1a ObJie IPUII0KEHa CXeMa, KOSITO e ChbCTOU OT TPH J03H, Besika 1o 0,5 ml.
[IppBaTa no3a Moxe Aa ObAe NPUIIOKEHA OLlEe HA 6-ceIMUYHA BB3PACT, C BTOpa J103a, NPUIIOKEHA

2 mecena no-kbcHo. IIpenopruBa ce OycTep (TpeTa) 1o3a Hail-mako 6 Mecela cies mocjaegHara 103a
OT IbPBUYHATA UIMYHH3ALIU U MOXKeE Jia ObJie PUIIOJKEHA OT 9-MeceyHa Bb3pacT HATAThHK (32
npeanoyuTane Mexay 12- u 15-meceuna Bb3pact) (Bx. Touka 5.1).

Ipescoespemenno podenu kopmavema (pooenu mexncoy 27-36 cecmayuonuna ceomuya)

[Ipu npexxieBpeMEHHO poJIEHN KbpMaydeTa, poJIcHH Ha TeCTal[IOHHa Bb3pacT Hal-MaJIKo 27 CeaMUIIH,
npenopbyBaHaTa MMYHH3AIMOHHA CXeMa Ce ChCTOM OT YeTHPH 1031, Besika 1o 0,5 ml. [TepBuunaTa
cxeMma Ipyu KbpMaydeTa ce CbCTOM OT TPHU J103H, KaTO IIbpBaTa J103a ce Ipujara Ha 2-Mece4Ha Bb3pacT C
MHTEpBaJ OT Haili-mManko 1 Mecer Mexay posute. [Ipenoprusa ce OycTep (4eTBBbpTa) 1032 HAH-MaJIKO
6 Mecena cies OCJIeAHaTa 03a OT IIbPBUYHATA UMYHHU3auA (BX. Touku 4.4 1 5.1).

Hesaxcunupanu kopmauema u 061461 Ha 8b3pacm > 7 meceud

— KbpMauera Ha Bb3pacT 7 — 11 mecena: Cxemara Ha MMyHH3AIIHSI C€ CbCTOM OT JIBE JI03H 3a
mspBUYHA nMyHU3anws 1mo 0,5 ml ¢ naTEepBaN OT Hail-Manko 1 Mecen Mexay no3ute. [IpemopruBa
ce TprIaraie Ha eiHa Oycrep (TpeTa) m03a 0 BpeMe Ha BTOpaTa TOAMHA OT KUBOTA C HHTEPBAI OT
Hall-MaJKo 2 Mecena Clie] OCIeHAaTa 1032 OT ITbPBUYHATA UMYHU3aIHSI.

— Jnena Ha Bh3pact 12 mecena — 5 ronuau: CxeMaTta Ha UMYHHU3AIUS C€ ChCTOU OT ABe J03u 1o 0,5 ml
C MHTEPBAJ OT HA-MaJIKO 2 Mecela Mexay JO3UTe.

Cneyuaniyu nonyiayuu

[Tpu MHIUBUIHN ¢ TIOJUTEKAIIH 3a00JIIBAaHUS, KOUTO TH Ipeapa3noiarat KbM HHBa3HBHO
MTHEBMOKOKOBO 3a00sisiBaHe (KaTo WHGEKIUs C YoBelkus uMyHoaeunuter supyc (HIV),
ChPITOBUIHO-KJIECThYUHA aHEMUs) WK TUCHYHKIUS Ha ciie3kaTa, Synflorix Moxke 1a Oblie IPUIOKEH



CBIJIACHO TO-TOPE OMMCAHUTE CXEMHU Ha MMYHH3AIHsI, C M3KITI0YCHNE Ha TOBA, Y€ 3-1030BaTa CXxema
TpsiOBa Ja ce mpujlara KaTo MbpPBUYHA MYHHU3ANNA TPU KbpMadeTa, TPH KOUTO UMyHHU3aIUATA Ce
3armoy4sa oT 6-ceMUYHA 10 6-MeceuHa Bb3pacT (Bxk. Touku 4.4 u 5.1).

Heauampulma nonyiaauuA

bezonacHocTTa 1 C(l)I/IKaCHOCTTa Ha Synﬂorix Ipu Aena Ha Bb3pacT HaAJg 5 TOAWHU HC Ca YCTAHOBCHU.

Ynompe6a Ha SVI’ZﬂOI"iX C ()DVZI/I NHEeEMOKOKOB8U KOHIO2AMHU 8AKCUHU

NMa orpaHnYeHH KIIMHUYHU TJaHHU OTHOCHO yrnoTpebara Ha Synflorix u 13-BaneHTHa THEBMOKOKOBA
koHroratHa BakcuHa (IIKB13) B xoma Ha ©MyHH3aIMATa Ha €IHO M CHITIO JUIE (BXX. Touka 5.1).

Hauun Ha OPHUITOKCHUC

Baxkcunara Tps6Ba a ce mpuiiara upe3 HHTpaMycCKyJTHO WHKekTupaHe. [Ipennounrtannte Mmecrta 3a
MIPHUJIOKEHUE Ca aHTepoJIaTepaIHATA YacT Ha O€POTO MPU KbpMaueTa WK JSITOUTHUAT MyCKYJT Ha
MUIIHALIATA IPH MAJIKUTE JIela.

4.3 IIporuBomokazaHusi

CBp’bX‘IYBCTBI/ITeHHOCT KbM aKTHBHHUTC BCIICCTBA UJIM KbM HIAKOC OT IIOMOIIHHUTC BEIICCTBA,
I/I36pOCHI/I B TOYKa 61, WM KbM HSKOH OT MPOTCUHOBUTC HOCUTCIIU.

Kakro npu apyrure Bakcunu, npuiaranero Ha Synflorix TpsOBa jga Ob/ie OTIOKEHO TIPH JINIIA,
CTpajallly OT OCTPO TEKKO (eOpmitHO 3a0oisaBane. HamuureTo Ha Jieka WHGEKIIUS, HAIlp. HACTHUHKA,
He TpsiOBa J1a BOAM A0 OTJIaraHe Ha MMYHH3aLUsITa.

4.4 Chenuananu npeaynpesxaeHus: U NpeANa3sHyl MepKH NPU ynoTpeda

IIpocnenumoct

C men mga ce mogo0pH MPOCIECANMOCTTA Ha OMOJIOTHIHHUTE JICKAPCTBEHU TIPOAYKTH, UMETO U
MAPTUIHUST HOMEP Ha MPIOKEHUS MPOIYKT TPsAOBa 1a ObAAT SICHO 3allMCaHM.

IIpean nMyHHn3anusaTa

KaxkTo mpu BCHYKY HHXEKITMOHHU BaKCUHH, BUHATH TPsiOBa Ja 0bJie TIOJCUTYPEHO TIOIXOSIINO
MEIUITUHCKO JICUCHNE U HAOJI0/IEeHNE B PEIKUTE CITydand Ha aHAdWUIaKTHIHA PEaKIIHsI CIIe]
MIPUJIOKEHUE HAa BAKCUHATA.

[pu npuiaraneTo Ha TEPBUYHA UMYHU3AIHS NIPU HEJJIOHOCEHH KbpMaydeTa (pojeHn < 28 recTallioHHa
ceIMUIIa) ¥ 0cOOEHO TP TE3H C MPEJIUITHA aHAMHEe3a 3a He3PSJIOCT Ha MXaTellHaTa CHUCTeMa, TpsioBa
Jla ce UMa TPEABU] MOTSHIIUATHUAT PUCK OT alHesl 1 He0OXOAMMOCTTa OT MPOCIICAsIBaHe Ha
nuraHeTo 3a 48—72 gaca. Thi KaTo moa3ara OT BAKCHHUPAHETO TIPH Ta3W rpylia KbpMaveTa € TojsiMa,
TO BAaKCHHHPAHETO TPsIOBA Ja ce HANpaBu 0e3 OTJiaraHe.

IIpu HukakBu obcrosiTencTBa Synflorix He TpsOBa @ ce mpuiara BbTPECHIOBO WIM UHTPAAESPMAITHO.
Jluncear JaHHM 3a MOJKOKHO Mpuiiokenue Ha Synflorix.

[Ipu nemna Ha u Ha 2-TOAMIITHA BB3PACT CUHKOM (TIPHUIAIhK) MOXKE Ja HACTBIIN CIIE ] U OPH MPEIH
KaKBaToO M J1a € BaKCHHAIIKSI, KaTO IICUXOTeHHA PEeaKIus KbM HHKEKTUPAHETO ¢ uriia. BaxHo e 1a ca
HaJIHUIIE TPOIEAYPH 3a N30ATBAHE HA HApaHSBAHE BCJICACTBUE HA IPUITATIBITUTE.

Kakro u octananurte BaKCHHH, KOMTO C€ MpHjiaraT HHTpaMycKyiaHo, Synflorix TpsiOBa na ce npuiara c
MOBHILIEHO BHUMaHHE MPH JIUIA ¢ TPOMOOIIMTONIEHHS MIIM HAKAKBO HapyIIEHHE Ha KPHBOCHCHUPBAHETO,
THH KaTo IpH TE3H JIMLA CJIe]] UHTPAaMYCKYJHO IPHIIOKEHUE MOXKE /12 CE MOSBU KbPBEHE.



Hudopmanust OTHOCHO 3aIlMTAaTa, OCHTYPEHA OT BaKCHHATa

TpsiOBa 1a ObJAT CIEABAHU CHINO U OPHUIIMATHUTE TPEIOPHKU 32 HIMYHHU3AIUS CpeIly TuQTepus,
tetanyc U Haemophilus influenzae tan b.

Henocrarbunu ca qokaszarenctsara, ye Synflorix ocurypsisa 3amura cpeiry MHEBMOKOKOBU
CEpPOTHITIOBE, KOMTO HE CE ChABPKAT BbB BAKCHHATA, C U3KIIIOYCHHE Ha KPhCTOCAHO-PEAKTHBHHUSI
cepotun 19A (Bx. Touka 5.1), winu cperty Hetunusupyem Haemophilus influenzae. Synflorix He
OCHUTYpSIBa 3aIllUTA CPEILY IPYTH MUKPOOPTaHU3MH.

[Momo6HO Ha Besika npyra BakcuHa, Synflorix Moxe fa He 3alIUTH BCHYKH BAKCHHUPAHH JIHIA CPEIILY
MHBAa3MBHO MTHEBMOKOKOBO 3a00JIsiBaHE, THEBMOHUS HJIM OTUT HA CPEIHOTO YXO, IPUUMHIBAHU OT
CEpOTUIIOBETE BbB BAKCHHATA U OT KPbCTOCAHO-peakTHBHUS cepoTull 19A. OcBeH ToBa, Thil KaTo
OTUTHT Ha CPEJHOTO YXO Y ITHEBMOHUSATA CE€ MPUYMHSABAT OT MHOT'O MHUKPOOPTaHU3MH, Pa3TUIHU OT
CEepOTHIIOBETE Ha Streptococcus pneumoniae, IPeICTABEHU TOCPEICTBOM BaKCHHATA, OYAKBa €€
LSUTOCTHATA 3aIllMTa CPELly Te3H 3a00sABaHus Ja ObJic OTpaHUYeHa U 3HAUYUTEIHO MMo-cj1ada B
CpaBHEHHE ChC 3aI[UTATa CPelly HHBa3UBHO 3a00sIBaHe, IPUIMHEHO OT CEPOTHIIOBETE BHB BAKCHHATA
u ceporurt 19A (Bx. Touka 5.1).

B ximmHanvHATE m3nuTBanusa Synflorix nmpean3BUKBa IMYHEH OTTOBOP KbM BCHUKHTE JIECET CEPOTHUIIA,
BKJIFOUCHH BbB BaKCHHATA, HO CTEIICHTA HAa OTITOBOPUTE BapuUpa MEXKy CEPOTHIIOBETE.
OYHKIMOHATTHUAT UMYHEH OTTOBOP KbM CEpPOTHIOBE | U 5 € M3pa3eH B O-MajKa CTETNCH B CPABHEHUE
C OTTOBOPA CPEIly BCHYKH JAPYTH CEPOTUTIOBE HAa BakcuHaTa. He € U3sCHEeHOo Jaiiu TO3M Mo-ciiad
(yHKIMOHANIEH UIMYyHEH OTTOBOP CpeILy cepoTrrioBete 1 u 5 1ie AoBene 10 HamMalleHa 3alluTHa
eq)I/IKaCHOCT cpeuly MHBa3UBHO 3360H$IB3HC, IMHCBMOHUA UJIU OTUT HAa CPEAHOTO YXO, IPpUYHUHABAHU OT
TE3W CEePOTHIOBE (BXK. ToUKa 5.1).

Jlenara TpsiOBa ja moJiyyaT 1030B PekuM Chbe Synflorix, MOIXOII 32 TAXHATA BB3PACT 10 BPEMETO
Ha 3alI0YBaHe Ha BaKCHHAIMOHHUTE cepuH (BXK. Touka 4.2).

HMVHOCVHD@CI/IBH& TCpanusid 1 UMYHCH I[e(bI/IHI/IT

Jlena ¢ yBpeZieH UMYHEH OTrOBOD, ABJDKAI ce Ha ynoTpedaTa Ha MMYHOCYIIPECHBHA Teparvis,
rereruueH nedekrt, HIV unbexnus, npeHaraiHa eKCIo3UINs Ha aHTUPETPOBUPYCHA TEPAITUS H/WITH
Ha HIV, unu Ha npyru npu4rHA, MOKE J1a Ca C HAMAJIEH aHTUTSUIOB OTTOBOP CJIE IMYHU3ALHATA.

Wma nanHu OTHOCHO 0€30MacHOCTTa 1 MMYHOTEHHOCTTA NPU KbpMaueTa, nHdextupanu ¢ HIV
(acuMNITOMATHYHH WM C JIEKO U3pa3eHH CUMITOMH ChIyIacHO Kiacudukanusara Ha C30), HIV-
OTpHLIATETHH KbpMaueTa, poaeHu oT HIV-nonoxxurenHu Maiiky, Aena cbC ChbpHOBUAHO-KIEThYHA
aHemus | jJerna ¢ AucHyHKIMS Ha cie3kaTa (Bx. Touku 4.8 u 5.1). Jlurcear qaHHA OTHOCHO
0e30macHOCTTa U UIMyHOTeHHOCTTa Ha Synflorix mpu MHIUBUIM OT JPYTH crienuuaan
MMYHOKOMIIPOMETHPAHU TPYNH U BaKCHHAIIMATA TPSIOBa a c€ OOMUCIH MPU BCEKHU OT/AETIEH CIyyYail
(Bk. Touka 4.2).

Ynorpebara Ha THEBMOKOKOBA KOHIOTaTHA BAKCHHA HE 3aMeHs yrnoTpedaTa Ha 23-BaJleHTHU
THEBMOKOKOBH ITOJIN3aXapUIHA BAKCHHH IPU JIela Ha Bb3pacT > 2 TOJUHHU ChC 3a00IIsIBaHUS
(cpprioBuIHO-KIEThYHA aHeMus, actuieHust, HIV undexuus, XpoHn4HO 3a001s1BaHe UM TaKMBa,
KOUTO UMaT JPYTU UMYHOKOMIIPOMETHPAIIN CHCTOSHUS ), KOUTO TH MOCTABAT MPHU MO-BUCOK PUCK OT
MHBa3MBHO 3a00JIsBaHe, ABJDKALIO ce Ha Streptococcus pneumoniae. Korato e npenopbunuTesHo,
Jierarta B PHCK, KOUTO ca Ha Bb3pacT > 24 Mecella 1 Ha KOMTO Be4e € HallpaBeHa IbPBUYHA
umyHH3anus cbe Synflorix, TpsiOBa ga monydat 23-BaJieHTHA ITHEBMOKOKOBA MOJIM3aXapy/IHA BAKCHHA.
HuTepBanbT Mek Iy THEBMOKOKOBaTa KOHIOraTHa BakcuHa (Synflorix) u 23-BaneHTHaTa
THEBMOKOKOBA TI0JIN3aXapHIHa BaKCHHA He TpsiOBa J1a € mo-MaibK oT 8 cenmuny. He ca Hannynan
JaHHU, TTOKa3Ballly JAJIM PUJIaraHeTo Ha THEBMOKOKOBA MOJIM3axapyiHa BaKCHHA IIPH AeLa, Ha
KOHMTO ITbpBUYHATA UMYHH3AIMs € HanpaBeHa cbe Synflorix, Moxe fa oBe/e 10 HaMallsiBaHe Ha
OTroBOpa KbM IOCJIEABALINTE O3 OT THEBMOKOKOBA ITOJIM3aXapyIHa MM THEBMOKOKOBA KOHIOTaTHA



BaKCHHa.

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

[MpoduIak THYHUST IPUEM Ha aHTUITMPETUIIN TIPS UITK BeHAara cjie]| priiaraHe Ha BaKCHHATa
MOYe J]a HaMallil 4YecTOTaTa U MHTE3UTETa Ha MOCTBaKCHHAITHUTE (eOpriTHn peakiyn. KiimananuTte
JTAHHY, TCHEPUPAHU C MapareTamMoi u noynpodeH, mpeamnoiarar, 4e¢ npopuiakTuIHaTa yrnoTpeda Ha
napareTaMmol MOXe Jia IOHWKH CTOMHOCTHTE Ha IMOBHUIIIEHATAa TEMIIepaTypa, JOKaTo
npoduIakTHUHaTa yrorpebda Ha nOympodeH MoKa3Ba OrpaHUUeH ePEKT MPHU MOHMKABAHETO Ha
TEMIEPaTypHUTE CTOMHOCTU. KITMHUYHWUTE JaHHU TIPE/IIOoaraT, 4ye mapareTaMoll MOXe J1a OTCIIa0u
UMYHHUS 0TroBOp KbM Synflorix. KnuHuYHOTO 3HaYeHHe Ha TOBa HAOIIOIeHHE, 00ade, He €
U3SCHEHO.

[Ipodunaktuanarta ynorpeda Ha aHTUMHPETUYHU JIEKAPCTBEHU IPOAYKTH CE MPETIOPHUBA;

- 3a BCHYKH Jela, npu kouto Synflorix ce mpuiara eIHOBPEMEHHO ¢ BAKCUHH CPEIIy KOKITFOII
(11e7M KJIETKH), TIOPaIy MO-BUCOKATa 4ecToTa Ha (peOpuaHuTe peakiuu (Bx. Touka 4.8).

- 3ajema ¢ TbpYoBH 3a00IIIBaHUS WIIM C MUHAJA aHaMHe3a 3a PeOPUITHN ThPUOBE.

AHTI/IHI/IpeTI/IT-IHOTO JICUCHUC Tp$I6Ba aa 6’[)):[6 3aI104YBaHO B CHOTBETCTBHUEC C MCCTHUTE YKAa3aHU 3a

JICUCHHE.

CopabpkaHUEe Ha HATpUH

ToBa nekapcTBO ChABPIKa MO-Manko oT 1 mmol Hatpuit (23 mg) Ha 1032, T.€. MOXKE Ja ce Kaxe, e
MIPAKTUYECKU HE ChABPIKA HATPHIL.

4.5 B3aumopeiicTBHe ¢ APYIrH JeKAPCTBEHU MPOAYKTH U APYru (popMu HA B3anMoelicTBUE

yHOTD€6a C APYI'd BAKCHMHHU

Synflorix Moe Aa ce mpuiiara ChIPTCTBAIIO C KOSITO | JIa € OT CJICTHUTE MOHOBAJICHTHU WITH
kKoMOuHUpaHu BakcuHU [BrirounTesiHo DTPa-HBV-IPV/Hib u DTPw-HBV/Hib]: Bakcuna cpernry
nudTepus-Teranyc-kokionn (0e3knerbuna) (DTPa), Bakcuna cperny xenatut B (HBV),
MHAKTUBUpaHa nojauoMuenuTHa BakcuHa (IPV), Bakcuna cpeiny Haemophilus influenzae tun b (Hib),
BaKCHHa cpelly JudTepus-Teranyc-kokirom (uenu kietku) (DTPw), Bakcuna cperry Mopoui,
napotut u pyoeosa (MMR), Bakcuna cpenty Bapurena (V), KOHIOTaTHA BAKCHHA CPETIy
MeHUHTOKOKH 0T ceporpyma C (CRM g7 1 TT koHIoraTH), KOHIOTaTHa BaKCHHA CPEITY MCHUHTOKOKH
ot ceporpymu A, C, W-135u Y (TT xonrorar), nepopaina nmoimmomueiantHa Bakcuaa (OPV) u
MepopaiHa pOTaBUPYCHA BaKCHHA. Pa3TMYHNTE HHXKEKITMOHHU BAaKCUHU TPSOBa BUHATH Jia Ce
MIpUjIarat Ha pa3jIndHU HHXEKIIMOHHN MeCTa.

KnuanyanTe mpoyyBaHus OKa3BaT, Ye UMYHHUTE OTTOBOPU U PO MINTE Ha OE30MaCHOCT Ha
€IHOBPEMEHHO MPUIIOKEHNUTE BAKCHHH HE C€ MOBIIMABAT, C M3KIIIOUEHHE HAa OTTOBOpPa KbM
WHAKTUBUPAHUS TIOJMOBUPYC THII 2, 32 KOWTO YCTAHOBEHUTE B MMPOYYBAHUATA PE3YIITATH Ca
HEeTIoCIIeI0BaTeIHU (ceponpoTeKus, Bapupama ot 78% 10 100%). B nonsnaenue, npu
€HOBPEMEHHO MpUJIaraHe Ha BaKCHMHA CPeIly MEHUHTOKOKH OT ceporpynu A, C, W-135u Y (TT
KoHIoTaT) ¢ Oyctep no3a Synflorix mo Bpeme Ha BTopaTa ToiMHa OT YKHBOTA TIPH JIela, Ha KOUTO €
HanpaBeHa IbpBUYHA UMyHH3auus ¢ 3 no3u Synflorix, ca HabIIOAaBaHH MO-HUCKU CPEAHA
reoMeTpuyHa KoHueHTpanusa Ha anturenata (GMC) u cpefieH TeoMeTpUieH TUTHP MPH
orconodarouutao u3cnensane (OPA GMT) 3a enun mueBMokokoB ceportut (18 C). He e ycranoBeHo
BJIMSIHUE HA €THOBPEMEHHOTO MpHJIaraHe BbPXY APYTUTE JeBET MTHEBMOKOKOBH CEPOTHUIIA.
HabmonaBano e ycunBane Ha aHTUTsU10BHSA 0TroBOp KbM Hib-TT kontorar, nudTepuiinus u
TEeTaHUYHUS aHTUTeH. KIMHNYHOTO 3HaYeHNe Ha ONMCAaHUTE MO-TOpPe HAaXOJKH HE € M3BECTHO.

Yiorpeba ¢ UMYHOCYIIDECUBHHU JIEKAPCTBEHN IIPOAYKTH 34 CUCTEMHO IIPWIOKEHHUE

KaxTo u mpu apyru BakCHHH, MOXE J1a C€ 04aKBa, Ye MPH MAIUeHTH, ToTy4YaBalld IMyHOCYIPECHBHO
JICYCHUE, MOXKE J]a He ObJIC IOCTUTHAT 3aI0BOJUTEIICH OTTOBOP.



Ynome6a C H[}O@HH&KTI/I‘IHO IMPUJIOKCHUEC Ha aHTUITUPETUYHHU JICKApCTBa

KnvauvHM maHHM nipeanoiarat, ye nporuiIak THYHOTO MPUIIOKESHHE Ha ITaparieTaMol, H3M0oI3BaH 3a
HaMaJIIBaHE Ha YECTOTaTa Ha B3MOXKHUTE ITOCTBAKCHHAIIMOHHN (eOPMITHN pPeaKlnu, MOXe Ja
otcinadbu uMyHHUSA 0TroBop KbM Synflorix. KIMHMYHOTO 3HaYCHHE HA Ta3u HAaX0JKa, odaue, He €
uzsicHeHo. Bukre Touka 4.4.

4.6 @DepTUAUTET, O)PEMEHHOCT U KbpMeHe

Synflorix He e nmpeaHa3HaUeH 3a ynoTpeda npu Bb3pacTHU. He ca HanuyHM gaHHM 32 yrorpeba 1mo
BpeMe Ha OpEMEHHOCT WJIM KbpMEHE MPH X0pa, KAKTO M PENPOAYKTUBHU MPOYIBAHUS MTPH KUBOTHH.

4.7 EdexTn BppXy crioco0HOCTTA 32 IoupaHe u padora ¢ MAIIUHA
Henpunoxumo.
4.8 Hexenanu JexkapcTBEHH peaKIUU

PesroMe Ha nmpodmiia 3a 0€30acHOCT

Ouenkara Ha 6e3omacHocTTa Ha Synflorix ce OCHOBaBa Ha KIIMHHUYHM M3MUTBAHHS, BKIIOYBAIIN
npunaraneTo Ha 63 905 mo3u Synflorix Ha 22 429 3npaBu nena u 137 npexxaeBpeMeHHO POJCHH
KbpMaueTa KaTo MbpBUYHA UMyHu3anusa. OcBeH ToBa, 19 466 neuna u 116 npexnaeBpeMEHHO pOACHU
KbpMadeTa ca noiaydmiu Synflorix kaTo OycTep 103a 1o BpeMe Ha BTOpaTa roJMHa OT )KUBOTA.
BesonacHocTTa € oneHeHa chII0 U npu 435 nena, KOUTo eIy TOBA He ca OMIIM BaKCUHUPAHU, Ha
BB3PACT OT 2 10 5 ToAnHH, 285 oT KouTO ca noiayumin 2 go3u Synflorix.

B®B Bcnuku m3nutBanusa Synflorix € npunaras o eIHO U ChIIO BpeMe ¢ NPEeNopbYBaHUTE AETCKU
BaKCHHHU.

Haii-uecTute HexxenaH! peakiiuyl MPU KbpMaveTa, HaOII01aBaH! CIie/ TbPBHYHA UMYHU3AIHS, Ca
OMIK 3a4epBsABaHE HA MIACTOTO Ha MHYKCKTHPAHE U Pa3APa3HUTEIHOCT, MPOSIBUIIN CE ChOTBETHO CJICT
npubmu3uTento 41% u 55% ot Beuuku g03u. Cren OycTep UMyHHU3aIUs HAW-YeCTUTE HEXEIaHU
peaxiuu ca Omiu 00JIKa Ha MSICTOTO Ha MHXXEKTHUPAHE W Pa3Apa3sHUTEIHOCT, KOUTO Ca CE MPOSIBIITN
ChOTBETHO pH MpuOIM3uTeaHo 51% 1 53%. [ToBedeTo OT Te3u peakiuu ca OWIIH JICKH 10 YMEPEHU
TI0 TEKECT U HE Ca MPOJIbIKABAIH JIBJITO.

Hee YCTAaHOBCHO IMOBUIIABAHC HA YCCTOTATA WJIN TCKCCTTA HA HEIKCIIAHUTE PCAKIINU IIPU
ImpujiaraHeTo Ha nocCjICABalIUTE 103U OT IBPBUYHUTEC BAKCHMHAIITMOHHU CEPUH.

MecTHaTa peakTOreHHOCT Ha ITbPBUYHMS BAKCHHALIMOHEH KypC € 1o100Ha MIPY KbpMaueTa Ha
BB3pacT < 12 Mecela u jielia Ha Bb3pacT > 12 Mecella, ¢ U3K/II0YEeHHE Ha O0JIKaTa Ha MSICTOTO Ha
WH)KEKTUpaHe, TIPU KOSTO YECTOTaTa ce yBeJInyaBa ¢ yBeJIM4aBaHe Ha Bb3pacTra: 0oJKa e
JIOKJIaJBaHa MpH nosede ot 39% oT kppMaueTaTa Ha Bb3pacT < 12 Mecena u mpu noseue oT 58% or
Jlerata Ha B3pacT > 12 mecera.

Cnen Oycrep MMyHHM3aIus, IPH Jena Ha BB3pacT > 12 Mecena € mo-BeposITHO J1a ¢ TPOSIBIT PEaKinu
Ha MSICTOTO Ha MHKEKTHPAHE B CPAaBHEHHE C YECTOTHUTE, HAOIIOIaBaHH IIPU KbpPMadeTa o BpeMe Ha
nBpBUYHUTE cepur cbe Synflorix.

Crnen HaBakcBama (catch-up) BakcuHaNus npH Aera Ha Bb3pacT 12 mo 23 mecena, ca cho0IIaBaHn
CIIydad Ha YpTUKapHs MO-uecTo (HEYeCTH) B CpaBHEHHE C MPOIICHTA Ha CIy4anTe, HaOIrojaBaHu Ipu
KbpMayeTa 10 BpeMe Ha IbPBUYHATA U OyCTep BaKCHHAIIMSATA.

PeakToreHHOCTTA € MO-BUCOKA MPH Jiela, OTyYaBallH ¢THOBPEMEHHO BAaKCHHU, ChIbPKAIIH
ISUTOKJIEThYHA KOKITIOITHA ChCTaBKa. B €JHO KIMHUYHO U3MUTBAHE JlelaTa Ca BAKCUHUPAHU ChC
Synflorix (N = 603) unu csc 7-BanentHata Prevenar (N = 203) mo eqHO U CBHIIO BpeMe ¢



DTPw-cbabprkaria BakcuHa. Ciiel IbpBUYHHS BAKCHHALIMOHEH KypC ca JOKJIaJBaHU [IOBUIIEHA
temneparypa > 38 °C u > 39 °C cvorBetHO mpu 86,1% u 14,7% oT nenarta, BAKCHHUPAHU ChC
Synflorix, u mpu 82,9% u 11,6% ot nenara, BakcuHUpaHU ChC 7-BasieHTHATa Prevenar.

B cpaBHUTEIHN KIMHAYHA U3MUTBAHMS YECTOTAaTa HA MECTHUTE M OOIIUTE HEXKEIaHH ChOUTHS,
JIOKJIaIBAaHU B paMKUTE Ha 4 JTHM Clie]] BCSKa BAKCHHAITMOHHA 71034, € Onjia B ChIMUSA 00XBaT, KaKTO
ciea UMyHHU3alus cbe 7-BasieHTHATa Prevenar.

TabauyeH CIMCHK Ha HEXETAHNUTE PCaAKIINHN

Hexxenanute peakuuu (3a BCHYKH B3pacTOBH TPYITH) ca KiIacu(UIUPAHU IO YECTOTA.

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

MHoro 4uecty:
Yecru:
HeuecTn:
Penkn:
MHoro penku:

> 1/10)

(< 1/10 000)

(> 1/100 10 < 1/10)
(> 1/1 000 510 < 1/100)
(> 1/10 000 z0 < 1/1 000)

B®B Besiko rpynuvpane 1mo 4e€CToTa HEXKCIAHUTC PECAaKIIUU Ca NPCACTABCHU B HU3XOAAII PEA 11O
OTHOLICHUC HA TAXHATAa CCPUO3HOCT.

CUCTCMA

CucreMo-opraHeH KJjac | Yecrora | Heskestanu peakuuu
KiauanyHu u3nurBanus
Hapymenus Ha umyHHaTa Penxu AJepruvHu peakiu (KaTto ek3eMa, ajJepruieH

JIEPMAaTHUT, ATOTIMYECH JEPMAaTHT)

MHoro peaku

AHTHoeneM

Hapymenns Ha MeTabonusma u

MpHoro uectu

3ary0a Ha aneTut

XPaHEHETO
ITcuxuunu HapyIeHUs MHoro yectu PaznpazHuTenHocT
Heuectn Heobuuaen miag
Hapymenns Ha HepBHaTa MHoro yectn CpHIMBOCT
CHUCTEMA Penku ['bpuoBe (BKIIOUUTENHO (heOPHIIHU IBPUOBE)
Cp10BU HapyIICHUS MHoro penku Bonect na Kawasaki
PecniupaTopuu, rpbaHu U Heuectu AmnHes Ipy HEJTOHOCEHU KbpMaueTa
MEINACTHHAITHYI HAPYIICHUS (< 28 recranmonna ceamuna) (Bx. Touka 4.4)
CroManrHo-4peBHI Heuectu Huapus, moBpbllane
HapyUICHHS
Hapymienns Ha koxaTa u Heuectn O6puB
IIOAKOKHATA ThbKaH PC,Z[KI/I ypTI/IKapI/IH

OOmu HapyieHus U eheKTH
Ha MSACTOTO Ha MPUIIOKEHHUE

MpHoro gectu

Bucoxka temnepatypa = 38 °C pekTajiHo
(BB3pacT < 2 roguHM), 00JIKa, 3a4epBsIBaHE,
N0JyBaHE HA MSICTOTO HA HH)KEKTUPAHE

Yectn Bucoxka Temnepatypa > 39 °C pekTaiiHo
(BB3pacT < 2 roIMHN), peaKkIuKh Ha MACTOTO Ha
VH)KEKTUpaHE KaTo YIUTbTHABAaHE Ha MIACTOTO
Ha WH)KEKTUpaHe,

Heuectn Peakuun Ha MACTOTO Ha WH)KEKTUPAHE KaToO

XEeMaToOM Ha MsCTOTO Ha MHXXCKTHPAHE,
KPBHBOM3JIMB U BB3C/I4YC

Hescenanu peaxyuu, 0oxnaosanu 0OnvIHUMENHO, cl1ed Oycmep UMyHU3ayUs Ha NbPEUUHU cepull
u/unu nasaxceawa (catch-up) umynuzayus.

HapyHICHHS

Hapymienus Ha HepBHaTa Heuectun I'maBoOonue (Bb3pact OT 2 A0 5 TOIUHH)
CHUCTEMA
CromaiHo-4peBHU Heuectn l'apene (Bb3pact oT 2 10 5 rogUHN)




OO HapyuieHus 1 eeKTH Yectn Bucoxka temnepatypa >38°C pekraiaHo
Ha MSCTOTO Ha TIPIIIOKCHHE (BB3pacT oT 2 110 5 TOIWHN)

Heuectun Bucoka Temneparypa > 40 °C pexTaiaHo
(BB3pacT < 2 TOUHM), BUCOKA TEMIIepaTypa
> 39 °C pekrtaimHo (Bb3pacT OT

2 110 5 TOIWHY), peaKIiK Ha MACTOTO Ha
WH)KEKTHpaHe KaTto AU y3HO MoTyBaHe Ha
WH)XCKTUPAHUS KPAWHUK, TIOHSKOTA C
BKJIIOUBAHE Ha ChCEJIHA CTaBa, IPYPUTYC

HOCTMapKeTl/IHFOB OIIUT

Hapymenns Ha uMmyHHaTta MHoro peaxu Anadunakcus

CHCTEMA

Hapyuienust Ha HepBHaTa Penxu XUNOTOHUYEH-XUITOPECTIOHCUBEH €IHU30/]1
cucremMa

CHCLII/IEIJ'IHI/I nonyjaanunu

Besonacnocrra Ha Synflorix e onienena npu 83 HIV-nonoxurennu (HIV+/+) kppmadera
(acMMITOMAaTUYHHU HJIH C JIEKO U3Pa3eHU CUMITOMH ChIIacHO Kinacudukanusata Ha C30),

101 HIV-otpunatenuu kbpMadera, poaeau ot HIV-nonoxkurennu maiiku (HIV+/-) u 50 kbpmadera
ChC CHhPITOBUIHO-KIIeThYHA aneMus (SCD), momy4aBaniy mbpBrYHa BakcuHanus. OT TSX,

76, 96 u 49 xppMaueTa, CbOTBETHO, [TONy4aBar efHa Oyctep no3a. bezomacHocTTa Ha Synflorix e
oreHena cbio npu S50 aema cse SCD, Mpu KOUTO BaKCHHAITUATA € 3all0YHAJIa Ha BB3PacT OT

7-11 mecera, BCHUKY MMOTy4yaBamnty OycrepHara BakcuHarus, u mpu S50 gera cee SCD, mpu KOUTO
BaKCHMHALIMATA € 3all04HalIa Ha Bb3pacT oT 12-23 mecena. Pesynrartute npeanonaraT CpaBHUMH
npo¢ N Ha pEaKTOreHHOCT U Oe3omacHOCT Ha Synflorix Mexay rpynuTe Ha BUCOKO PUCKOBUTE U
3paBuUTe Jera.

C’BO6I]_IaBaH6 Ha I1OJ03MpPaHu HEXCIaHW PCAKIINHN

Cro0ImaBaHeTo Ha IMOI03MPAHN HEKEJIaHHU PEaKIIUU ciie]] pa3pelaBane 3a yrnorpeda Ha JIeKapCTBEHUS
NPOAYKT ¢ BaxkHO. TOBa MO3BOJISABA a TIPOIBIDKH HAOIOICHUETO Ha ChOTHOIIICHUETO TOI3a/PUCK 3a
JICKapCTBEHUS MPOAYKT. OT MEAMIMHCKUTE CIICIIUATICTH CE H3UCKBA Jla ChOOIIABAT BCSIKA
M0JIO3MPaHa HeXellaHa Peakius uype3 HallMOHAIHA CHCTeMa 3a ChOOIaBaHe, TIOCOYCHA B

IIpunoxenue V.

4.9 Ilpeno3upane

Hsama cpoOimenus 3a cirydau Ha peio3upaHe.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOWCTBA
®dapmakoTepaneBTUYHA Ipyna: BaKCUHU, THeBMOKOKOBU BakcuHu, ATC xox: JO7ALS2

EHI/IJICMI/IOJ'IOI‘I/IT-IHI/I JaHHH

JleceTTe THEBMOKOKOBH CEPOTHIIA, BKIIIOYEHHU B Ta3U BAKCHHA, IIPEJICTABIISIBAT [IABHUTE CEPOTUIIOBE,
npuyuHsIBaIy 3abonsBane B EBporma, otroBopHu 3a mpubauzutenHo 56% mo 90% ot nHBa3UBHUTE
nHeBMOKOKOBH 3abomnsBanus (IPD) npu nena Ha Bp3pact < 5 ronunu. Ilpu tasu Bb3pactoBa rpyma,
ceporunosete 1, 5 u 7F ctaBat npuunHa 3a 3,3% 1o 24,1% ot cnyvante Ha [PD B 3aBUCHMMOCT OT
Jbp)KaBaTa U POyUYSHUs IEPUOJ OT BpeMeE.


https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

[THeBMOHMSATA ¢ pa3nuyHa €THOJIOTHS € BOJCIIA MPHYHMHA 32 3a00JIeBaeMOCT M CMBPTHOCT B JIETCKaTa
BB3pacT rodanHo. B nmpocnekTuBHN npoyuBaHus, Streptococcus pneumoniae € OTpeeeH KaTo
otroBopeH 3a 30-50% oT cirydyanTe Ha THEBMOHUS.

OcTpusT OTUT Ha cpeaHoTo yxo (Acute otitis media, AOM) e yecTo 3a00JIsIBaHE B IETCKAaTa BH3PACT C
paznmuHa etnonorus. 3a 60-70% ot kmuHHIHAUTE enu3ou Ha AOM Moke J1a ca OTTOBOPHH OaKTepuu.
Streptococcus pneumoniae n netunuzupyem Haemophilus influenzae (NTHi) ca naii-uectute
pUYUHUTENN Ha OakTepuaneH AOM B cBeTa.

E(bI/IKaCHOCT u e(bCKTI/IBHOCT B KNIMHWYHHW U3NTUTBAHUA

B exno oOmmpHO, ABOWHOCTATIO, KITbCTEP-PAHIOMHU3HPAHO, KOHTPOIUPAHO KIIMHUYHO M3ITHTBAHE
¢aza [II/IV BB @unnanaus (FinlP), nenara ca panmoMu3upanu B YETUPH TPYIH, B 3aBUCHMOCT OT
JBETE CXEMH 32 UMyHH3alus pH KbpMadera [2-1030Ba (Ha 3-, 5S-MeceuHa Bb3pacT) win 3-1030Ba (Ha
3-, 4-, 5-MecedHa BB3pacCT) cxeMa 3a MbPBUYHA UMYHHU3AINA, TTOCIIeIBaHa OT OyCcTep J103a OT
11-Meceuna Bb3pact] aa nmony4uasat win Synflorix (2/3™ oT KIbCTEPUTE) UIIH XCITATUTHY BAKCHHH
kato KoHTpona (1/3™ ot krecTepute). B HaBakcBammTe KOXOPTH, Jela Ha Bb3PacT MEXIY

7-11 mecena mpu bpBaTa q03a BaKCHHA, mosrydaBaT Synflorix wim xenaTut B KOHTpoIHAa BakCHHA
CBIJIACHO 2-1030BaTa CXeMa 3a IbPBUYHA NMYHH3AIHA, TIOCIEeIBaHU OT eIHa OycTep /1032 U Jiera Ha
BB3pacT Mex1y 12-18 Mecena mpu mbpBarta 103a BakcHHa, ody4asat 2 1o3u ot Synflorix uiau
XenaTUT A KOHTpoJiHa BakcMHa. CpeAHOTO MPOCIIeAsiBaHe ciie/l TbpPBaTa BAKCHHALIWS €

24 no 28 Mecelia 3a HHBa3UBHO 3a00Js1BaHE M JUATHOCTUIIMPaHA B OOJIHUIIA ITHEBMOHUS. B eqHO
THE3/I0BO M3MHUTBaHE, KbpMaueTaTa ce IpocieasBaT A0 npuoiau3utenHo 21-MeceuHa Bb3pacT, 3a Aa ce
OLIEHH BB3JIEHCTBUETO BHPXY Ha30(apuHI€aIHOTO HOCUTEJICTBO U AUATHOCTUIIMPAHUS OT JIEKap OCThHP
OTHUT Ha CPETHOTO yXO, ChOOIIEH OT POJUTENHNTE.

B exHO 00mMpHO, paHIOMHU3UPaAHO, ABOHHOCATO KinHnYHO u3nuTBaHe (asa I (Clinical Otitis
Media and Pneumonia Study - COMPAS), npoBeneno B Apxentuna, [lanama u KomymOwus, 3apasu
KbpMaueTa Ha Bb3pacT oT 6 70 16 cenmuiu nmonydasat win Synflorix niu xematut B koHTpoIHA
BaKCHHA Ha 2-, 4- U 6-MeceuHa Bb3PacT, ITOCIEABAHH ChOTBETHO OT Synflorix uimm xematut A
KOHTpOJIHA BakcuHa Ha 15- no 18-meceuna Bb3pacr.

Hneazueno nneemoxoxogo 3aboa6ane (Koemo eKII0Y8A CENCUC, MEHUH2UM, OaKmepuemMuita
NHEeeMOHUSA U bakxmepuemius)

Egexmusnocm/epurxacrnocm npu xoxopma xvpmauema Ha 6b3pacm noo 7 meceya npu 6KIOY8AHe

EdexruBaoctTa niu epukacnoctta Ha BakcuHata (VE) e mokaszaHa npu npenoTBpartsBaHe Ha
KyJITypesHo oTBbpaeHo IPD, nbipkalio ce Ha BAKCHHAJIHU THEBMOKOKOBH CEPOTUIIOBE, KOTaTo
Synflorix ce npunara npu kbpmadera o cxemute 2+1 unu 3+1 BbB FinlP win no cxemara 3+1 B
COMPAS (Bx. Tabnuma 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 FinlIP 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 KoHTpoiHaTa
rpyna ca oTkputH ceporunosere 5 (2 ciy4uas), 18C (4 cmyuas) u 23F (1 cimyqait).
(2)  2-Te rpymu OT KOHTPOJHUTE KIICTEPU NPH KbpMadeTaTa ca 00eAMHEHH
(3) p-croitHOCT < 0,0001
(4) p-croitHOCT = 0,0009
(5) B ATP xoxoprata VE e 100% (95% CI: 74,3-100; O cpenry 16 ciayuas)

IIpu FinIP usmoctHata HabmonaBana VE cpenty 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), 6e3 3HaYeHHE OT IIbPBUYHATA
cxema Ha umyHu3amus. B COMPAS 1i1 e 66,7% (95% CI: 21,8; 85,9; 7 cpemty 21 ciygasi).

Eduxacnocm cneo nasaxceawa (catch-up) umynusayus

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

MMaJIo CiIydau Ha KyJITypesHo NoTBbpAeHO [PD, nokaTo B KOHTpOJIHHUTE IpyNH ca HabIro1aBaHH

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

IInesmonus

EdukacHoctra cpery nHeBMmonus ¢ oriciena B COMPAS. Cpennata npoAb/IKUTEITHOCT Ha
MPOCIIeABaHEeTO OT 2 ceaAMHUIU el 3-Ta 1o3a B ATP xoxoprata e 6muna 23 Mecera (quama3oH OT

0 mo 34 mecena) 3a mexxauaaus aHanu3 (IA) u 30 mecena (quamaszon ot 0 10 44 Mecena) 3a aHau3a B
Kpas Ha TIpoy4BaHeTo. B kpas Ha To3u IA nnm Ha nepruoaa Ha npocieasBane Ha ATP koxopTara B

Kpas Ha IIPOyYBaHETO, CpeIHATA BB3paCT € Omia choTBeTHO 29 Mecena (quamna3oH ot 4 1o 41 mecera)
u 36 mecena (quana3oHn ot 4 mo 50 mecemna). [IponeHTHT Ha TMIATa, KOUTO Ca MOIyYMiIH OycTep 103a
B ATP xoxoptara e 6un 92,3% nipu nBaTa aHanmu3a.

Edwukacnoctta Ha Synflorix cpenty mbpBU €MU304H HA BEPOSTHO OaKTepHallHA ITHEBMOHYS,
npugobuta B 06mectBoTo (CAP), HacThIHIM OT 2 CEIMUIH CIIe/ MpIIaraHeTo Ha 3-Tara J103a, € Ouia
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yctanoBeHa B ATP koxoprata (P ctoitnoct < 0,002) npu MexTuHHHAS aHaMU3 (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 TPh/CH KOII, WM C HeAIBEOJapHH HHPHUITPATH, HO ¢h¢ C-peakTUBEH MPOTEUH
(CRP) > 40 mg/l.

EdwukacHoctra Ha Bakcunata cpenry B-CAP, HaOmotaBaHa mpu MeXAWHHUS aHAIIU3, € MPEICTaBEeHa
mo-noury (Tadmuia 2).

Tabanna 2: Bbpoif 1 NpoeHTH HA yYacTHUIUTE ¢ TbPBH enu3onn Ha B-CAP, HacTenmim 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 win miespaieH u3nus (C—CAP, nedunuims va C30) e 25,7%

(95% CI: 8,4; 39,6), u cpely IIbpBY €MU301 Ha KIMHUYHO mogo3upanHa CAP, HacoueHu 3a
pentrenorpadwus, e 6,7% (95% CI: 0,7; 12,3).

[Ipu ananusa B kpast Ha npoyuBaneTo (ATP xoxopra) edpukacHOCTTa Ha BakCHHATA (ITbPBU €IH30H)
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 penrrenorpadus, ¢ 7,3% (95% CI: 1,6; 12,6).
Eduxacnocrra e 100% (95% CI: 41,9; 100) cperry OakTepueMryHa MTHEBMOKOKOBA THEBMOHHMS I
eMIIMEeM, TbJDKAIIY Ce Ha BaKCHHAITHU cepoTunose. 3amurata cpeury B-CAP npenu Oycrep mo3a u o
BpeMe Ha Wi ciex 0ycrep ao3a € choTBeTHO 13,6% (95% CI: -11,3; 33,0) 1 21,7% (95% CI: 3,4;
36,5). 3a C—CAP T4 e crotBeTHO 15,1% (95% CI: -15,5; 37,6) 1 26,3% (95% CI: 4,4; 43,2).
Hamanssanero na B-CAP u C—CAP e naii-ronsiMo nipu aena Ha Bb3pacT < 36 mecena (epuKacHOCT
Ha BakcmHaTa choTBeTHO 20,6% (95% CI: 6,5; 32,6) u 24,2% (95% CI: 7,4; 38,0)). PesynraTute 3a
e(uKkacHOCTTa Ha BaKCHHATA IIPH JIeTa Ha Bb3pacT > 36 Mecela MmpearnoiraraT MoCTeIIeHHO OTciIabBaHe
Ha 3amuraTa. [loHacTosmeM He € yCcTaHOBEHO nepcucTupane Ha 3amuraTa cpety B-CAP u C-CAP
IIPH BB3pacT Haj 36 Mecera.

Pesynrarure ot nmpoyusaneto COMPAS, koeto e mpoBeneHo B JlatnHcka AMepuka, TpsiOBa 1a ObaaT
BHUMATETHO NHTEPIIPETUPAHH TOPAAHN BE3MOXKHUTE PA3INKHU B €MUJEMHOJIOTHSITa HAa THEBMOHMSITA B
pasnnuHuTe reorpadcku paiioHmu.

B npoyusaneto FinlP, epexTrBHOCTTA HAa BaKCHHATA 32 HAMAJISIBAHE Ha CIly4yauTe Ha
JUarHOCTHLIMpPaHa B OONHUIA MTHEBMOHMS (MaeHTHHUIKpanu Bb3 ocHoBa HAa MKB-10 kogosete 3a
nmHeBMOHUA) € 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 HaBaKCcBalaTa BaKCHHAIMS, €EKTUBHOCTTA HA BaKCHHATa
e 33,2% (95% CI: 3,0; 53,4) pu 7-11-meceunara xoxopta u 22,4% (95% CI: -8,7; 44,8) mpu 12-18-
Mece4HaTa KOXopTa.

Ocmovp omum Ha cpeoromo 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
11-BaneHTHa KOHIOTaTHAa BAKCHHA 32 M3CIIEIOBATEICKU LIETH (KOATO B AOIBIHEHUE ChIbPKa
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cepotutl 3), ChOTBETHO.

B COMPAS, 7 214 yyactanuu [O61a BakcuHupaHa koxopta, Total Vaccinated cohort (TVC)] ca
BKJIIOUEHH B aHaN3a 3a epukacHoct cpemy AOM, ot kouto 5 989 yuyactauum ca B ATP koxopraTa
(Tabmuma 3).

Tabsuna 3: Epukacuoct Ha Bakcunara cpemry AOM®Y g COMPAS
EdukacHocT Ha BakcuHaTa

Buna unn npuanza 3a AOM (95% CI)
ATP®
0
Knunnyen AOM (_1’11;6,310/’04)(3)
Bceku MHEBMOKOKOB CEpOTHIT 56,1%
(13,4, 77.,8)
10 MHEBMOKOKOBU BaKCHHAIHU CEPOTHUIIA 67,1%
(17,0; 86,9)
Herunusupyem Haemophilus influenzae 15,0%@
(NTHi) (-83,8; 60,7)

Cl  JloBepuTeseH HHTEPBAI

(1) IIspBu enm3on

(2) Ilepmox Ha mpocneasBane 3a MakcumMyM 40 Mecela OT 2 ceAMULM ClIe]] TpeTaTa 1032 OT
II'bPBUYHATA UMYHHU3ALNS

(3) Craructryeckn He3HAYUTEIICH Upe3 PEIBAPUTEITHO onpeencHn kpurepuu (Enqnoctpanex
p=0,032). B TVC koxopraTta, o0aue, eprKacHOCTTa Ha BAKCHHATA CPEILy IbPBU KIMHHYCH
ermmzon Ha AOM e 19% (95% CI: 4,4; 31,4).

(4) CrarucTuuecku HE3HAYHUTENEH.

B apyro ronsamo pangomusupano nsoiHocisno u3nuteane (POET), nposeneno B Yexus u CioBakus,
4 907 xppmaueta (ATP xoxopra) momydaBat uinu 11-BaJieHTHAaTa BaKCHUHA 3a U3CIIEIOBATEIICKH 1IETTH
(11Pn-PD), chabpikamia 10-te ceporumna Ha Synflorix (3aemHo ¢be cepoTun 3, 3a KOWTO HE € JIoKa3aHa
e(h)MKacHOCT) TN KOHTPOJIHA BaKCHHA (XeNaTuT A BaKCHHA) ChIIIAcHO 3, 4, 5 1 12-15 mecenu cxema
Ha UIMyHU3a1usl.

Eduxacnocrra Ha 11 Pn-PD BakcunaTta cperty nmbpBa nosiBa Ha enuzon Ha AOM, cBbp3aH cbe
CEPOTHIIL, ChIBPIKAIII C€ BbB BaKCHHATA, € 52,6% (95% CI: 35,0; 65,5). CeporumnoBo-criennudpuana
euKacHOCT cpelly mbpBHU enu3o Ha AOM e noka3zana 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 BaKCHMHATa, OpoAT Ha ciryyaute ¢ AOM e TBbpae
MaJbK, 33 J]a MOXKE J]a Ce HalpaBy HAKAKBO 3aKIIFOYCHNE OTHOCHO edukacHOCTTa. EdukacHoCTTa
Cpelry KakbBTO U Aa € enu3oq Ha AOM, nbipkal ce Ha KOWTO | J1a € THEBMOKOKOB cepoTHi, € 51,5%
(95% CI: 36,8; 62,9). EduxacHoctTa Ha BakcruHarta cpemty mppBu enuzoq Ha NTHi AOM e 31,1%
(95% CI: -3,7; 54,2, ne3naunreneH). E¢ukacHocTTa cpemry Beekn enuzon Ha NTHi AOM e 35,3%
(95% CI: 1,8; 57,4). 3uncnenara euKaCHOCT Ha BAKCHHATA CPEIy KaKbBTO U JIa € KIMHUYCH
€MU30]] Ha OTUT Ha CPEJHOTO YXO0, HE3aBUCUMO OT eTHojorusira, € 33,6% (95% CI: 20,8; 44,3).

B®3 ocHOBa Ha HampaBeHa UIMYHOJIOTUYHA Bpb3Ka MeX1y QyHKIMOHATHUS BakcuHeH 0TroBop (OPA)
Ha Synflorix u 11-—BajenTHaTa popmynupoBKa, n3noaseana mmo Bpeme Ha POET, ce ouakBsa, ue
Synflorix ocurypsisa mogo0Ha 3amuTHa epUKaCHOCT cperry MHeBMOKOKoB AOM.

He e ycTanoBeHo yBenmuaBane Ha dectotata Ha AOM, abipKaI ce Ha JpyTru OaKTepraTHu MaToreHU
WM HAa HCBAaKCMHAITHU/HECBBP3aHU ¢ BakcHHaTa cepotunose, kakto B COMPAS (B3 ocHOBa Ha
MaJIbK Opoii choOIeHH cityyan), Taka 1 B u3nurBaHeto POET.

EdextrBHOCTTA cpelty nuarHocTrnupan ot Jekap AOM, chOOIIeH OT POIUTENUTE, € IPOyYeHa B
rHe3/10BO npoyuBaHe B paMmkute Ha FinlP nznurBaneto. EdexTuBHOCTTA Ha BakcuHaTa € 6,1%
(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
KpaifHa TOYKa BB BaKCHHMpPaHATa KOXOpTa KbpMadera.
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Busuue 6vpxy Hazopapunzeanrnomo nocumencmeo (Nasopharyngeal carriage, NPC)

EdextsT Ha Synflorix BEpXy Ha30(hapHHIeaTHOTO HOCUTEIICTBO € IPOYYBaH B 2 IBOMHOCIIETIN
PaHIOMU3UPaHH U3ITUTBAHUS C U3TOJI3BAaHE HA HEAKTHBHA KOHTPOJIA: B THE3IOBOTO MPOYYBAHE HA
FinIP BeB ®unnanmws (5 023 ygactanka) u B COMPAS (1 700 yyacTHHKA).

W B COMPAS, u B rHe310B0TO (GHHIAHACKO W3nuTBaHe, Synflorix HamajsiBa HOCUTEJICTBOTO Ha
BaKCHHAJHHUTE THUIIOBE ChC 3a0C/ICKMMO YBEIUUCHHUE Ha HEBAKCUHAIHUTE (C U3KIIIOYCHHUE Ha
CBBP3aHHUTE C BAKCUHATA) CEPOTUIIOBE, HAOIIOAaBaHo ciiel Oycrep. Pesynrarute He ca Owin
CTaTHCTUYECKH 3HAYUMH I10 MpoTexkeHre Ha Bcuuku aHanm3u B COMPAS. Bzeru 3aean0, 06aue, e
HaJIMIIE TEHACHIMS 3a HaMaJIsIBaHE Ha ISIJIOCTHOTO MTHEBMOKOKOBO HOCHTEJICTBO.

B nBeTe U3nuTBaHUs € YCTAaHOBEHO 3HAUUTEIIHO HaMallsIBaHEe HA OTAeaHUTe cepotunose 6B u 19F. B
THE37I0BOTO (DMHIIAHJCKO M3MUTBAHE, € YCTAHOBEHO CHIIO 3HAYMTEIHO HaMalliBaHEe Ha OTIICITHUTE
ceportumnoBe 14, 23F u, npu 3-mo30BaTa cxema 3a MbpBUYHA UMYHH3AITNS, HA KPhCTOCAHO Pearuparius
ceporun 19A.

B enno knmunnuno npoyuBane NPC e oneneno npu HIV-nonoxurensn kbpmadera (N = 83) u
HIV-orpunarenau kppmaueta, poaenu ot HIV-nonoxurennu maiiku (N = 101) u cpaBHeHo ¢
HIV-otpunarennu kppmadera, pogenu ot HIV-orpunarennun maiiku (N = 100). Excnio3unusra Ha
HIV wm nadekumns u3rnexna He nosiusea egekra Ha Synflorix BEpXy MHEBMOKOKOBOTO
HOCHTEJICTBO /10 24-27-MecedHa Bb3pacT, T.€. 10 15 mecena cien OycTep BakCHHALIUATA.

EdexTHBHOCT IPpM MOCTMAPKETUHIOBO HAOJIIOIEHUE

B Bpaszunus, Synflorix e BpBeieH B HallMOHaTHaTa UMyHHU3aoHHa nporpama (NIP) xato ce
u3nosBa cxemara 3+1 npu kppMaueTa (Ha Bb3pacT 2, 4, 6 Mecena u Oycrep no3a Ha 12 mecena), ¢
HaBaKcBallla KaMIIaHWs IpU Jielia 70 2-rouIliHa Bb3pacT. B3 ocHOBa Ha 1ouTH 3 TOAUHU
HaOroneHue cies BbBexkaaneTo Ha Synflorix, €4HO ChOTBETCTBAILO IPOYUYBAHE C KOHTPOJIMPAHE Ha
ciyuaute (a matched case-control study) noknanBa 3HAYMTEIHO HAMaJICHUE HA KyATYPETHO- WIN
PCR-notBspaenn IPD ot Bcexn cepoTut BB BakcuHaTa, 1 Ha [PD, mbmKamy ce Ha OTACITHATE
ceporturiose 6B, 14 u 19A.

Ta6anna 4: Peztome Ha edexkTuBHOCTTAa HA Synflorix mo otHouenune Ha IPD B Bpasnaus

Bunose IPDY Kopurupana epexrusnocr®
% (95% CI)
IPD oT BCekH cepoTHI BbB BakcuHaTa®) 83,8% (65,9; 92,3)
- VnaBa3zuBHA MHEBMOHUS WU 81,3% (46,9; 93,4)
OakTeprueMus

87,7% (61,4; 96,1)
- MeHuHrur
IPD, qbimkamy 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)  Kynrypenno- wiu PCR-nnotBbpaenu IPD

(2) Kopurupanara eeKTUBHOCT MpeJICTaBIsIBa MPOLCHTHOTO HaMmaneHnue Ha [PD B rpynaTa Ha
BakcuHUpaHuTe cbe Synflorix B cpaBHEHNE ¢ HEBaKCHHUpAaHATA TPyIa, IPH KOHTPOJI HA
CMyIIaBamuTe GpakTopu.

(3) Kynrypenno- win PCR-nioTBbpaeHu cityuau 3a ceporunose 4, 6B, 7F, 9V, 14, 18C, 19F u 23F,
JOIIPUHACSIIY 33 aHAJIU3A.
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(4) OtnenHH CEPOTHIIOBE, 32 KOUTO € JOCTUTHATA CTATHCTHYECKA 3HAYMMOCT B aHAJIM3a 3a
e(EKTUBHOCT, MPH KOHTPOJI Ha CMyIaBamuTe GakTopy (He € U3BbPIIeHA KOPEKIIUS 32
MHOKECTBEHOCT).

Bbe @unnanaus, Synflorix e BsBesieH B NIP ¢be cxema 2+1 npu kbpMauera (Ha Bb3pact 3, 5 Mecela
1 enHa OycTep m03a Ha 12 Meceria) 0e3 HaBakcBailla kammnanus. CpaBHCHHETO Ha 4eCTOoTaTa Ipeay U
caen NIP mpeanonara 3HauuTEIHO HAMAaJIEHUE HA YECTOTATa HA BCAKO KyATYpPEIHO-OTBbpAcHO IPD,
Ha IPD ot Bceku cepoTun BB BakcuHaTa 1 Ha IPD, memkaino ce Ha cepoturr 19A.

Tab6anna 5: Yectora Ha IPD n choTBeTCTBAaIO HAMAJIEHHE HA YecTOTaTa BLB OUHIaH U

IPD Yecrora Ha 100 000 mamuenTo- OTHOCHUTEIHO HAMAJIeHHe Ha
FOAMHU yectorara®
% (95% CI)
IIpenn NIP Caen NIP
Beiko kyrypenso 62,9 12,9 80% (72; 85)
HOTBHPICHO
Bceku cepg)mn BBHB 49,1 472 92% (86; 95)
BAKCHHATA
Ceporumn 19A 5,5 2,1 62% (20; 85)

(1)  OtHOCHTENTHOTO HAMaJEHHE HA YECTOTaTa MOKa3Ba ¢ KOJIKO € HaMasuia yectorara Ha IPD npu
Jie1a Ha Bh3pacT < 5 roauHu B KoxopTara Ha Synflorix (mpocneneHa 3a 3 TOAWHY ciie]] BbBEXKIAHETO B
NIP) cpsiMo CHOTBETCTBALLM 110 BB3PACT U CE30H HEBAKCUHMPAHU UCTOPUUECKU KOXOPTH (BCSIKA
npocieneHa 3a 3-ToAUIIHY IEPHOAN Npenu BbBexkaaHeTo Ha Synflorix B NIP).

(2) KyntypenHo-moTBBpACHU ciydau 3a cepotumnose 1, 4, 6B, 7F, 9V, 14, 18C, 19F u 23F,
JOIIPHUHACSIIY 32 aHAJIU3a.

Cren 4,5 ronunn ynotpeba Ha 7-BaneHTHaTa Prevenar, Synflorix e BKiIoueH B MUMyHH3alMOHHATA
nporpama 3a kbpmadera B KBebek, Kanana (mppBruuHa uMyHH3aLus ¢ 2 1034 IpH KbpMadeTa Ha
BB3pacT 1moj 6 Mecena u Oycrep n103a Ha 12 mecena). Bs3 ocHoBa Ha 1,5-rouIIHO HAOIIOAEHHUE CIIe]
BBbBexkgaHeTo Ha Synflorix, ¢ mokputue Hax 90% BBB Bb3pacToBaTa IpyIa, MoJexKania Ha
HMYHU3a1Ms, ce HaOMro1aBa HaMmalleHue Ha yectorarta Ha [IPD oT BakcCHHAIHHUTE CEpPOTUIIOBE
(mpenuMHO B pe3yiTaT Ha IpoMeHH Ha cepoTunl 7F 3abonsBaneTo), 6€3 ChIITCTBAINO YBETUYCHHE HA
ciaydaute Ha [PD ot HeBakcunamuu ceporumnone. Kato msto secrtorara Ha IPD e

35/100 000 woBekoroanHM Mpu KoxXopTute, ¢ ekcrosuuus Ha Synflorix, u 64/100 000 yoBekoroguHM
MIPU KOXOPTUTE C €KCTIO3UIINS Ha 7-BajieHTHaTa Prevenar, KOeTo MpeCTaBIsgBa CTAaTUCTUIECKH
3HayuMa pasnuka (p = 0,03). Ot Te3u oOcepBallMOHHH TPOYUYBAHUS, HE MOKE /1a Ce 3aKITI0Un
JUPEKTHA NPUYNHHO-CIIEICTBEHA BPB3Ka.

JIaHHM 32 UMYHOT'€HHOCT

HMVHOJZOZUQH(Z Hequ)eDMODHOCWl 6 CPABHEHUE CbC 7-sanenmuust Prevenar

OrneHkaTa Ha MoTeHITHaIHATa epukacHocT cpemty IPD npenun pa3pemiaBaneTo 3a yrorpeda ce e
OCHOBaBaJla Ha CpaBHsBaHE HA UMYHHUTE OTTOBOPH IO OTHOIIIEHUE HA CEIEMTE CEPOTHIIA, KOUTO CE
chIbpkat B Synflorix ¥ B Apyra MHEBMOKOKOBa KOHIOTaTHA BaKCHHA, YHSATO IPOTEKTHBHA
e(uKacHOCT ¢ oreHsABaHa mo-paHo (T.e. 7-BaneHTHaTa Prevenar), kakto e nmpemnoprsyado ot C30.
HNMyHHHTE OTTOBOPH IO OTHOIIICHUE Ha TPUTE AOMBIHUTEIHHU cepoTuna B Synflorix chio ca
WU3MEpBaHH.

B eaHo n3nuTBaHe 3a IMPEKTHO CpaBHIBAaHE ChC 7-BajieHTHaTa Prevenar e ycraHOBeH HEMH(EpHOPEH
uMyHeH otroBop kbM Synflorix, usmepen upes ELISA, 3a Bcuuku cepoTumose, ¢ n3kitoueHue Ha 6B u
23F (ropna rpanura ot 96,5% CI okoio paznmuka Mexay rpynurte > 10%) (Tabnura 6). 3a
ceportumnoBere 6B u 23F, choTBeTHO, 65,9% 1 81,4% OT KbpMadeTaTa, BAKCHHUPAHH HA 2-51, 3-51 1 4-51
Mecell JOCTUTaT npara Ha antutenara (1.e. 0,20 pg/ml) enun mecen crex Tpetara no3a Synflorix
cpemty cboTBETHO 79,0% 1 94,1% cnen Tpu no3u ot 7-BanentHara Prevenar. KnMHUYHOTO 3HaUYeHHE
Ha TE3W Pa3JIMKH HE € SICHO, ThI KaTo B IBOWHOCIISIIO, KIIbCTEP-PAHIOMU3UPAHO KIIMHUYHO W3ITUTBAaHE
(Bwx Tabnuna 1) e nabmronaBano, ye Synflorix e epukacen cpemty IPD, npuunHeno ot ceporun 6B.
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[IpoLeHTHT HA BAKCHHUPAHUTE, KOMTO JOCTHTAT IIpara 3a TPUTE JOMBIHUTEIHN cepoTuma B Synflorix
(1, 5u 7F), e crorBeTHO 97,3%, 99,0% 1 99,5% U € Hali-MaIKO TOJIKOBA JOOBP, KOIKOTO € CyMapHUs
OTTOBOp Ha 7-BajieHTHaTa Prevenar cpemry 7-te oOmmm ceporumna (95,8%).

Tabauua 6: CpaBHUTEIEH aHAJIN3 MeKAy 7-BajieHTHaTa Prevenar u Synflorix B mpoueHT Ha
YYACTHHMIINTE ¢ KOHIEHTPAIMHM Ha AaHTHTAI0TO > 0,20 pg/ml ennn Mecen cien 1o3a 3

Pazmuka B % > 0,20 pg/ml
A Synflorix 7-BanenTHa Prevenar | (7-BaneHtHata Prevenar MuHyc
HTHUTSIIO0 .
Synflorix )
N % N % % 96,5% CI
Anti-4 1 106 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

Cren mppBUYHATA UMYHH3AITUS CPETHATE TeoMeTpuaHn KoHneHTparuu (GMCs) Ha aHTHTENATA,
npenusBukanu oT Synflorix, cpenry cenemte oOIM cepoTHIIA ca OHMIIN IMO-HUCKH OT TE3H,
Mpeu3BUKaHu OT 7-BasieHTHaTa Prevenar. [IpenOycrepaure GMCs (8 1o 12 Mecena cies mocieaHaTa
J103a OT MbPBUYHATA UMYHH3ALIMs) KaTo LsJI0 ca Ouiu moqo0Hu 3a nBete Bakcuuu. Cien 0ycrep
no3ara GMCs, npenu3Bukanu ot Synflorix, ca OMIH MO-HUCKHU 32 TIOBEYETO CEPOTUIIOBE, OOIITH ChC
7-BaneHTHaTa Prevenar.

B ch110T0 M3NKTBaHE € ycTaHOBeHO, ue Synflorix mpeau3Brukea o0pa3yBaHeTO Ha (YHKIIMOHUPALIH
aHTHUTEJa KbM BCUYKH CEPOTUIIOBE HA BAKCHHATA. 32 BCEKH OT cefieMTe odmu ceporumna 87,7% 1o
100% ot BakcuHupanute che Synflorix u 92,1% 10 100% OT BakcHHUpaHHUTE ChC 7-BaJleHTHATA
Prevenar nocturat OPA TuThp > 8 enuH Mecel ciell TpeTarta go3a. Pa3znukata Mexay ABETe BAKCUHU
10 OTHOIICHKE Ha NpoueHTa Ha ydyacTHuiuTe ¢ OPA tutpu 2 8§ e < 5% 3a Bcuuku 001K CEpOTHIIOBE,
BkitouutenHo 6B u 23F. Cpennute reomerpuunu tutpu (GMTs) va OPA anTutsinoro cien
I'bPBUYHATA UMYHU3ALUSA U Clied OycTep MMYHH3aNUATa, pean3BuKanu oT Synflorix, ca mo-HUCKH OT
MIpeIU3BUKAHNUTE OT 7-BaJieHTHATa Prevenar 3a cezemMte oOIIM CEPOTHIA, C H3KIFOUCHUE HA CEPOTHIT
19F.

3a ceporunosete 1, 5 u 7F, nponentute Ha BakcuHupanute cbe Synflorix, nocturamu OPA

TUTHP = 8, ca chOTBETHO 65,7%, 90,9% 1 99,6% cnex mppBUYHHUS BakcuHAMOHEH Kypc u 91,0%,
96,3% u 100% ciex 6yctep nozara. OPA oTroBopsT KbM cepoTHIIOBeTE 1 1 5 € U3pa3eH B [0-Malka
CTEIIEH B CPaBHEHHE C OTTOBOPA KbM BCEKH OT Apyrute ceporunose. [locneauuunTe Ha T€3U HAXOAKH
3a MPOTEKTUBHATA €(PUKACHOCT HE ca u3sicHeHUn. OTroBOPHT KbM cepoTull 7F e B chiust 00XBaT KakTo
3a ceeMTe 00U CepOTHIIAa MEKAY IBETEC BAKCHUHH.

YcTaHoBeHO ¢ cbiio, 4e Synflorix HHIyIHpPa KMMYyHEH OTTOBOP KbM KPBhCTOCAHO-PEAKTUBHUS CEPOTHIIT
19A, xato 48,8% (95% CI: 42.,9; 54,7) ot Bakcuaupanute nocturaT OPA TuThp > § enuH Mecern cies
Oycrep no3a.

[Ipunaranero Ha yeTBBpTa H03a (OycTep A03a) O BpeMe Ha BTOpaTa roJ1HA OT KUBOTA IIPEIU3BUKBA
aHaMHECTHYEH aHTHUTSJIOB OTTOBoOp, u3MepeH upe3 ELISA n OPA 3a BakcHHaJIHUTE CEPOTUIIOBE U
KPBCTOCAHO-PEAKTUBHUSA cepoThnl 19A, neMoHcTpupaiiku HHIyIIMpaHe Ha UMyHHa MaMeT Cliel
TPHUI030B KypC Ha I'bPBUYHA UMYHU3ALMSL.
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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 cxemara Ha 2-4-6 MeceIIu.

ITvpsuuna umynuzayus c 2 0o3u

B kMMHMYHY M3NMTBAHUS € OLlEHeHa MMyHOreHHOCTTa Ha Synflorix cies 2-1030BH cepru 3a IbPBUYHA
umyHn3anus (470 y4acTHHMIIN) CHIVIACHO Pa3IMYHHU CXeMH (BKIIIOYMTETHO Ha Bb3pacT 6-14 ceamunn,
2-4 wim 3-5 mecena) u cies enna Tpeta (0ycrep) mos3a (470 ygacTHHIIN), IPIIIOKEHA HA-MaIKO

6 Mecena cies IOCJIeAHAaTa 032 OT IbPBUYHATA BAKCUHALIMS M OT 9-MeceyHa Bb3pacT HATAThK.

EnHo KMMHUYHO MpOyYBaHe OlLICHSIBA MMYHOTCHHOCTTA Ha Synflorix mpu y4acTHUIHM, HA KOUTO €
NPUIIOXKEHa 2-1030Ba WK 3-1030Ba CXE€Ma 3a IbPBUYHA BAKCHHALMS, B YSTHUPH €BPOIECHCKU IbPKABH.
Brnpeku ue HsMa ChIIECTBEHA Pa3iiKa MEXIy ABETE IPYNH B MPOLICHTA HA yYaCTHULIUTE C
KoHIeHTparws Ha antutena > 0,20 pg/ml (ELISA), mporeHTHT Ha ygacTHUIHTE 32 cepoturt 6B u 23F
€ TI0-HUCHK OT IpyTruTe BakcuHaHU cepoturioBe (Tabmuma 7 u Tabnuma 8). [lporeHTsT Ha
yuactaunure ¢ OPA tuTpu > 8 mpu y9yacTHHIIN, HA KOUTO € HallpaBeHa 2-1030Ba IbpBUYHA
MMYHH3alMsd B CPABHCHUEC C YUAaCTHUIIM, HA KOUTO € HaIllpaBCHa 3-;10301321 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-m030BaTa cxema). Karto 15710 IpoAbIKATETHOCTTa HA UMYHHHUS
OTroBop 210 OycTepa Ha 11-mMecedyHa Bb3pacT € Mo-Maslka Py YYaCTHULIUMTE, Ha KOUTO € HallpaBeHa
2-1030Ba MbpBUYHA UMyHH3aLus. [Ipu 1BeTe cxemu € ycTaHOBEH OycTepeH OTrOBOp, ITOKAa3aTelIeH 3a
HaJMYHA TbPBUYHA UMYHHA peakius 3a Bcekr BakcuHaieH ceportutl (Tadmmma 7 u Tabmuna 8). Cren
OycTep J03aTa ce YCTaHOBSIBA MO-HUCHK MPOIICHT Ha yuacTHunute ¢ OPA tutpu > 8 nipu 2-1030BaTta
cxema 3a ceporun 5 (87,2% cnpsimo 97,5% 3a yyacTHHLIUTE, HA KOUTO € HallpaBeHa 3-71030Ba
nppBUYHA UMyHU3anus) 1 6B (81,1% cnpsmo 90,3%), Bcuuku Apyru OTTOBOPH ca CPaBHUMHU.

Ta6auua 7: IIpoueHT HA yYacTHUIMTE € 2-1030Ba MbPBUYHA UMYHH3AaIUs ¢ KOHLIEHTPAIUS HA
anTuTea > 0,20 pg/ml enuH Mecen cjiel MbPBUYHA MMYHH3AIMA U eIMH Mecell cel dycTep A03a

> 0,20 pg/ml (ELISA)
AHTHUTSLITO Crnen mbpBUYHA UMYHH3AIHS 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 cepoTrn 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 BAKCHHALIMS B CPABHEHHE C IpyImaTa ¢ 3-1030Ba IbPBUYHA BaKCUHALIUS
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- u 14-cemMuyHa BB3pacT M HE ITOKa3Ba PA3IMKU MEXKITy TpymHTe 1Mo oTHOImeHne Ha GMCs Ha
antutenara. [Ipu rpymara ¢ 6ycrep, moctaBeH Ha 15-18-mecedna Bp3pact, ca HabII01aBaHU 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
BAaKCMHALIMOHHH CXEMH, € YCTAHOBEHO NIEPCUCTHPAHE Ha aHTUTeNaTa Ha Bb3pacT 36-46 mecena npu
YYaCTHHUIH, TIOTYYMIH 2-71030BH TEPBUYHH CEPUU, MOCIIEIBAHH OT eJ[Ha OycTep /1033, KaTo Hal-MaJKo
83,7% OT y4acTHUIIUTE Ca OCTAHATIH CEPONO3UTUBHU KbM BaKCHHATHUTE CEPOTHUIIOBE M KBM
KpbcTocaHo-peakTuBHUs cepotun 19A. [Ipu yyacTHULM, OTy4Ynin 3-1030BUTE IBPBUYHH CEPUH,
mocjeIBaHu OT efHa OycTep 103a, Hail-Mako 96,5% OT y4acTHULUTE OCTaBaT CEpONO3UTUBHHU 32
BaKCHUHAJTHHUTE cepoTHIOoBe U 86,4% 3a ceporun 19A. Cnen enuanyna no3a Synflorix 3a mpoBokupaHe
Ha UMYHEH OTTOBOp, PUIIOKEHA Tpe3 4-TaTa roliHa OT JKUBOTA, KPATHOCTTA HAa YBEIMYaBaHE Ha
ELISA GMCs na anturenata u Ha OPA GMTs, npeau o cien BakCUHALMS € CXOHA IIPU
YYacTHHUIINTE, Ha KOUTO € HampaBeHa 2-/1030Ba MbpBUYHA UMYHH3AIIHS, C Ta3W MPH YIaCTHUIUTE, HA
KOHUTO € HampaBeHa 3-/1030Ba IbpBUYHA UMYHH3AIHs. Te3u pe3ynTaTu ca moka3zaTelIHu 3a
MMYHOJIOTHYHA MTaMeT KbM BCHUKY BAKCHHAIHU CEPOTHIIOBE ¥ KbM KPHCTOCAHO-PEAKTUBHUS CEPOTHII
19A npu yyaCTHMIIM, Ha KOUTO € HallpaBeHa MIbpBUYHA UMYHH3AIHSL.

Hesaxcunupanu xvpmavema u oeya na 6v3pacm > 7 meceya

WmyHHUTE OTroBOpH, ipean3Brukanu oT Synflorix, mpu no-roiemu Aena, KOUTO MpeIu ToBa He ca
OWIM BaKCUHUPAHH, Ca OLCHEHHU B TPU KJIMHUYHU NIPOYYBAHHUS.

B mbpBOTO KIMHUYHO MPOYYBaHE ca OLICHEHH UMYHHHUTE OTTOBOPH KbM BaKCHHAIHHUTE CEPOTHIIOBE U
KpBCTOCaHO-peakTUBHUS cepoTull 19A npu nena Ha Bp3pact 7—11 mecena, 12-23 mecena u
2 o 5 ronuHM:

e Jleunara Ha Bb3pacT 7-11 mecena noayyasat 2 1034 3a IbPBUYHA UMYHU3ALMS, IOCIIEIBAHI
ot OycTep J03a 10 BpeMe Ha BTOpaTa roAMHa OT )KHUBOTa. IMyHHHTE OTTOBOpH ciell Oycrep
Jt03a TPH Ta3W B3pacToBa IPyIia KaTo IsJI0 ca MOJA00HN Ha YCTAaHOBEHUTE cien OycTep m103a
MpH KbpMadeTa, MPU KOUTO € HalpaBeHa MbPBUYHA IMYHH3AIH ¢ 3 T03M Ha Bh3pacT MO
6 Meceria.

e [lpu nemara Ha BB3pacT 12-23 mMecena mpeIn3BUKAHATE UIMYHHH OTTOBOPH CIIE IBE T03H Ca
CPaBHUMH C OTTOBOPHTE, MPEAU3BUKAHHU CIIE/ TP 03U IPU KbpMaueTa Ha Bb3pacT MOJ
6 Mecera, ¢ U3KIIOUYCHUE Ha BakcuHaTHATE cepoturioBe 18C u 19F, kakTo u Ha cepoTHI
19A, 3a KOUTO OTTOBOPUTE Ca MO-BUCOKHU IIpH 12-23-MeceuHuTe Aena.

e [lpu nemara Ha BB3pacT OT 2 10 5 roawaun, noaydmwtu 1 goza, GMCs Ha ELISA anTutenara
ca mo1o0HM 3a 6 BaKCMHAIHA CEPOTHIIA, KaKTO 1 3a cepoTull 19A, B cpaBHEHHE C TE3H,
JNOCTHUTHATH ciie]l 3-1030Ba BAaKCHHALIMOHHA CXeMa MPH KbpMadeTa Ha Bb3pacT MOA
6 Mecena, HO ca MO-HUCKH 3a 4 BaKCUHAIHU cepoTumna (cepotumnose 1, 5, 14 u 23F). OPA
GMTs ca momoOHM WK TIO-BUCOKH CIIe/] €IMHUYIHA 1032 B CpaBHEHHUE C 3 -1030Ba ITEPBUYHA
BaKCHHAIIMOHHA CXeMa NPH KbpMadeTa Ha Bb3pacT MoJ 6 Mecella, C U3KIIUYeHUE Ha
cepotu 5.

BBB BTOpOTO KITMHUYHO MPOyYBaHe, €ANHINYHA /1032, IPIIIOKEHA YETHPH MECeIa CIe]l ABe
HaBaKCBAaIM 103U Ha Bb3pacT 12-20 Mecena npean3BUKBa 3HaunTenHO nosumasane Ha ELISA GMCs
u OPA GMTs (xoraTo ce cpaBHAT OTTOBOpPHUTE MPEAX U I MOCIeAHATa /103a), KOETO TOoKa3Ba, ue
JIBE€ HABaKCBAIIM O3 OCUTYPSBAT 10CTaTh4HA TbPBUYHA UMYHHU3ALIUS.

TperoTo KIMHUYHO NPOYyYBaHE NMOKA3Ba, Y€ MPHIIOKEHUETO HA 2 TO3U C 2-MECeUYeH UHTEPBA, C
Havajo Ha Bb3pacT 36-46 mecera, Boau a0 no-Bucoku GMCs u OPA GMTs na ELISA antutenara ot
Te3H, HAOJII01aBaHU €AMH Mecel] ciie]] 3-1030Ba ITbPBUYHA UIMYHH3aLUs 38 BCEKU BAKCHHAJICH CEPOTHII
U KPbCTOCAHO-peakTUBHUS cepotunl 19A. IIpoueHTsT Ha ydacTHUIMTE ¢ KOHIeHTpanus Ha ELISA
anTurena > 0,20 pg/ml unu OPA TuThp > 8 3a BCEKH BaKCUHAJICH CEPOTHUII € CPABHUM HIIH MTO-BUCOK B
HaBaKcBalllaTa Ipyra, B CpaBHEHHUE ¢ KbpMaueTa, MOJy4YmIn 3-030Ba IbPBUYHA HMYHU3AIIHA.
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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 kmuHUYHO 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 CEpOTHIIA Ca CPABHUMHU C Te3H, IPEAN3BUKAaHU OT OyCcTep [103a ChC 7-BaJIeHTHATA
Prevenar. Obave nenara, noxy4nnu 7-BalieHTHaTa Prevenar kato MbpBUYHY CEPUU, HSIMA J]a UMAT
IbPBUYHA UMYHHU3AIHsSI CPENLy JOITBJIHUTEITHHTE CEPOTHITIOBE, ChabpiKaiu ce B Synflorix (1, 5, 7F).
CrenoBaTesHO CTETIEHTA U MIPOABIDKUTEIHOCTTA Ha 3alUTaTa CPEeLly HHBa3HBHO THEBMOKOKOBO
3a00JsIBaHE M OTUT HA CPEAHOTO yXO, ABJDKALIM C€ HA Te3U TPU CEPOTHIIA, IIPU AeLaTa OT Ta3H
BB3pacToBa Ipyma ciej| eqHoKpaTHa Jo3a Synflorix He MoraT Jia ObJIaT MPEIBHICHH.

Jlaunu 3a UMYHO2EHHOCH NPU NPENCOCEPEMEHHO POOCHU KbpMademd

HWmyHorennocTta Ha Synflorix mpu MHOTO HEIOHOCEHH KbpMayueTa (FeCTallMOHEH IIEPUO.T

27-30 cenmurm) (N = 42), HemoHOCEHU KbpMaueTa (rectaruoneH nepuoj 31-36 ceamunn) (N = 82)
JIOHOCEHH KbpMadeTa (recTanuoneH nepuoy > 36 ceamun) (N = 132 ) e ornieHeHa ciep 3-1030B
IbPBUYEH BAKCMHALIMOHEH Kypc Ha 2-, 4-, 6-MeceuHa Bb3pacT. IMyHOTeHHOCTTa Clie]] YeTBBhpTa /1032
(byctep mo3a) Ha 15- 1o 18-MeceuHa Bb3pacT € olleHeHa py 44 MHOTO HEIOHOCEHH KbpMayeTa,

69 HenoHOceHH KbpMaueTa U 127 TOHOCEHH KbpMayeTa.

Enun mecen cien mbpBUYHATa MMyHU3aIMsA (T.€. CIE TPETaTa J03a), 32 BCEKH BaKCHMHAJIEH CEPOTHII
Hail-manko 92,7% oT yyacTHULIUTE ca JOCTUTHANIU KoHUeHTpauun Ha ELISA antutena > 0,20 pg/ml n
Hai-manko 81,7% ca gocturHaim OPA tutpu > 8, ¢ m3kimtoueHne Ha cepotun 1 (Hail-manko 58,8% c
OPA tutpu > 8). [Tomoonu GMCs 1 OPA GMTs Ha anTHTe a ca HAOJIOAaBaHU ITPU BCUYKH
KbpMaueTa ¢ u3KJtoueHue Ha no-aucku GMCs Ha anTuTena 3a cepotumnose 4, 5, 9V u kpbcTocaHo-
peakTuBHUSA cepoTull 19A pu MHOTo HEJOHOCEHH U cepoTull 9V npu HenoHOceH U mo-Hucku OPA
GMT 3a cepotur 5 npu MHOTO HeTOHOCEHH. KIIMHUYHOTO 3HAaYEHUE HA T€3U PA3JIMKH HE € U3BECTHO.

Enun mecen cnen Oycrep fo3ara e HabmonaBano nosumasane Ha GMCs u OPA GMTs na ELISA
aHTHUTEJaTa 32 BCEKH BaKCHHAJIEH CEPOTHII U 33 KPhCTOCAHO-PEAKTUBHUS cepoTHn 19A, KoeTo mokassa
Hann4re Ha uMyHojorndaa naMet. [Tonoorn GMCs u OPA GMTs Ha anTHTeNna ca HaOM0JaBaHu TIPU
BCHYKHU KbpMadeTa ¢ U3KI4YeHne Ha o-HuCbK OPA GMT 3a cepoTun 5 mpu MHOTO HEZJOHOCEHU
KbppMaueTa. KaTo 1s10, 3a BCEKM BaKCHHAJICH CEPOTHUIT Hal-Maiko 97,6% OT yJacTHHIIUTE ca
JTocTUTHATH KoHleHTpauu Ha ELISA antutena > 0,20 ug/ml u Hait-manko 91,9% ca gocturHanu
OPA tutpu > 8.

Hmynocennocm npu cneyuaina nonyiayust

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 IbPBUYCH BAKCHHAIMOHEH Kypc (Ha 6-, 10- u 14-ceamuuna
BB3pACT), OCTIEABAH OT eaHa OycTep Ao03a (Ha 9- mo 10-mMeceuna Bw3pacT) npu 70 HIV-mmonoxurenan
(HIV+/+) xppmadera, 91 HIV-otpunarennu kppmadera, pogean ot HIV-nonoxurennn maiiku
(HIV+/-) m 93 HIV-otpunarennu kbpmadera, pogenu ot HIV-orpunarennu maiiku (HIV-/-).
Bxrouanu ca Ounu camo HIV+/+ kbpmauera cbe craamii 1 (acumnromMaTuyiu) win 2 (¢ JIeKO
M3pa3eHu CUMITOMH) 0 Knacudukanusata Ha C30.

3a MoBe4eTo BaKCHMHAJIHH CEPOTHIIOBE TPYTIOBUTE CPABHEHUS HE IMTOKA3BaT HAKAKBHU PA3INKHU B
UMYHHHTE OTTOBOPH CIIe/l TbpBUYHATA BakcHHaIus Mexxny HIV+/+ u HIV-/- rpynure, unn HIV+/- n
HIV-/- rpynuTe, ¢ H3KII0YEHUE HA TEHACHIMS KbM MO-HUCHK MPOLIEHT HA YYaCTHULUTE, TOCTUTAIIN
OPA tutpu > 8 u mo-aucku OPA GMTs mpu HIV+/+ rpynara. KinmHnYHOTO 3HaYeHHE HA TO3H TI0-
Huchbk OPA oTroBop ciex mbpBUYHATa BaKCHHAIUS HE € ycTaHOBeHO. [1o oTHOIIeHre Ha KpBCTOCAHO-
peakTuBHUSA cepotun 19A, pesynrarure He moka3pat HiakaksH pa3nuku B GMCs Ha ELISA
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antutenara u OPA GMTs mexay rpynure.

Byctep nozara Synflorix npu HIV+/+ u HIV+/- kbpmadera nngynupa cuiiHo nosumasane Ha GMCs
Ha ELISA antutenata u OPA GMTSs 3a Bceku BakCHHAJIEH CEpOTHUI U 3a cepoTHn 19A, nokasareiaHu
3a HAJIMYHA ThPBUYHA UMYHHA PEaKIns. 3a TIOBEUETO BAaKCHHAIHU CEPOTHIIOBE 1 3a cepoTun 19A
TPYIIOBUTE CPaBHEHUS HE MOKa3BaT HAKAKBH pa3nuku 1Mo otHomeHne Ha ELISA GMCs Ha aHTHUTENaTa
u OPA GMTs mexny HIV+/+ u HIV-/- rpynure, unmn HIV+/- u HIV-/- rpyniute cnen Oycrep nosara.

PesynraruTe o oTHOMIEHNE Ha MPOTerH D mpeanonarat cpaBHIMHA UMYHHU OTTOBOPH CJIE]T ITbPBUYHA
UMYHH3AIHUA U clief] OycTep MeX Iy TPYITUTE.

B®B Besika rpyna e HabIo1aBaHO NIepCUCTUPaHe HA UMYHHUTE OTTOBOPH Ha 24-27-MeceuHa Bh3pacT,
T.e. 10 15 mecena cnen Oycrep BakCHHALUATA.

lleya cve copnosuonoxiemvyno 3ab0asa8ame

Enno xnuHMYHO poyuBaHe, poBe/ieHo B bypkuHa daco, oneHsBa nMyHOreHHOCTTa Ha Synflorix,
npuitokeH Ha 146 nena cbe SCD (xemornodun SS 3abonsiBane, xemoriooun SC 3a0omsiBaHe WK €
B-Tanmacemusi) B cpaBHeHHe chC 143 choTBeTCTBAIM 11O BB3pacT zena 6e3 SCD. M3mexay nenara cbe
SCD, 48 neua Ha Bb3pacT < 6 Mecela, NOJyYrId IbpBUYHA BaKCUHALMS HA 8-, 12- u 16-cenMuyHa
BB3pAacCT, MOcJe/IBaHa OT enHa OycTep mo3a Ha 9-10-mecedna Bw3pact. 50 fena Ha Bb3pacT

7-11 mecena u 48 Ha BB3pacT 12-23 Mecera 3armouBaT HaBaKCBaIlla BAKCHHAIMSI ChIVIACHO TAXHATA
BB3pacT. M3riexna, 9e UMyHHUST OTTOBOp KbM Synflorix o oTHoOIIEHNE Ha BCEKH OT BAKCHHATHATE
cepoTunoBe U cepotun 19A, xakto u 3a nporend D, He ce nosmusasa ot SCD.

Leya ¢ oucynkyus na creskama

Hmynorennoctra u 6e3onacHoctTa Ha Synflorix ca oeHeH! IpU OrpaHuveH OPOH YUaCTHHIH C
BPOJICHA WJIM NPUI00HTA acIICHUS, TUC()YHKIUS Ha ClIe3KaTa WM AeDUINTH Ha KOMIUICMEHTa, Ha
KOHTO € HalpaBeHa UM He € HallpaBeHa MbPBUYHA UMYHHU3ALUS:

6 yyacTHUIM Ha BB3pacT 2-5 ronunu u 40 yyactHUIM Ha BB3pacT 6-17 ronunu (Synflorix e moka3zan
NpY TIAIMEHTH Ha BB3PacT 70 5 ronuHu). B ToBa npoyuBane Synflorix e moka3zan IMyHOTEHHOCT U He
ca HaOJIr0/1aBaHu HOBU ChOOpaKeHUs 32 OE30MaCHOCT.

Hmynoceunocm na Synflorix, cvowvporcaws koncepsanma 2-gpenokcuemanon (2-PE)

Umynorennoctra Ha Synflorix, ceabpskain koncepsanTa 2-PE (B 4-1030BaTa omakoBka) € OLEeHEeHa
IpU 3ApaBH KbpMadeTa, BAKCHHUpaHU Ha 6-, 10- 1 18-ceaMuiHa Bb3pacT U € CpaBHEHA C Ta3H MPH
noayuunure Synflorix, 6e3 modaBeH koHcepBaHT (160 BKIIFOUECHH YYaCTHHUIIM B IpyIia).

VmyHHUTE OTTOBOPH Ca CPaBHEHH KaTO Ca M3IMOJI3BaHU KPUTEPHH 332 HEMH(PEPUOPHOCT IO OTHOLICHHUE
Ha croTHOMIeHHEeTO Ha GMC Ha anTutenara (GMC oT rpymnara Ha Y4aCTHUITUTE, ITOTydaBaIiu
Synflorix 6e3 2-PE Bbpxy GMC ot rpynara Ha y4actHHIUTe, TosrydaBaiu Synflorix ¢ 2-PE) 3a Bcexu
oT 10-Te BakCHHAIHM CEPOTHIA U 32 KPbCTOCAHO-PEAKTUBHUS cepoTun 19A.

Joxazana e HenH()EpHUOPHOCT, KaTo TopHaTa rpaHuIia Ha 2-ctpanuus 95% CI Ha chOTHOIIIEHUETO HA
GMC Ha aHTUTENaTa € oA 2 3a Bceku oT 10-Te BakCHHAIHU cepoTuna u 3a cepotun 19A. B
nombiHenue, OPA GMTs ca B ChIIMTE FPaHULIN U 33 JBETE TPYIIU.

Ynompeba na Synflorix u 13-earenmua nnesmoxokosa konweamua saxcuna (IIKB13) 6 xoda Ha
UMYHUSAUUAMA HA eOHO U CHOUO0 JUYE

Wznomseanero Ha Synflorix u [IKB13 B X012 Ha MMyHH3AIMSITa HA €IHO U CHIIO JIUIIC
(B3aMM03aMEHAEMOCT) € OLIEHEHO B KIIMHUYHO MPOYYBaHe, poBeaeHO B Mekcuko. [IspBruuHara
MMyHH3alMs Ha KbpMadeTa e nposeaena ¢ 2 no3u [IKB13 (86 yyactauum) nnm 1 goza [IKB13 u

1 mo3a Synflorix (89 y4acTHHUIIM), KATO U MPH JBETE TPYIIH € MpHIIoKeHa OycTepHa 103a 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 Mecer 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
MPOLIEHTHHUAT JS5U1 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 3a Synflorix U oCHOBaHU Ha
KOHBCHIIMOHAIHUTE ITPOYYBAHHU 3a 6630HaCHOCT, TOKCHUYHOCT ITPpU €AHOKPATHO U MHOTI'OKPATHO
MIPUIIOKEHUE, HE TIOKA3BaT CIEIM(UICH PUCK MO0 OTHOIIICHUE Ha XOpara.

6. DAPMAIIEBTUYHU JAHHHAU

6.1 ChnucbkK HAa IOMOILIHUTE BeleCTBA

1-1030Ba ONaKOBKA

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 poy4YBaHUS 32 HECHBMECTHMOCTH TO3H JIEKAPCTBEH NMPOAYKT He TpsiOBa Jja ce CMecBa ¢
JpYTH JEKapCTBEHU MPOTYKTH.

6.3 Cpox Ha roaHOCT

1-mo30Ba omakoBka
4 roguun

4-1030Ba OITAKOBKA
3 roguHu

CJ'IG,I[ IIbPBOTO OTBAPAHC Ha 4-,Z[O3OBI/IH (I)J'IaKOH BAaKCHHATa MOKE a C€ CbXpaHsBa 3@ MAKCUMYM

28 nau B xnmaauaHUK (2 °C — 8 °C). Ako He Ob/ie U3IIONI3BaHa B paMKHUTE Ha 28 1THU, TpsiOBa 1a ce
U3XBBPIIH.
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6.4 CroenuajJHU yCJI0OBHUS HA ChbXPaHEHHUE

Ja ce cpxpansBa B xuaqmiHuK (2 °C — 8 °C).
a ue ce 3ampasspa.
[a ce cpxpaHsBa B OpUTHHATIHATA OTIAKOBKa, 33 J]a C€ Mpe/a3u OT CBETINHA.

4-11030B (J1akoH
3a yclioBUsATa Ha ChbXPAaHEHHUE CJIS IbPBOHAYAIIHO OTBAPSIHE Ha JIEKAPCTBCHUS MTPOAYKT BUXKTE TOUKA
6.3.

6.5 Buawu cbabpkaHue Ha ONAKOBKATA

IIpeaBapuTeIHO HAOBJIHEHA COPUHIIOBKA

0,5 ml cycrieH3us B peIBApUTEITHO HAIThJIHEHA CIPUHIIOBKA (CTHKIIO T ) ¢ ri1aBa Ha OyTanoTo
(OyTuiioBa ryma) M TyMeHa Kalayka Ha Bbpxa Ha CIPHUHI[OBKATa.

Omnaxkosku 110 1, mo 10 u mo 50, cbe win 63 urim.

DrnakoH
0,5 ml cycrien3us BB diiakoH (cTrkio tam I) 3a 1 q1o3a cbe 3amymanka (OyTHIIOBa TyMa).
OmnakoBku 110 1, mo 10 u mo 100.

4-1030B (rakoH
2 ml cycnien3us BB ¢uakoH (cThkio Tul 1) 3a 4 m03u cbe 3amymanka (OyTUiIoBa ryma).
Omnakosku 1o 10 u mo 100.

Kamaukara Ha Bppxa 1 r'yMeHaTa rJ1aBa Ha OyTajJoTO Ha MPEJBAPUTEIHO HAIThIHEHATA CIIPHHIIOBKA U
3armynrajkara Ha (pJJaKoHa ca MPOU3BEICHU ChC CHHTETUYHA T'yMa.

He Bcruky BHJIOBE OMAaKOBKH MOTAT Jia ObIaT IyCHATH Ha Ma3apa.

6.6 CrnenuajaHu nNpeanasHu MepKHU NP U3XBbPJIsiHEe H padoTa

HDGIIBaDI/ITeHHO HaITbJIHCHA CIIPMHITIOBKA

[lo Bpeme Ha cbXpaHEHHE B IIpeJBApUTEIHO HAIbIHEHATA CIPUHIIOBKA MOXKE 1a ce HabronaBaT GuHa

Osia yTaiika 1 OUCTBp Oe3IBeTEH CymnepHaTanT. ToBa He € TIpHU3HAK 3a BIIOIIaBaHEe Ha Ka4eCTBOTO Ha
BaKCHHATA.

HpCZ[I/I npuwjiarane CbAbPKAHUCTO HAa NPCABAPUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA TpH6Ba Ja Cce
mpericaa BU3yaJIHO 3a 4y KU 4aCTUIIU W/uinu IIPOMEHHU BbB BHHINHUA BU/J, KAKTO IIPEAU, TaKa U CJIC/
pa3kiiamiaHe. B cnyqaﬁ 4e CcC Ha6J'IIO,Z[aBaT TaKHMBa, BAKCHMHATa TpH6Ba Ja C€ U3XBBPIIN.

[Ipenu ynorpeda BakcuHaTa TpsAOBa Jja c€ OCTAaBHU J1a IOCTUTHE CTaiiHa TeMIepaTypa.

[Ipenun ynotpeba BakcuHaTa TpsiOBa JoOpe 11a ce pa3KiaTu.
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Ykazanus 3a npedeapumeﬂyo HAanwvJaHernanma cCnpuHyoeKka

Jlyep-nok aganTop

XBaHeTe CIPUHIIOBKATA 3a TSJIOTO, a He 3a OyTaJoTo.

OTBUHTETE Kaltauykara Ha CIIPUHIIOBKATAa, KaTo A
3aBBPTUTE B ITOCOKA, o6paTHa Ha YaCOBHHKOBATa

Tso CTpCIIKa.

3a 71a MPUKPENUTE UrjiaTa KbM CIPUHIIOBKATA,
ChEMHETE KOHEKTOPA Ha Urjiarta ¢ JIyep-JOK aaantopa u
3aBBPTETE YSTBBPT 00OPOT O TIOCOKA Ha
YaCOBHHMKOBATA CTPEJNIKA, IOKATO YCETUTE, Ue €
3aTerHaTa.

: He uznppnBaiite 0yTaaoTo Ha CIIPUHIIOBKATA U3BBH
= e TSIIOTO 1. AKO TOBa ce CIy4H, HE MpuarainTe
h BaKCHHATA.

PiakoH
[To Bpeme Ha cbxpaHeHHE BbB (IakOHa MOXKe Ja ce HaOmoaaBatT GuHa Osa yraiika u 6uctpa
Oe3lBeTHa Ha/lyTacyHa TEYHOCT. ToBa He € MPU3HAK 32 BIIONIABaHE HA KAYECTBOTO HA BAaKCHHATA.

[Ipenu mpunarane cbapp:kaHUeTo Ha (prakoHa TpsiOBa 1a ce mpersena BU3yalHO 32 Uy>KAH YaCTHIN
W/WITY IPOMEHH BbB BBHIIHUS BU, KAKTO MPEIH, TaKa U cje]l pa3kiamane. B ciaydaii ue ce
HaOJIFOIaBaT TaKWBa, BAKCHHATA TPSOBA J1a CE€ N3XBBHPIIH.

[Ipenn ynotpeba BakcuHaTa TpsAOBa Jja c€ OCTaBU J1a IOCTUTHE CTaifHa TeMIiepaTypa.

[Ipenu ynotpeda BakcrHATA TPsIOBa JOOpE Jia ce pa3KiaTy.

[Ipu ynorpeba Ha ¢nakona nozara 0,5 ml TpsaOBa qa ce U3TErIHM B CHPUHIIOBKA C MOAXOISIIA
crepunHa urna (pasmep 21G 1o 25G); TpsOBa ia ce B3eMaT Mpe/a3Hd MEPKH, 3a Jia ce n30erHe
3aMBbpCABAHE HA ChABPKAHUETO.

[Mpeau npunarane cMEHETe UriaTa, Taka 4ue 3a MPUIaraHeTo Jia U3MoI3BaTe HOBA CTEPUITHA HIJIA.
4-n030B (1aKkoH

ITo BpeMe Ha chXpaHEeHHE BbB (hIakoHa MOXKeE Ja ce HaOoaaBaT GuHa Osia yTaiika u OucTpa
Oe31BeTHA HaJlyTaeyHa TEYHOCT. ToBa He € MPU3HAK 3a BIIONIaBaHE Ha KAYeCTBOTO HAa BAKCHHATA.

[Ipenu npunarane chIbpKaHUETO HA (hIIaKOHA TPSAOBA J1a CE MPEerieia BU3yalTHO 32 Uy IH YaCTUITU
W/WJIA TPOMEHH BbB BHHIIHUS BU, KAKTO IPEIH, TaKa U cje] pa3kiamiane. B ciaydaii ye ce
HaOII0JaBaT TaKWBa, BAKCUHATA TPSIOBA J]a Ce U3XBBPIIH.

IMpenu ynorpeba BakcHHATa TPsOBa J]a Ce OCTaBH Jia JOCTHIHE CTaifHA TeMIepaTypa.

[Ipenn ynotpeba BakcuHaTa TpsiOBa J0Ope 11a ce pa3KiaTu.
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Koraro ce n3nos3Ba MHOT01030B (1akoH, Besika 103a oT 0,5 ml TpsOBa ja ce U3Teriis B CIPUHIIOBKA C
moaxojsia ctepuinna uria (pasmep 21G no 25G); TpsOBa 1a ce B3eMaT NMPeana3Hd MEPKH, 3a Ja ce
n30erHe 3aMbPCIBaHE HA ChIBPIKAHUETO.

Hpe,HI/I Impujiarane CMEHETC HIjiaTa, Taka 4€ 3a NpujIaraHeTo Jga U3I10J3BaTC HOBA CTCPUIIHA UTIJIA.

UsxBbpasiHe
Hewsnon3BaHUAT JIeKapCTBEH MPOAYKT WU OTIIAIBYHATE MAaTEPHAIA OT HETO TPSOBA 1A CE€ U3XBBPIISIT

B CBOTBCTCTBHUEC C MCCTHUTC U3HUCKBAaHU.

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 YIIHOTPEBA

[IpenBapuTenHO Ha'bJIHEHA CIIPUHIIOBKA
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

dnakon

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

4-11030B (hJ1aKoH
EU/1/09/508/012
EU/1/09/508/013

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

[Jara Ha epBO pazpemanane: 30 mapt 2009 .
[Jara Ha mocnenHo moxHoBsiBaHe: 22 HoemBpu 2018 .

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IMoxpoOHa HbopMalrs 3a TO3M JEKapCTBEH MPOAYKT € MPeJ0CTaBeHa Ha yebcalita Ha EBpornelickaTa
arcHIIMs 10 JieKapcTBaTa https://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
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A. TIIPOU3BOJIUTEJIA HA BUOJIOI'MYHO AKTUBHUTE BEINECTBA U
IMPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTHUIN

Hme n aapeC HA 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

HwMme 1 aapec Ha IPOM3BOANUTEIS, OTTOBOPEH 32 0CBOOOKIaBaHE Ha TapTHANUTE

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 oduimaaHoTo 0CBOOOKIaBaHE HA TTAPTHIANUTE 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), ipeaBuaeH B wi. 1078, an. 7 ot dupextusa 2001/83/EO, 1 BbB BCHUKH CIIEABAIIN
aKTyaJln3alluy, MyOJUKYyBaHU Ha CBPOTICHCKHsI 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 CUCTEMAaTa 3a yIpaBJicHHE Ha PUCKa, 0COOCHO B Pe3yJiTaT Ha MOTy4YaBaHe 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 JIEKAPCTBEHMUS ITPOAYKT

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

2. OBSABSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(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 EJIHA OITAKOBKA

I/IH)KCKLII/IOHHa CYCIICH3UA B MPEABAPUTCIIHO 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 TBT(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 TPEAYIIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE 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. CIHENUWAJHU INPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA 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

ITapTt.Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 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 WJIEHTHOPUKATOP — IBYU3MEPEH BAPKO/JI

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(PHUKATOD

‘ 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 IPEJABAPUTEJIHO HAITBJIHEHA CTIPUHLHOBKA

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

Synflorix HHXEKIHOHHA CYCIICH3HUS
Lm.

‘ 2. HAYUH HA ITPUJIATAHE

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

EXP:

4. ITAPTUJIEH HOMEP

Lot:

‘ 5. CbABPKAHUE 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.  OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(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 U TbT(MLIA) HA BBBEXKJIAHE

[Ipenu ynoTpeda npoyereTe IMCTOBKATA.

WHTpaMyCKyITHO IPUITOKEHUE

[Ipenu ynoTtpeba BakcuHaTa TpsOBa J1a CE OCTAaBH Jia IOCTUTHE CTaiiHa TeMIepaTypa.
Pazkmarere mobpe npean ynorpeda.

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

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

‘ 7. APYI'U CHEIIUAJIHU NPEAYIIPEXIEHUA, AKO E HEOBXOAUMO

35



‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.
Ja He ce 3ampassiBa.
a ce cbxpaHsiBa B OpUrMHANIHATA OMAKOBKA, 3a J1a C€ MPE/a3u OT CBETJIMHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN 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

[TapT.Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAMJIOBA A3BBYKA

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

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

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(DHUKATOD
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‘ 18. YHUKAJIEH MWIEHTUOPUKATOP — 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 ®JTAKOHA

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

Synflorix HHXEKIHOHHA CYCIICH3HUS
Lm.

‘ 2. HAYUH HA ITPUJIATAHE

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

EXP:

4. ITAPTUJIEH HOMEP

Lot:

‘ 5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

1 mo3a (0,5 ml)

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

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Synflorix HHXEKIMOHHA CyCIIEH3Us] B MHOT'O030Ba OMaKoBKa (4 1031)
AncopOupaHa MTHEBMOKOKOBA TTOJIN3aXapuIHa KOHIOTaTHA BAKCHHA

2. OBSIBABAHE 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
2-(heHOKCHETaHOI
Bopa 3a nmxexuun

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

I/IH)KGKLII/IOHHa CYCIICH3UA B MHOT'OJJ030Ba OIMMAKOBKa (4 I[O3I/I)

10 MHOT'OAO30BU dnakona (4 no3u Ha (akon — 0,5 ml Ha 1032)
100 MHOI'OZI0O30BMU ¢nakona (4 mo3u Ha dnakon — 0,5 ml Ha m03a)

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

Ipenu ynoTpeda mpoyeTeTe IUCTOBKATA.

WHTpaMyCKyJTHO MPUIIOKCHUE

Ipenun ynoTpeba BakcHHATa TPsiOBa J1a Ce OCTABH Jla JOCTUTHE CTaliHa TeMIepaTypa.
Pazknarere noOpe npenu yrnorpeoda.

6. CIIEIMAJIHO NPEAYHPEXKIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MSACTO JAJIEY OT IOT'JIEJA U JOCEI'A HA JEIIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. JAPYI'U CHEHNUAJIHM ITPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen 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. CIHELOUAJIHU NPEAITA3SHA MEPKU ITPU U3XBBPJISIHE 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

ITapTt.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(PUKATOD

‘ 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. HAYUH HA ITPUJIOKEHUE

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

EXP:

4. ITAPTUJIEH HOMEP

Lot:

‘ 5. CbABPKAHUE 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 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
Kaxk ce npunara Synflorix

BBb3MOXHN HeXellaHU peakiuu

Kak na cexpanssare Synflorix

ChabpkaHye Ha ONIAKOBKATa W JOMBIHUTEIIHA HHPOPMALIUS

I e

1. Kaxkso npeacraBassa Synflorix u 3a kakBo ce u3noJ3Ba

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,
cpemry:

Oakrtepust, HapeueHa Streptococcus pneumoniae. Ta3u OakTepus MOXKe a IPUUUHU 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 Texxka nH(peKnus ¢ Bucoka temmneparypa (Hazg 38 °C). Axo ToBa ce oTHACs 10
Bamero nere, uMyHun3anusTa me Obie OTIOKEHA, TOKaTO TO CE MOYyBCTBa Mo-100pe. Jleka
WH)EKITHS, HapuMep HACTHHKA, He O TpsAOBaIO Aa MpeACTaBIsIBa IPo0IeM, HO BBIIPEKH TOBA
IIBPBO Ce MOChBETBalTE ¢ Batus iexap.

Synflorix He TpsiOBa J1a ce mpuiara, ako HIKOe OT IOCOYSHHTE MO-TOpe ce OTHAcs 10 Barero gere.
Ako He cte curyphu, npeau Synflorix na ce npuioxu Ha Barero nere, koHcyaTupaiite ce ¢ Bamus

nekap wim (papMareBT.
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[pexynpexaeHus u npeanasHu MEPKH:

Hpezu/l IMPUJIOKCHUC HAa BAKCUHATA, YBCJOMCTC Bamms JICKap Win (bapMaueBT, aKo:
L JCTCTO Bu nma Hp06J'ICMI/I, CBBbpP3aHU C KbPBCHC, WX JICCHO MOJTy4aBa CUHUHMU.

IIpu gemna Ha u Haj 2-TOAUIITHA BB3PACT MPUIAIBK MOXE J1a HACTBITH CJIC]T WIIH JIOPH TIPEIH BCSIKO
WH)XEKTHpaHe ¢ uria. 3aToBa HHPOpMUpaNTe JeKaps Ik MEAUIIMHCKATa CecTpa, ako Bamrero nete e
MIPUIIAJIATI0 TIPU NPEIUIIIHA HHKEKIIMSL.

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

Synflorix mpenmna3ea camo cperry HHQEKIUU, IPUINHEHHN OT OaKTEPHUTE, 33 KOUTO € pa3paboTeHa
Ta3u BaKCHHA.

JHemnara ¢ orcnabeHa UMyHHa cucTeMa (HampuMep BCieCTBHE Ha MH(EKINS ¢ YOBEIIKA
umyHoneunuTeH Bupyc (XVB) unm Ha nedeHne ¢ IMyHOCYIIPECOPH) MOJKE JIa HE TIOJTydaT ITbJIHATA
non3a ot Synflorix.

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

Jeua Ha Bb3pacT HaJ 5 rOAMHHU

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

JApyru nexkapcrBa u Synflorix

WNudopmupaiite Bamms nekap nim ¢papmManeBt, ako 1eTeto Bu npuema, HACKOpPO € MpHeMao WUiH €
BBH3MOXKHO J1a IPHUEME IPYTH JIEKapCTBa. WK aKO HACKOPO My € IIPHIIOKeHa Apyra BakcuHa. Synflorix
MOXe Jja He JieiicTBa TOJIKOBa J00pe, ako netero Bu npuema siekapcTBa, KOMTO MOBIMSIBAT UMyHHATa
cuctema B bopOara cpenry HHQEKIMHTE.

Synflorix Mo>ke J1a ce puiiara Ha AeTeTo Bu 1o eHO U ChIo BpeMe ¢ IPYTUTE JETCKA BAKCHHHU KaTo
BaKCHHU Cpenly AudTepus, TETaHyC ¥ KOKIIIOII (Marapeinka Kaluiuia), 3a00J11BaHus, IPUIMHEHH OT
Haemophilus influenzae tun b, monuomuenut (epopaiHa WK MHAKTUBUPAHA), XenaTuT B, MopOmim-
NapoTUT U pyOeona, BapuIlerna, MepopaTHU 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, KOETO MOHIKABa MOBUIIICHATA TeMIIepaTypa (KaTo HalpuMep
napareramoi ), 0COOCHO MpH Jiela, BAKCHHUPaHH ChC Synflorix ¥ BAKCHHHU, ChIbpKAIIN
[SUTAKIIEThYHA KOKITIOIIHA KOMITOHEHTA T10 ChIOTO BpeMe. [IpernopbuBa ce ChIlo npreM Ha
JICKapCTBO, KOSTO MMOHIKABA TEJIECHATA TeMIIepaTypa MpH JeTla ¢ ThPYOBY HAPYIICHUS WIH C
MpeIuIIHa aHaMHe3a 3a (peOpuHu repyoBe. Obaue, ako JeTeTo Bu e npueno napameramod, npeau
WM BeJlHara cliell mpuiiokenne Ha Synflorix, moaydeHUTe HUBA Ha aHTHTENAaTa MOXKe Jia ObJIaT JEKO
noHWkKeHu. He e ycTaHOBEHO JJaJiv MOHMKABAHETO HAa HUBATA HAa aHTUTENIAaTa OKa3Ba Bh3ACHCTBHE
BBPXY 3all[UTaTa cpenly MHEBMOKOKOBO 3a00JIsBaHe.

Synflorix cbabp:ka HATpHIA

ToBa nexkapcTBO ChIbpIKa MO-Manko oT 1 mmol HaTpu# (23 mg) Ha 1032, T.€. MOXKE Ja ce Kaxe, e
MIPAKTHUYECKH HE ChABPKA 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 U3I10J13Ba 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

W3KIIIOYEHHNE Ha TIOCIeIHATa WHKEKIMs (0ycTep), KoATo e Obae MpUIoKeHa Hal-MaIKo
6 Mecera cies] TpeTaTa HEKEKITHS.

o [IspBaTa MHXKEKIHS MOXKE J1a C€ TIPUIIOKH Ha BB3PacT OT 6 ceamuiy HataThK. [locnenHaTa
uHxekus (0ycrep) Moxke j1a Objie IOCTaBeHa Ha BB3PacT OT 9 Mecella HaTaThK.
. Ille ObaeTE yBETOMEHH KOTa NeTeTO Bu TpsiOBa fa oiiie 3a clieBaIluTe HHKCKITUH.

[IpesxxaeBpeMeHHO POACHHU KbpMaueTa (poAeHH cien 27 cenMuna u npenu 37 ceamuiia ot
OpeMEHHOCTTA):

Bameto nere (Ha Bp3pacT oT 2 10 6 Mecera) Iie MoIydd 3 WHXXEKINH ¢ HHTEPBAI Hall-MaJIKO EIHH
Mecel] MeX Iy BCska jo3a. Haif-manko mect Mecena ciieq| mociieHaTa WHKeKws, Bamero nere me
MOJTyYH JIONBJIHUTEIIHA HHXKEKIUs (OycTep).

Ha xppMayeTara Ha Bb3pacT ot 7 10 11 mecena ce npunarar 2 uHxekuu. THTepBaabT MEXKIY IBETE
MHXXEKINH € Hail-Manko eauH Mecell. [Ipe3 BTopara roanHa oT *KHBOTA Ce Mpuiiara Tpera HHKeKIus
(OycTep) cnen uHTEpBa OT Hal-MaJIKO JIBa Mecella.

Ha nemnata Ha BB3pact oT 12 Mecena 10 5 roauHu ce npuiarat 2 HKeKIuu. UHTepBaTbT MEXKIY
JIBETE MHIKEKIINHU € Hall-MaJIKO JBa Mecela.

CrieruaHy NOmyJIanyu:

Ha nena Ha BB3pacT OoT 6 ceAMHUIM O 5 TOAWHH, 32 KOUTO CE CMSTa, 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 (DYHKIIHATA Ha cJe3KaTa) Moxke Aa Ob/e nprinoxkern 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
YTOBOPHUTE JIPYyTO MOCEIICHNE TIPH JieKapsi. Bue u nekapsT me Moxe J1a 00ChIUTE CIeIBaINTe
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
BCEKHM T'Hl osrydasa. [Ipu npuinoxeHne Ha ToBa JIEKApCTBO MOTaT Jia ce HabJoaBar CiIeIHUTe

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)

- TMOAyBaHe, MOHSIKOTa Ha JIUIIETO WM ycTara (aHTHOeeM ), TPUYHHSBAIIO 3aTPYIHCHUC Ha
JTUTIIAHETO

- KoJamc

Tesu peaknnu OOMKHOBEHO C€ MOSBABAT 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 mosede 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 areTHT.

Yecrtu (TakuBa, KOUTO Morar Ja ce Habmomasar ripu 10 | 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 MaJika Oydyka Ha MSACTOTO Ha HHXKCKTHPAHE, raJicHe, JUapus UIIH MOBPbIIAHE,
HeoOHMYacH IIa4, BpEMEHHO CIIMpaHe Ha JUIIaHeTo (armHest), ako 1eTeto Bu e pojeHo
npexIeBpeMeHHO (Tpe/in WK Ha 28-Ma ceiIMUIa OT OpeMEHHOCTTa), TJIaBO0OJIHEe, OOPHB IO KOXKaTa,
JUQY3HO MOyBaHE HA MHKCKTUPAHUS KPaHUK, TIOHSIKOTa C BKIIFOUBAHE HA ChCEHA CTaBa, YPTUKHU.

Penxwu (TakuBa, KOUTO Morar jJa ce HaOmtomaear mpu 10 1 Ha 1 000 103U BakcHHA): THpPUOBE Oc3
TeMIeparypa WM JbDKAIU ce Ha TMOBHUIIIEHA TeMIeparypa (Tpecka), alleprHIHH PEaKIUK KaTo KOXKHU
ayiepruu, Konarc (BHE3aITHO HACTHITBAIIA MYCKYJTHA OTITYCHATOCT), IEPUOIU HA OE3Ch3HAHUE HITH
JIMIICA HAa YYBCTBUTCIIHOCT, U 6J'IC[IOCT I IIOCHHABAHEC HA KOXKaTa.

MHoro penku (TakuBa, KOUTO Morat Aa 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, Bh3NaJeHHE 1 OOpPHUB Ha JIMTABHIIUTE HA YCTATa U T'BPIOTO).

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

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

Cpo0maBaHe Ha HesKeJIaHU peakIun

Axo gerero Bu momyun HSIKaKBH HE)XXEJIaHU JIEKAPCTBEHU peaklny, yBeoMeTe Bamms nekap mmn
¢apmaneBT. ToBa BKIIFOYBa BCHYKH BH3MOYKHU HEOTFICAHU B Ta3H JUCTOBKA HEXXETIAHH PEaKITHH.
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€ CbXpaHsiBa Ha MACTO, HEAOCTHITHO 3a JCHaA.

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 xnaguisuk (2 °C - 8° C).

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

. [a He ce 3ampassna.
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He uzxBbposiite nexapcTBaTa B KaHATU3AIMATA WIM B KOHTEHHEPA 3a TOMAITHH OTIIaIBITH.
ITormuatiTe Bammus dhapmarieBT Kak J1a U3XBBPIISITE JIESKapCTBATa, KOUTO BeUue He m3moi3BaTe. Te3un
MEPKH 1€ CIIOMOTHAT 3a ONa3BaHe Ha OKOJHATa Cpena.

6. Chabp:kaHue HA ONAKOBKATA M JONbJIHUTETHA HHpopManus

Kaxkso cbabp:xa Synflorix

° AKTHBHUTE BEIIECTBA Ca:

Enna noza ot 0,5 ml ceabpika:

[THEBMOKOKOB moJm3axapu 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 npezyiara B €1HOI030Ba MPEABAPUTEIHO HAIBJIHEHA CIIPUHIIOBKA, ChC WK 0€3

OTJICJIHM MIUIM, B ormakoBKu 1o 1, mo 10 u mo 50.
e He Bcruku BHIOBE ONTAaKOBKH MOTAT Jla ObJIaT ITyCHATH B MPOIaxoa.
IIpuTexkaTes Ha pa3penIeHHETO 3a yIOTPeda M MPOM3BOIUTE
GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89
B-1330 Rixensart

benrus

3a JOITbJIHUTEIIHA I/IH(l)OpMa]_[I/IH OTHOCHO TO3H JICKAPCTBCH MMPOAYKT, MOJISI CBBPIKETC CC C JIOKAJTHUA
NpPEICTABUTEN HAa MPUTEKATEISI 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 ehf.
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

GlaxoSmithKline Biologicals SA
Tel: +371 80205045

JaTa Ha mocJeHO pepa3riexkaaHe HA JUCTOBKATA
JApyru u3rouHuum Ha uHopMmauus

[TonpoOHa nHpOpManus 3a TO3H JEKAPCTBEH MPOAYKT € MPelocTaBeHa Ha yeOcaliTa Ha EBpomneiickara
areHITUs 110 JIeKapcTBaTa: https://www.ema.europa.eu

ITocovenara no-gony nHGOPMAIHA € TPEeAHA3HAYCHA CAMO 32 MEUIIMHCKHU CIICINAICTH:

[lo Bpeme Ha cbXpaHEHHE B [IPEeJBAPUTEIIHO HAIBIHEHATA CIIPUHIIOBKA MOTAT Jla ce HaOJroJaBat
¢buna Osia yraiika u Orctpa Oe3lBeTHA HalyTacuHa TeYHOCT. ToBa He MoKa3Ba BIOIIaBaHE Ha
Ka4eCcTBOTO Ha BaKCHHATA.

[Mpeau npunarane ChAbPKAHUETO Ha MPEABAPUTETHO HAITBIIHEHATA CIIPUHIIOBKA TPsiOBa Jia ce
IIPOBEPU BU3YAJIHO 3a UYKIW YaCTULIH I/I/I/IJII/I IIpOMsHA BbB BLHIIHUA BUJI, KAKTO IIPEIU, TaKa U CJIC/
KaTo ce paskinat. B ciryyaii ye ce HabIroaBaT TakMBa, BaKCHHATA TPsIOBa 1a ce U3XBBPIIH.

IIpenu ynorpeba BakcuHaTa TpsOBa Ja ce OCTaBH Jja JOCTUTHE CTaifHa TeMmIepaTypa.

[Ipenn ynotpeba BakcuHaTa TpssOBa JoOpe 1a ce pa3KiaTu.

Bakcunara e camo 3a HWHTPaMyCKYJIHO IIPUIJIOKCHUC. Ila HE CC€ nMpujiara BbTpEChbA0BO.

Axko Synflorix ce npuiara eIHOBPEMEHHO C IPYT'H BAKCHHHM, TPAOBa J1a ObJaT U3MOJI3BAaHH Pa3IMIHU
MecTa 32 HH)KEKTHPAaHE.

Synflorix He TpsOBa a ce cMecBa C IPyTH BaKCHH.

Vka3zaHus 3a npeBapUTEIHO HATBJIHEHATA CIIPUHIIOBKA

Jlyep-nok aganTop

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

OTBHHTETE Kallaykara Ha CIIpUHIOBKATa, KaTo A
3aBBPTUTC B IIOCOKA, o6paTHa Ha 4aCOBHHKOBAaTa

Ts1o CTpCIIKA.
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https://www.ema.europa.eu/

: - 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 w3nppmBaiite 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,
cpemry:

Oakrtepust, HapeueHa Streptococcus pneumoniae. Ta3u OakTepus MOXKe a IPUUUHU 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 TpsadBa na 3naete, npeau Synflorix n1a 6bae npuiioxkena Ha nerero 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 aepruyHa peakiys MOXKe Jia BKIFOUBAT ChpOSI KOXKEH 00pUB, HEJOCTUT Ha
BB3JIyX U MOJyBaHE Ha JTUIIETO WU €3UKa.

. nereto Bu mma Ttexxka mH(EKIHs ¢ Bucoka temmeparypa (aan 38 °C). Ako ToBa ce OTHACS 10
Bamero nere, umyHu3anusTa me Obe OTI0kKEHA, JOKATO TO CE MOYYBCTBa Mo-100pe. Jleka
WHDEKITHS, HapuMep HaCTHHKA, He O TpsAOBaIO Aa MpeACTaBIsIBa IPoOIeM, HO BBIIPEKH TOBA
IBPBO CE MOCHBETBalTe ¢ Bamus 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

nexap ui papManesnT.
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[pexynpexaeHus u npeanasHu MEPKH:

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

IIpu gemna Ha u Haj 2-TOIUIITHA BB3PACT MPUNAIBK MOXE J1a HACTBITH CJIC]T WITH OPH TIPEIH BCSIKO
WH)XEKTHpaHe ¢ uria. 3aToBa HHPOpMHUpaNTe JeKaps Ik MEAUIIMHCKATa cecTpa, ako Bamrero nete e
MIPUIIAJIATI0 TIPU NPEAUIIIHA HHKEKIIMSL.

HO,I[06H0 Ha BCMYKHM BaAKCHHH, Synﬂorix MOXKC [1a HC MPCAIla3u HAITbJIHO BCUYKU BAKCUHUPAHU ACHA.

Synflorix nmpenmna3ea camo cperry HHPEKIUU, IPUINHEHHN OT OaKTEPHUTE, 338 KOUTO € pa3paboTeHa
Ta3u BaKCHHA.

Jemnara ¢ orcnabeHa UMyHHa cucTeMa (HanmpuMep BCJeCTBHE Ha MH(EKINS ¢ YOBEIIKU
umyHoegunuTeH Bupyc (XMB) unu Ha nedyeHne ¢ IMyHOCYIIPECOPH) MOJKE JIa HE TIOJTydaT ITbJIHATA
non3a ot Synflorix.

O0wpHeTe ce KbM Bamus nexap i papmarnieBT mpeau npuiiokenuero Ha Synflorix, ako He cTe
CHT'YPHH 32 HElIO.

Hdena Ha Bb3pacT Hajg 5 roaMHu

be3zonacHoctTa 1 e(bI/IKaCHOCTTa Ha BaKCHWHaTa IpHu A€la Ha Bb3pacT Ha 5 roguHM HE ca YCTaHOBCHHU.
3aroBa BaKCHHalMATa Ha TE3U JACLAa HE C€ NPCOpbHYBa.

JApyru nexapcrBa u Synflorix

Wudopmupaiite Bamms nekap nim ¢papManeBt, ako 1eteto Bu npuema, HaCKOpo € MpreMao WiH €
BBH3MOYKHO J1a IPHUEME IPYTH JIEKapCTBa MM aKO HACKOPO MY € IPUIIOXKEHa Apyra BakcuHa. Synflorix
MOJe J1a He JieiicTBa TOJIKOBa J00pe, ako netero Bu npuema jiekapcTBa, KOMTO MOBIMSIBAT UMyHHATa
cuctema B bopbara cpenry HHEKIMHTE.

Synflorix Moxe Ja ce mpuiara Ha JIeTeTo Bu 10 eIHO ¥ ChINO BpeMe C JPYTruTe JETCKU BAKCHHU KaTo
BaKCHHU Cpelly AudTepus, TETaHyC ¥ KOKIIIOII (Marapelnka Kaluiuia), 3a00J11BaHusl, IPUINHEHH OT
Haemophilus influenzae tun b, monuomuenut (epopaiHa WK MHAKTUBUPAHA), XernaTtuT B, MopOmim-
NapoTUT U pyOeona, BapuIlena, MepOpaTHU POTABUPYCHH BAKCHHH, KAKTO U KOHIOTaTHH BAKCHHH
cperry MEeHUHTOKOKH OT ceporpyna C u ceporpymu A, C, W-135, Y. 3a Bcsika BakcruHa TpsiOBa 11a ce
W3II0JI3BA PA3IMYHO MSCTO 32 MHKCKTHPAHE.

[Ipenn wim BeqHara cien npmwioxenue Ha Synflorix, BammsT nekap Moke 1a Bu mockBeTBa na
JlaBaTe Ha JCTETO CH JICKAPCTBO, KOSTO TIOHMKABa MOBUIIICHATA TeMIIepaTypa (KaTo HalpuMep
rapareTamoi ), 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
MpPeIUIIHA aHaMHe3a 32 (PeOpUITHU IbpYOBE.

O6aue, ako neteTo Bu e mpueno mapameramos, Ipeau Wik BeaHara cien npuioxenue Ha Synflorix,
MOJYYCHUTE HUBA HA aHTHUTENATa MOXKe Jia ObJIaT JIEKO MOHmKeHH. He e ycTaHoBeHO janu
MOHIKABAHETO Ha HUBATa HAa aHTHUTENaTa OKa3Ba Bh3JICHCTBHE BHPXY 3all[UTaTa CPelly THEBMOKOKOBO
3abossBaHe.

Synflorix ceabp:ka HaTpHit

ToBa JlekapcTBO ChIIbprka O-Manko ot 1 mmol Hatpuit (23 mg) Ha 1033, T.e. MOXKe Ja ce Kaxe, 4e
IIPaKTUYECKH HE ChABPKAa HATPUH.
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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 PETIOPHKU WM MEIUIMHCKUAT CIICIUAIUCT MOXE J1a U3I0JI3Ba AJITEPHATUBHA
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
M3KIIIOUCHHUE Ha TOCiIeIHATa HHKEKIMS (0ycTep), KOATo Iie Obae IMpUIoKeHa Hal-MajIKo
6 Mecelia ciies TperaTa J103a.

. [IspBaTa HHKEKIIMSI MOXKE JIa Ce TPUIIOKH Ha B3PacT OT 6 ceAMHIIM HaTtaThK. [locnenHaTa
uHXeKIus (0ycrep) Moxe Ja Objie mocTaBeHa Ha Bh3pacT oT 9 mecena HataThk.I1le Obmere
YBEIOMEHH KoTa feTeTo Bu TpsOBa ga moiiie 3a cleaBainTe HHKEKITHH.

[IpexxaeBpeMeHHO poJeHN KbpMadeTa (poJeHH ciief 27 ceaMuIia v npeau 37 ceAMuIa ot
OpeMeHHOCTTa):

Bamiero nere (Ha BB3pact oT 2 10 6 Mecera) e Noay4dd 3 WHKEKIMK ¢ MHTEPBaI Hali-MaJIKO eIUH
Mecel MexAy Beska 103a. Hali-manko mect Mecena ciiell nocieqHaTa HHKeKus, Bamero gere me
MONTyYH TOTBITHUTEITHA HHXKEKIs (OycTep).

Ha xppMmageTara Ha BB3pacT ot 7 10 11 mecena ce npunarat 2 urkekiuu. IHTepBaIbT MEXKIY IBETE
WHXKEKINH € Hail-Mako eanH Mecell. [Ipe3 BTopara rognHa oT )KHBOTA CE MpHIara TpeTa HHKEKIINs
(OycTep) cnen uHTEpBaA OT Hal-MaJIKO JIBa Mecella.

Ha gemara 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 CEIMHIIU 10 5 TOJMHH, 32 KOUTO CE CMSATA, Y€ Ca C MO-BUCOK PHCK OT
MTHEBMOKOKOBAa WH(peKIus (kato TakuBa ¢ XM B uHbpekus, chc ChbpIOBUIHO-KICTHYHO 3a00ISIBAaHE
WM C HapyIIeHUE WU MPOMSHA BbB QYHKIIMATA HA CIIe3KaTa) MOXe Ja ObJie npuiokeH Synflorix.
Momns oObpHETE ce KbM Bammus nexap 3a uHpopManus OTHOCHO Oposi Ha HHKEKITUUTE W BPEMETO 3a
TAXHOTO Ipujarane Ha Bamiero nere.

Ako nerero Bu nponycHe HHKEeKUMS

Axko nereto Bu nponycHe HAKOSI OT MHXKEKIIUUTE MO CXeMaTa 3a UMyHH3alus, BXKHO € Ja CU
YTOBOPHUTE JIPYTo MOCEIICHUE TIPH JieKaps. Buie u iekapsT me Moxe J1a 00CHIUTE CIIEIBAINTE
CTBIIKH, KOUTO Ja Ce MpeArnpreMar 3a 3aiurara Ha JeTeTo Bu.

AKO UMaTe HIKaKBH JIOMBIHUTEITHA BBIIPOCH OTHOCHO yIOTpeOaTa Ha Ta3u BaKCHHA, TIOMTUTANTE
Barus siekap, papMaieBT Uiu MEIUIIMHCKA CeCTpa.

4. B13MOKHY HeKeJIaHU peakiun

KakTto Bcuuku nekapcTBa, TOBa JIEKaPCTBO MOXKE J1a IPEIU3BUKA HEXKEIAHU PEAKLIMU, BIIPEKU Y€ HE

BCCKH T' TIOJTy4aBa. HpI/I MPUJIOKCHUC HAa TOBA JICKAPCTBO MOTAaT Aa CC Ha6J'IIO,I[aBaT CIICOHUTC
HEXCJIaHU pCaKIUU:
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Texkn anepruaHu peakiui MOTaT Ja HaCThIAT 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), IPUYMHABAIIO 3aTPYAHEHHE 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):
0oJKa, 3a4epBsiBaHE ¥ MOJyBaHE HA MACTOTO HA WH)KEKTHpaHE

noBuIeHa remreparypa ot 38 °C u nmosedye (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 PEAKIIMU KaTO KOXKHU aJIepTHH.
. KoJtarc (BHE3aIHO HACTHITBAIA MYCKYJTHA OTIYCHATOCT), IEPUOJIX Ha Oe3Ch3HAHUE WIIU 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, MMOAYTH 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 J1a KUMa MO-TOJIEMHU May3U MEXAY BIUIIBAHUSATA.

Chol0maBaHe Ha HeKeJIAHU PeaKIUu

Axo nereto Bu nonyun HSKaKBU HEXEIaHU JICKAPCTBECHU PEaKIUK, yBeqoMeTe Bamus nekap wiu
(hapmarieBt. ToBa BKITIOYBA BCHUKU BH3MOXKHHU, HEOTIMICAHU B Ta3H JIUCTOBKA HEXETIAaHU PEAKITUH.
MosxeTe ChINO J1a ChOOIIUTE HeXKETaHN PEAKIINK JUPEKTHO UYpe3 HAIMOHATHATA CHCTEMA 3a
choOIaBane, mocoucHa B [Ipunokenue V. Kato cho0IaBaTe He)KEIaHN PeaKIMU, MOXKETE Ja JaIeTe
CBOS MMPUHOC 32 TIOJy4YaBaHe Ha MOBeYe MH(OPMAIUs OTHOCHO 0€30TaCHOCTTa Ha TOBA JISKAPCTBO.
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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 OpUT'MHAIHATA OMAKOBKA, 32 Ja CE MPE/Ia3H 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 3a OMa3BaHe 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 (BIKTE TOUKA 2 3a JONBIHUTENHA HH(POpPMAaLUs) U BoJa

3a MHXXCKIINH.

Kaxk m3rne:xna Synflorix 1 KakBo ChABbp:Ka ONIAKOBKATA

. MHXeKkIMoHHA CyCIIEH3HUS.

o Synflorix e MbTHa 0si51a CyCIICH3USI.

. Synflorix ce npemara BsB ¢akonu ¢ 1 mo3a, B omakoBku 1o 1, 10 wmu 100.
) He Bcuuku BUIOBE OIAKOBKH MOTaT Ja ObJAT MyCHATH B IPOAKOA.
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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 ehf.
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
GlaxoSmithKline Biologicals SA
Tel: +371 80205045
JlaTa Ha mocJieIHO Mpepa3rek/iaHe HAa JINCTOBKATA

JApyru n3trouyHuny Ha nHGopManus

[TonpoGHa uHOpMaLKs 3a TO3M JCKapCTBEH MPOAYKT € MPeI0ocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara
areHus 1o JIeKapcTBaTa: https://www.ema.europa.eu

IlocoucHara mo-aoixy I/IH(i)OpMaI_[I/Iﬂ € MpcaHa3Ha4YCHa CaMO 3a MCAULIMHCKHU CIICHUAIINCTH!

ITo BpeMe Ha chXpaHeHHETO BbB (hjIaKOHA MOraT Ja ce HaOJrogaBaT (huHa Osiia yTaiika u OucTpa
Oe31BeTHA HaJyTac4yHa TeYHOCT. ToBa He MMOKa3Ba BJIOIIABAHE HA KAYECTBOTO Ha BaKCHHATA.

[Ipenu npunaraHe ChAbPKAaHUETO Ha (iiakoHa TPSOBA Ja Ce IPOBEPH BU3YAIIHO 3a YYKJH YaCTHIIN
W/MJIM IPOMSIHA BbB BBHIIHHS B[, KAKTO TIPEIH, TaKa U CIIe] KaTo ce pa3kiaty. B ciyudaii ye ce
HaOJII01aBaT TaKMBa, BAKCHHATa TPsIOBa J1a Ce U3XBBPIIH.

[Ipenn ynotpeba BakcuHaTa TpsAOBa a c€ OCTaBHU J1a IOCTUTHE CTaiiHa TeMIiepaTypa.

[penn ynotpeda BakcrHAaTa TpsIOBa JOOpE Jia ce pas3KiaTy.

ITpu ynotpeba Ha ¢akona nozata 0,5 ml TpsiOBa 1a ce U3TErIH B CIPUHIIOBKA C MOAXO/ISIIA
crepuiHa urna (pasmep 21G 1o 25G); TpsiOBa a ce B3eMaT Mpe/na3Hd MEPKH, 3a Jia ce n30erHe
3aMbpCSIBaHE Ha ChIIBPKAHUETO.

[pean npuarane cMEHeTe UIJIaTa, Taka 4e 3a MPUJIAraHeTo J1a M3M0JI3BaTe HOBA CTEPUITHA UIJIA.

Bakcunara e camo 3a HHTPaMyCKYJIHO IIPHUJIOKECHUE. I[a HE C€ Ipujiara BbTPECHA0BO.

Axko Synflorix ce npuiara eTHOBPEMEHHO C IPYT'H BAaKCHHHM, TPSAOBa J1a ObJaT U3MOJI3BaHH Pa3InIHU
MecTa 32 HH)KEKTHPAaHE.

Synflorix He TpsOBa a ce cMecBa C IPYTH BaKCHHA. AKO J103aTa BAKCHHA € M3TETJICHA B CIIPUHIIOBKA

3a MH)KEKTHPaHe, UIlaTa, U3M0JI3BaHa 3a U3TETIIIHETO, TPSAOBa /1a ce 3aMEHHU C UIJIa, MOJAXOIIA 3a
MHTPaMYCKYJTHA HHKECKIIHSL.
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Hewnznoms3BanuaT NpoAyKT WIK OTIIAAbYHUTE MaTePUAIA OT HETO TPSOBA J1a C€ M3XBBPIIAT B
CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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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 Bamus ekap win GapmariesT.

. Ta3u BakcHHa € npejnucana Ju4Ho Ha Baieto nere. He g npeoTcThiiBaiiTe Ha Apyru Xopa.
[}

Axo Bameto gete nony4yu HSIKaKBU HEXEJAHU PEaKIuK, yBeaoMeTe Bammus nekap wiu
(apmareBT. ToBa BKIIIOYBA M BCUYKH Bb3MOXHU HEXEJIaHU PEAKI[UH, HEOMUCAHU B Ta3H
JucToBKa. BikTe Touka 4.

KakBo chabp:Ka Ta3H JIHNCTOBKA:

Kakso npencrasmisia Synflorix 1 3a KakBO ce U3I0JI3Ba

Kakso TpsiOBa na 3Haere, npeau Synflorix na Obae nmpuiokeHa 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 Ja IPUUUHU CEPUO3HU
3a00JsIBaHNS, BKIIIOYUTEIIHO MEHUHTUT, CEIICUC U OakTepueMus (0akTepuu B KPbBTa), KAKTO U
WHGEKIYS Ha YIIUTE WIN ITHEBMOHUSL.

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 npuJioxkeHa Ha xeTeTo Bu
Synflorix He Tps0Ba Aa ce mpuJiara, aKko:

o JeTeTo Bu e ajnepruyHo KbM aKTHBHOTO 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 mH(EKIns ¢ Bucoka temmeparypa (aan 38 °C). Ako ToBa ce OTHACS 10
Bamero nere, umyHu3zanusTa me Obj1e OTI0kKEHa, JOKATO TO CE MOYYBCTBa Mo-100pe. Jleka
WHDEKITHS, HapuMep HACTHHKA, He Ou TpsAOBaIo Aa mMpeACTaBIsIBa IpooieM, HO BBIIPEKH TOBA
IBPBO C€ IMOCHBETBalTe ¢ Bamus nekap.

Synflorix He TpsiOBa J1a ce mpujiara, ako HIKOe OT IIOCOYEHHUTE MO-TOpe ¢e OTHACs 10 Baieto nere.
Ako He cte curyphu, npeau Synflorix ga ce npusioxu Ha Barero nere, koHcyaTupaiite ce ¢ Bamus

JieKap 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 gema Ha u Haj 2-TOAUIITHA BB3PACT MPUIAIBK MOXE J1a HACTBITH CJIC]T WITH IOPH TIPEIH BCSIKO
WH)XEKTHpaHe ¢ uria. 3aToBa HHPOpMUpaNTe 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 nmpenmna3ea camo cpenry HHPEKIUU, IPUIAHEHH OT OAaKTEPHUTE, 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 wnu gapmanieBT, npean npuiiokeHrero Ha Synflorix, ako He cTe
CHT'YPHH 32 HElIO.

Jdena Ha Bb3pacT Hajg 5 roaMHu

bezomacHocTTa 1 e(bPIKaCHOCTTa Ha BaKCHUHaTa IpH A€la Ha Bb3pacT Ha 5 roguHM HE ca YCTaHOBCHHU.
3aroBa BaKCHUHalMATa Ha TC3U ACLAa HE C€ NPCoOpbHYBa.

JApyru nexapcrBa u Synflorix

Wndopmupaiite Bamms nekap nim ¢papmaneBt, ako 1eTeto Bu npuema, HACKOpO € MpHeMao WUiH €
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 HHQEKIMHTE.

Synflorix Mo>ke J1a ce puiiara Ha JAeTeTo Bu 1o eHO U ChINo BpeMe ¢ IPYTUTE JETCKA BAKCHHU KaTo
BaKCHHU Cpenly AudTepus, TETaHyC ¥ KOKIIIOII (Marapelnka Kaluiuia), 3a00J19BaHusl, IPUIUHEHH OT
Haemophilus influenzae tun b, monuomuenut (epopaiHa WK HMHAKTUBUPAHA), XenaTuT B, MopOmim-
NapoTUT U pyOeona, BapuIlelna, MepOpaTHU POTABUPYCHH BAKCHHH, KAKTO U KOHIOTaTHH BAKCHHU
cperry MeHHHTOKOKH OT ceporpyna C u ceporpymu A, C, W-135, Y. 3a Bcsika BakcuHa TpsiOBa 11a ce
W3II0JI3BA PA3IMYHO MSCTO 32 WHKCKTHPAHE.

[Ipenn nim BeqHara cien npmwioxenue Ha Synflorix, BammsT nekap Moke 1a Bu mockBeTBa na
JlaBaTe Ha JCTETO CH JICKAPCTBO, KOSTO TIOHMKABa MOBUIIICHATA TeMIIepaTypa (KaTo HalpuMep
napareTamoi ), 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 Jela ¢ IbPYOBH HAPYIICHUS WU C
MpPeIUIIHA aHaMHe3a 32 (peOpUITHU IbpYOBE.

O6aue, ako neTeTo Bu e mpueno mapameramos, Ipean Wik BeaHara cien npuioxenue Ha Synflorix,
MOJYYCHUTE HUBA HA aHTHUTENATa MOXKe Jla ObJIaT JIeKO MoHmKeHH. He e ycTaHoBeHO janu
MOHIKABAHETO HA HMBATa HAa aHTUTENaTa OKa3Ba Bh3JICHCTBHE BHPXY 3all[UTaTa Cpelly MHEBMOKOKOBO
3abosBaHe.

Synflorix ceabp:xka HaTpHii

ToBa JlekapcTBO ChIIbpKa MO-Mainko oT 1 mmol Hatpuit (23 mg) Ha 1032, T.e. MOXKe Ja ce Kaxe, 4e
MIPaKTUYECKU HE ChIBPKA HATPUI.
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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 PETIOPHKU WM MEIUIMHCKUAT CIICIUAIUCT MOXE J1a U3I0JI3Ba AJITEPHATUBHA
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

W3KIIFOYEHHUE Ha MocTeTHaTa HHKeKIHs (OycTep), KosATo e Ob/ie MPUIoKeHa Hal-MaJIKo
6 Mecera cies TperaTa J103a.

° IIspBaTa HHKEKIIUA MOXKE JIa C€ TIPUIIOKH Ha BB3PACT OT 6 cenMuiid HaTaThK. [locmeqnaTta
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 MoTyYd 3 WHKEKIUH ¢ MHTepBal Hall-Mako eIuH
Mecell Mex Ay Beska 103a. Hali-manko mect Mecena ciiell nocieaHara MHxXekus, Bamero aere me
MOJTy4YH JTOIBITHUTEITHA HHXKEKIUs (OycTep).

Ha kbppMmageTara Ha BB3pacT ot 7 10 11 Mecena ce npunarat 2 urkekiuu. UHTepBaIbT MEXKIY IBETE
WHXEKIINK € Hal-MaJKo eauH Mecell. [Ipe3 BTopaTa rogrHa OT )KHBOTA C€ Ipujiara TpeTa HHKEKIUs
(bycTep) cnen wHTEpBaI OT Hali-MaJIKO JIBa MECella.

Ha nenata Ha BB3pacT oT 12 Mecena 10 5 TOJIMHU Ce Tpujarat 2 HHXKEKIuu. IHTepBanbT MEXITy
JIBETE NHXKEKIINU € Hal-MaJIKO IBa MECELa.

CrienuaiHy MOy JIaIuu:

Ha nena Ha BB3pacT OoT 6 ceqMHLIM 10 5 TOAMHH, 32 KOUTO CE CMSTA, Y€ Ca C MO-BUCOK PHCK OT
ITHEBMOKOKOBa HH(EKIHs (kKaTo TakuBa ¢ XVB uH)EKIHs, ChC ChPIIOBUAHO-KIECTHYHO 3a00JIIBaHE
WM C HapyIISHUE WU MPOMSHA BbB (DYHKIIMATA HA CJIe3KaTa) MOXe Ja ObJie npwioxkeH Synflorix.
Mouns 00bpHETE ce KbM Barims iekap 3a uHpopMalysi OTHOCHO OpOsl Ha MHIKEKIIMUTE W BPEMETO 3a
TSAXHOTO Npujarane Ha Bamiero nere.

AKko eteTo By mpomycHe MHkeKIAs

Axo nerero Bu nporrycHe HAKOSI OT HH)KEKLIMUTE I10 CXeMara 3a UMYHU3alHs, BaKHO € J1a CU
YTOBOPHTE JIPYTO MOCEIICHUE NIPH JieKaps. Bue u ekapsT 1me Moxe 1a 00ChANUTE CIeBAIUTE
CTBIIKH, KOUTO Ja ce MpeArpuemMar 3a 3aluTara Ha 1eTeTo Bu.

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

4. Bb3MOKHN HexKeTaHU peaKkuu

KakTto Bcmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIaHNU p€aKIIuH, BBIIPEKU Y€ HC

BCCKH T' TIOJTy4aBa. HpI/I MPUJIOKCHUEC Ha TOBA JICKAPCTBO MOTAaT Aa CC Ha6J'IIOI[aBaT CIICOHUTC
HCXKCJIaHU pCaKIUU:
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Texkn anepruaHu peakiui MOTaT Ja HaCThIAT 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), IPUYMHABAIIO 3aTPYAHEHHE 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 HHXKEKTHUPaHE

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 IIpHU3HAIM Ha 3a00JIIBAHETO Ca: MIOBHIIICHA TEMIIEPATYpa,
KOXCH 00pUB, MOAYTH TUM(HH BH3IIH, Bb3NAJIICHUE U OOPHB Ha JIMTABUINTE HA YCTAaTa U
I'BPJIOTO).

Bycrep nosure Synflorix Moxke ja HOBUIIAT pHCKA OT HEXKEJIAHU PEAKIIUH.
[Ipu neua Ha BB3pact > 12 Mecena, pUcKbT OT 00JIKa HA MSICTOTO HA MH)KEKTHPaHEe MOJKE J1a ce
YBEJIMYH C YBEIMYABAHETO HA Bb3PACTTA.

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

Chol01aBaHe Ha HeKeJAHH PeaKINu

Axko gerero Bu monyun HSIKaKBH HEXXEJIaHU JIEKApCTBEHH peakiny, yBeaoMeTe Bamus nekap uinu
(bapMaueBT. TOBa BKJIFOYBAa BCUYKH Bb3MOXXHHU, HCOITMCAHHU B Ta3u JIMCTOBKA HCXKXCIIaHU peaKum/I.
MosxeTe ChINO J1a ChOOIIUTE HeXKETaHN PEAKIINK JUPEKTHO UYpe3 HAIMOHATHATA CHCTEMA 3a
choOIaBane, mocoucHa B [Ipunokenue V. Kato cho0IaBaTe He)KEIaHN PeaKIMU, MOXKETE Ja JaIeTe
CBOS MMPUHOC 32 TIOJy4YaBaHe Ha MOBeYe MH(OPMAIUs OTHOCHO 0€30TaCHOCTTa Ha TOBA JISKAPCTBO.
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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 3aMpa3zsiBa.

He H3XB’pr$II7[TC JICKapCTBaTa B KaHa/IM3aluATa Uiu B KOHTeﬁHepa 3a JOMAalIHH OTIIaaAbIN.
[Momuratite Bamus apMalnieBT Kak jJa U3XBBPIIATE JIEKapcTBaTa, KOUTO Bede He u3non3eare. Tezn
MEPKH 1€ CIIOMOTHAT 3a OIa3BaHe 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 Hetunusupyem 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 m3rne:xna Synflorix 1 KakBo ChABbp:Ka ONIAKOBKATA

. WHKeKImMoHHa CyCTIIeH3UsT B MHOTO/I030Ba OITaKOBKa (4 103M).

o Synflorix e MbTHa 0sil1a CyCIIeH3USI.

. Synflorix ce npennara BbB ¢urakonu ¢ 4 103u, B omakoBku 1mo 10 wmu 100.
o He Bcruky BUIOBE ONMAKOBKH MOTAT Jia OBb/IaT MyCHATH B TIPOJIaXK0a.
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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 ehf.
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

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

I[aTa Ha IOCJCIHO NMpepasrjackaaHe HA JIMCTOBKaTa

JApyru n3trouyHuny Ha nHGopManus

[TonpoGHa uHOpMaLKs 3a TO3M JCKapCTBEH MPOAYKT € MPeI0ocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara
areHuus 1o JiekapcTBaTa: https://www.ema.europa.eu

Ilocouenara mo-a0iy I/IH(i)OpMaI_[I/IH € Np€JHa3Ha4YCHa CaMO 3a MCAULIMHCKHU CIICHUAIINCTH!

[To Bpeme Ha chxpaHeHHE BBB (1akoHa Morar jia ce HaOironaBaT GuHa Osia yTaiika u OucTpa
Oe3lBeTHA Ha/lyTacyHa TeYHOCT. ToBa He MOKa3Ba BJOIIAaBaHE HA KAYECTBOTO HA BaKCHHATA.

[Ipenu npunarane chAbPKaHUETO Ha (iiakoHa TPSOBA Ja Ce€ IPOBEPH BU3YAIHO 3a YYKJIH YaCTHIIN
W/WIY IPOMSTHA BBB BBHIIIHUS BUJ, KAKTO MIPEIH, TaKa U cJiell KaTo ce pa3kiaTh. B cioyyaii ue ce
HaOJII0aBaT TaKMBa, BAKCHHATA TPsIOBA J1a c€ U3XBBPIIH.

[Ipenn ynotpeba BakcuHaTa TpsAOBa Jja c€ OCTaBH J1a IOCTUTHE CTaiiHa TeMIiepaTypa.

[Mpeau ynorpeba BakcuHaTa TpsiOBa J0OpE 1a ce pa3KiaTy.

Cren mbpBOTO OTBapsiHe Ha 4-71030BUS (PJIAKOH, BAKCHHATAa MOKE J1a C€ ChXPaHsABa 32 MAKCUMYM

28 nuu B xyaauiaHuK (2 °C — 8 °C). Ako He Ob/ie U3I0JI3BaHA B PAMKHUTE Ha 28 JTHU, BAKCHHATA TPsOBa
Jia ce U3XBBPIIH.

Koraro ce n3nomnsBa MHOT01030B ¢urakoH, Besika 103a oT 0,5 ml TpsiOBa ja ce U3Teris B CIPUHIIOBKA C
noaxozsiia crepuina urna (pasmep 21G no 25G); TpsiOBa 1a ce B3eMar NpeArna3Hud MEpKH, 3a J1a ce
n30€THe 3aMbPCSIBAHE Ha ChIBPKAHUETO.

[Ipenu mpunarane cMeHeTe UTjaTa, Taka ue 3a MPUIaraHeTo Ja U3M0I3BaTe HOBA CTEPUITHA HIJIA.

Bakcunata e caMo 3a HHTpaMyCKYJIHO IpuiioykeHue. [la He ce mpunara BbTpeCchA0BO.

Axo Synﬂorix CC Ipwjiara €IHOBPEMCHHO C JPYIr' BaKCHUHH, TpiI6Ba Ja 6’BI[aT H3MOJI3BaHU pa3InuHn
MECTa 3a MHXXCKTHUPAHE.
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Synflorix He TpsiOBa 1a ce cMecBa C IPYrd BAKCHMHU. AKO J103aTa BAKCHHA € M3TErJICHA B CIIPUHIIOBKA
3a UHXCKTUPAHE, UTJIaTa, U3MI0JI3BaHA 33 U3TETIITHETO, TPSOBA J1a Ce 3aMECHHU C HMIJIa, TIOIXO/SIIA 3a
WHTPaMYCKYJTHA UHKCKITHUS.

Hews3non3BaHuAT NPOAYKT MM OTIAJABYHUTE MaTEPHAIH OT HETO TPsOBa Ja ce U3XBHPIIAT B
CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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