NNPUJIOKEHMUE I

KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHUSA TPOAYKT
Prevenar 13 uHKEKIIMOHHA CyCIEH3UA

[THeBMOKOKOBa NOJIM3axapuaHa KOHIOraTHA BakcuHa (13-BajeHTHa, aacopOupana)
[Pneumococcal polysaccharide conjugate vaccine (13-valent, adsorbed)]

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 mo3a (0,5 ml) cpabpxa:

IHeBMOKOKOB Momu3axapu ceporun 1! (Preumococcal polysaccharide serotype 1) 2,2 ug
ITHeBMOKOKOB momu3axapu ceporun 3' (Pneumococcal polysaccharide serotype 3") 2,2 ug
IHeBMOKOKOB momu3axapu ceporun 4' (Pneumococcal polysaccharide serotype 4") 2,2 ug
ITHeBMOKOKOB Tomm3axapu ceporun 5' (Pneumococcal polysaccharide serotype 5') 2,2 ug
ITHEeBMOKOKOB Tonm3axapu cepotun 6A' (Preumococcal polysaccharide serotype 64") 2,2 ug
[THeBMOKOKOB monu3axapu cepotunt 6B' (Pneumococcal polysaccharide serotype 6B") 4,4 ng
IreBMoKoKoB nomusaxapu ceporun 7E' (Pneumococcal polysaccharide serotype 7F") 2,2 ug
ITHeBMOKOKOB Tomu3axapu cepotun 9V' (Pneumococcal polysaccharide serotype 9V 2,2 ug
IIHeBMOKOKOB Tonu3axapu ceporun 14' (Pneumococcal polysaccharide serotype 14") 2,2 ug

IHeBMOKOKOB momu3axapu ceporun 18C' (Preumococcal polysaccharide serotype 18C") 2.2 pg
IIHeBMOKOKOB momm3axapu ceporunt 19A' (Pneumococcal polysaccharide serotype 194") 2.2 pg
IHeBMOKOKOB momu3axapu ceporun 19F' (Pneumococcal polysaccharide serotype 19F') 2.2 pg
IHeBMOKOKOB momu3axapu ceporun 23F' (Pneumococcal polysaccharide serotype 23F') 2.2 pg
'Komtorupan ¢ CRM o, HOCeI 6eThK, aACOpOUpaH BPXY anyMuHueB hpochar.

1 no3a (0,5 ml) ceabpska npudnusutenno 32 ug CRM,y; HOcem Oentsk u 0,125 mg amyMuHH.

Tlomomnrau BCIICCTBA C U3BECTHO HeﬁCTBHe

3a IIBJIHUSA COUCHK Ha IIOMOIIMHUTEC BCIICCTBA BMXKTC TOYKA 6.1.

3. JJEKAPCTBEHA ®OPMA

I/IH)KGKI_II/IOHHa CyCIICH3UA
Bakcunara npeacTaBjisiBa XOMOI'CHHA Osa CyCIICH3UA.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU NOKA3AHUS

AKTHBHA UMYHU3alMs 3a IPEBEHINS HAa MHBA3WBHO 3a00JsIBaHE, THEBMOHHUS U OCTPO Bh3MAJICHUE HA
CPEIHOTO YXO, IPUUUHEHO OT Streptococcus pneumoniae, IpU KbPMaueTa, A€La U IOHOLIU Ha Bb3pacT
oT 6 ceqmuIy 10 17 roguHU.

AKTHBHA UMYHU3aIIMs 3a TIPEBEHITUS HA MHBA3UBHO 3200JIIBaHE U THEBMOHUS, IPUYNHEHHN OT
Streptococcus pneumoniae, Ipy Bb3pacTHU >18 rouHU U B CTapuecka Bb3pacT.

3a I/IH(I)OpMaI_II/IH OTHOCHO NpCAIa3sBaHC OT KOHKPCTHU MHEBMOKOKOBH CECPOTUIIOBC BUIKTC TOYKHU 44n
5.1.

W3nom3Banero Ha Prevenar 13 TprGBa Ja C€ OCHOBaBa Ha O(l)I/ILII/IaJ'IHI/ITe MMpCNoOpPBKHU, KAaTO CC UMa
npeaABuJ puCKbT OT UHBA3WUBHO 3a00JIIBaHEe U THEBMOHUS IIpu pa3jindHu Bb3paCTOBU I'PYIIH,



MOJUICKALINTE ChIIBTCTBALLM 3a00JsIBaHNS, KAKTO ¥ BapHaOMIIHATA EUACMUOJIOTHS Ha CEPOTHIIOBETE
B pa3IMyHUTE Teorpad)cku 00IacTH.

4.2 /lo3UpOBKA M HAYMH HA NPHJIOKEHHE
WmyHnuzanuonnara cxema 3a Prevenar 13 tpa6Ba na ce ocHOBaBa Ha 0(pUIIMATHUTE PETOPHKU.

gOBH[)OBKa

KLpMaqua 1 Ac1a Ha Bb3PacT OT 6 ceaMuIn A0 5 TOOUHHA

IIpenoppuBa ce kbpMayeTaTa, KOUTO MOTY4YaBAT IbPBa A03a OT Prevenar 13, na 3apbpiaT Kypca Ha
BakcuHanus ¢ Prevenar 13.

KbpMauera Ha BB3pacT 6 cenMHUIIM-6 Mecela

Tlvpsuuna umynuzayus ¢ mpu 0o3u

[IpenopbunTenHaTa UMyHH3AIMOHHA CEPHS C€ ChCTOM OT YeTHUPpH A03H, Besika ot 0,5 ml. OcHoBHaTa
cepus MpH KbpMadeTa ce ChCTOU OT TPH JI03U, KaTO IIbpBaTa 1032 0OMKHOBEHO Ce Tpuiiara Ha Bb3pacT
2 Mecela 4 ¢ UHTepBai oT oHe 1 Mecen Mexay go3ute. [IbpBaTa g03a MoXKe Aa ce MPUIOKHU Hall-
paHo Ha BB3pacT OT IiecT ceamuiid. YeTBbpTara (OycTep) 10o3a ce mpenopbyBa Ha B3pacT Mexay 11
u 15 Mmecena.

TTvpsuuna umynuzayus ¢ 0se 003u

Karo antepnatuBen Bapuanrt, korato Prevenar 13 ce mpuiara kato 4act OT pyTHHHATa
MMYHHU3aIMOHHA IIporpama IpHu KbpMadeTa, TpsiOBa ja ce MPHIIOKH Cepusi OT TPH JO3H, BCSIKA OT O
0,5 ml. ITepBata 1032 MOXKe Aa ce MPUIIOKH OT 2 MEceYHa Bb3PacT, a BTOpaTa J03a — 2 Mecela Io-
KbCHO. Tperarta (Oycrep) no3a ce nmpenopbuBa Ha Be3pacT Mexay 11 u 15 mecena (Bx. Touka 5.1).

HDC)K,Z[eBDeMeHHO POACHH KbpMadyCTa (< 37 récralimoHHa CCHMI/IHa)

IIpu npexx1eBpeMEHHO pOIEHU KbpMadeTa NPENOpbUNTENHATa UIMYHHU3AIIOHHA CEPHs CE€ CHCTOU OT
yetupu go3u 1o 0,5 ml. [IspBudHaTa cepus 3a KbpMaueTa c€ ChCTOM OT TPU J03H, KaTO IbpBaTa 1032
ce MpuIIara Ha Bb3pacT 2 Mecella U ¢ HHTEpBal OT Hal-Manko 1 Mecer mexay nosute. [IspBara no3a
MOJKeE J1a c€ TIPUJIOKH OIlIe Ha BB3pacT mecT ceqMuun. YersppraTa (Oycrep) 103a ce mpenopbuBa
mexay 11 u 15 meceuna Be3pact (Bx. Touku 4.4 u 5.1).

HeBakcunupanu KbpMayeTa M Jela Ha Bb3pacT > 7 MeEcena

Kvpmauema na eév3pacm 7-11 meceya
JBe nosu, Beska ot no 0,5 ml, ¢ uaTEpBan ot none 1 Mecer Mexay po3ute. Tpera no3a ce
MpenopbyuBa Npe3 BTopaTa roAuHa OT )KUBOTA.

leya na eévspacm 12-23 meceya
JBe nosu, Bcsaka ot no 0,5 ml, c mHTEpBaN OT IOHE 2 Mecela MeXay JA03uTe (BXK. Touka 5.1).

Heya u ronowu Ha ev3pacm 2-17 200unu
Enna eqHokpatHa mo3a ot 0,5 ml.

Cxewma 3a Bakcuaupase ¢ Prevenar 13 3a xppMayeTa u JIelia, KOUTO IIPEIU TOBA ca OMJIM BAKCUHUPAHU
¢ Prevenar (7 BanentHa) (Streptococcus pneumoniae ceporunose 4, 6B, 9V, 14, 18C, 19F u 23F)

Prevenar 13 cbabpika chiiute 7 cepoTuIa, BKIIOUCHH B Prevenar, KaTo ce W3Mo3Ba ChIIHAT HOCEII]
6entbk CRM g7



KbpmaueraTa u nenara, KOUTO ca 3al0YHANIM UMYyHU3alus ¢ Prevenar, Morar na npeMHHaT Ha
Prevenar 13 BBB Bcekr €IMH MOMEHT OT CXEMaTa.

Manxu deya (12-59 meceya) nanvano umynuzupanu ¢ Prevenar (7-eanenmna)

Mauiku menia, KOUTO c€ CUMTAT 3a HAaIll'bJIHO UMyHH3UpaHu ¢ Prevenar (7-BanenTHa), TpsOBa na
noiyyvat exHa go3a ot 0,5 ml Prevenar 13, 3a na ce u3rpagy UMyHEH OTTOBOD KbM 6-Te
JOIBJIHUTENHU cepotuna. Tasu go3a Prevenar 13 TpsiOBa na Obae npuiiokeHa MOHE 8 CeIMULHN ClIeH
nocneaHara no3a Prevenar (7-BanenTHa) (Bk. Touka 5.1).

Heya u onowu Ha v3pacm 5—17 200unu

Heua Ha BB3pacT oT 5 1017 rogunu Morat Aa nmoiay4yaT eAHOKpaTHa fo3a oT Prevenar 13, ako Te ca
OMIIM BaKCHHUPAHU TPEeIU TOBA C e{Ha WU 1moBede 1031 Prevenar. Ta3u no3a Prevenar 13 TpsioBa na
ce TIPUJIOXKH TTOHE § CeIMUIIH CIieT MoclieAHarTa g03a Prevenar (7-BasienTHa) (Bk. Touka 5.1).

Bo3pactHu >18 roguHu U cTapyecka Bb3pacT

E,I[Ha CAHOKpaTHa n03a.
HGO6XO,I[I/IMOCTTa OT p€BaKCHHAIMA C IOCJICABAIlAa J03a Prevenar 13 He e YCTaHOBCHA.

HezaBucumo ot NpeaAXOoAHNA THECBMOKOKOB BAKCUHAIIMOHCH CTATYyC, aKO yHOTpe6aTa Ha 23-BaJIcHTHA
IMTHCBMOKOKOBA ITOJIM3aXapruJHa BaAKCUHA C€ CYUTA 3a IMOAXO0AA1IA, TpSI6Ba Ja 6’[:,[[6 MPUIIOKCH ITBPBO

Prevenar 13 (Bx. Touku 4.5 u 5.1).

CHeLII/IaJ'IHI/I nonyJiannnun

WHauBuanTE, KOUTO UMAT TOJICKAINN 3a00IBAaHUS, TIPEIPa3Noaraiy ra KbM HHBa3HBHO
MTHEBMOKOKOBO 3200 1siBaHe (KaTo HallpuMep ChPIOBUIHO-KIeThYHa aHeMus win HIV undekius),
BKJIIOUUTEIHO BAKCUHUPAHUTE IPEIU TOBA C €IHA WM MOBEYE A03U 23-BaJICHTHA THEBMOKOKOBA
MoJTM3axapyHa BaKCHHA, MOTaT Ja TOIyYaT MoHe eaHa f103a Prevenar 13 (Bxk. Touka 5.1).

[Ipu nHIUBUAM ¢ TpaHCIUIAHTAIMS Ha XeMonoeTuyHu cTBojoBH KieTku (TXCK) npenopbuntennara
UMYHH3AIMOHHA CEPHs C€ ChbCTOM OT YeTHpH 103U Prevenar 13, Beska ot kouto e 1o 0,5 ml.
IIspBUYHATA cepust ce ChCTOU OT TPU JO3H, KaTO MMbpBaTa J03a ce nmpujara ot 3 1o 6 Mecena cien
TXCK n Ha uHTEpBan oT MUHMUMYM | Mecen Mexay nosute. [IpenopbuBa ce npuilarane Ha 4eTBbpPTa
(byctep) mo3a 6 mecema cien TperaTa qo3a (BxK. Touka 5.1).

Hauun na OPHUIIOKCHUC

Bakcunara Tpsi6Ba a ce mpuiiara upe3 HHTpaMyCKyJTHO HHKeKTupaHe. [Ipennountanure mecra ca
aHTepoaTepanHaTa 4yacT Ha 0eapoto (musculus vastus lateralis) mpu KbpMayeTa WM JIEITOUTHUASAT
MYCKYJI Ha MUIIHUIIATA MIPH JCLa U Bb3PACTHH.

4.3 IIporuBomokaszaHus

CBpBXUyBCTBUTETHOCT KbM aKTHUBHHUTE BEIIECTBA WM HAKOE OT IIOMOIIHUTE BELIECTBA, N30POCHH B
Touka 6.1, uiau KbM IUPTEPUECH TOKCOU.

Kakro v npu npyru BakcuHu, npuiiaraieto Ha Prevenar 13 Tps0Ba na ce OTIOXU IPH JIMLA, CTPaJalld
OT 0CTpO, TeKKO PedpuinHo 3a0omsBane. Hanmuuero Ha ieka HH(EKLIUS KaTo MPoCcTyAa odade He
TpsiOBa J1a BOAM A0 OTJIaraHe Ha BAaKCHHALIUSATA.

4.4 CroenuanaHu nmpeaynpe;kaeHHs M peana3Hu MepKH NPH ynoTpeda

Prevenar 13 He Tps6Ba 1a ce npuiara BbTPEChI0BO.



KaxTo mpy BcHYKy MHKEKIIMOHHHA BaKCHHU, 32 PEKUTE CITydau Ha aHAQWIAKTHYHA PEaKIUs CIIe]]
MpujiaraHe Ha BaKCMHATa BUHATH TPIOBa Ja € OCUTYPEHO MOIXO/ISII0 MEIUIIMHCKO JICUSHHE U
HaOIIOICHYE.

Tasu BakcuHa He TpsiOBa /1a ce mpuiiara KaTo HHTPaMyCKyJIHA WHXKEKLUS IPH WHAWBUAH C
TPOMOOLMTOIICHHS WIIM IPYTO HAapyIIEHUE Ha KPBBOCHCUPBAHETO, KOETO OM OMJIO MPOTUBOIIOKA3aHNE
3a HHTPAMYCKYJIHO HHXEKTHUpPaHe, HO MOXE J1a Ce NMPHIIOKH MOJIK0XKHO, aKO MOTEHIMAIHATa 110132
KaTeropuuHO MPEBUIIIaBA PUCKOBETE (BXK. ToUKa 5.1).

Prevenar 13 ocurypsiBa 3ammuTa camMo Cpelly CepoTUIIOBE Ha Streptococcus pneumoniae, BKIIOYEHU
BbB BAKCHHATA, M HE OCUTYpsIBa 3alUTa CPEIly APYTH MUKPOOPTaHU3MH, IPUUNHIBAIIY HHBA3UBHH
3a00JsIBaHMs1, THEBMOHUS WM Bh3NaJCHUE Ha CPEAHOTO yX0. KakTo BcHuku Apyru BakKCHHU, Taka 1
Prevenar 13 moxe a He OCUTYpH 3alHTa 32 BCUYKH WHAWBUAM, TOJIyYaBaIlyd BAKCHHATA, OT
THEBMOKOKOBO 3a00JsiBaHe. 3a Hall-aKTyaHaTa emuAeMHoIornyHa nHdopmanus BbB Bamara crpana
TpsiOBa J1a ce KOHCYJTHpAaTe ChbC ChOTBETHATA HALIMOHAIHA OpraHU3aLusl.

[Ipu uHIMBUAN C HapyLIeHa IMYHHA PEAaKTUBHOCT, HE3aBUCUMO JajIH BCIEICTBUE HA
MMYHOCYTIPECUBHA TepaIus, TeHeTH4YeH Ae(eKT, MHPEKIHUs ¢ YOBEIKUA UMYHOACS(HUIIUTEH BUPYC
(HIV), nnu npyru npuauHu, MOXe Ja ce HaOoaaBa no-cnado oOpasyBaHe Ha aHTUTEIA B OTTOBOP Ha
aKTHBHATa UMYHHU3ALHA.

JanHu 3a 6e30MaCHOCT ¥ IMYHOTEHHOCT Ca HaJIMYHM 33 OTpaHUYEeH Opoi MHIUBUIN ChC ChPIIOBHIHO-
kierpuHa anemust, HIV undekuns uinm ¢ TpaHCIUIaHTanys Ha XeMOIIOETUYHU CTBOJIOBH KJIIETKH (BX.
Touka 5.1). JIunceaT nanHu 3a 6€30MaCHOCT M UIMYHOTEHHOCT Ha Prevenar 13 npu MHOUBHIU OT OpyTU
creun(pUIHNT UIMYHOKOMIIPOMETUPAHH IPYyNH (HAMp. 3JI0Ka4eCTBEHU 00pa3yBaHus WK HeGpoTHIEH
CHHIPOM) U BaKCHHAIIMATA cJie/Ba 1a ObJIe MpeleHs BaHa WHANBUAYAIHO.

To3u nexkapcTBeH MPOAYKT ChABPKa Mo-Mayko oT 1 mmol (23 mg) HaTpuii Ha 1034, T.€. MPAKTUIECCKH
HE ChIIbpKa HATPHIA.

KLpMaqua n Ac1a Ha Bb3PacT OT 6 ceaMuIH A0 5 TOOUHHA

[Ipu ximan4HM poyuBaHus Prevenar 13 Boau 10 UMyHEH OTTOBOP KbM BCHYKH TPUHAIECET
CEpOTHIIA, BKIIFOUSHH BbB BaKCHHATa. VIMyHHUST OTTOBOP 3a cepoTul 3 ciie Oycrep 1o3a He ©
YBEJWYECH HAJl HUBaTa, HAOJIIOAaBaHU Clie]] MMYHU3aIMOHHATA CEPUS IPU KbpMadeTa; KITMHUYHOTO
3HaueHHE Ha TOBA HAOIIOJICHNE 32 MHAYIIUPAHETO HA UMYHOJIOTUYHA TTAMET 332 CEPOTHI 3 €
HEU3BECTHO (BK. Touka 5.1).

Yactra Ha otroBopminte ¢ pyHkuuoHannu anturena (OPA turpu > 1:8) kbM ceporunose 1,3 u S e
Bucoka. Cpeanute reomerpuuan OPA tutpu, obade, ca Mo-HUCKU, OTKOIKOTO CPELLYy BCEKH OT
OCTaHAJIMTE AOMBIHUTEHN BaKCUHATHY cepoTUIoBe. KIIMHMYHOTO 3HAaUeHHe Ha TOBa HAOJIOACHHUE 32
NPOTEKTUBHATA EPUKACHOCT € HEU3BECTHO (BXK. TOUKa 5.1).

OrpaHn4eHu JaHHM NIOKa3BaT, 4ye 7-BaJIeHTHHUAT Prevenar (IbpBUYHA UIMYHH3ALUS C TPU T03H)
MHIyLHpa IPUEMIIMB KMYHEH OTTOBOP IPU KbpMaueTa ChbC ChbPHOBUAHO-KIETHYHA aHEMUSI, C PO
Ha 0e30MacHOCT, HOA00EH Ha HaOII01aBaHHS NIPU HE-BUCOKOPUCKOBHU TPYIH (BXK. Touka 5.1).

Jeua nox 2-roauiiHa Bb3pacT TpAOBa 1a ce BakCMHUPAT ¢ Prevenar 13 cpriacHo moaxonsmara 3a
BB3pacCTTa UM cxeMma (BXK. Touka 4.2). Ynorpebara Ha THEBMOKOKOBA KOHIOTaTHA BAKCHHA HE
3aMeCTBa M3IOJI3BAHETO Ha 23-BaJICHTHH THEBMOKOKOBH ITOJIN3aXapyUIHN BAKCHHHM MU Jela Ha
BB3PACT = 2 FOAWHU ChC ChCTOSHUS (KaTO HAIIPpUMEP ChbPIOBUAHO-KIETHYHA aHEMUS, ACTIICHU3bM,
uHdexuus ¢ HIV, xponudno 3a0onsaBane Ui UMYHOKOMIPOMETHPAHH), KOUTO TH H3JIaraT Ha 1O0-
BUCOK PHCK OT HHBAa3UBHO 3a00JsIBaHe, MPUYUHEHO OT Streptococcus pneumoniae. BbB BcUuKu
CIIy4ad, KOraTo TOBa ce MPEeNnopbuBa, Jelara B PUCK Ha Bb3pacT = 24 Mecela, KOUTO Ca UMYHH3UPaHU
no-pato ¢ Prevenar 13, Tpsi6Ba ga nonyyat 23-BajieHTHAa THEBMOKOKOBA ITOJIU3aXapyIHa BAaKCHHA.
UntepBanbT Mexay 13-BaneHTHAaTa MHEBMOKOKOBA KOHIOTaTHa BakcuHa (Prevenar 13) u
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23-BaJieHTHaTa THEBMOKOKOBA IMOJIM3axapyiHa BaKCHHA TPsiOBa fa Ob/ie HE MO-MaTbK OT 8 CEAMMIIH.
Hsma nanHu nanu u3noi3BaHEeToO Ha 23-BajeHTHA MHEBMOKOKOBA MOJIM3aXapuaHa BaKCUHA MIPH IeLa,
KOUTO HE ca WIH ca IMYHU3UPaHU No-paHo ¢ Prevenar 13, Moxe na goBese 110 1mo-ciad oTroBOp KbM
cienBany no3u Prevenar 13.

[loTeHIMaIHUAT PUCK OT amHest U He0OXOAMMOCTTA OT MPOCIeAsBaHe HA AUIIAHETO B MPOABIKEHHE
Ha 48-72 gaca TpsiOBa #a ce B3eMaT MPEIBU, KOTaTo ce Ipuiara MbpBUYHA UMYHU3ALMS Ha
NPEeXIEBPEMEHHO POJCHH MHOT'O MpeIy TepMUHa (poeHH < 28 recTallMOHHA CEAMHUIA) U OCOOCHO
IIPH TE3U C MpEANIITHA aHAMHE3a 3a HEOPa3BUTHE Ha IUXaTenHaTa cucTtemMa. T'bi KaTo momnsara oT
BAaKCHHHPAHETO NPU Ta3H IpyIia HOBOPOACHH € TOJIsIMa, BAKCHHUPAHETO HE TPsiOBa a ce OTMEHS WK
oTJara.

OuakBa ce 3amuTaTa Cpeiry Bh3MajJeHe Ha CPEIHOTO YXO0, IPUUYNHEHO OT CEPOTHIIOBE, ChIbPKAIIN
ce BBbB BaKCUHATA, JIa € M0-Ccllada OT 3aluTaTa Cpelly HHBa3HBHO 3a0omsaBaHe. Thil KaTo Bh3NaIeHNE
Ha CPEAHOTO yXO C€ MPUYHHSIBA OT PEANIIa OPTAaHU3MH, PA3INIHH OT ChIABPIKAIIUTE CE BHB BAKCHHATA
MTHEBMOKOKOBH CEPOTHIIOBE, 3aIIUTATa CPEITY BCHUKH BH3MAJICHHUS HA CPETHOTO YXO CE€ OUaKBa Ja €
cimaba (Bx. Touka 5.1).

Koraro Prevenar 13 ce npunara exnoBpemenso ¢ Infanrix hexa (DTPa-HBV-IPV/Hib), uectoTara Ha
(heOpHITHY peakuru € CXO0AHA C Ta3u, HabJIroIaBaHa MpH €AHOBPEMEHHO MpUJIOKeHue Ha Prevenar
(7-BanentHa) u Infanrix hexa (Bx. Touka 4.8). Ilpu eqHoBpeMeHHOTO npuiokeHue Ha Prevenar 13 u
Infanrix hexa ce HabaronaBa MoBHUILIEHA YECTOTA HAa ChOOIIABaHE Ha KOHBYJICHH (ChC MM 0€3 TpecKa)
W emH30/] Ha XUIoToHyc-nmoHmxkeHa peaktuBHocT (HHE) (Bxk. Touka 4.8).

AHTI/IHI/IpeTH‘IHOTO JICUYCHHUC TpH6Ba Aa €€ 3a1o4Ba CbIJIaCHO HATMOHAJIHHA KOHCCHCYC 3a JICUCHHUC Ha
Acla C 'bpYOBC UJIM NPCAXOKAAIa aHAMHE3a 3a (1)66pI/IHHI/I T'bpY0BC, KAKTO U IPpXU BCUYKU AC1A,
nojry4yaBanin Prevenar 13 CAHOBPECMCHHO C LICIIOKIJIICThYHNU BAKCUHU CPCILY KOKJIFOIII.

4.5 BsaunmopeiicTBHe C APYIM JIEKAPCTBEHH NPOAYKTH M APYrd (popMH Ha B3auMoOJeHCTBHE

KLpMaqua n Ac1a Ha Bb3PacT OT 6 ceaMuIH A0 5 TOOUHHA

Prevenar 13 moxe 1a ce nmpunara eTHOBPEMEHHO C BCEKU OT CIICIHUTE BAKCUHAIHHU AaHTUT'€HHU, OUIIO
TO KaTO MOHOBAaJICHTHA WM KOMOMHHMpaHa BaKCUHA: AU(TEpUsi, TETaHyC, alleTyIapHa WIx
LEeNIOKJIeThYHA 3a Kokmowl, Haemophilus influenzae tin b, ”HAKTUBUPAH MTOJMOMHUEIUT, XeNaTUT B
(Bx. Touka 4.4 3a ykazanus otHocHO Infanrix hexa), MennHrokoku ceporpyna C, MOpOMIIH, MApOTHT,
pyOeorna, Bapuliena U poTaBUPyCHA BAaKCHHA.

Prevenar 13 moxe na ce mpunara u mexay 12-23 mecena, CbBMECTHO € KOHIOTHpaHaTa C TETaHUYEH
TOKCOUJ MIOJIM3aXapyuIHa BAKCUHA CPeIly MEHUHTOKOKH ceporpynu A, C, W u Y Ha fena, KouTo ca
MOJTYYHITH TIOJTXO/ISIIa ITbPBOHAYATHA BakcHHAIUs ¢ Prevenar 13 (ChriiacHO MECTHUTE IPETIOPBKH).

JlaHHU OT MOCTMApKETHHIOBO KIIMHUYHO M3MHUTBAHE, OLIEHIBAILO eeKTa OT NpodrIaKTHIHATa
ynoTpeba Ha aHTUNUpeTHLH (MOynpodeH U mapaneTaMmos) BbpXy UIMyHHHUSI OTTOBOp KbM Prevenar 13,
Ipearnoarar, ye eJHOBPEMEHHATa yIoTpeda miu ynotpedara B paMKHUTE Ha ACHS Ha BAKCHHALIUATA Ha
napareTamMos MOKe J1a HaMaJld IMYyHHUS! OTTOBOp KbM Prevenar 13 cien cepusara B KbpMauecka
BB3pacT. OTrOBOPHT KbM OyCTepHaTa 1034, IPUIIOKeHa Ha 12-Tus Mecel, € He3acerHaT. KinuHnaHoto
3HAa4YCHUE HA TOBA HAOIIOACHUE € HEM3BECTHO.

Jlela ¥ IOHOIIH HA BB3pacT oT 6 1o 17 roguHu

HOHaCTOHH_IeM HiAMa HAJIMYHU JaHHU 11O OTHOLICHUC HAa CAHOBpPCMCHHATA yrIOTpe6a C ApyTU BAKCHUHHU.

Bo3pacthu ot 18 1o 49 roaunu

Hsama nannaan JaHHU 110 OTHOIICHUC Ha CAHOBPEMCHHATA yHOTpe6a C Apyru BaKCHHH.
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Bo3pactau Ha 50 1 Hag 50 roauHu

Prevenar 13 moxe na 0b1e npuiarad €JHOBPEMEHHO ChC CE30HHATA TPUBAJICHTHA HHAKTHBHPaHA
BakcuHa cpemty rpui (TIV).

B nBe npoyuBanus, npoBeaeH NpH Bb3pacTHU HA 50-59 n 65 ronnHu U Mo-Bb3pacTHH, €
JIeMOHCTpHpaHo, 4e Prevenar 13 Moxe 1a Obae mpuiaran eJHOBPEMEHHO C TPUBAJIICHTHA
MHaKkTHBUpaHa BakcuHa cpemty rpum (TIV). OtroBopute kbM Benukure Tpu TIV anTHrena ca
CPaBHHMMH IIPH CaMOCTOSTENHO NpuiokeHue Ha TIV u enHoBpeMeHHO mpuitoxkeHue ¢ Prevenar 13.

IIpu ennoBpemMeHHO npunoxeHue Ha Prevenar 13 ¢ TIV uMmyHHHAT oTroBop KbM Prevenar 13 e mo-
ci1ad B CpaBHEHHE ChC CAMOCTOSITEIHOTO NpuioxkeHne Ha Prevenar 13. Tosa oOaue Hsma
JIBITOCPOYHO BB3ACHCTBHE BbPXY HUBATa Ha aHTUTENA B KPBBTA.

B tpero npoyusane npu Be3pacTHH oT 50 10 93 roauHu € neMoHCcTpHUpaHo, ue Prevenar 13 moxke na
ObJe mpuiaraHa eJHOBPEMEHHO ChC CE30HHATA KBaPUBAICHTHA HHAKTUBUPAHa IPOTHBOIPUITHA
BakcuHa (quadrivalent inactivated influenza vaccine, QIV). IMyHHUTE OTTOBOPH KHM BCHUKUTE
yetrpu mama Ha QIV ca He mo-manko edukacHu, korato Prevenar 13 ce npuiara e THOBpEeMEHHO ¢
QIV B cpaBHEHHE CBHC CAMOCTOSTENHOTO NpHokeHne Ha QIV.

Wmynnute otroBopu kKbM Prevenar 13 ca He no-manko epukacuu, korato Prevenar 13 ce npunara
eaHoBpeMeHHO ¢ QIV B cpaBHEHHE ChC CAMOCTOSATENHOTO Npuioxkenue Ha Prevenar 13. Kakro npu
€HOBPEMEHHOTO NPUJIOKEHNE C TPUBAJIEHTHN BaKCUHU, IMyHHHUTE OTTOBOPH KBM HSIKOH
ITHEBMOKOKOBH CEPOTHIIA Ca MO-HUCKH, KOraTo IBETE BAKCUHU C€ MPUJIaraT eITHOBPEMEHHO.

E,I[HOBpCMeHHaTa yHOTpe6a C Apyru BaKCMHHA HE € IPOYy4YBaHa.

Paznuunure HWHXXCKIIMOHHN BAKCHMHHA TpH6Ba BHUHAru Aa CC npujiarat Ha pa3JiIM4Hd MCCTa Ha
BAaKCHHHPAHC.

EnnoBpemennoto npusnoxxeHue Ha Prevenar 13 u 23-BanieHTHa MHEBMOKOKOBA MOJIU3axapuiHa
BAaKCHHA HE € MPOy4YBaHO. B KIMHNYHM poy4YBaHUs MpH npuiarane Ha Prevenar 13 egna roguna cuep
23-BaJleHTHa THEBMOKOKOBA IOJIN3aXapy/iHa BAKCHHA UMYHHHUSAT OTTOBOP € M0-CIIad 32 BCHYKU
CEPOTHIIOBE B CpaBHEHUE C MPIIIOKEHUETO Ha Prevenar 13 npu uHIMBUAN, KOUTO HE ca OUITH
MMYHU3HUPaHU Ipeiy ToBa ¢ 23-BalleHTHA MTHEBMOKOKOBA MOJIM3axapuaHa BakcuHa. KinHuynaTa
3HAYMMOCT Ha TOBa € HEM3BECTHA.

4.6 DepruauTeT, )PEMEHHOCT H KbPMEHe

Bbpemennoct

JlurncaT JaHHU OT ynoTpebaTa Ha MHEBMOKOKOBA 13-BajieHTHA KOHIOraTHA BaKCHHA ITpU OpPEMEHHHU
xeHu. Eto 3amo ynorpebara na Prevenar 13 TpsiOBa na ce u30sraa no speme Ha OpEMEHHOCT.

Kopmene

He e u3BectHO JaJIi IHCBMOKOKOBATa 13-BajleHTHA KOHIOTaTHA BaKCHHA CE CKCKpPCTHpPA B KbpMaTa.

DepTUnuTer

[Ipoy4uBanusaTa IpY )KUBOTHHU HE TTOKA3BaT MPEKH WIIM KOCBEHHU YBPEXKIAIIN €(pEKTH 110 OTHOIIECHUE
penpoaAyKTUBHATA TOKCUYHOCT (BXK. TOYKa 5.3).



4.7 EdexTn BbpXy cnioco0HOCTTA 32 oupaHe u padoTa ¢ MAIINHA

Prevenar 13 He moBnusiBa WM NOBIHMABA NPEeHEOPEKUMO cITOCOOHOCTTA 32 modupane u padbora ¢
mamuHd. Hsikou ot edpextute, ynomeHaru B Touka 4.8 ,,Hexxenanu nexkapcTBeHN peakuK', MOTraT
o0aue /1a 3acerHaT BpeMEHHO CIIOCOOHOCTTa 3a ImodupaHe U paboTa ¢ MaIIMHU.

4.8 Hexenanu JeKapCTBEHH PeaKIuH

AHanM3bT HA YECTOTUTE HA ChOOIIaBaHE B TOCTMAPKETHHIOBUS MIEPHO/ PEATOJIara HOTeHIUAIHO
MIOBHIIIEH PUCK OT KOHBYJICHH cbc min 0e3 Tpecka 1 HHE, korarto ce cpaBHsABAT rpymnu, CbOOLIMIH 32
ynotpeba Ha Prevenar 13 ¢ Infanrix hexa, ¢ TakuBa, cpo0umnm 3a ynorpeda Ha Prevenar 13
CaMOCTOSITEITHO.

Hexenanute peaknuu, cro0IIaBaHN TP KIMHUYHU MPOYYBAHUS WU OT IIOCTMAPKETUHTOBUS OIIHUT,
3a BCHYKHU BB3PACTOBH IPYIH ca N30POEHH B TO3HU pa3Jien [0 CUCTEMO-OPTaHEeH Kilac, B HU3XOIAI Pel
10 OTHOIIICHHE Ha YeCTOTa M CEPHO3HOCT. YecToTaTta ce qeuHIpa, KaKTO CJeIBa: MHOTO YECTH
(21/10), gectu (=1/100 mo <1/10), meuectr (=1/1 000 mo <1/100), pexxu (=1/10 000 mo <1/1 000),
mHoro peaku (<1/10 000), c Hens3BecTHa YecToTa (OT HATMYHUTE JaHHU HE MOXKe Jla Ob/ie HalpaBeHa
OIICHKA).

Kspmauera u enia Ha Bb3pacT oT 6 CEIMUIM 10 5 TOAWHU

besomacHocTTa Ha BaKCHHATA € OLIEHEHA B PA3JINYHKM KOHTPOJIMPAHH KIIMHUYHU IPOYYBaHUs, IPH
KOUTO ca npwioxkeHu 14 267 no3u Ha 4 429 3n1paBu KbpMadeTa Ha Bb3PACT OT 6 CEAMUIM 32 IbpBaTa
BaKCHMHAaLUs 1 Ha Bb3pacT 11-16 Mecena 3a OycrepHaTa fo3a. [Ipu Bcuuku npoy4BaHus pu
KbpMadera Prevenar 13 e npuiiaran eTHOBPEMEHHO C PYTHHHUTE NEAUATPUUHU BAKCHHU (BXK.

Touka 4.5).

BezomacHocTTa € o1leHeHA ChINO | TpH 354 HEBaKCUHUPAHU MPEIH TOBA Jiela (Ha Bh3PacT OT
7 Mecena 10 5 TOAWHN).

Haii-uecrto C’LO6H_IaBaHI/IT€ HCKCJIaHU PCAKIUU IIPU AC1a HAa Bb3PaCT 6 CcCaAMUIIN 00 5 T'OOAWMHH Ca
PCaKknn Ha MACTOTO Ha BAKCHMHHPAHC, (1)€6pHJ'II/ITeT, PasapasHUMOCT, IOHWKCH allICTUT U MMOBUIIICHA
Y/WIIH HaMaJIeHA ChHIUBOCT.

B knmuHMYHO npoyyBaHe MpU KbpMaueTa Ha Bb3pacT OT 2, 3 u 4 Mecena ChoOIICHUTa 32 TpecKa
(Temmeparypa > 38°C) ca ¢ mo-BHCOKa 4eCcTOTa P KbpMaueTaTa, npueManu Prevenar (7-BaneHTHa)
earoBpeMeHHO ¢ Infanrix hexa (28,3% 1o 42,3%), OTKOJIKOTO MpH KbpMadeTara, IpueMad caMo
Infanrix hexa (15,6% n0 23,1%). Cnen Oyctep no3a, mpuiiokeHa Ha Bb3pacT 12 1o 15 mecena, ce
cboO1IaBa 3a Tpecka (temmneparypa > 38°C) npu 50,0% ot kbpMaueTara, IpueMalii €THOBPEMEHHO
Prevenar (7-Banentna) u Infanrix hexa, B cpaBuenue ¢ 33,6% oT kppMaueTaTa, IpUeMain
camocTtosTenHo Infanrix hexa. Te3u peakunu ca Ouian Hail-4ecTO yMEpeHH (TeMIlepaTypH MO-HUCKU
win paBHH Ha 39°C) u npexoHH.

C"[>06H_IaBa CC MOBHUIIICHUC HA PCAKIUMUTC HA MACTOTO Ha BAKCUHUPAHC IIPU [C€1a HAa BB3PACT HAJl
12 MEcCClia B CPAaBHCHHUEC C KbpMa4dc€Ta 110 BpEMC Ha IbpBUYHATA UMYHU3AllUA C Prevenar 13.

Heowcenanu peaxyuu om KiuHuyHY NPpOY48aAHUs

[Ipu xaMHUYHUTE Tpoy4BaHus NPodMIBT HA Oe3omacHOCT Ha Prevenar 13 e cxoneH ¢ To3u Ha
Prevenar. CnegHHTE 4ECTOTH CE OCHOBABAT HA HEYKEIAHNUTE PEAKLINU, OLEHEHH ITPH KIMHUYHNATE
npoyuBaHus ¢ Prevenar 13:

HapyiiieHus Ha UMYHHATA CHCTEMA:
Penxu: Peakiuu Ha CBPBbXUyBCTBUTEITHOCT, BKIIOUHUTEIHO (allMajeH OTOK, 3a1yX,
OpoHXOCTa3bM




Hapymienus Ha HepBHaTa cUcTeMa:
Heuectn: I'bpuoBe (BKIMIOUUTETHO (PEOPUITHN TBPUOBE)
Penxu: Enuson Ha XUIMOTOHYC-ITOHMKEHA PEAKTHBHOCT

CToMaIIHO-YpEBHU HAPYIIIECHHU:
MpHoro uectu: Hamanen anetur
YecTn: IloBpbiiane; nuapus

Hapymienns Ha KokaTa ¥ HOJKOYKHATA ThKaH:
Yecru: O06pus
Heuectn: Yprukapus WM ypTHKapus-nogo0eH ooprs

OO6uw HapymieHus ¥ eeKTH Ha MICTOTO Ha PUIIOKCHHE:

MHoro yecTu: [Mupekcus; pa3apa3HUTEIHOCT; HIKAKbB €PUTEM Ha MICTOTO HA BAKCHHUPAHE,
MHIypanus/moyBaHe i 0oika/00ne3HeHa YyBCTBUTEITHOCT;
COMHOJIEHTHOCT; JIOIIIO Ka4eCTBO Ha ChHSA
EpuTem Ha MACTOTO Ha BaKCHHHMpaHE WM HHAYpauus/nogyBade 2,5 cm—
7,0 cm (cnen Oyctep no3aTa M IpH MO-TOJIEMH Jela [Ha Bb3pacT 2 10
5 roguHM|)

Yecru: IInpexcus > 39°C; yBpexaaHe Ha IBUKEHHTA B MACTOTO HAa BAKCHHUPAHE
(mopaau Oonka); epuTeM Ha MACTOTO Ha BaKCHHUpaHE WIN
uHIypauus/mogysane 2,5 cm—7,0 cm (cien cxemara 3a KbpMaueTa)

Heuectn: Eputem Ha MACTOTO Ha BakCMHHpaHe, HHAypauus/nogysade > 7,0 cm; ruaq

Heorcenanu peaxyuu om nocmmapkemuneogus onum ¢ Prevenar 13

Brnpeku de cieqHUTE HEXelaH! JIEKAPCTBEHH PEAKINH HE Ce HaOIII01aBaT Npy KIMHUYHUTE
npoyuBaHus ¢ Prevenar 13 npu kbpMadeTa u Jiena, T€ ce MpUeMaT 3a HEXEIaHU JIEKAPCTBEHU
peakuuu 3a Prevenar 13, Thit kKaTo ca chOOIIEHN TTO BpEMe Ha TOCTMAPKETHHTOBHS OMUT. Thif KaTo
TE3W PEaKIINH ca TOJYUYeHH OT CIIOHTAHHU ChOOIIEHNS, YECTOTaTa HEe MOXKe J1a ObJie Onpe/ieieHa U
Mopajy TOBa ce KIacU(pUIMpaT KaTo ,,c HEM3BECTHA YeCTOTa .

HaDVH_IeHI/IH Ha KpbBTA4 U J'II/IM(bHaTa CHUCTEMA!
.HI/IM(ba,I[eHOHaTI/Iﬂ (J'IOKaJ'II/BI/IpaHa B 00JaCTTa Ha MSCTOTO HA BaKCI/IHI/IpaHe)

HaDVH.IeHI/ISI Ha MMYHHAaTa CUCTEMaA:
AHa(l)I/IJ'IaKTI/I‘{Ha/ aHa(l)I/IJ'IaKTOI/I,Z[Ha pc€aKknus, BKIIFOYUTCIHO IOK; aHTUOCACM

Hapymienus Ha Koxarta ¥ NOJKOKHATA ThKaH:
Epurtema myntugopme

O6H_II/I HapyYIICHUA U C(beKTI/I Ha MACTOTO HAa NPHUIIOKCHUC!
ypTI/IKapI/IH Ha MSACTOTO HAa BAKCUHUPAHEC; ACPMATUT HA MACTOTO HaA
BAKCHUHHPAHEC, C"bp6€)K Ha MACTOTO Ha BAKCHMHHUPAHE; 3aUCPBsABAHC

JonbaHuTeHa HHOOPMAITHS MPU CHCITUATHN TOTYJIAITHH:
ATHes Ipy MHOTO HEJIOHOCEHU KbpMaueTa (< 28 recrariioHHa ceaqmuiia) (Bxk. Touka 4.4).

Jlera ¥ FOHOIIM Ha BH3pacT 6 j1o 17 roguun

Bezonacnoctra e ouenena npu 592 nena (294 nena Ha Bb3pact 5 10 10 roguHu, UMYHU3UPAHH MIPEIH
TOBa ¢ IOHE efHa Ao3a Prevenar, u 298 neua Ha Bp3pact 10 no 17 ronuHu, KOUTO HE ca MOIyYaBaIH
ITHEBMOKOKOBA BaKCHHA).

Haii-uecTute HexxemaHu CHOUTHS TIPH JeTla U IOHOIIX Ha BB3pacT 6 1o 17 ronuHu ca:



Hapymienusa Ha HepBHATa cUcTEMA:
Yectu: T'maBoOous

CToMaIIHO-YpEBHU HAPYIIIECHHUS:
MpHoro uectu: Hamanen anetur
YecTn: IloBpbiiane; nuapus

Hapymenus Ha Koxara ¥ IOJKOKHATA ThKaH:
Yecru: OO0puB; ypTHKapus UM yPTHKapUsI-M1oJ00eH 00puB

OO0 HapyIlIeHUs U e(hEKTH Ha MICTOTO Ha MPIJIOKEHHUE:

MHoro uecTHu: PaznpasauTenHoct; epureM Ha MSICTOTO Ha BAKCUHHPAHE;
BTBBHP/IIBaHE/TIONyBaHE WU 00JIKa/00JIE3HEHOCT; COMHOJICHTHOCT; JIOIIO
Ka4yeCcTBO Ha CHHI,
0oJe3HeHa YyBCTBUTETHOCT Ha MSICTOTO HA BAKCHHUPAHE (BKIFOYUTEITHO
HapyIICHUE Ha BUKCHHSATA)

Yecru: IInpexcus

I[pyrH HCXCIIaHN C’B6I/ITI/I$I, Ha6J'IIOI[aBaHI/I apeau ToBa MPpU KbpMaiu€Ta U ACHa HAa Bb3PacCT OT
6 ceaMunu a0 5 roauHu, MOXKEC CBIIO Ja Ca MMPUJIOKMMHU KbM Ta3U Bb3paCTOBA I'pyIla, HO HC Ca
Ha6J'IIOI[aBaHI/I B TOBA MPOY4YBAHC BCPOATHO MMOPAAX MAJIKUA pa3MCp HAa U3BaJIKaTA.

I[OH’BJ'IHI/ITG.HH& I/IHd)ODMaLII/IH OpH CriCWaJIHH ITOMMyJIalinn

I[euaTa 1 FOHOHMIUTC ChC ChbPIIOBUAHO-KJICThYHA aHCMUH, HIV I/IH(i)eKI_II/ISI WJIN TPpaHCIUIaHTAIUA Ha
XCMOMIOCTUYHHU CTBOJIOBH KJIICTKW UMAT CXOJAHH YCCTOTHU Ha HCKCIIAHU PCAKIUU, C U3KIITFOUCHUC HaA
TOBA, Y€ T J'IaBO60J'II/IeTO, MNOBPBUIAHCTO, AUAPUATA, IUPCKCUATA, OTIIAAHATIOCTTA, apTpaIruiaTa U
MHUaJTrusaTa ¢a MHOT'O YCCTH.

Bo3pactHu >18 roguHu ¥ cTapyecka Bb3pacT

besonacHocTTa € O1leHEHA B 7 KIIMHUYHU Ipoy4yBaHus, BKiIrouBany 91 593 Be3pactau ot 18 10

101 romuau. Prevenar 13 e npuinoxen Ha 48 806 Br3pactHu; 2 616 (5,4%) Ha BB3pacT ot 50 10

64 roguau u 45 291 (92,8%) Ha BB3pacT Ha U Haj 65 ronuHu. EQHO OT 7-Te Mpoy4YBaHUs BKIIOYBA
rpyna Bb3pacTad (n=899) ot 18 1o 49 roaunm, Ha KOUTO € mpuiokeH Prevenar 13 u xouto He ca
BaKCHHUPaHHM MIPEIU TOBa C 23-BaJeHTHA MTHEBMOKOKOBA MOJIN3axapuaHa BakcHHa. OT MOTyYMINTE
Prevenar 13, 1 916 Bb3pacTHU ca BAKCHHUPAHU MIPEIU TOBA C 23-BaJ€HTHA THEBMOKOKOBA
noJu3axapuaHa BaKCHHA TIOHE 3 TOJMHU NPEIN BAKCUHUPAHETO B IpoyuyBaHeTo U 46 8§90 He ca Ounn
BaKCHHHPAHHU C 23-BaJICHTHA THEBMOKOKOBA MOJIM3aXxapuHa BaKCHHA.

ITo-BHcoOKaTa BB3pacT € CBbp3aHa ¢ TEHACHLUS KbM I0-HUCKa YECTOTa Ha HEXEJIaH! peaklny;
BB3PACTHUTE HAJ 65 TOAMHH (HE3aBHCHMO OT IPEALIECTBAIINS BAKCHHALMOHEH CTaTyC) ChoOIIaBaT
MO-MaJIKO HEKENIaHU PEaKiH, OTKOJIKOTO MO-MJIaIUTE Bb3PACTHH, KATO HEXKEIIAHNUTE JIEKAPCTBEHH
peakuuu ca Hal-4yecTH MPHU Hall-MJIaANTe BB3pacTHU — Ha 18 1o 29 rogunm.

Karo usmo kareropuuTe 1Mo 4ecToTa ca CXOJHH 32 BCHUKU Bb3PACTOBH IPYIH, C U3KIIOUEHHE HA
NOBPBLIAHETO, KOETO € MHOTO 4yecTo (=1/10) npu Bb3pacTau Ha 18 1o 49 ronunu u gecto (=1/100 no
<1/10) npu BCUYKHU OCTaHAIM BH3PACTOBH IPYIH, a MTUPEKCUATA € MHOTO YeCTa IIPHU BB3PACTHH Ha

18 10 29 ronuHM 1 YecTa Npy BCUYKU OCTaHAIN Bb3pacToBH rpynu. CuiHa 6ojka/0one3HeHa
YYBCTBHUTEIHOCT Ha MSICTOTO Ha BAKCHHHPAHE M TEKKO OrpaHMYCHHE Ha ABMKEHHETO Ha pbKara ca
MHOT'O YECTH IpH Bb3pacTHHU Ha 18 10 39 roguHM M YecTH MPH BCUYKH OCTAaHAJIHM Bb3PACTOBU TPYIIH.

Heowcenanu peaxyuu om knunuuHume npoyyeanus

JlokayH{ peakMi U CHCTEMHHU CHOUTHUS ca THPCEHHU €KEIHEBHO CIIE/ BCSKO BaKCHHUPAHE B
npoAbbKeHNe Ha 14 qHu npu 6 mpoy4BaHus ¥ 7 JTHU B OCTaHAJIOTO Mpoy4yBaHe. CleBaluTe YeCTOTH
ce 0a3upaT Ha HEeXeJaHUTE PEaKkLUH, OLCHEHH NPH KIMHUYHUTE Mpoy4Banus ¢ Prevenar 13 npu
BB3PAacTHH.
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Hapymenns Ha MeTa00oJIM3Ma U XpaHEHETO:
MpHoro uectu: Hamanen anetur

Hapymienusa Ha HepBHATa CUCTEMA:
MpHoro uectu: T'maBoOoime

CTOMaIHHO—‘IDeBHI/I HapYIICHUA:

MHoro yecTu: Huapust; noBpbiiane (npu Bb3pacTHH Ha 18 10 49 roaunm)
Yecru: [loBpbane (mpu Bp3pacTHH Ha 50 U MOBeye rOJUHN)
Heuectn: T"anene

HapyiiieHus Ha UMYHHATA CHCTEMA:
Heuectu: Peakiuu Ha CBPBbXUyBCTBUTEITHOCT, BKIIOYUTEIIHO OTOK HA JIUIETO, 33yX,
OpoHXOCTa3bM

Hapynienus Ha KojkaTa ¥ HOAKO)KHATA ThKaH:
MHoro uectu: Oo6pus

OO6uw HapymieHus ¥ eeKTH Ha MICTOTO Ha PUIIOKCHHE:

MHoro yecTu: Brpucane; ymopa; eputeM Ha MACTOTO Ha BAKCHHHPAHE;
MHypalus/mogyBaHe Ha MSICTOTO Ha BAKCUHUpaHe; 00JKa/0osie3HeHa
YYBCTBHUTEIHOCT Ha MSICTOTO Ha BaKCMHHMpaHe (cuiHa 00iika/001e3HeHa
YYBCTBHUTEIHOCT Ha MSICTOTO Ha BAKCHHHPAHE € MHOT'O YECTa MPU Bb3PACTHU
Ha 18 10 39 roguHmM); orpaHuveHUE Ha IBMKEHUETO HA pbKaTa (TEXKKO
OrpaHUuYEHHE Ha JBM)KEHHETO HA PbKaTa € MHOTO YE€CTO IPU Bb3PacTHHU HA
18 10 39 roauHM)

Yecru: [Mupekcus (MHOTO YecTa mpu Bb3pacTHU Ha 18 10 29 ronuHm)

Heuectn: JlumaneHonaTus, TOKANM3UpaHa B 30HATa HA BAKCUHUPAHE

Hapynienusa Ha MyCKyJIHO-CKENIETHATA CUCTEMA U ChbeIMHUTEIHATA ThKaH:
MHoro yecTu: ApTpanrus; MHaITUs

Karo I51J10 HE Ca Ha6J'IIO,I[aBaHI/I SHAYUMU PA3JIUKU B YCCTOTHUTC HA HCIKCIIAHUTC PCAKIIUU IIPU
IMPUJIIOKCHUC Ha Prevenar 13 IIpyu Bb3paCTHU, KOUTO Ca ounmn BAaKCUHHUPAHU MMPEAU TOBA C
ITHCBMOKOKOBA ITOJIM3axapruJHa BaKCHHA.

Lonvanumenna ungopmayus npu cneyuainu NOnyaayuu
Bw3pactaure ¢ HIV nndexnus umat cXoIH! YeCTOTH Ha HEXKEJIaHU PEaKItu, C U3KII0UEHHE Ha TOBA,
4e IMUPEKCUATA U MOBPBLIAHETO €4 MHOI'O YECTH, & TaICHETO — YECTO.

BBBpaCTHHTe C TpaHCIJIAaHTAllUA Ha XECMOIIOCTUYHHN CTBOJIOBU KJICTKU MMAT CXOJHHU YCCTOTHU Ha
HCXKCJIaHU pCaKMH, C U3KIIFOUYCHUC HA TOBA, Y€ IMUPCKCUATA U TOBPBHITAHCTO Ca MHOI'O YCCTH.

[To-Bucoka "yecToTa Ha HAKOM OT OYaKBAaHUTE CHCTEMHHU PEakLUy € HaOioaBana, korato Prevenar 13
€ puJiarad €JHOBPEMEHHO C TPUBAJICHTHA MHAKTUBUpPaHa BakcruHa rpoTus rpun (TIV) B cpaBHeHHE
cbc camocTosTenHo npuiarade Ha TIV (rmaBoOonue, BTprcane, oOpuB, HAMajeH aleTUT, apTPaIrus 1
MUAJTYs1) WK CAaMOCTOSITENTHO puiiarane Ha Prevenar 13 (rmaBoGonue, ymopa, BTpUcane, HaMmalleH
amneTUT U apTPaJITHs).

CT»O6H_IaBaHe Ha IMoaA03HupaHn HEKEJIAHN PCAKIINH

CT»O6LL[aBaHeTO Ha IOAO3UPAHU HCIKCIIAHU PCAKIIUUA CJIC PAa3pCIIaBaAHC 3a yHOTpe6a Ha JICKaApCTBCHUMA
IMPOAYKT € BaKHO. ToBa mmo3BoJsBa Ja IpOABIIKU Ha6J'IIO,Z[CHI/ICTO Ha CbOTHOIICHUCTO HOHBa/pI/ICK 3a
JICKApCTBCHUA NPOAYKT. Or MECIUIIMHCKUTC CIICHUATIHUCTH CEC U3UCKBA Ja C’BO6I]_[aBaT BCsiKa
Ioa03MpaHa HEXKEIaHa pe€aKlyd 4Ype3 HallMOHAaJIHAa CUCTEMA 3a C'BO6IJ.[aBaHC, IIOCOYCHA B

IIpunoxenue V.

11



4.9 IIpeno3mpane

IIpenosupanero ¢ Prevenar 13 e Maliko BEpOsITHO MOPAAX MPEAJIAraHETO My KaTO NPEIBAPUTEIHO
HaIbJTHEHA CTIPUHIIOBKA. [Ipu kbpMaueTa u Jera ce cbo0manar, obade, ciaydyan Ha Ipeo3upaHe Ha
Prevenar 13, neduHMpaHO KaTO MPHUIIOKEHUE HA CIESBAIIUTE JJO3H ITO-CKOPO CIIE]] MPEAX 0K aIaTa
J103a, OTKOJIKOTO ce mpenopbuBa. [1o mpaBuiio HexenaHuTe ChOUTHS, CHOOIABAaHU MPH TIPEA03UpaHe,
CHOTBETCTBAT HA ChOOIABAHUTE TPH JIO3U, IPUIIATAHHU 10 MIPETIOPHYBAHUTE MEANATPUIHU CXEMHU 32
Prevenar 13.

5. ®APMAKOJOTMYHU CBOMCTBA

5.1 ®apmakoguHAMU4YHH CBOMCTBA

dapMakoTepaneBTUYHA I'pyMa: BAKCUHU, THEBMOKOKOBHU BakcuHu; ATC xox: JO7TALO2

Prevenar 13 chabpika 7-Te MHEBMOKOKOBH KalCYJIHH MTOJIM3axapun, KOUTo ca B Prevenar (4, 6B, 9V,
14, 18C, 19F, 23F), mmtoc 6 nomenauTenan nonusaxapunu (1, 3, 5, 6A, 7F, 19A), kaTo BCUYKH ca

KOHIOTHpaHu ¢ Hocenus 0en1Tbk CRM 7.

Pa3HDOCTDaHeHHC Ha 3a00JIIBAHETO

Kwvpmauema u deya na év3pacm om 6 ceomuyu 00 5 200uHU

BB3 ocHOBa Ha Hax30pa Ha cepoTrmoBeTe B EBpona, H3BbpIIEH pen MyckaHeTo Ha Prevenar, ce
n34ncisIBa, ue Prevenar 13 mokpusa 73-100% (B 3aBUCUMOCT OT AbpKaBaTa) OT CEPOTHUIIOBETE,
NPUYMHABAIIN HHBAa3UBHO MHEBMOKOKOBO 3a0oisiBane (MI13) npu nena Ha Bp3pacT nmox S roaunu. B
Ta3H BB3pacToBa Ipymna Ha cepotunose 1, 3, 5, 6A, 7F u 19A ce gpmxkar 15,6% 1o 59,7% ot
MHBa3UBHUTE 3a00JsIBaHUS B 3aBUCHMOCT OT JIbpiKaBaTa, N3CIEABaHMs BPEMEBH MIEPUOJI U yioTpedaTa
Ha Prevenar.

Octporto Br3nasieHue Ha cpeaHoTo yxo (OBCY) e yecTo cpemano AeTCKo 3a00JsIBaHE C pa3iniHa
etnonorus. baktepun moxe na ca npuanHuTenu Ha 60-70% ot knuHMYHUTE enu3onn Ha OBCY.
S. pneumoniae e eqWH OT Hal-uecTUTE MpUIMHUTENH Ha OakTepuanHo OBCY B cBeToBeH Mamial.

Nzuucnsasa ce, ye Prevenar 13 nokpusa Hag 90% oT cepoTUNOBETE, MPUUUHSIBAIIN PE3UCTEHTHO Ha
aHTUMUKpOoOHU cpencta UII3.

Heya u ronowu Ha v3pacm 6 00 17 200unu

[Ipu nena u roHOIIM Ha BB3pACT OT 6 10 17 TOAMHM YecToTaTa Ha ITHEBMOKOKOBO 3a00JIsIBaHE € HUCKA,
BBIIPEKH TOBA MMa MOBUIIIEH PUCK OT 3a00JIEBAEMOCT U CMBPTHOCT IIPH TE€3H ChC CHITHTCTBAIITI
3a00JIsIBaHUS.

Bwspacmuu >18 200unu u 6 cmapuecka ev3pacm
[TneBMOHMATA € Hail-uecTaTa KIMHUYHA MPOSBA HA THEBMOKOKOBO 3200 IsIBaHE IIPH B3PAacTHHU.

Cro01eHara 4ecToTa Ha MHEBMOHUS, pugoouta B odmectsoto (I1110), u U113 B EBpona Bapupa
criopeq Ibp:KaBara, yBeJIMuaBa ce ¢ Bb3pactra ciel S0 roguHu U € Hail-BUCOKa IPYU MHAUBUIU Ha
BB3pacT >65 roguHu. S. pneumoniae € Ha-yecTUAT npuanHuTen Ha [1I10 u ce cuura, ye oTroBaps 3a
npubnuzutenso 30% ot Bcuuku caydan Ha [1I10, Hanaramm xocnuTanu3anys OIpy Bb3PacTHU B
pa3BUTHTE IbPKABH.

bakrepuemuunaTa nueBMonus (pudnusurento 80% ot UII3 npu Be3pacTHH), OakTeprueMusTa 0e3
OTHUIIE U MEHUHTUTHT ca Hal-uecTute nmposisu Ha U113 npu Bp3pacTHU. B3 0OCHOBA Ha TaHHUTE OT
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HaJ30pa ciell BbBEXKAAHETO Ha Prevenar, HO mpeau BbBexaaHeTo Ha Prevenar 13 BeB
BaKCHHALMOHHUTE MPOrpaMH MpH Jela, THEBMOKOKOBHTE cepoTHIIOBE B Prevenar 13 BeposdTHO ca
OTroBOpHH 32 Haii-maiko 50 - 76% (B 3aBUcHMOCT OT IbpkaBarta) ot U113 npu Be3pacTHH.

Puckst ot IITO u UI13 npu Bb3pacTHU CHINO CE yBEIWYaBa MPH MOAJIEKAIN XPOHUIHH
3a00JsIBaHNs, T0-KOHKPETHO aHATOMUYHA WK (yHKIHMOHAIHA acIlJICHUs, 3axXapeH quadeT, actMma,
XPOHUYHO CHPJEYHO-CHAOBO, 6€710APOOHO, OBOPEYHO HIIH YepHOAPOOHO 3a00NABaHE U € Hal-BUCOK
IpU UIMYHOCYIIPECHPAHUTE, KaTO TE3U ChC 3JI0KaYECTBEHH XeMaTOJIOrHYHM 3a0omsaBanus win HIV
WH(PEKIS.

Knnanunu npoydsanus 3a IMYHOTeHHOCT ¢ Prevenar 13 nipu kbpMaudera, Jela ¥ IOHOIIH

[IporexTuBHaTa epukacHoct Ha Prevenar 13 cpemry UII3 ne e uzcnensana. KakTo ce npenopbsusa ot
CaeroBHaTta 31paBHa opranuzanus (C30), onenkara Ha HoTeHuuanHara epukacuoct cpemty VI3 npu
KbpMadeTa 1 MaJIKu Jiela c€ OCHOBaBa Ha CpaBHEHUE Ha IMyHHHUTE OTTOBOPU KbM CeieMTe 00MJaiiHU
ceportuna, o0y 3a Prevenar 13 u 3a Prevenar, 3a Kouto e gokazaHa MpoOTeKTHBHA epUKACHOCT (3a
edpukacHoct Ha Prevenar (7-BalieHTeH) pH KbpMadeTa u Jeua, BX. M0-101y). IMyHHHUTE OTTOBOPH
KBM JOIBJIIHUTEIHUTE 6 CEPOTHIIA CHILO €A ONPEAETIEHN KOTHYECTBEHO.

I/IMVHHI/I OTTOBOpPH CJICA TbPBUYHA UMYHHM3AIWA C TPHU JO3W HAa KbpMadyc€Ta

[IpoBenenn ca KIMHUYHY MIPOYYBaHUs B roiisiM 0poii EBpomneiicku crpanu u CAILl ¢ u3nomnsBane Ha
Pa3IUYHM CXEMH Ha BAKCHHUPAHE, BKIIOUUTEIHO ABE PAaHAOMHU3HPAHU HEMH(PEPUOPHH POYUBAHUS
(I'epmanus ¢ u3non3Bane Ha 2, 3, 4-meceuyna mbpBuyHa umyHu3ams [006] u CALLl ¢ n3non3BaHe Ha
2, 4, 6-meceuna mppBryHa UMyHH3auus [004]). B Te3u nBe nmpoy4yBaHus ca CpaBHEHH
THEBMOKOKOBUTE UMYHHH OTTOBOPH Upe3 U3IOI3BaHE HA HA0OP OT KPUTEPUH 3a HE IMO-MaJIKa
e(eKTUBHOCT, BKIIOUUTEIIHO: MPOLEHTHT HA JIUIATA ChC CEPYMEH aHTH-IIOJIN3aXapH]l CEPOTHIL
cneunduuex IgG > 0,35 pg/ml eaun mecen cien MbpBUYHATA UMYHU3ALUS U CPAaBHEHUETO HA
cpeanata reomerpuyHa Ha IgG xonuentpauuute (ELISA GMC), ocBeH ToBa ca CpaBHEHH TUTPHUTE Ha
¢ynkunonanuu anturena (OPA) mexay nuuara, nomyvasamu Prevenar 13 u Prevenar. 3a mectre
JOIIBJIHUTEIHN CEPOTHUIIA TE3N CTOWHOCTH Ca CPABHEHU C Hail-clabusi OTTOBOP MEXIy BCHUKHUTE
cezeM OOMYaiHU CEpOTHIIOBE MpH HodyuninTe Prevenar.

CpaBHeHUsITa HA UMYHHHSI OTTOBOP NPH JOKa3BaHE Ha He MMO-Majika eeKTUBHOCT 3a npoyuyBane 006
Ha 0a3aTa Ha MPOLIEHTa KbpMaueTa, IIOCTUTr Al aHTH-onu3axapun IgG konuenTpamuu > 0,35 pg/ml,
ca nanenu B Tabmuua 1. Pesynrature 3a mpoyusane 004 ca nogo6uu. He no-mankara eyeKTUBHOCT Ha
Prevenar 13 (monna rpanuna Ha 95% JIM 3a npoueHTHaTa pa3nuka Ha otroBopuiute mpu 0,35 pg/ml
Mexay rpynure >-10%) e geMoHCTpUpaHa 3a BCHYKUTE 7 OOIIN CEPOTHIIA, C U3KIIOYEHUE HA CEPOTHIL
6B B npoyusane 006 u cepotunose 6B u 9V B npoyusane 004, KpIETO 32 MaJIKO HE € IOCTUTHATO.
Benukure cenem o01m cepoTuna OTTOBapsT Ha MPEABAPUTEIHO Ie(hUHUPAHNUTE KPUTEPHH 32 HE TO-
maiika eextuBHOCT 32 IgG ELISA GMC. Prevenar 13 Boau 10 cpaBHUMH, Makap U MajKo MO-HUCKH
HHUBA Ha aHTHUTENATa, OTKOJIKOTO Prevenar 3a 7-te oOnuaiinu ceporuna. KnnHuuHOTO 3HaUEeHHE HA
TE€3H PA3JIMKH HE € U3BECTHO.

He mo-mankara eeKTUBHOCT € MOCTUrHATa 3a 6-T€ NOMBIHUTEIHH CEPOTHIIA HAa 0a3aTa Ha MPOLIEHTA
KbpMaueTa, IOCTUrallld KOHLEHTpauuu Ha aututena > 0,35 pg/ml u cpasuenue 3a IgG ELISA GMC B
npoyuBane 006 u 3a 5 oT 6-Te cepoTuna, ¢ U3KJIOYEHNE Ha cepoTHll 3, B poyuBaHe 004.

3a ceporun 3 npoueHTuTe Ha nonyumnute Prevenar 13 cwve cepymen IgG > 0,35 pg/ml ca 98,2%
(npoyuBane 006) u 63,5% (npoyuBane 004).
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Tabsmuna 1: CpaBHeHne HAa IPOLEHTA HA JIMIATA, IOCTUT Al KOHIeHTpanuu Ha IgG
AHTHUTeJATa cpelly NHEeBMOKOKOBM nmosjm3axapuan > 0,35 pg/ml caen no3a 3 ot cepusita 3a
KbpMauera — npoyusase 006

7-BajIeHTEeH
Prevenar 13
Cepornn % Pre‘\)fenar Paznmca
(N=282-285) _ %o (O5% JtH)
(N=277-279)
Cepornnose B Prevenar 7-pajieHTHa
4 98,2 98,2 0,0 (-2,5; 2,6)
6B 77,5 87,1 -9,6 (-16,0; -3,3)
A 98,6 96,4 2,2 (-0,4;5,2)
14 98,9 97,5 1,5 (-0,9; 4,1)
18C 97,2 98,6 -1,4 (4,2, 1,2)
19F 95,8 96,0 -0,3 (-3,8; 3,3)
23F 88,7 89,5 -0,8 (-6,0; 4,5)
JlonmbanuTeHM cepoTunoBe B Prevenar 13
1 96,1 87,1% 9,1 (4,5;13,9)
3 98,2 87,1 11,2 (7,0; 15,8)
5 93,0 87,1 5,9(0,8; 11,1)
6A 91,9 87,1 4,8 (-0,3; 10,1)
7F 98,6 87,1 11,5(7,4; 16,1)
19A 99,3 87,1 12,2 (8,3; 16,8)

" CeporunsT B Prevenar ¢ Haif-HECKHs IPOLEHT Ha 0TroBop ¢ 6B B mpoyusane 006 (87,1%).

Prevenar 13 Boau 10 oOpa3yBaHe Ha ()YHKIIMOHAJIHU aHTUTENIA KbM BCUUKHUTE 13 BaKCHHAIHU
ceporuna B poyusanust 004 u 006. 3a 7-Te 00UIM cepoTUTIa HAMA PA3IUKHA MEXKIY TPYIIHUTE B
nporenta juna ¢ OPA tutpu > 1:8. 3a Bceku oT cenemre 06mu ceporumna > 96% u > 90% ot
nonyuminte Prevenar 13 gocturat OPA Tuthp > 1:8 equn Mecern ciieq] TbpBHYHATA UMyHHU3aIIHS
ch0TBeTHO B poyuBanus 006 u 004.

3a Bceku OT 6-Te JonmbJIHUTENHN cepotura Prevenar 13 Bogu 1o OPA tutpu > 1:8 8 91,4% 10 100%
OT BaKCHHHUTE €JIMH MECEII CJIe]] ITbpBUYHATA UMYyHuU3alus B ipoyuBanus 004/006. Cpennure
reoMeTpUYHY TUTPH Ha QyHKIoHamHuTe antutena (OPA) 3a cepotumose 1, 3 u 5 ca mo-Huckw,
OTKOJIKOTO THTPUTE 338 BCEKH OT JIPYTUTE JOMBIHUTEIHN CEPOTHIIOBE. KITMHUYHOTO 3HAYCHNE HA TOBA
HaOJIro/IeHNe 3a IPOTEKTUBHATA €(PUKACHOCT € HEM3BECTHO.

I/IMVHHI/I OTrOBOpH CJICA MbPBUYHA HMMYHHM3AIHA HA KbpMad€Ta C IBC 103U

I/IMYHOFCHHOCTTa CJICO ABC OO03U IIpU KbpMadeTa € U3CJICABaHa P YCTUPHU TPOYyUIBaAHUA. Ta3u gact
OT KbpMau€TaTa, HIOCTUralii KOHUCHTpalusd Ha IgG Cpeuly MHEBMOKOKOBU aHTUKAIICYJITHU
nonu3axapuan > 0,35 pg/ml exuH Mecerr ciea Bropata J103a, Bapupa oT 79,6% mo 98,5% 3a 11 ot
13-Te BakcuHaHU cepoThIia. [lo-Manka 4acT OT KbpMaderaTa MOCTUraT TO3H Mpar Ha
KOHIICHTpaIusATa Ha aHTuTenara 3a ceporun 6B (27,9% no 57,3%) u 23F (55,8% no 68,1%) 3a
BCHUYKH NMPOYYBAHMA, U3MON3BAIIH 2, 4-MeceuHa cxema, B cpaBHeHue ¢ 58,4% 3a cepotun 6B u 68,6%
3a 23F 3a eqHO MpoyuBaHe, U3Non3Bamo 3, S-mecedna cxema. Ciien OycTep 1o3ara BCHUKH
BaKCHHAJIHH CEPOTHUIOBE, BKIOUNTETHO 6B 1 23F, mMat uMyHHH OTTOBOPH B CHOTBETCTBHE C
AZICKBATHOTO HAYaJIHO UMYHU3UPAHC C IIbPBUYHATA UMYHH3allUs C IBC NJO3HU. HpI/I €HO IIPpOYYBAaHEC B
O0eIMHEHOTO KPaJICTBO OTroBopuTe ¢ pyHknoHamHu antutena (OPA) ca cpaBHUMU 3a BCUUKH
ceporturoBe, BkirountenHo 6B u 23F, B pamenara Ha Prevenar u Prevenar 13 cnen mppBuyHaTa
UMYHU3aIHs Ha BB3PACT JIBA M YETUPU Mecella U ciiesl Oycrep no3a Ha 12-mecedHa Bb3pact. 3a
nony4daBammre Prevenar 13 npouenTsT Ha otroBopunute ¢ OPA tutsp 2 1:8 e Haii-manko 87% cnen
MMYHH3allMOHHATa cepys IpU KbpMadeTa U Hail-manko 93% cnen 6yctep mozara. CpeqHuTte
reomerpuynn OPA Tutpu 3a ceporumnose 1, 3 1 5 ca Mo-HUCKH, OTKOJIKOTO TUTPUTE 32 BCEKU OT
JPYTUTE JOMBIHUTEIHU cepoTHIioBe. KIIMHUYHOTO 3HaYeHHE HA TOBa HAOIIOICHUE € HEU3BECTHO.
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OTFOBOD KbM 6VCTCD JAO03UTEC CJICA IbPBUYHA UMYHH3AMWA HAa KbpMadyCTa C IBC U TPHU JO3U

CJ'IC,I[ 6yCTep A03aTa KOHLICHTPALUUTE Ha aHTUTCJIaTa CC YBCINYaBaT OT HUBOTO MMPCAN 6YCTep Jo3aTta
3a Bcuukute 13 CCPOTHUIIA. KOHL[CHTpaLII/II/ITC Ha aHTUTCIIaTa CICq 6YCT€p J03a Ca IM0-BUCOKH 3a 12-te
CCpoTUIla, OTKOJIKOTO TC3U, MIOCTUTHATH CJICA IBPBUYHUTC UMYHU3AIIUHU ITPU KbpMAUCTa. Tes3n
Ha6J'IIO,I[GHI/I$I CbOTBCTCTBAT HA a/ICKBATHO IbPBUYHO UMYHU3UPAHC (I/IH)_IyKI_[I/IH Ha UMYHOJIOTUYHA
HaMeT). I/IMYHHI/IFIT OTrOBOP 3a CCPOTHUIL 3 CIICa 6yCTep J03aTa HC CC yBCJIMYaBa Hal HUBATA,
Ha6J'IIO}:[aBaHI/I CJIe CepHATa 3@ BAKCUHUPAHC HA KbpMa4dCTa. KinnanynoTro 3HaueHHe HA TOBa
Ha6J'IIO,Z[6HI/Ie 10 OTHOIICHNEC HAa UHAYIIUPAHCTO HAa UMYHOJIOTMYHA IMaMCT 3a CCPOTHUIT 3 ¢ HeH3BECTHO.

AHTHTSAI0BUTE OTroBOPU KbM 6yCTCp A03UTC CJICA IbPBUYHA UMYHU3AIUs C ABC U TPHU JO3U HA
KbpMaucTa ca CpaBHUMH 3a BCUUKU 13 BakcHHAIHA CCpPOTHUIIA.

IIpu nena Ha BB3pacT oT 7 Mecena A0 5 TOAMHM MOIXOJAIINTE 33 Bb3PACTTa CXEMH 32 HABAKCBAHE Ha
MMyHHU3aIMATa (KaKTo € onmucaHo B Touka 4.2) BoasaT 1o HuBa Ha IgG antuTena cpeuty
ITHEBMOKOKOBHTE KallCYJIHH MOJIM3aXapuIu KbM BCEKH OT 13-Te cepoTuiia, KOUTO ca IOHE CPAaBHUMU C
TE3U KbM ITbPBUYHATA UIMYHH3ALUS C TP 103 HA KbpMayera.

IlepcuctupaneTo Ha aHTUTENIAa U UMYHOJOTMYHATA AaMET ca OLICHEHU B IPOyYBaHE MpU 3/IpaBu Aella,
KOUTO ca MOJYYUIN eTHOKpaTHA 1032 oT Prevenar 13 mone 2 roaunu, ciael KaTo ca UMyHU3UpaHU
npeau ToBa wiu ¢ 4 no3u Prevenar, unu cepus ot 3 no3u Prevenar, nocnensana ot Prevenar 13 na
12-meceuna Bb3pacT, uiau 4 no3u Prevenar 13.

Ennoxparnara no3sa Prevenar 13 npu nena Ha npuOnusutenna Bb3pact 3,4 TOAUHHU, HE3aBUCUMO OT
IpeaxoqHa UMyHH3anusa ¢ Prevenar win Prevenar 13, npenn3BuKBa CHIIEH aHTUTSIIO OTTOBOP, KAKTO
KBbM 7-T€ OOIIH CepPOTHIIA, TAKa U KbM 6-Te TOMBJIHUTEIHH cepoTuna B Prevenar 13.

Ot BBBeXIaHETO Ha 7-BaneHTHUs Prevenar mpe3 2000 roguHa TaHHUTE OT HAOIIOIEHUETO Ha
MTHEBMOKOKOBHTE 3200 IsIBaHMsI HE TIOKa3BaT, Ue MIMYHHUST OTTOBOP, U3TPajieH OT Prevenar B paHHOTO

ACTCTBO, HaMaJIsiBa C TCUCHUC HA BPEMCTO.

HDG)KI[eBDeMeHHO POACHH KbpMadyCTa

bezonacHoctTa 1 uMyHOTEeHHOCTTA Ha Prevenar 13, npunoxkex Ha 2, 3, 4 u 12 Mecela, ca OLIECHEHU
npu npubm3uTenHo 100 npexaeBpeMeHHO poIeH! KbpMadeTa (CpeiHa U3UMCIIeHa TeCTal[MOHHA
BB3pacT (EGA): 31 cenmunu, nuana3oH: 26 10 36 ceIMULIN) U CPAaBHEHA C TIPUOITU3UTEITHO

100 xppmauera, poaenu Ha TepmuHa (cpenHa EGA: 39 cenmunu, nuamnaszon: 37 go 42 cenMunu).

NMyHHHTE OTrOBOpH IIPH MPEKAECBPEMEHHO POIACHHUTE U TOHOCEHUTE KbpMaueTa ca CPaBHEHH, KaTo €
M3II0JI3BaHa MPOMOPLUATA OT UHANUBUAN, JOCTUTHAIN KOHIIEHTPALHsI HA THEBMOKOKOB IIOJTU3aXapHU
cebp3Bamy IgG anturena >0,35 pg/ml 1 mecen cien cepuara npu KbpMadeTa - HOAXOABT, H3IIOJI3BAH
3a cpaBHsBaHEe Ha UMyHOIreHHocTTa Ha Prevenar 13 ¢ Prevenar, ocHoBaH Ha yka3zaHusTa Ha C30.

IIpu nmoBeue ot 85% ce mocTura KOHIEHTpaIysl Ha THEBMOKOKOB MOJIM3axapu CBBP3BallH

IgG anTurena >0,35 pg/ml 1 mecen cnex cepusiTa npu KbpMaueTa, C U3KIIIOYCHUE HA CEPOTHUIIOBE 5
(71,7%), 6A (82,7%) u 6B (72,7%) B rpymnaTa Ha NpeKACBPEMEHHO POACHUTE. 3a Te3U 3 cepoTuna
JISTBT Ha OTTOBOPWIINTE CpeA MPEKIEBPEMEHHO POJICHUTE € 3HAYMMO MO-HUCHK, OTKOJIKOTO Cpel
ponenute Ha TepMuHa. [Ipubnm3nuTenHo enuH Mecel ciieq OycTepHaTa 1032 AeTbT Ha HHOUBHIUTE
BBB BCSKa IPYIa, IPH KOUTO CE€ IIOCTUTA CHIIUAT TO3M Npar Ha KOHICHTPALUATa Ha aHTUTEIAaTa, €
>97% c uzkimoyenue Ha cepotun 3 (71% npu npexaeBpeMeHHO poieHUTe KbpMadeTa u 79% mpu
KbpMaueTaTa, poJIeHH Ha TepMuHa). He e n3BecTHO Hanyu MMyHOJIOTHYHATA TAMET KbM BCUUKH
CEpOTUIIOBE CE MHAYLMpPA IPU HEJOHOCEHH KbpMadeTa. Karo wsno ceporun-cnenuduunnte [gG
GMC ca no-HHCKH 32 MPEKIEBPEMEHHO POJEHUTE, OTKOJIKOTO 3@ POJCHUTE Ha TEPMUHA KbpMadeTa.
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Crnen cepunre npu kppmadeta OPA GMT ca cxogHu IpU HEAOHOCEHH KbpMadeTa, CPABHEHO C
KbpMaueTa, poJICH! Ha TEPMIHA, OCBEH 3a CEPOTHII 5, TIPU KONTO ca MO-HUCKH IPH HEAOHOCEHNUTE
kppmavera. OPA GMT crnen OycrepHara 103a, CpaBHEHH € TE3H CIIE]] CEPUUTE MIPU KbpMadeTa, ca
1oT00OHU WK TIO-HUCKH 3a 4 ceporurna (4, 14, 18C u 19F) u ca crarucTH4ecku 3HaYMMO TTO-BUCOKH 32
6 ot 13-te ceporuna (1, 3, 5, 7F, 9V u 19A) npu HenoHOCEHN KbpMadeTa, cpaBHEeHO ¢ 10 ot 13-Te
ceporumna (1, 3,4, 5, 6A, 7F, 9V, 18C, 19A u 23F) npu 1oHOCeHH KbpMaJeTa.

Jena (12-59 mecena), HaneIHO UMYHU3HUpaHu ¢ Prevenar (7-BajieHTEH)

Crnen mputoskeHue Ha eHOKpaTHa o3a Prevenar 13 Ha mena (12-59 mecena), KOUTO ce cUuTaT
HAI'BITHO UMYHH3HMpaHU ¢ Prevenar (7-BaneHTHa) (TbpBUYHA cepusi ¢ 2 WK ¢ 3 T03M IUTIOC OycTepHa
J103a), IPOLIEHTHT, TOoCTHUral] cepyMHH HuBa Ha IgG >0,35 pg/ml u OPA tutpu >1:8, e mone 90%. Bee
nak 3 (cepotur 1, 5 u 6A) OT 6-Te TOMBIHUTEITHU cepoTHUIa ca rmokasanu rmo-uucku IgG GMC u OPA
GMT B cpaBHEHUE C €11, KOUTO ca MOIYUYWIH MMOHE €AHa MpeaxoaHa BakcuHauus ¢ Prevenar 13.
Kimmanunara 3aaunmoct Ha no-auckute GMC and GMT B MOMeHTa € HEeU3BeCTHa.

HeBakcunupanu nena (12-23 mecena)

[IpoyuBanusTa npu HeBakcuHupanu Aeua (12-23 mecena) ¢ Prevenar (7-BaneHTHa) NOKAa3Bar, ue ca
HEOOXOIUMH 2 703U 3a IOCTUTaHe HAa KOHUEHTpauuu Ha cepyMeH IgG 3a 6B u 23F, monoOHM Ha Te3wu,
WHAYLUPAHU OT CEPUU C 3 103U NPH KbpMadeTa.

Jlelia ¥ IOHOIIH Ha BB3pacT S go 17 roguHu

B otBOpeHo npoyuBane npu 592 3apaBu ela U IOHOIIX, BKIIOYUTEIHO TakuBa ¢ actMa (17,4%),
KOUTO MOJKE JIa ca TMPeAPa3IoIOKeHN KbM ITHEBMOKOKOBa MH(eKIus, Prevenar 13 mpenu3BukBa
UMYHHU OTTOBOpHY KbM Bcuukute 13 ceporuna. Eqnokpatna no3a Prevenar 13 e moctaBena Ha nena
Ha BB3pacT 5 1o 10 roguHu, BakCHHUPaHU Npeu ToBa ¢ moHe 1 no3a Prevenar, u 1ena 1 IOHOIIN HA
10 no 17 roguHu, KOUTO HUKOTA HE Ca MOJIy4aBaId IHEBMOKOKOBA BaKCHHA.

W npu peuara Ha Bb3pact 5 1o 10 roguHu, u npu Aena u oHowu Ha Bb3pacT 10 no 17 rogunuy,
MMYHHHAT OTTOBOp KbM Prevenar 13 e He mo-yiomr oT To3u KbM Prevenar 3a 7-te o001y cepoTumna u
TO3U KbM Prevenar 13 3a 6-Te JOI'BIHUTENHU CEPOTHUIIA, CPABHEHO C UIMYHHHS OTTOBOP CJIE]
YEeTBBpTATA J]03a IPH KbpMadeTa, BAKCHHUPAHU Ha BB3pacT 2, 4, 6 u 12-15 mecena, KoeTo € n3MepeHo
upe3 cepyMeH [gG

[Ipu nena u rorommm Ha BB3pacT 10 mo 17 romuan OPA GMTs 1 Mecer| cnen BakcHHApaHe ca OUITN He
no-ori 0T OPA GMTs B rpynata 5 no 10 rogunau 3a 12 ot 13-Te ceporuna (¢ U3KIOYSHHE HA

cepotun 3).

I/IMVHHI/I OTTOBOPH CJICA MOAKOXHO NPHUIIOKCHUC

ITonxoxHoTO npmiiokeHne Ha Prevenar 13 e olieHEHO B €AHO HECPAaBHUTEIHO MIpoy4YBaHe npu 185
3/1paBu KbpMadeTa U Jiela OT SIOHCKH IIPOU3X0[, KOUTO ca MOIy4YHiIn 4 1034 Ha Bb3pacT 2,4, 6 u
12-15 mecena. [Ipoy4uBaneTo nokassa, ue 0€30MacHOCTTa U IMyHOT€HHOCTTA Ca KaTO 1510 CPAaBHUMH
¢ HaOJIIOJICHUSATA, HATIPABEHHU B IPOYYBAHMATA HA HHTPAMYCKYJIHOTO MPUIOXKEHHE.

Edextusuoct Ha Prevenar 13

Hnsazueno nneemoxoko6o 3abonsgane

Hannute, myonukysanu ot Public Health England, couar, 4e detupu ronunu cien BbBEXIAHETO HA
Prevenar kato mbpBUYHA MIMYHH3ALUs IPH KbPMadeTa C JBE JO3M U MocieBaia OycTepHa 103a npes
BTOpAaTa rofuHa OT )XKMBOTA U NP 94% BaKCHHAIHO MOKPUTHE, B AHITIUS U YeJC ce HaOogaBa
noHmkeHue oT 98% (95% JIU 95; 99) Ha 3aboneBaeMOCTTa, IBbJDKAIIA CE Ha 7-T¢ BAKCHHATHU
ceporuna. BrocieacTsue, yeTHpH TOAMHY ciiell IPEMUHABAHETO KbM Prevenar 13, 1OnbIHUTENHOTO
noHWXkeHue Ha yectorara Ha UII3, mpuumneHo ot 7-Te cepotuna B Prevenar, Bapupa ot 76% npu
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Jlerata Ha Bb3pacT noj 2 roaunu, 10 91% npu te3u Ha Bb3pacT 5-14 ronunu. OTAEIHUTE MOHUKEHUS
3a BCEKH OT 5-Te NOMBJIHUTEIHU cepoTuna B Prevenar 13 (ue ca nHabmogaBanu cnyyan Ha UI13,
NPUYMHEHO OT CEPOTHII 5) 110 Bb3pacToBa Ipyma ca nokasanu B Tabmuua 2 u Bapupat ot 68%
(ceportur 3) no 100% (cepotun 6A) 3a fmerara Ha Bb3pacT MO/ 5 TOAWHA. 3HAYUTETHO TOHWKEHHUE Ha
yecToTaTa ce HaOJI0[aBa U MPH IPYNUTE Ha MO-TOJIIMA Bb3pPacT, KOUTO HE ca BAKCHHUPAHU C
Prevenar 13 (unaupexTeH egexr).

Tabnuua 2: Bpoii ciryyau u noHu:kenune Ha yecrorara Ha UII3 nmo ceporunose npe3 nepuoaa 2013/14
cnpsamo nepuoga 2008/09-2009/10 (2008/10) no Bb3pacT B AHIJIMA U YeJic

<5 roauiHa Bb3pact 5 no 64-ropumHa Bb3pacT >65-roAuIHa Bb3pacT
2008— 2013/ % 2008- 2013/ % 2008- 2013/ %
10° 148 TOHMKEHHUE 10" 148 TTOHHKEHHUE 10 148 TTOHHKEHHUE
Ha Ha Ha
yecTrorara yecTrorara yecTrorara
(95% %) (95% JA*) (95% JA*)
JlonbIHUTEHU CEpPOTUIIOBE, BKIOYeHH B Prevenar 13
1 59(54) | 5(5 91% 458 77 83% 102 13 87%
(382) (71) (89) (13)
(98%; (88%; (94%;
68%)** 74%)** 72%)**
3 26 (24) | 8(8) 68% 178 73 59% 256 143 44%
(148) (68) (224) | (146)
(89%; 6%) (72%; (57%;
38%)** 27%)**
6A 10 (9) 0(0) 100% 53(44) | 5(5 90% 94 5(5) 95%
(82)
(100%; (97%; (99%;
62%)** 56%)** 81%)**
TF 90 (82) | 8(8) 91% 430 160 63% 173 75 56%
(361) (148) (152) 77
(97%; (71%; (70%;
74%)** 50%)** 37%)**
19A | 85 (77) | 7(7) 91% 225 104 54% 279 97 65%
(191) (97) (246) 99)
(97%; (65%; (75%;
75%)** 32%)** 53%)**

Kopurupano cripssMo A5 Ha CEpOTUITH3UPAHN IPOOH, JIUIICBAINA BH3PACT, 3HAMCHATEII, CPABHEH C

nepuona 2009/10, u cipssiMO TCHISHIHATA B 0OIIOTO MHBa3MBHO ITHEBMOKOKOBO 3a0ossiBane 1o 2009/10

(crmenm KOeTo He € MpaBeHa KOPEKIIHS CIPSAMO TCHICHIUATA).

*  95% I, n3BexneH ot uHTepBan Ha [loacoH, ocHOBaH Ha cBpbXpasceiiBane 2,1, HaOMOAaBaHO MTPH
MozenupaneTo Ha AanHuTe oT 2000-06 otHOCHO BesikakBo UII3 nmpeau Prevenar.

**  p<0,005 3a obxBamane Ha 6A, ipu koeto p=0,002

Bwsnanenue na cpeonomo yxo (BCY)

B nmyGnukyBaHo n3nuTBaHe, MpoBeAeHO B M3paen, B K0ETO € U3Mo3BaHa MbPBUYHA UIMYHH3ALIUS C
JIBE JIO3M U MOCJie/IBalla OycTepHa 103a pe3 BTopaTa FoAUHA OT KUBOTA, Bb3JCHCTBUETO HA
Prevenar 13 Bepxy BCVY e nokyMeHTHpaHO 4pe3 OCHOBaHA Ha MOIYJIALKATA CUCTEMA 33 aKTUBHO
HaOJII0IeHHE C KYJITHBUPAHE HA TEYHOCT OT CPEAHOTO YXO, MOTY4YeHa MOCPEACTBOM TUMIIAHOLICHTE3a,
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npu neua B U3paen Ha Bb3pacT nof 2 roaunu ¢ BCY.

Crnen BpBexIaHETO Ha Prevenar u mocneaBanoro npeMuHaBade Ha Prevenar 13 uma cnan B
yecroTata oT 2,1 10 0,1 caygas va 1 000 nemna (95%) 3a cepotunosete B Prevenar mitoc cepotum 6A
u cran B yecrorara ot 0,9 no 0,1 cmyuas Ha 1 000 gema (89%) 3a OMBIHUTETHUTE CEPOTHIIOBE 1, 3,
5, 7F n 19A B Prevenar 13. 'oguinaTa yectota Ha BCHukH ciay4yan Ha BCY, npuunHeHn ot
THEBMOKOKH, HamaisiBa oT 9,6 Ha 2,1 cioydas Ha 1 000 nena (78%) mexay ronu 2004 (npenu
BBBEX/1aHeTo Ha Prevenar) u torn 2013 (cnex BpBexaaneTo Ha Prevenar 13).

IIneemonusn

[Ipu MHOTOIIEHTPOBO 0OCEPBANIMOHHO MpOyYBaHe BEB DpaHIns, CpaBHABAIIO NEPUOIUTE TPEAH U
cien mpeMuHaBaHeTo oT Prevenar kM Prevenar 13, uma 16% (ot 2 060 Ha 1 725 cinyyas) moHMKeHUE
Ha BCUYKH CIy4Yad Ha THEBMOHUS, mpupooura B obmectoto (I1I10), B crienmanTte oTaeneHus npu
Jieria Ha Be3pact ot 1 mecen 10 15 rogunn. [lonmkenusra ca 53% (ot 167 na 79 ciyqas) (p<0,001)
3a ciaydante Ha [IT1O c neBpanen u3mus 1 63% (ot 64 Ha 24 cirydas) (p<0,001) 3a
MUKPOOHOJIOTUYHO JIOKa3aHUTe caydyan Ha mHeBMokokoBa [1110. Ha BTropaTa roguna cnen
BbBEXKIaHeTo Ha Prevenar 13 oOmust Opoii cydau Ha [1IIM, nprunHeHa oT 6-Te TOMBJIHUTETHH
BaKCHHAJIHH cepoTuna B Prevenar 13, cmana ot 27 no 7 u3onata (74%).

Hamanenuero B cixydanTe Ha MHEBMOHMS 110 BCSIKAaKBa IPUUYMHA € HAl-OTYETJIMBO B O-MJIaAaTa
BaKCMHHMpaHa Bb3pacToBa rpyna ¢ Hamanenue ot 31,8% (ot 757 na 516 ciayqas) u 16,6% (ot 833 Ha
695 ciryyasi) CbOTBETHO BbB Bb3PaCTOBHUTE TPy <2 TOJUHHU U 2 110 5 roguHu. YecToTara npH mo-
roJeMuTe, IpeANMHO HEBAKCUHUPAHH Jena (>5 roIuHu), He ce MPOMEHS B TEUCHUE HA POYYBAHETO.

[Ipu mponwmkaBaria cuctema 3a Ha0bmoneHue (2004 no 2013 1.) ¢ 1en JoKyMeHTHpaHe Ha
BB3JEICTBHETO HAa Prevenar u Bnocnencteue Ha Prevenar 13 Bepxy IIIIM npu gena Ha BBb3pacT moj
5 ropunu B Oxen W3paen ¢ u3non3Bane Ha MbpBUYHA HUMYHHU3AIMS € 2 103U U OyCTEepHa 1032 Ipe3
BTOpaTa roivHa OT )KMBOTa, UMa NoHMkeHune ot 68% (95% JIU 73; 61) na amOymnaropHUTE
nocemenust u 32% (95% AU 39; 22) na xocnuranuzauunre 3a anBeonapHa [T cnenx BrBexmaneTo
Ha Prevenar 13 B cpaBHeHHe ¢ eproia npeu 1a 0b/e BbBeleH Prevenar.

E(beKT BBPXY HaSO(baDI/IHFeaJ'IHO HOCHUTEJICTBO

ITo Bpeme Ha HaOmroaBamio mpoyyBaHe BbB DpaHIus MpH Je1a ¢ OCThP OTHT Ha CPEAHOTO yXO ca
OIICHEHW TIPOMEHHTE B Ha30()apHHT€aTHOTO HOCHTEICTBO Ha ITHEBMOKOKOBY CEPOTHUIIOBE CIIE]T
BBBEX/1aHETO Ha Prevenar (7-BasieHTHA) U ciiex ToBa Ha Prevenar 13. Prevenar 13 3HaunMo HamansBa
Ha30(apUHTEATHOTO HOCUTEIICTBO 0010 Ha 6-T€ JOIIBIHUTENHHU cepoTrmna (u cepotun 6C) u
nootaenHo Ha cepotumnose 6C, 7F, 19A B cpaBHeHue ¢ Prevenar. HamansiBaHe Ha HOCUTEICTBOTO €
HAOII0JTaBaHO CHINO Taka rmpu ceportut 3 (2,5% cmpsmo 1,1%; p=0,1). He e nabmonaBano
HOCHUTEJICTBO Ha cepoTurose 1 u 5.

EdekTsT OT BakcHHUpPaHETO ¢ THEBMOKOKOB KOHIOTAT BHPXY Ha30(hapHHTEATHOTO HOCUTEIICTBO ©
npoydeH B M3paen npu paHIoMU3UpaHo, JBOMHOCIAIO IPOyYBaHe, IPU KOETO JelaTa ca mpueMaiu
Prevenar 13 nnu Prevenar (7-BaneHnTteH) Ha Bb3pacT ot 2, 4, 6 u 12 mecena. Prevenar 13 e Hamammn
3HAYUMO HOBOWJECHTH(HUIIMPaHaTa Ha30(papHuHTeaTHa MMOsSBa 000 Ha 6-T€ TOMBIHUTEIHH CEPOTHUTIA
(1 ceporun 6C) u mo otaenHo Ha ceporuroBe 1, 6A, 6C, 7F, 19A B cpaBHeHue ¢ Prevenar. He e
HaOII0/JaBaHO TTOHIKABAHE IPU CEPOTHII 3, a 32 CEPOTHUIT 5 KOJIOHU3AIUATA € Ouia TBBPAC PAAKa, 3a
Jla Moxe Jia ObJie OIICHeHO Bh3zelicTBreTO. [Ipu qBeTe BaKCHHUpaHU TPyIH ca HaOI0JaBaH! CXOTHI
YEeCcTOTH Ha N0sIBa B Ha3o(apuHKca 3a 6 0T ocTaBamure 7 o0y cepoTtuna; npu cepotumn 19F e
HaOII0JTaBaHO 3HAYMMO HaMalleHHe.

IIpu ToBa npoy4BaHe ca JOKyMEHTHPaHH MOHWKEHUS Ha S. pneumoniae cepotunioBe 19A, 19F u 6A,
HEYYBCTBUTEITHU KbM penunia antuonotuiy. [loHmkeHnusnTa ca B Auamasona Mmexay 34% u 62% B
3aBUCHMOCT OT CEpOTHUIIA H aHTUOMOTHKA.
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IIporexruBHa edpukacHocT Ha Prevenar (7-BajieHTHA BakCWHA) IPU KbpMadeTa U Aela

Eduxacnoctra Ha 7-BanieHTeH Prevenar e oueHeHa npu Be TOJIEMH IPOYYBAHUS — IPOYYBAHETO
Northern California Kaiser Permanente (NCKP) u nmpoyuBanero Finnish Otitis Media (FinOM). U
JBETE NPOYYBaHUS ca PaHAOMHU3UPAHH, IBOMHOCIENH, AKTUBHO KOHTPOJIUPAHH, IIPU KOUTO
KbpMayeTaTa ca paHJOMU3UPaHH [a oiyyasat Prevenar unu kontponnata Bakcuna (NCKP,
MeHuHTrokokoBa ceporpyna C CRM-konrorataa [MnCC] Bakcuna; FinOM, xenarut B Bakcuna) B
YEeTHPHU030Ba cXeMa Ha Bb3pacT 2, 4, 6 u 12-15 mecena. Pesynrarure 3a epuxacHoCT OT Te3u
NpOy4BaHus (32 HMHBa3UBHO MHEBMOKOKOBO 3a00JIsiBaHe, THEBMOHUS M OCTPO BB3MAICHUE Ha
CPEIHOTO YX0) ca mpeicTaBeHu no-goiny (Tadmmua 3).

Ta6auna 3: O6o6uenne Ha epMKACHOCTTA HA 7-BajenTen Prevenar'

Tect N EB’ 95% JIN
NCKP: UIT3° oT BaKCHHATHUTE CEPOTHIIOBE 30258 | 97% 85, 100
NCKP: KnuanyHo goka3aHa IHEBMOHMS C IATOJIOTHYHA 23746 | 35% 4,56
peHTreHorpadus Ha IpbIHUS KOII

NCKP: Octpo BB3maneHne Ha cpearoto yxo (OBCY)” 23 746

OO0 Opoii enuzoau 7% , 10
Penmaueupamo OBCY (3 enu3ona 3a 6 Mecera uiu 4 enu3oja 3a 9% 3,15

1 romuHa)

Penmaueupamno OBCY (5 enu3ona 3a 6 Meceria uinu 6 enmu3oja 3a 23% 7,36

1 roguHa

TuUMIIaHOCTOMHUS C IOCTABAHE Ha JPEHAXK 20% 2,35
FinOM: OBCY 1662

OO0 Opoii enuzoau 6% 4,16
Benukn ciydan Ha mHeBMOKokoBo OBCY 34% 21,45
OBCY 0T BakCHHAIHUTE CEPOTHUIIOBE 57% 44, 67

'Copen npotokona

2 EdwukacHocT Ha BakcuHaTa

3OKTOMBpH 1995 roa. no 20 Anpun 1999 roz.
4 OxktomBpu 1995 roa. no 30 Anpun 1998 ron.

Edextusaoct Ha Prevenar (7-BasieHTeH)

EdexktuBHOCTTA (KaKTO TUPEKTEH, Taka M HHIUPEKTEH edeKT) Ha 7-BaneHTHHs Prevenar cpeury
MTHEBMOKOKOBO 3a00JIsIBaHE € OIIEHEeHA IIPY MMYHHU3aIMOHHU TIPOTPaMH KaKTO MIPH IbpBUYHA
UMYHU3aLUs C TPU 103U, TaKa U IIPU MbPBUYHA UMYHU3ALUS C IBE 103U HA KbPMAUETa, BCSIKA OT
KouTO € ¢ Oycrep no3a (Tabmuna 4). BeneacTBue ot mmpokoTo u3noia3BaHe Ha Prevenar yectoTara Ha
NII3 e mocnemoBaTeTHO M 3HAYNTEITHO 3aHIDKEHA.

Karo ce uznonspa CKPpUHHUHTOBUAT MCTON, e(l)eKTI/IBHOCTTa cpemy CHGI_II/I(l)I/ILIHI/I CCPOTUIIOBC Ha 2 031

Ha BB3pacT noj 1 roguaa B O0eIMHEHOTO KPaJICTBO ce n3uucisBa Ha 66% (-29, 91%) u 100% (25,
100%) cvotBeTHO 3a cepotun 6B u 23F.
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Tabdauna 4. O600meHne Ha e¢eKTUBHOCTTA Ha 7-BajleHTeH Prevenar npu HHBa3MBHO MHEBMOKOKOBO
3aboJisiBaHe

JAbpxaBa IIpenopbuBana cxema IMonuskenune Ha 3a001eBaeMocTTa, % 95% AN
(ronuna Ha
NMycKaHe)

O0enuHEHO 2,4, + 13 mecena BakcuHaiHu cepoTHIIOBE: 49, 95%

KpaJICTBO (AHIIHA U JBe no3u Ha BB3pact nof 1 roxunHa: 85%

Verc)' (2006)

CAIIl (2000) 2,4,6,+ 12-15 mecena

Jlera < 5° Baxkcunannu cepotumnose: 98% 97, 99%
Bceuuku ceporumnose: 77% 73, 79%

Br3pactan > 65° Baxcunanuu cepotumnose: 76% Hsama
Benuku cepotumnose: 38% Hsama

Kanana (KBeGex)* 2,4, + 12 mecena Benuku cepotumnose: 73% Hsama

(2004) BakcuHasiHu cepoTuIoBe:
2-mo30Ba cxema 3a Kbpmadeta: 99% 92, 100%
Msnenaena cxema: 100% 82, 100%

'TTerta < 2-rozmurna Be3pact. M3unciena BakcHHaTHa eeKTHBHOCT KbM IoHH 2008 rox. (Metox Ha Broome).
*Jlannu ot 2005 rox.

3 Jlannum ot 2004 rop.

*Ilera < 5-romuurHa Be3pact. Syapu 2005 ro. 1o gexemepu 2007 rox. Bee olie THIICBAT IBIHE TaHHH 3a
eeKTUBHOCTTA 3a pyTHHHaTa 2+1 cxema.

Ocmpo év3nanenue Ha cpeoHomo yXo

EdexruBHoctTa Ha Prevenar npu cxemara 3+1 e HaOI0aBaHa ChIINO CPEILy OCTPO Bh3MaJICHUE Ha
CPEZIHOTO YXO M THEBMOHHS CJIe/I BbBEKIAHETO My B HallMOHAIHATa UMYHH3AIMOHHA rporpama. [1pu
€/IHa PEeTPOCIICKTHBHA OIICHKA Ha ToJisiMa 3acTpaxoBaTenHa 0a3a nanau ot CAILl nocemenusita 3a
OBCY ca namanenu ¢ 42,7% (95% AU, 42,4-43,1%), a npeckpuniuute 3a OBCY — ¢ 41,9%, npu
Jieria 1Mo 2-roJuiliHa Bh3pacT B CPaBHEHUE C U3XOIHOTO HUBO Ipeau JuneH3upaneto (2004 cipsmo
1997-99). Ilpu envH cX0/€H aHATN3 XOCTUTATU3AUUTE U aMOYJIaTOPHUTE TOCEIIEHUS 33 THEBMOHUS
OT BCUYKH IPUYMHUATEIIA HaMaJIsiBa ChOTBETHO ¢ 52,4% u 41,1%. 3a chOUTHSATA, KOUTO CHEIIMATHO ca
OTIpeJieNIeHH KaTo MHEBMOKOKOBA ITHEBMOHUSI, HA0IIOaBaHUTE HAMAJICHUS Ha XOCTIUTATU3AIMHUTE H
amMOyJTaTOpPHUTE TOCEIIEeH s ca CbOTBETHO 57,6% u 46,9% npu aenara noj 2-roauinHa Bb3pacT B
CpaBHEHHE C U3XOJHOTO HUBO Mpeau nuieH3upanero (2004 cupsamo 1997-99). Benpexu ue ot Te3u
o0cepBaIOHHN aHAJIM3HM HE MOJKE JIa CE 3aKIII0UX PUYNHHO-CIIEICTBEHA BPB3Ka, TE3U pe3yNTaTh
npernonarar, ye Prevenar urpae BaxxHa poJis 3a HaMaJsiBaHe Ha TE)KECTTa Ha JIMTaBUYHUTE
3abomsBanust (OBCY u mHeBMOHWS) B TapreTHATA IpyTa.

IIpoyuBaHe 3a eUKaCHOCT IIpU BH3pACcTHU HA 65 U IIOBeYE TOAUHUA

Eduxkacnocrra cpenty I1I10 u UIT3, npuunnenn ot Bakcunanaus tun (BT) mMHEBMOKOKH, € OlleHEeHa B
MaIabHo, paHAOMHU3UPAHO, TBOWHOCIISIIO, TUIale00-KOHTPOIUpaHo npoyuBane (M3nuTBane Ha
UMYHHU3AIUS CPEILy THEBMOHUS, TIPUA00UTa B 00IIIECTBOTO, IpH Bb3pacTHu (Community-Acquired
Pneumonia Immunization Trial in Adults—CAPiTA)) B Hunepnaumus. 84 496 y4acTHUIM Ha Bb3pacT
65 u moBeye roMHM MMOJIy4aBaT ¢AHOKpaTHA BakcuHalus ¢ Prevenar 13 unu miane6o mpu
panzomMu3upane B cboTHouenue 1:1.

UznurBanero CAPiTA BkitouBa 10OpOBOIIH HA BB3pacT > 65, YMUTO ieMorpad)CKu U 3[[paBHU
XapaKTepUCTUKH MOXKE Jla C€ OTIMYABaT OT Te3U Ha MAI[UeHTUTE, KOUTO ThPCAT BaKCHHAIHS.

[IbpBHU enm3oa Ha MHEBMOHMS, TIOTBBP/ICHA OCPEICTBOM PEHTTEHOTpadus Ha TPBIHUS KOII,
HAJIO)KHJIa XOCTIUTAIN3AIHS, € YCTAaHOBEH Ipu okojio 2% oT Ta3u nomyiauud (n=1 814 yuactaunn),
ot kouTo 329 cnyyas ca norBbpaeHa mHeBMokokoBa [1110 u 182 ciyywas ca I1I1O, mpuuuHeHa ot
BaKCHUHAJIHUS TUII THEBMOKOKH, B IIOITyJIALMATA 110 IIPOTOKOJI U Mozm(bnul/lpaHaTa intent to treat
nomynaus (mITT). 3a mppBUYHaTa KpaiiHa TOYKa (B MOMyIalnyATa Mo IpoTokon) uma 139 (49 3a
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Prevenar 13: 90 3a mnane60) nbpBu enuzonu Ha 1110, npuunHeHa OT BAKCHHAIHUS TUI THEBMOKOKH,
KoeTo AaBa euxacHocT oT 45,56% (95,2% CI, 21,82-62,49; p=0,0000).

EdukacHocT cbI110 € 1eMOHCTpUpaHa U 3a ABETE BTOPHYHH KPalHU TOYKHU B MOIYJIALUATA TI0
NPOTOKOJI. 3a BTOpHYHATa KpaliHa Touka HeOakTepuemuyHa/HenaBasuBHa (Hb/HW) maeBMoKoKkoBa
[ITO uma 93 (33 3a Prevenar 13: 60 3a miane6o) mepsu enuzoga Ha Hb/HU IT10, npuunnaena ot
BaKCHHAJHHS TUII THEBMOKOKH, KOeTO naBa epukacHocT ot 45,00% (95,2% CI, 14,21-65,31;
p=0,0067). 3a BTOpruHata kpaitna Touka UI13 uma 35 (7 3a Prevenar 13: 28 3a mnane6o) mppBu
enuzona Ha MII3, npuunHeHo OT BaKCHHATHUS THII THEBMOKOKH, KOEeTO faBa edukacHocT oT 75,00%
(95,2% CI, 41,06-90,87; p=0,0005).

[IpoabKUTETHOCTTA HA TPOTEKTUBHATA €(PUKACHOCT cpelry mbpBH enu3o Ha [1110, mpuunHeHa oT
BakcuHaIHHA TN mHeBMOoKkoku, HB/HU TIT1O, npuyrHeHa OT BaKCHHAIHUS THI THEBMOKOKH, 1 W13,
MPUYMHEHO OT BAKCUHAIHUS THUIl THEBMOKOKH, CE 3aa3Ba npe3 enus 4-roauuieH nepuo Ha
MPOYYBAHETO.

I[H3aﬁH"bT Ha U3NHUTBAHCTO HC BKIIIOYBA ACMOHCTPUPAHC HA e(l)I/IKaCHOCT B IOATPYIIUTC U 6pOﬂT Ha
Y4aCTHULIUTC HA BB3PacCT > 85 roavHU HE € JOCTATHUCH, 3a Ja CC ACMOHCTPHUpaA e(l)I/IKaCHOCT B Ta3u

BB3pPaCTOBA IrpyIa.

HDOV‘{BaHI/ISI 3a UMYHOT'CHHOCT IIPH BH3PACTHHU >18 TOIMHU U B CTap4CCKa Bb3pacT

[Ipu BB3pacTHH HE € OIpeeNieH Mpar Ha KOHIEHTPaLUusITa Ha ClieU(pUIHNUTE 32 BCEKU CEPOTHIT
MTHEBMOKOKOB IOJIN3axapuj] cBbp3Baliy IgG aHTHTENa, OCUTYpsBaIl IPOTEKIUSA. 38 BCHYKH OCHOBHU
KJIMHAYHU U3MHUTBAHMA € M3II0JI3BaH cepoTul crenuduuer onconodaronurosex tect (OPA) karo
Cyporar 3a OLeHsIBaHe Ha MOTCHIHATHATa eUKACHOCT Cpelly HHBa3UBHO THEBMOKOKOBO 3a00JIsiBaHe
u nHeBMoHUs. U3zuncnenu ca cpeano reomerpuunute Tutpu (GMTs) na OPA, u3mepen 1 mecen cnen
Bcska BakcuHauus. OPA tuTpure ce u3passBar KaTo perunpoyHaTa CTOMHOCT Ha Hall-BUCOKOTO
CEpPYMHO pa3pexaaHe, KOETO HaMalsBa NPEXXUBIEMOCTTa Ha THEBMOKOKHTE ¢ ToHE 50 %.

OcnoBHHTe npoyuBaHus 3a Prevenar 13 ca mnanupany aa nokaxar, ye pyakauoHanaure OPA
AHTHUTSIIO OTTOBOPH 32 13-Te cepoTuma ca He MO-Mallko ePUKACHH, U 33 HIKOW CEPOTUIIOBE MO-I00pH,
ot 12-te cepoTtumna, o0IM ¢ pa3penieHara 3a ynotpeda 23-BajeHTHA THEBMOKOKOBA TIOJIM3aXapyuIHa
BakcuHa [1, 3,4, 5, 6B, 7F, 9V, 14, 18C, 19A, 19F, 23F] eaun Mecell cnej npuiarane Ha BAKCUHATA.
OTroBopsT KbM cepoTUl 6A, KOWTO € yHUKalleH 3a Prevenar 13, e onpenenen upe3 Joka3BaHe HA
4-xpatHo yBenumueHue B cnenuduyanmst OPA TUTBp cripsiMo HUBaTa MPeAd UMYHHU3AIHATA.

[IpoBenenu ca net kMHUYHY poyuBanus B EBpona n CAILl, oneHsBamy IMyHOT€HHOCTTA Ha
Prevenar 13 npu pasnuuHu Bb3pacTOBH I'pynH, Bapupammy ot 18-95-rogumna Bbp3pact. Knuananure
npoyuBanus ¢ Prevenar 13 B MOMeHTa MPeJOCTABST JAHHHU 32 UMYHOT'€HHOCTTA MIPY BB3PACTHU HA U
Hax 18 roguHu, BKIIOYUTEIHO B3pACcTHHU Ha 65 U MOBeYe rOMHH, KOUTO Ca BAKCHHUPAHH MIPEIH TOBA
C eIHa WM TIOBEYE 03 OT 23-BajleHTHATa MTHEBMOKOKOBA ITOJIM3aXapHiHa BAKCHHA 5 TOOUHU TPean
BKJIIOUBAHETO B IIPOYYBaHETO. BCsko mpoyuBaHe BKIIOYBA 3/IPaBU BH3PACTHU UHIUBUIN U
MMYHOKOMIIETEHTHHU Bb3PACTHHU ChC CTAOMIIHU MOAJIEKAIIN ChCTOSHHSL, 32 KOUTO € U3BECTHO, Ue
npeapasnojaraT KbM ITHEBMOKOKOBa HHPEKIHS (T.€. XPOHUYHO ChPIEYHO-CHOBO 3a00JsIBaHE,
XpoHHUYHA O6e10ApoOHa 60IeCT, BKIIOYUTEIHO acTMa, ObOpEYHH HapyILIeHUs U 3axXapeH quaderT,
XPOHHUYHO YepHOAPOOHO 3a00IIsBaHe, BKIIOYUTEIHO ANKOXOJIHO YePHOAPOOHO 3a00IIsBaHe), U
BB3PACTHH C PUCKOBHU (aKTOPH, KATO TIOTIOHOIYIIIEHE U 3JI0yHOTpeda ¢ aJIKOXO0.

NmyHorenHocTTa 1 6e30macHocTTa Ha Prevenar 13 e qoka3aHa npu Bb3pacTHU HA U Hax 18 roauHw,
BKJIIOUUTENHO TAKMBA, BAKCUHUPAHU MIPEAU TOBA C THEBMOKOKOBA MOJIM3aXapyIHa BaKCHHA.

Bwspacmuu, koumo ue ca saxcunupanu npedu mosa ¢ 23-6aieHmHa NHEBMOKOKO8A NONU3AXAPUOHA
sakcuma

B nmupexkTHO CpaBHUTENHO NMPOYYBaHE, MPOBEAEHO MPH Bb3pacTHU OT 60 10 64 roANHH, yYaCTHHLIUTE
ca MOJy4YHJIN eJHOKpaTHa fo3a win Prevenar 13, nnu 23-BaneHTHa MTHEBMOKOKOBA MOJIM3aXapuaHa
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BaKCHHA. B chII0TO Npoy4BaHe Apyra rpymna oT Bb3pacTHU yyacTHHLU OT 50 1o 59 rogunu u Tpera
rpyna ot 18-49 ronuHu nomayyaBaT eqHOKpaTHa fo3a Prevenar 13.

Tabmuua 5 cpaBusiBa OPA GMTs 1 mecen cien no3zara npu 60-64-roauiiay, Ha KOUTO € MPUIIOKEHA
WIH eqHOKpaTHa fo3a Prevenar 13, nnn 23-BanieHTHa THEBMOKOKOBA ITOJIN3axXapyuHa BAKCHHA, U IPU
50-59-roauiHy, Ha KOMTO € MPHIIOKEHA eIHOKpaTHa A03a Prevenar 13.

Tabmmna 5: OPA GMTs npu Bb3pacTHu Ha 60-64 ronmHu, HAa KOUTO e NpuJIoxkeH Prevenar 13
WIN 23-BaJICHTHA THEBMOKOKOBA NoJm3axapuana sakcua (PPSV23), u npu Bb3pacTHu Ha
6
50-59 roauHu, Ha KOMTO e npuaoxken Prevenar 13*°°

Prevenar 13 | Prevenar 13| PPSV23
60-64 Prevenar 13 Prevenar 13 cipsimo
50-59 cnpsimo PPSV23,
50-59 roaunn|60-64 ronuHN| TrOAUHH 60-64 roxmmmn 60-64 roxmun
N=350-384 | N=359-404 | N=367-402

Ceporun GMT GMT GMT GMR | (95% A1) | GMR | (95% JAN)
1 200 146 104 1,4 |(1,08;1,73) 1,4 (1,10; 1,78)
3 91 93 85 1,0 ((0,81;1,19) 1,1 (0,90; 1,32)
4 2 833 2062 1295 1.4 ((1,07;1,77) 1,6 (1,19; 2,13)
5 269 199 162 1,4 |(1,01; 1,80) 1,2 (0,93; 1,62)
6A" 4328 2 593 213 1,7  |(1,30; 2,15)] 12,1 |(8,63;17,08)
6B 3212 1 984 788 1,6 ((1,24;2,12)] 2,5 (1,82; 3,48)
7F 1 520 1 120 405 1,4  ((1,03;1,79)] 2.8 (1,98; 3,87)
A% 1726 1164 407 1,5 |(1,11;1,98)] 29 (2,00; 4,08)
14 957 612 692 1,6 |(1,16;2,12)] 09 (0,64; 1,21)
18C 1939 1726 925 1,1 (0,86; 1,47) 1,9 (1,39; 2,51)
19A 956 682 352 1,4 |(1,16; 1,69) 1,9 (1,56; 2,41)
19F 599 517 539 1,2 ((0,87; 1,54) 1,0 (0,72; 1,28)
23F 494 375 72 1,3  [(0,94; 1,84)] 5,2 (3,67; 7,33)

" He mo-mankara e(pMKacHOCT € OIpejIeNieHa IIPU J0JIHA TPaHMIa Ha JABYCTpaHHUs 95% 10BepUTENeH
uHTepBai 3a GMR, no-ronama ot 0,5.

° CTaTHCTHYECKH 3HAYNMO TI0-CHJICH OTTOBOD € OMNpeJIesIeH MpHU JOJIHA TPaHULA HA ABYCTpaHHUA 95%
imoBepuTeneH uatepsan 3a GMR, nmo-rosnsma ot 1.

" 3a ceporun 6AT, KOWTO € yHuKalleH 3a Prevenar 13, cTaTUCTUYECKU 3HAYUMO MO-CUIIEH OTTOBOD €
OonpezeseH NMpH 0JIHA TpaHHIa Ha AByCcTpaHHUsS 95% nosepureneH untepsai 3a GMR, no-ronsima ot
2.

[Ipu BB3pacTan Ha 60-64 ronuan OPA GMTs 3a Prevenar 13 ca ne mo-manko eguxacau ot OPA
GMTs 3a 23-BaneHTHAaTa THEBMOKOKOBA TOJM3aXapHIHa BaKCHUHA 32 12-Te 00IIM 3a JBETe BAKCHHH
cepoturna. 3a 9 ceporuna OPA TUTpUTE ca CTATUCTUUECKU 3HAYUMO MO-BUCOKHU MIPU MOITYUUIUTE
Prevenar 13.

IIpu BB3pactHu Ha 50-59 roguan OPA GMTs 3a Bcuuku 13 ceportuna B Prevenar 13 ca He mo-masko
edpuxacHu ot otroBopure npu Prevenar 13 npu Bb3pactau Ha 60-64 ronunau. 3a 9 ceporuna
UMYHHHUTE OTTOBOPH Ca CBBP3aHH C Bb3pacTTa, KaTo Bb3pacTHUTE B rpynata 50-59 ronnHu nokassaT
CTaTHCTUYECKH 3HAYMMO MO-CHJIHU OTTOBOPH OT Bb3pacTHHUTE Ha 60-64 ronnHu.

IIpu Bcuuky Be3pacTHU Ha > 50 TOAMHM, BAKCHHUPAHHU C €IHOKpaTHA 1o3a Prevenar 13, OPA tutpute

3a CCpOTHUIl 6A ca 3HAYMMO I10-BHCOKH B CpaBHCHUC C TC3U IIPU BB3PACTHU HA >60 T'OAWMHH, KOHUTO Ca
MNOJIy4YWJIN €JHOKpPATHA J03a 23-BajJIcHTHA ITHEBMOKOKOBA nojm3axapuJiHa BaKCHHA.
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Enna ronuna cnen Bakcunupane ¢ Prevenar 13 OPA tuTpure cianat, cpaBHEHO CbC CTOMHOCTUTE
€IMH Mecel] ciesl BakcuHanuaTa. Benpeku ToBa, OPA TuTpuTe 32 BCHUKHM CEPOTUIIOBE CE 3ama3BaT
MO-BUCOKH OT U3XOJAHHUTE HUBA.

OPA GMT Ha OPA GMT enna roguna

HU3XO0JHO HUBO cnen Prevenar 13
Br3pactau Ha 50-59 roguHmu, KOUTO HE ca
BaKCHHHPaHH IIPEI TOBA C 23-BaJeHTHA 5 mo 45 20 oo 1 234
ITHEBMOKOKOBA MOJIM3aXapuaHa BaKCHHA
Bn3pactau Ha 60-64 ronuHu, KOUTO HE ca 5 mo 37 19 no 733

BAaKCHHHPAHU IIPpEaU TOBA C 23-BajIcHTHA
IMTHCBMOKOKOBA ITOJIM3aXapruJiHa BAaKCHUHA

Tabmuma 6 nokazea OPA GMTs 1 mecer cries eqHOKpaTHa no3a Prevenar 13 mpu 18-49-roaumau
cupsamo 60-64-roguuiamy.

Ta6mmna 6: OPA GMTs npu Be3pacTHu Ha 18-49 ronunu u 60-64 roquHu, Ha KOUTO €
npuioxen Prevenar 13*°

18-49 roannn
18-49 roguun 60-64 ronunu CrpsiMo

N=836-866 N=359-404 60-64 ronunu
Ceporun GMT® GMT® GMR (95% JIN®)
1 353 146 2.4 (2,03; 2,87)
3 91 93 1,0 (0,84; 1,13)
4 4747 2 062 2,3 (1,92; 2,76)
5 386 199 1,9 (1,55; 2,42)
6A 5746 2593 2,2 (1,84; 2,67)
6B 9813 1984 49 (4,13; 5,93)
7F 3249 1120 2.9 (2,41; 3,49)
A% 3339 1164 2.9 (2,34; 3,52)
14 2983 612 49 (4,01; 5,93)
18C 3989 1726 2,3 (1,91; 2,79)
19A 1 580 682 2,3 (2,02; 2,66)
19F 1533 517 3,0 (2,44; 3,60)
23F 1570 375 472 (3,31; 5,31)

“He mno-mainkara e(pUKacHOCT € OlpejIesieHa Py JOJIHA IPaHKIa Ha ABYCTpaHHus 95% noBepHUTeNeH
unTepBai 3a GMR, mo-roysama ot 0,5.

% CTaTHCTHYECKH 3HAUNMO [O-CHIICH OTTOBOD € OTpe/IeIICH MPH JOJTHA TPpaHUIla Ha ABYCTpaHHUI 95%

nmoBepuTesieH natepsai 3a GMR, mo-rosysama ot 1.

* oBepurenuute naTepBanu (JIM) 3a CbOTHOIIEHUETO MIPEACTABIABAT 0OpaTHH TpaHC(hOPMAIMU Ha

TTOBEPUTEIICH HHTEPBAJI, OCHOBAaH Ha t-pasnpeaenennero Ha CTIONBHT 3a CpelHaTa pa3inka Ha

JIOrapUTMUTE Ha MMapaMEeTPUTE.

IIpu Bp3pactau Ha 18-49 roguan OPA GMTs xkbM Bcuuku cepoTunose B Prevenar 13 ca He mo-manko
epuKacHU OT OTroBopuTe KbM Prevenar 13 npu Be3pactHu Ha 60-64 ToUHH.

Enna roguna cnen Bakcunupane ¢ Prevenar 13 OPA Tutpute criagaT, CpaBHEHO ChC CTOWHOCTHUTE

eIIMH Mecel] clie]] BakcuHanusITa. Berpeku ToBa, OPA TuTpuTe 32 BCUYKU CEPOTHUIIOBE CE 3ala3BaT
MMO-BUCOKH OT U3XOJIHUTE HUBA.
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OPA GMT Ha
HU3XOJTHO HUBO

OPA GMT enna roguHa ciien
Prevenar 13

Bu3pacthu Ha 18-49 rogunu, KOUTo HE ca
BaKCHHHPaHH IIPEIU TOBa C 23-BaJeHTHA
ITHEBMOKOKOBA MOJIM3aXapuaHa BaKCHHA

5 mo 186

23 1o 2 948

Bw3pacmuu, saxcunupanu npeou mosa ¢ 23-6aieHmua NHEBMOKOK08A NOJIUZAXAPUOHA BAKCUHA
HNmynnute orroBopu KbM Prevenar 13 u 23-BajeHTHaTa MHEBMOKOKOBA MOJIM3axapuaHa BAaKCHHA Ca
CpaBHEHU B JUPEKTHO CPABHUTEIHO U3MUTBAHE NPU Bb3PAaCTHU Ha > 70 TOJUHU, KOUTO Ca MOIYyUHIN
€HOKpaTHA 1032 MHEBMOKOKOBA MOJIN3aXxapy/IHa BAKCUHA TIOHE 5 TOAUHY NPEIU BAKCUHUPAHETO B

MIPOYYBAHETO.

Tabmuma 7 cpaBasiBa OPA GMTs 1 mecer cien BakcHHAIMATA HA BB3pacTHU Ha > 70 ToAuHM,
BAKCHHUPAHU MPEIU TOBA C MHEBMOKOKBA MOJIM3aXapuaHa BaKCHHA, KOUTO Ca MOIYYWIH €IHOKpaTHA
no3a unu Prevenar 13, unu 23-BajnieHTHa MHEBMOKOKOBA MOJIU3aXapUIHA BAKCHUHA.

Tabmna 7 - OPA GMTSs npu Bb3pacTHi Ha > 70 roAMHH, BAKCHHMPAHH NPeIu TOBA ¢
IMMHEBMOKOKOBA MOJIN3aXapH/IHa BAKCHHA, KOMTO ca moay4nau uin Prevenar 13, nim

23-BajIeHTHA IHEBMOKOKOBA NoJu3axapuaHa Bakcuna (PPSV23)

a,0,B

Prevenar 13 PPSV23 Prevenar OPA GMT
N=400-426 N=395-445 cnpsimo PPSV23
Ceporun OPA GMT OPA GMT GMR (95% 1)
1 81 55 1,5 (1,17; 1,88)
3 55 49 1,1 (0,91; 1,35)
4 545 203 2,7 (1,93; 3,74)
5 72 36 2,0 (1,55; 2,63)
6AT 903 94 9,6 (7,00; 13,26)
6B 1261 417 3,0 (2,21; 4,13)
7F 245 160 1,5 (1,07; 2,18)
9V 181 90 2,0 (1,36; 2,97)
14 280 285 1,0 (0,73; 1,33)
18C 907 481 1,9 (1,42; 2,50)
19A 354 200 1,8 (1,43; 2,20)
19F 333 214 1,6 (1,17; 2,06)
23F 158 43 3,7 (2,69; 5,09)

“He mo- Maskarta eUKacHOCT € Ompe/ie/icHa IPH J0JIHA TPAHUIIA HA IBYCTpaHHUS 95% IOBEpHUTEIICH

unTepBai 3a GMR, no-ronsama ot 0,5.

® CraTMCTHYECKH 3HAUNMO MO-CHIICH OTTOBOP € ONPE/Ie/IeH MPH JI0THA FPAHHIIA HA JBYCTPAHHUS 95%
nosepuTenieH uHTepBan 3a GMR, no-ronsma ot 1.
® 3a cepotun 6A", koiiTo e yHuKaneH 3a Prevenar 13, cTaTHCTHYECKH 3HAYMMO TO-CHJIECH OTTOBOP €

ompeesieH, MpHU JOHA TpaHuIla Ha ABycTpaHHus 95% moseputenen narepsai 3a GMR, mo-romsMa ot

2.

[Ipu BB3pacTHH, BAKCHHUPAHU C THEBMOKOKOBA TOJIM3aXapuaHa BaKCHHA MIOHE 5 TOAMHU TIPeIu
KIuHUYHOTO npoyuBaHe, OPA GMTs 3a Prevenar 13 ca He mo-Majiko e(UKacHU OT OTTOBOPHUTE MPH
23-BajieHTHaTa MHEBMOKOKOBA IMOJIM3axapuaHa BakcuHa 3a 12-te o0 cepotuna. Hermro noseue, B
TOBa MPOYYBAHE Ca IEMOHCTPUPAHHU CTATUCTHUECKU 3HAaUMMO 10o-BHcOkn OPA GMTs 3a 10 ot 12-1e
o0mm ceporuna. IMyHHHTE OTTOBOPH KbM CEpOTHI 6A ca CTaTUCTUYECKH 3HAYUMO MO-CHITHU CJIE]
BakcuHanus ¢ Prevenar 13, oTkoakoTo cies 23-BajieHTHA THEBMOKOKOBA MOJIM3aXapHiHa BaKCHHA.

Enna roguna cnen Bakcunupane ¢ Prevenar 13 npu Bb3pactau Ha 1 Haja 70 roAMHH, KOUTO ca
BaKCUHUPAHU ¢ 23-BajicHTHA THEBMOKOKOBA IOJIM3aXapyIHa BAKCHHA ITOHE S5 TOWHU MIPEIN
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BKJIFOYBAHC B IIPOYYBAHCTO, OPA TUTPUTC CIIaAaT CPABHCHO CHC CTOMHOCTHUTE CIWH MCCEII CIICT
BaKCHHaNuATA. B’BHpeKI/I TOBA, OPA TUTPUTEC CC 3alla3BaT IMO-BUCOKH OT U3XOJAHUTC HUBA.

OPA GMT na m3xomao | OPA GMT enna roawHa cien
HUBO Prevenar 13

Bo3pactau > 70 rogunu,
BAKCUHUPAHU C 23-BaJlCHTHA 9 o 122 18 mo 381
MMHEBMOKOKOBA MOJIU3axapuIHa
BAKCHHA MIOHE 5 TOAVHU Npeau
BKJIIOYBAHE B IPOYUYBAHETO

IMyHHH OTTrOBOpH IIPH CIIENUAIHN HOITYJIIAINNA

HpI/I WHIAUBUAN C NOJTYONIHUCAHUTEC CHCTOSAHUA MMaA ITOBUIIICH PUCK OT THECBMOKOKOBO 3a0ongBane. He e
H3BCCTHO KIIMHUYHOTO 3HAYCHHUC HA MPECAN3BUKAHUTC OT Prevenar 13 HuBa Ha aHTUTEIaTa npu
MMOCOYCHUTC CIICHHUAIHU MOITyJIalluH.

Cvpnosuono-KiemvyHa anemus

[IpoBeneHo € OTKPUTO pOyUYBaHe ¢ eAHO paMo BB Dpannus, Utamus, O6eaunaeno kpanctso, CAIL,
JluBan, Eruner u Cayaurcka Apabus ¢ npuiioxenue Ha 2 1o3u Prevenar 13 npe3 6 mecena npu

158 nmena u roHOIIM HA BB3PACT >6 10 <18 TOJUHY ChC CHPIIOBUIHO-KIETHhYHA aHEMUSI, KOUTO Cca OWITH
BAKCHHUPAHU MPEIU TOBA C €HA WK MTOBEYE 103U 23-BaJCHTHA MTHEBMOKOKOBA MOJIM3axapuaHa
BAaKCHHA Hall-MaJko 6 Mecela npeau BKIouBaHneTo uM. Cien mppBaTa BakcuHauus Prevenar 13 Boau
JI0 HUBa Ha aHTUTENA, U3MepeHH kakTo nocpeactsoM IgG GMC, taka u nocpenctsoM OPA GMT,
KOUTO Ca CTaTUCTUYECKU 3HAUMMO T0-BUCOKU B CPAaBHEHHUE C TE3U Mpeau BakcuHanusara. Cuex
BTOpATa [03a UMYHHUTE OTTOBOPH Ca CPAaBHUMH C T€3U ciel MbpBaTa Ao3a. Enqna roguna cien
BTOpAaTa /1033 HUBATa Ha aHTUTENA, U3MEpeHH KakTo nocpeactsoM IgG GMC, Ttaka 1 mocpeacTsoM
OPA GMT, ca no-BUCOKH B CpaBHEHHUE C TE€3M MIPEIU bpBaTa 103a oT Prevenar 13, ¢ u3kmoyeHue Ha
IgG GMC cToliHOCTHUTE 32 CEpPOTUIOBE 3 U 5, KOUTO Ca UMAJIU CXOJHU YUCIEHU CTOMHOCTH.

Jonvinumennu OaHHU OMHOCHO UMYHO2eHHOCmma Ha Prevenar (7-eanenmen): deya cvc cbpnosuoHo-
KIemvyHa aHemus

NmyHorenHocTTa Ha Prevenar e n3cneaBaHa B OTKpUTO, MHOTOLIEHTPOBO MIPOYYBaHE MpU

49 xppMaueTa chC CHPIOBUIAHO-KIEThYHA aHeMusl. [lenata ca Bakcunupanu ¢ Prevenar (3 go3u npe3
€IMH Mecel] cJel HaBbpIIBaHe Ha 2-MeceyHa Bb3pacT), KaTo Ha Bb3pacT 15-18 mecena 46 ot Tiax
MOJTy4aBaT U 23-BaJICHTHA THEBMOKOKOBA MOJIM3axapuaHa BakcuHa. Cien MbpBUYHATA UMYHH3ALHS
95,6 % OT MHAMBUANTE UMAT HUBA HA aHTUTENA OT Hail-Manko 0,35 ng/ml 3a Bcuukute cepeM
ceporuna B Prevenar. Cien npuioKeHHETO Ha MOJM3axapuaHaTa BaKCHHa € HaOIr01aBaHoO 3HAYUMO
MOBHILIEHUE HAa KOHIIEHTPAIMUTE Ha aHTUTEINA CPELLYy CEAEMTE CEPOTHIIA, KOETO MPEAToara, 4e €
Ouna nzpaboTeHa JOCTaThuHAa UMYHOJIOTHYHA MTAMET.

HIV unghexyus

Heya u 6v3pacmuu, He8AKCUHUPAHU NPedU MOBA C NHEBMOKOK08A 8AKCUHA

HIV-undexrupann nema u Bp3pactau cbe CD4 >200 kmetku/pl (cpenno 717,0 knetku/pl), Bupycen
toBap < 50 000 korus/ml (cpemuo 2090,0 komus/ml) u 63 akTHBHO 3200JsBaHE, CBHP3aHO ChC
CIIMH, xouTo HE ca BAKCUHUPAHU MPEeAH TOBA C THEBMOKOKOBA BAKCHHA, MOJy4YaBat 3 103U
Prevenar 13. CerimacHo oOmuTe MpernophKH BIIOCIEACTBIE UM € MPUIIOKEHA eTHOKPAaTHA 71033 OT
23-BaJieHTHa THEBMOKOKOBA TTOJIN3aXapy/IHa BaKCUHA. BakcHHUTE ca Mpuiiarany npe3 HHTEPBaIN OT
1 mecen. UIMyHHUTE OTTOBOPU ca OLieHEHHU IpHU 259-270 yyacTHUIM, NOIXOISIIH 32 OLICHKA,
npubmm3uTenTHO 1 Mecery cies Besika J1o3a oT BakcuHaTa. Cnen mbpBara fo03a Prevenar 13 Bonu 1o
HUBA Ha aHTUTeENA, U3MepeHH kakTo nocpeactsoM IgG GMC, taka u nocpeactsom OPA GMT, kouto
ca CTaTUCTHYECKY 3HAYMMO TI0-BUCOKH B CPaBHEHUE C HUBATa Npey BakcuHanuaTa. Cies BTopara u
Tperara j03a Prevenar 13 uMyHHUTE OTTOBOPH ca CPAaBHUMU C TE€3H CJIe] ITbpBaTa J103a MU T0-
BHCOKH OT TSX.
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Bwspacmuu, eaxcunupanu npedu moga c 23-eanenmua NHeMOKOK08A NOIU3AXAPUOHA BAKCUHA
HIV-undextupanu Bp3pactau > 18-rogumna Be3pact csec CD4 >200 xnerku/pl (cpenno

609,1 knetku/pul) u Bupycen toap <50 000 xomus/ml (cpeano 330,6 konust/ml), kouro ca 6e3
aKTUBHO 3a00isBaHe, cBbp3aHo cbe CIIMH, u ca Ounm BakcMHUpaHU Mpeay ToBa ¢ 23-BaJIeHTHA
ITHEBMOKOKOBA MOJIM3axapuHa BAKCHHA, IPUJIOKEHA HAal-MaJIKo 6 Mecella MpeIy BKIYBAHETO UM,
nonyyaBaT 3 go3u Prevenar 13 npu BkimrouBaHeTo, 6 Mecenia u 12 Mecena cieji mbpBarta J03a
Prevenar 13. ImyHHUTE OTTOBOpH ca OlleHEeHU Ipu 231-255 yyacTHULH, TOAXOASIIH 32 OLEHKA,
npubmm3uTenHo 1 Mecery cief Besika 103a ot Prevenar 13. Crien mepBata mo3a Prevenar 13 Boau 1o
HUBA Ha aHTHUTeENA, H3MepeHH kakTo nocpeactsoM IgG GMC, taka u nocpencrsom OPA GMT, kouto
ca CTaTUCTHYECKH 3HAYMMO IO-BUCOKH B CPaBHEHHE C T€3M IIpean BakcuHanusaTa. Ciuen BropaTta v
Tperara f1o3a Prevenar 13 iMyHHHUTE OTTOBOPH ca CPaBHHUMHU C TE€3H CJeJ IbpBaTa 103a MU 10-
BHCOKH OT TsX. B npoy4BaneTo 162 nHANBHY ca MOMYYWIN €AHA IPEIXOAHA J03a 23-BaJeHTHA
ITHEBMOKOKOBA MOJIM3axapuHa BakCUHA, 143 WHAMBHIN — ABE NPEAXOIHU I03H, H

26 MHAMBHIY - TIOBEYE OT 2 MPEAXOAHU A03H 23-BaJIcHTHA THEBMOKOKOBA MOJIN3aXapH/IHa BaKCHHA.
YyacTHUIUTE, TOTYYWIN ABE UIIU MOBEYE MPEIXOAHH JO3H 23-BalleHTHA THEBMOKOKOBA
MoJIN3axapuHa BaKCHHA, IEMOHCTPUPAT CXOAEH UMYHEH OTTOBOP B CPAaBHEHUE C MOJIYYMINTE €1HA
MpeIXoaHa J03a.

Tpancnnanmayus Ha XeMONROEMUYHIU CIMBOLOBU KIEMKU

Jeua 1 Bp3pacTHH ¢ TpaHCIUIAHTALKS Ha aloreHHH XxeMonoeTuyHu ctBosioBH kietku (TXCK) na
BB3PACT > 2 TOAMHU B ITBJIHA XEMATOJOTHYHA PEMUCHSI Ha TTOAJISKAIOTO 3200 sIBAaHE WU B CIIy4anuTe
Ha MHOTO 100pa YyacTU4HA peMHCHUs P JuMdoma U MHuerIoMa, oTy4aBaT Tpu 103U Prevenar 13 ¢
MHTEpBaJ MEXKAY A03UTe OT MUHUMYM | Mecen. [IppBara no03a e npunarasa ot 3 1o 6 Mecena ciexn
TXCK. YerBbpTa (0ycrep) no3a ot Prevenar 13 e npunarana 6 mecena cieq tperata qo3a. CbriiacHo
o0muTe MpenopbKu 1 Mecell ciie yeTBbpTaTta q03a Prevenar 13 e mpuiokeHa eTHOKpaTHa 1032 OT
23-BaJIeHTHa THEBMOKOKOBA TOJIN3axapuHa BakcuHa. IMyHHUTE OTTOBOpH, H3MEPEHH NTOCPEICTBOM
IgG GMC, ca onenenu mpu 168-211 yyacTHHLIM, TOIXOAALIN 32 OLEHKA, NPUOIU3UTENHO 1 Mecer]
cieq BakcuHanuATa. Prevenar 13 Boau 10 noBrIaBaHe Ha HUBAaTa HA aHTUTENATA CJIE]] IPUIaraHeTo
Ha BCsiKa 103a. IMyHHUTE OTTOBOpH cien 4eTBbpTara fAo03a Prevenar 13 ca craTuCTHUECKN 3HAUMMO
MO-BUCOKH NPU BCUYKH CEPOTHIIOBE B CPaBHEHUE C TE3HU CJIe] TpeTaTa fAo3a. [Ipu ToBa mpoy4yBaHe He
ca U3MEepBaHu TUTpUTe Ha QpyHKIHOHamHUTE anTuTena (OPA tutpure).

5.2 ®apMaKOKHHETHYHH CBOICTBA

Hemnpunoxumo.

5.3 IIpeakJIMHUYHU JAHHH 32 0€30MIACHOCT

HexnmHn4HMTE JaHHU HE TOKA3BaT OCOOCH PUCK 3a XOopaTa Ha 0a3a Ha KOHBEHIIMOHATHUTE
(hapMakoIOTHYHH MTPOYUYBaHUS 32 O€30IaCHOCT, TOKCHYHOCT NPU €THOKPATHO X MHOTOKPATHO
MIpUJIaraHe, JJOKaJIHa TOHOCUMOCT U PENPOTYKTUBHA TOKCUYHOCT ¥ TOKCHYHOCT IO OTHOILIEHUE
Pa3BHUTHETO.

6. DPAPMAIIEBTUYHU JAHHHA

6.1 Chnucbk Ha IOMOIHHUTE BeleCTBa

Hatpues xmopug

SIaTapHa kucenuHa

[Homucop6ar 80

Boz[a 3a HHXKCKIIMH

3a agroBaHTa, BUKTE TOYKA 2.
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6.2 HecbBMeCTHMOCTH

[Ipu nunca Ha mpoy4YBaHHS 32 HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOIYKT HE TPsAOBa Ja ce cMecBa ¢
JpYyTH JEKApCTBEHU NPOIYKTH.

6.3 Cpok Ha rogHoOCT

3 ronuHU

6.4 Crnenuananm ycJoBHS Ha CbXpaHEHHe

Ja ce cpxpansBa B xnammiauk (2°C — 8°C). Jla He ce 3aMmpassBa.

Prevenar 13 e crabunen npu temneparypu 1o 25°C B npoAbJDKEHNE HAa YeTHPHU THU. B kpas Ha To3u
nepuof Prevenar 13 tpa6Ba na Oblie U3MONI3BaH WM U3XBBPIJIeH. Te3u NaHHM ca IpeJHa3HaYeHHU /1a
HacoyaT MEJUIMHCKUTE CIEIUATUCTH, B ClIydail HAa BpEMEHHH OTKJIOHEHMSI B TEMIIEpaTypaTa Ha
ChXpaHEHHE.

6.5 Bwuau cbabpkaHue HA OMIAKOBKATA

0,5 ml nHXeKUMOHHA CyCTIEH3MUs B IPEABAPUTEIHO HAITBJIHEHA CIIPUHLIOBKA (THI | cTBKIIO) € OyTaio
3amymanka (HechIbpiKalla JaTeKe XJI0poOyTHIOBa r'yMa) U IpeAna3Ha Karnadka 3a Bbpxa
(HechIBpXKaIa JaTeKC U30IPEeH OPOMOOYTHIIOBA I'yMa).

OmnaxoBku ot 1 u 10 npeaBapuTEIHO HATBJIHEHU CIIPUHLIOBKH, ChC MM 0€3 UIJIa, ¥ TPYyIoBa
OIIaKOBKA OT 5 OMaKOBKH, BCcAKa chAbpkama 10 npenBapuTeTHO HATBJIHEHU CIIPUHIIOBKH, CHC HITU
0e3 urina.

He Bcuuku BHOBE ONAaKOBKH MOTaT Ja ObJaT MyCHATH B IpoJaxoa.

6.6 Crnenuananu nmpeanas’Hu MepPKH NPH U3XBbPJsHe U padoTa

[Ipu cpxpaneHne Moxe Aa ce HabmoaaBat Osta yTaiika u OucTpa HagyTaeuyHa TEYHOCT. ToBa He €
MIPU3HAK 32 BJIOIIABAHE Ha Ka4eCTBOTO.

Hpezu/l npujarane BakCuHaTa Tpﬂ6Ba Ja €€ pasKjaTu ,Z[O6p€, 3a [1a CC MMOJIYYHU XOMOI'CHHA Osma
CyCIICH3uA, IIPpEAU Aa CC U3TJAaCKa Bb3AYXBT OT CIIPUHIOBKATA, U [1a CC MPCIJICaa BU3YAJIHO 3a

CBCHTYAJIHU YaCTUIIN W/WIH IMIPOMCHU BbB BHHIIIHUA BU. He H3HOH3BaﬁTe, dKO CbABPIKAHUCTO
U3IJIC)KAAa pa3JIMIHO.

Hsama cnenmaniy U3uCKBaHYS 32 U3XBBHPIISHE.

HewnsnomsBaHuAT neKkapcTBEH NPOAYKT WIX OTIIAIbUYHUTE MaTEpUaId OT HETO TPIOBa Ja Ce U3XBBPIIAT
B CHOTBETCTBHE C MECTHHUTE U3UCKBAHUS.

7. ITPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles
benarns
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8. HOMEP(A) HA PASPEIHLIEHHUETO 3A YIIOTPEBA

EU/1/09/590/001
EU/1/09/590/002
EU/1/09/590/003
EU/1/09/590/004
EU/1/09/590/005
EU/1/09/590/006

9. JATA HA ITBPBO PASPEITABAHE/TTIOJHOBSBAHE HA PASPEIHLIEHUETO 3A
YIIOTPEBA

[ata Ha epBoO paspemasane: 09 nekemspu 2009 r.

Hata Ha nocneano noanossiBane: 18 centemBpu 2014 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Honpo6na nadopmanus 3a TO3U JIEKApCTBEH MPOAYKT € IpeAocTaBeHa Ha yebOcaiita Ha EBponelickaTta
areHus 1o JekapcTaara http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUSA TIPOAYKT
Prevenar 13 umxeKmoHHa CyCIIEH3UsI B €AHOI030B (IIaKOH

[THeBMOKOKOBa NOJIM3axapuaHa KOHIOraTHA BakcuHa (13-BajeHTHa, aacopOupana)
[Pneumococcal polysaccharide conjugate vaccine (13-valent, adsorbed)]

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 mo3a (0,5 ml) cpabpxa:

IHeBMOKOKOB Momu3axapu ceporun 1! (Preumococcal polysaccharide serotype 1) 2,2 ug
ITHeBMOKOKOB momu3axapu ceporun 3' (Pneumococcal polysaccharide serotype 3") 2,2 ug
IHeBMOKOKOB momu3axapu ceporun 4' (Pneumococcal polysaccharide serotype 4") 2,2 ug
ITHeBMOKOKOB Tomm3axapu ceporun 5' (Pneumococcal polysaccharide serotype 5') 2,2 ug
ITHEeBMOKOKOB Tonm3axapu cepotun 6A' (Preumococcal polysaccharide serotype 64") 2,2 ug
ITHeBMOKOKOB Tonu3axapu cepotun 6B' (Pneumococcal polysaccharide serotype 6B") 4,4 ng
IreBMOKoKoB nomusaxapu ceporun 7E' (Pneumococcal polysaccharide serotype 7F") 2,2 ug
ITHeBMOKOKOB Tomu3axapu cepotun 9V' (Pneumococcal polysaccharide serotype 9V 2,2 ug
ITHeBMOKOKOB monu3axapu ceporun 14' (Pneumococcal polysaccharide serotype 14") 2,2 ug

IHeBMOKOKOB momu3axapus ceporun 18C' (Preumococcal polysaccharide serotype 18C") 2.2 pg
IIHeBMOKOKOB momm3axapu ceporunt 19A' (Pneumococcal polysaccharide serotype 194") 2.2 pg
IHeBMOKOKOB momu3axapu ceporun 19F' (Pneumococcal polysaccharide serotype 19F') 2.2 pg
IHeBMOKOKOB momu3axapu ceporun 23F' (Pneumococcal polysaccharide serotype 23F') 2.2 pg
'Komtorupan ¢ CRM o, HOCeI 6eThK, aACOpOUpaH BPXY anyMuHueB hpochar.

1 no3a (0,5 ml) ceabpska npudnusutenno 32 ug CRM,y; Hocem Oentsk u 0,125 mg amyMuHHA.

Tlomomnrau BCIICCTBA C U3BECTHO HeﬁCTBHe

3a IIBJIHUSA COUCHK Ha IIOMOIIMHUTEC BCIICCTBA BMXKTC TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

WHxXeKIMoHHA CyCIIeH3Us B €IHOI030B (hIIaKOH

Baxkcunara npecTaBisiBa XOMOTeHHa Osijla CyCIICH3HSL.

4. KIMHUYHU JAHHHA

4.1 TepaneBTHYHHU NOKA3AHUS

AKTHBHA UMYHU3alMs 3a IPEBEHINS HAa MHBA3WBHO 3a00JsIBaHE, THEBMOHHUS U OCTPO Bh3MAJICHUE HA
CPEIHOTO YXO, IPUUUHEHO OT Streptococcus pneumoniae, IpU KbPMaueTa, A€La U IOHOLIU Ha Bb3pacT
oT 6 ceqmunu 10 17 roguHU.

AKTHBHA UMYHU3aIIMs 3a TIPEBEHITUS HA MHBA3UBHO 3200JIIBaHE U THEBMOHUS, IPUYNHEHHN OT

Streptococcus pneumoniae, Ipy Bb3PAaCTHU >18 rOJMHU U B CTapUECKa Bb3pacT.

3a HH(bOpMaHPIH OTHOCHO IpCAIa3BaHC OT KOHKPETHU MHEBMOKOKOBH CCPOTHUIIOBC BUIKTC TOYKHN 44n
5.1.

W3nom3Banero Ha Prevenar 13 TprGBa Ja C€ OCHOBaBa Ha O(l)I/ILII/IaJ'IHI/ITe MMpCNoOpPBKHU, KAaTO CC UMa
npeaABuJ puCKbT OT UHBA3UBHO 3a00JIIBaHE U THEBMOHUS IIpu pa3jindHu Bb3paCTOBU I'PYIIH,
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MOJUICKALINTE ChIIBTCTBALLY 3a00JsIBaHNS, KAKTO ¥ BapHaOMIHATA EUACMUOJIOTHS Ha CEPOTHIIOBETE
B pa3IMyHUTE Teorpad)cku 00IacTH.

4.2 /lo3UpOBKA M HAYMH HA NPHJIOKEHHE
WmyHnuzanuonnara cxema 3a Prevenar 13 tpa6Ba na ce ocHOBaBa Ha 0(pUIIMATHUTE PETOPHKU.

gOBH[)OBKa

KLpMaqua 1 Ac1a Ha Bb3PacT OT 6 ceaMuIn A0 5 TOOUHHA

IIpenoppuBa ce kppMaueTaTa, KOUTO MOJTYYaBatT IbpBa A03a OT Prevenar 13, na 3apbpuiaT Kypca Ha
BakcuHanus ¢ Prevenar 13.

KbpMauera Ha BB3pacT 6 cenMHUIIM-6 Mecela

Tlvpsuuna umynuzayus ¢ mpu 0o3u

[IpenopbunTenHaTa UMyHH3AIMOHHA CEPHS C€ ChCTOM OT YETHPH 103U, Besika ot 0,5 ml. OcHoBHaTa
cepus MpH KbpMadeTa ce ChCTOU OT TPH JI03U, KaTO IIbpBaTa 1032 0OMKHOBEHO Ce Tpuiiara Ha Bb3pacT
2 Mecella 4 ¢ UHTepBai OT oHe 1 Mecen Mexay aoszute. [IppBaTa g03a MOXKe Aa ce MPUIIOKU Hall-
paHo Ha BB3pacT OT IecT cenmuiid. YerpppTara (OycTep) mo3a ce mpernopbyBa Ha B3pacT Mexay 11
u 15 mecerna.

TTvpsuuna umynuzayus ¢ 0se 003u

Karo antepnatuBen Bapuanrt, korato Prevenar 13 ce mpuiara kato 4act OT pyTHHHATa
MMYHHU3allMOHHA IIporpama IpHu KbpMadeTa, TpsiOBa ja ce MPHIIOKH Ceprsi OT TPH JO3H, BCSIKA OT IO
0,5 ml. ITppBaTa 1032 MOXeE Aa ce MPUIIOKH OT 2 MEceyHa Bb3pacT, a BTOpaTa J03a — 2 Mecela Io-
KbCHO. Tperarta (Oycrep) no3a ce nmpenopbuBa Ha Be3pacT Mexay 11 u 15 mecena (Bx. Touka 5.1).

HDC)K,Z[eBDeMeHHO POACHH KbpMadyCTa (< 37 récralimoHHa CCHMI/IHa)

IIpu npexIeBpeMEHHO pOIEHU KbpMadeTa MPEeNnopbUnTeIHATa UMYHU3AMOHHA CEPHS C€ CHCTOH OT
yetupu go3u 1o 0,5 ml. IIspBudHaTa cepus 3a KbpMaueTa c€ CbCTOM OT TPHU JI03H, KaTO IbpBaTa 1032
ce MpuIIara Ha Bb3pacT 2 Mecella U ¢ HHTEpBal OT Hal-Manko 1 Mecen Mmexay nposute. [IspBara no3a
MOYKe J1a ce IPUJIOKH OIle Ha BB3pacT wecT ceqMuun. YersppraTa (Oycrep) 103a ce mpenopbuBa
mexay 11 u 15 meceuna Be3pact (Bx. Touku 4.4 u 5.1).

HeBakcunupanu KbpMayeTa M Jela Ha Bb3pacT > 7 MeEcena

Kvpmauema na eév3pacm 7-11 meceya
JBe nosu, Beska ot no 0,5 ml, ¢ uaTEpBaN oT oHe 1 Mecen Mexay po3ute. Tpera no03a ce
MpenopbyuBa Npe3 BTopaTa roAuHa OT )KUBOTA.

leya na eévspacm 12-23 meceya
JBe no3u, Besaka ot no 0,5 ml, ¢ mHTEpBaN OT OHE 2 Mecena Mexay 103uTe (BXK. Touka 5.1).

Heya u ronowu Ha ev3pacm 2-17 200unu
Enna enqHokpatHa mo3a ot 0,5 ml.

Cxewma 3a Bakcuaupase ¢ Prevenar 13 3a xppMayeTa u JIelia, KOUTO IIPEIU TOBA ca OMJIM BAKCUHUPAHU
¢ Prevenar (7-BanentHa) (Streptococcus pneumoniae ceporumnose 4, 6B, 9V, 14, 18C, 19F u 23F)

Prevenar 13 chabpaxa chiute 7 cepoTUIa, BKIIOUYECHH B Prevenar, kaTo ce W3Moi3Ba ChIIHUAT HOCEII]
6entbk CRM g7

30



KbpmaueraTa u nenara, KOUTO ca 3al0YHANIM UMYyHU3alus ¢ Prevenar, Morar na npeMHHaT Ha
Prevenar 13 BBB Bcekr €IMH MOMEHT OT CXEMaTa.

Manxu deya (12-59 meceya) nanvano umynuzupanu ¢ Prevenar (7-eanenmna)

Mauiku menia, KOUTO c€ CUMTAT 3a HAaIll'bJIHO UMyHH3UpaHu ¢ Prevenar (7-BanenTHa), TpsOBa na
noiyyvat exHa go3a ot 0,5 ml Prevenar 13, 3a na ce u3rpagy UMyHEH OTTOBOp KbM 6-Te
JOIBJIHUTENHU cepoTuna. Tasu go3a Prevenar 13 TpsiOBa na Obae npuiioskeHa MOHE 8 CEIMUILIN CIEH
nocneaHara no3a Prevenar (7-BanenTHa) (Bk. Touka 5.1).

Heya u onowu Ha v3pacm 5—17 200unu

Heua Ha BB3pacT oT 5 1017 roguHu Morart Aa noiay4aT eAHOKpaTHa fo03a oT Prevenar 13, ako Te ca
OMIIM BAKCHHUPAHU TPEIN TOBA C eJHa WK rmoBeve no3u Prevenar. Ta3u no3a Prevenar 13 TpsioBa na
ce TIPUJIOXKH TTOHE § CeIMUIIH CIieT MoclieAHarTa g03a Prevenar (7-BasienTHa) (Bk. Touka 5.1).

Bo3pactHu >18 roguHu ¥ cTapyecka Bb3pacT

E,I[Ha CAHOKpaTHa n03a.
HGO6XO,I[I/IMOCTTa OT p€BaKCHHAIMA C IOCJICABAIlAa J03a Prevenar 13 He e YCTaHOBCHA.

HezaBucumo ot NpeaAXOoAHNA THECBMOKOKOB BAKCUHAIIMOHCH CTATYyC, aKO yHOTpe6aTa Ha 23-BaJIcHTHA
IMTHCBMOKOKOBA ITOJIM3aXapruJHa BaAKCUHA C€ CYUTA 3a IMOAXO0AA1IA, TpSI6Ba Ja 6’[:,[[6 MPUIIOKCH ITBPBO

Prevenar 13 (Bx. Touku 4.5 u 5.1).

CHeLII/IaJ'IHI/I nonyJiannnun

WHauBuanTe, KOUTO UMAT IO UISKAIIN 3a00IBAHUS, TIPEIpa3Noaraiy ra KbM HHBa3HBHO
MTHEBMOKOKOBO 3a00J1siBaHe (KaTo HalpuMep ChPIOBHUIHO-KIeThYHa aHeMus win HIV undekius),
BKJIIOUUTEIHO BAKCUHUPAHUTE IPEIU TOBA C €IHA WM MOBEYE A03U 23-BaJICHTHA THEBMOKOKOBA
MoJTM3axapuHa BaKCHHA, MOTaT Ja TOIy4aT MoHe eaHa f1o03a Prevenar 13 (Bxk. Touka 5.1).

[Ipu nHIUBUAM ¢ TpaHCIUIAHTAIMS Ha XeMonoeTuyHu cTBojoBH KieTku (TXCK) npenopbuntennara
UMYHH3AIMOHHA CEPHs C€ ChbCTOM OT YeTHpH 103U Prevenar 13, Beska ot kouto e 1o 0,5 ml.
IIspBHUYHaTa cepus ce ChCTOU OT TPHU JO3H, KaTO MMbpBaTa J03a ce mpuiara oT 3 10 6 Mecena cien
TXCK u Ha uHTEpBas OT MUHUMYM | Mecen Mexay po3ute. [IpenopbuBa ce npuiiarane Ha YeTBbpTa
(byctep) mo3a 6 mecema cien TperaTa qo3a (BXK. Touka 5.1).

Hauun na OPHUIIOKCHUC

Bakcunara Tpsi6Ba na ce mpuiiara upe3 HHTpaMycCKyJTHO HHXeKTupane. [Ipennountanure Mecra ca
aHTepoaTepanHaTa 4yacT Ha 0eapoto (musculus vastus lateralis) mpu KbpMayeTa WM JIEITOUTHUASAT
MYCKYJI Ha MUIIHUIIATA MIPH JCLa U Bb3PACTHH.

4.3 IIporuBomokaszaHus

CBpBXUyBCTBUTEITHOCT KbM aKTHBHHUTE BEIIECCTBA WIN HAKOE OT IIOMOIIHUTE BELIECTBA, N30POCHH B
Touka 6.1, uiau KbM IUPTEPUECH TOKCOU.

Kakro v npu npyru BakcuHu, npuiiaraieto Ha Prevenar 13 Tps0Ba na ce OTIOXU IPH JIMLA, CTPaJalld
OT 0CTpO, TeXKO PebdpuinHo 3a0omsBane. Hanmunero Ha neka nHGEKLIUS KaTo MpoCcTyAa odade He
TpsiOBa J1a BOAM A0 OTJIaraHe Ha BAaKCHHALIUSATA.

4.4 CroenuanaHu nmpeaynpe;kaeHHs M peana3Hu MepKH NPH ynoTpeda

Prevenar 13 He Tps6Ba 1a ce npuiara BbTPEChI0BO.
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KaxTo mpy BcHYKy MH)KEKIIMOHHHA BaKCHHU, 32 PEJKUTE CITydau Ha aHAQWIAKTHYHA PEaKIUs CIIe]]
MpujiaraHe Ha BaKCMHATa BUHATH TPIOBa Ja € OCUTYPEHO MOIXO/ISII0 MEIUIIMHCKO JICUSHHE U
HaOIIOICHYE.

Tasu BakcuHa He TpsiOBa /1a ce mpuiiara KaTo HHTPaMyCKyJIHA WHXKEKLUS IPH WHAWBUAH C
TPOMOOLMTOIICHHS WIIM APYTO HAapyIIEHUE Ha KPBBOCHCUPBAHETO, KOETO OM OMJIO MPOTUBOIIOKA3aHNE
3a HHTPAMYCKYJIHO HHXEKTHUpPaHe, HO MOXE J1a Ce NMPHIIOKH MOJIK0XKHO, aKO MOTEHIMAIHATa 110132
KaTeropuuHO MPEBHUIIaBA PUCKOBETE (BXK. TouKa 5.1).

Prevenar 13 ocurypsiBa 3ammuTa camMo Cpelly CepoTUIIOBE Ha Streptococcus pneumoniae, BKIIOYEHU
BbB BAKCHHATa, 1 HE OCUTYPsIBA 3alLIUTa CPELLy APYTH MUKPOOPTaHU3MH, TPUUMHIBALIN HHBA3UBHU
3a00JsIBaHMs1, THEBMOHUS WM Bh3NaJCHUE Ha CPEAHOTO yX0. KakTo BcHuku Apyru BakKCHHU, Taka 1
Prevenar 13 moxe a He OCUTYpH 3alHTa 32 BCUYKH WHAWBUAM, TOJIyYaBaIlyd BAKCHHATA, OT
THEBMOKOKOBO 3a00JIsiBaHe. 3a Hall-aKTyaHaTa enuaeMHoIornyna nadopmanus BbB Bamara crpana
TpsiOBa J1a ce KOHCYJTHpAaTe ChbC ChOTBETHATA HALIMOHAIHA OpraHU3aLusl.

[Ipu uHIMBUAN C HapyLIeHa IMYHHA PEAaKTUBHOCT, HE3aBUCUMO JajIH BCIEICTBUE HA
MMYHOCYTIPECUBHA Tepanys, TeHETUYEH Ae()eKT, MHPEKIHUS ¢ YOBEIIKUA UMYHOAC(HUIIUTEH BUPYC
(HIV), nnu npyru npuauHu, MOXe Ja ce HaOoaaBa no-cnado oOpasyBaHe Ha aHTUTEIA B OTTOBOP Ha
aKTHBHATa UMYHHU3ALHA.

JanHu 3a 6e30MaCHOCT ¥ IMYHOTEHHOCT Ca HaJIMYHM 33 OTpaHUYeH Opoil MHIUBUIN ChC ChPIIOBHIHO-
kierpuHa anemust, HIV nndekuns unm ¢ TpaHCIUIaHTanys Ha XeMOIIOETUYHU CTBOJIOBH KJIETKH (BX.
Touka 5.1). Jlunceat nanHu 3a 6€30MaCHOCT M MMYHOTEHHOCT Ha Prevenar 13 npu MHOUBHIU OT OpyTU
creun(pUIHNT UIMYHOKOMIIPOMETUPAHH IPYyNH (HAMp. 3JI0Ka4eCTBEHU 00pa3yBaHus WK HeGpoTHIEH
CHHIPOM) U BaKCHHAIIMATA cJie/Ba 1a Ob/Ie MpeleHsIBaHa WHANBUAYAIHO.

To3u nexkapcTBeH MPOAYKT ChABPKa Mo-Mayko oT 1 mmol (23 mg) HaTpuii Ha 1034, T.€. MPAKTUIECCKH
HE ChIIbpKa HATPHIA.

KLpMaqua 1 Acna Ha Bb3PacT OT 6 ceaMuIn 10 5 TOOWHHA

[Ipu xnuaMYHY TpoyuyBaHus Prevenar 13 Boau 10 UMyHEH OTTOBOP KbM BCHYKH TPUHAIECET
CEpOTHIIA, BKIIFOUSHH BbB BaKCHHATa. VIMyHHUST OTTOBOP 3a cepoTul 3 ciie Oycrep 1o3a He ©
YBEJWYECH HAJl HUBaTa, HAOJIIOAaBaHU Clie]] MMYHU3aIMOHHATA CEPUS IPU KbpMadeTa; KITMHUYHOTO
3HaueHHE Ha TOBA HAOIIOICHNE 32 MHAYIIUPAHETO HA UMYHOJIOTUYHA TTAMET 3a CEPOTHI 3 €
HEU3BECTHO (BK. Touka 5.1).

Yactra Ha oTroBopminte ¢ pyHkuuoHanHu anturena (OPA tutpu > 1:8) kpM ceporunose 1,3 u S e
Bucoka. Cpeanute reomerpuuan OPA tutpu, obade, ca Mo-HUCKU, OTKOIKOTO CPELLY BCEKH OT
OCTaHAJIMTE AOMBIHUTEHN BaKCUHATHY cepoTUIoBe. KIIMHMYHOTO 3HAaUeHHe Ha TOBa HAOJIOACHHUE 32
NPOTEKTUBHATA EPUKACHOCT € HEU3BECTHO (BXK. TOUKa 5.1).

OrpaHn4eHu JaHHM NIOKa3BaT, 4ye 7-BaJIeHTHHUAT Prevenar (IbpBUYHA UIMYHH3ALUS C TPU T03H)
MHIyLUpPa IPUEMIIUB UIMYHEH OTTOBOD MPH KbpMadeTa ChC ChbPIOBUAHO-KIETHYHA aHEMUSI, C TPODUIT
Ha 0e30MacHOCT, HOA00EH Ha HaOII01aBaHHS NIPU HE-BUCOKOPUCKOBHU TPYIH (BXK. Touka 5.1).

Jeua nox 2-roauiHa Bb3pacT TpAOBa a ce BakcMHUpAT ¢ Prevenar 13 cpriiacHo moaxonsiara 3a
BB3paCTTa UM cxema (BXK. Touka 4.2). YnorpebaTa Ha THEBMOKOKOBA KOHIOTaTHA BAKCHHA HE
3aMeCTBa M3IOJI3BAHETO Ha 23-BaJICHTHH THEBMOKOKOBH ITOJIN3aXapyUIHN BAKCHHHM MU Jela Ha
BB3PACT = 2 FOAWHU ChC ChCTOSHUS (KaTO HAIIPpUMEP ChbPIOBUAHO-KIETHYHA aHEMUS, ACTIICHU3bM,
undexuus ¢ HIV, xponuuno 3abonsBane il UMyHOKOMIPOMETHPAHH), KOUTO TH H3JIaraT Ha 1O0-
BUCOK PHCK OT HHBAa3UBHO 3a00JsIBaHe, MPUYUHEHO OT Streptococcus pneumoniae. BbB BcUuKu
CIIy4ad, KOraTo TOBa ce MPEeNnopbyuBa, Jelara B PUCK Ha Bb3pacT = 24 Mecela, KOUTO ca UMyHHU3UPaHU
no-pato ¢ Prevenar 13, Tpsi6Ba na nonydat 23-BajieHTHAa THEBMOKOKOBA [TOJIM3aXapyIHa BAKCHHA.
UntepBanbT Mexay 13-BaneHTHAaTa MHEBMOKOKOBA KOHIOTaTHa BakcuHa (Prevenar 13) u
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23-BaJieHTHaTa THEBMOKOKOBA IMOJIM3axapyjiHa BaKCHHA TPsiOBa fa Ob/ie HE MO-MaTbK OT 8 CEAMMIIH.
Hsama nanHu nanu u3noi3BaHeTo Ha 23-BajeHTHA MHEBMOKOKOBA MOJM3aXapuaHa BaKCUHA MIPH IeLa,
KOUTO HE ca WIH ca IMYHU3UPaHU No-paHo ¢ Prevenar 13, Moxe na goBese 110 1mo-ciad oTroBOp KbM
cienBany no3u Prevenar 13.

[loTeHMAIHUAT PUCK OT amHest 1 He0OXOAUMOCTTA OT MPOCIEAsBaHe HA AUIIAHETO B MPOABIKEHHIE
Ha 48-72 gaca TpsiOBa #a ce B3eMaT MPEIBU, KOTaTo ce Ipuiara MbpBUYHA UMYHU3ALMS Ha
NPEeXIEBPEMEHHO POJCHH MHOT'O MpeIy TepMUHa (poeHH < 28 recTallMOHHA CEAMHUIA) U OCOOCHO
IIPY TE3M C MpEANIITHA AaHAMHE3a 3a HEIOPAa3BUTHE HA AUXaTelHaTa cuctema. T'bil KaTto nmomnsaTa oT
BAaKCHHHPAHETO NPU Ta3H IpyIia HOBOPOACHH € TOJIsIMa, BAKCHHUPAHETO HE TPsiOBa a ce OTMEHS WK
oTJara.

OuakBa ce 3amuTaTa Cpeiry Bh3MajJeHe Ha CPEIHOTO YXO0, IPUUYNHEHO OT CEPOTHIIOBE, ChIbPKAIIN
ce BBbB BaKCHHATA, JIa € M0-cllada OT 3aluTaTa Cpelly HHBa3uBHO 3a00isaBaHe. Thil KaTo Bh3NaICHUE
Ha CPEAHOTO yXO C€ MPUYHHSIBA OT PEANIIa OPTAaHU3MH, PA3INIHH OT ChIABPIKAIIUTE CE BHB BAKCHHATA
MTHEBMOKOKOBH CEPOTHIIOBE, 3aIIUTATa CPEITY BCHUKH BH3MAJICHHUS HA CPETHOTO YXO CE€ OUaKBa Ja €
cimaba (Bx. Touka 5.1).

Korato Prevenar 13 ce npunara exnoBpemenso ¢ Infanrix hexa (DTPa-HBV-IPV/Hib), uectoTara Ha
(heOpHITHY peakuru € CXO0AHA C Ta3u, HabJIroIaBaHa MpH €AHOBPEMEHHO MpUJIOKeHue Ha Prevenar
(7-BanentHa) u Infanrix hexa (Bx. Touka 4.8). Ilpu eqHoBpeMeHHOTO npuiiokeHne Ha Prevenar 13 u
Infanrix hexa ce HabaronaBa MoBHUILIEHA YECTOTA HAa ChOOLIaBaHE Ha KOHBYJICUH (ChC WM O€3 TpecKa)
W emH30/] Ha XUIoToHyc-nonmxkeHa peaktuBHocT (HHE) (Bx. Touka 4.8).

AHTI/IHI/IpeTH‘IHOTO JICUYCHHUC TpH6Ba Aa €€ 3aro4Ba CbIJIaCHO HAITMOHAJTHHA KOHCCHCYC 3a JICUCHHUC Ha
Acla C 'bpYOBC UJIM NPCAXOKAAIa aHAMHE3a 3a (1)66pI/IHHI/I T'bpY0BC, KAKTO U IPpXU BCUYKU AC1A,
nojry4yaBanin Prevenar 13 CAHOBPECMCHHO C LICIIOKIJIICThYHNU BAKCUHU CPCILY KOKJIFOIII.

4.5 BsammopeiicTBHe C APYIM JIEKAPCTBEHH MPOAYKTH M APYrd (popMH Ha B3auMOJeHCTBHE

KLpMaqua 1 Acna Ha Bb3PacT OT 6 ceaMuIn A0 5 TOOWHHA

Prevenar 13 moxe 1a ce nmpunara eTHOBPEMEHHO C BCEKU OT CIICIHUTE BAKCUHAIHHU AaHTUT'€HHU, OUIIO
TO KaTO MOHOBAaJICHTHA WM KOMOMHHMpaHa BaKCUHA: AU(TEpUsi, TETaHyC, alleTyIapHa WIx
LEeJIOKJIeThYHA 3a Kokmowl, Haemophilus influenzae tin b, ”HAKTUBUPAH MOJMOMHUEIUT, XeNaTUT B
(Bx. Touka 4.4 3a ykazanus otHocHO Infanrix hexa), MennHrokoku ceporpyna C, MOpOMIIH, MApOTHT,
pyOeorna, Bapuliena U poTaBUPyCHA BAaKCHHA.

Prevenar 13 moxe na ce mpunara u mexay 12-23 mecena, CbBMECTHO € KOHIOTHpaHaTa ¢ TETaHUYEH
TOKCOUJ MOJIM3axapyuIHa BAKCUHA CPeIly MEHUHTOKOKH ceporpynu A, C, W u Y Ha fena, KouTo ca
MOJTYYHIIH TTOIXO/ISIIIa ITbpBOHAYAIHA BakcHHAIUS ¢ Prevenar 13 (ChriiacHO MECTHUTE IPETIOPBKH).

JlaHHU OT MOCTMApKETUHIOBO KIIMHUYHO U3MHUTBaHE, OLIEHIBAILO edeKTa OT MpoduIaKTHIHATA
ynoTpeba Ha aHTUNUpeTHLH (MOynpodeH U mapaneTaMmos) BbpXy UIMyHHHUSI OTTOBOp KbM Prevenar 13,
Ipearnoarar, ye eJHOBPEMEHHATa yIoTpeda miu ynotpedara B paMKHUTE Ha ACHS Ha BAKCHHALIUATA Ha
napareTamMmos MOXKe J1a HaMallyd UIMyHHHUSI OTTOBOp KbM Prevenar 13 cien cepusra B KbpMayecka
BB3pacT. OTrOBOPHT KbM OyCTepHaTa 1034, IPUIIOKeHa Ha 12-Tus Mecel, € He3acerHaT. KinuHnaHoto
3HAa4YCHUE HA TOBA HAOIIOACHUE € HEM3BECTHO.

Jlela ¥ IOHOIIH HA BB3pacT oT 6 1o 17 roguHu

HOHaCTOHH_IeM HiAMa HAJIMYHU JAaHHU 11O OTHOUICHUC HAa CJHOBPCMCHHATA yrIOTpe6a C ApyTU BAKCHUHHU.

Bo3pacthu ot 18 1o 49 roaunu

Hsama nannaan JaHHU 110 OTHOIICHUC Ha CAHOBPEMCHHATA yHOTpe6a C Apyru BaKCHHH.
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Bo3pactau Ha 50 1 Hag 50 roauHu

Prevenar 13 moxe na 0blie mpuiarad €THOBPEMEHHO ChC CE30HHATA TPUBAJICHTHA HHAKTHBHPAHA
BakcuHa cpemty rpui (TIV).

B nBe npoyuBanus, npoBeaeH NpH Bb3pacTHU HA 50-59 n 65 ronnHu U Mo-Bb3pacTHH, €
JIeMOHCTpHpaHo, 4e Prevenar 13 Moxe 1a Obae mpuiaran eJHOBPEMEHHO C TPUBAJIICHTHA
uHaKkTHBUpaHa BakcuHa cpemy rpum (TIV). OtroBopute kbM Benukure Tpu TIV anTHreHa ca
CPaBHHMMH IIPH CaMOCTOSTENHO NpuiokeHue Ha TIV u enHoBpeMeHHO mpuitoxkeHue ¢ Prevenar 13.

IIpu ennoBpemMeHHO npunoxeHue Ha Prevenar 13 ¢ TIV uMmyHHHAT oTroBop KbM Prevenar 13 e mo-
ci1ad B CpaBHEHHE ChC CAMOCTOSTEIHOTO Npuiiokenne Ha Prevenar 13. Tosa oOaue Hima
JIBITOCPOYHO BB3ACHCTBHE BbPXY HUBATa Ha aHTUTENA B KPBBTA.

B tpero npoyusane npu Be3pactiHu oT 50 10 93 roauHu € neMoHCTpHUpaHo, ue Prevenar 13 moxke na
ObJe mpujaraHa eAHOBPEMEHHO ChC CE30HHATA KBaPUBAICHTHA HHAKTUBUPAHa IPOTHBOIPUITHA
BakcuHa (quadrivalent inactivated influenza vaccine, QIV). IMyHHUTE OTTOBOPH KbM BCHUKHUTE
yetupu mwama Ha QIV ca He mo-manko epukacHu, koraro Prevenar 13 ce npunara eTHOBpEeMEHHO C
QIV B cpaBHEHHE CBC CAMOCTOSATENHOTO NpHiokeHne Ha QIV.

Wmynnute otroBopu kbM Prevenar 13 ca He no-manko epukacuu, korato Prevenar 13 ce nmpunara
eaHoBpeMeHHO ¢ QIV B cpaBHEHHE ChC CAMOCTOSATENHOTO Npuioxkenue Ha Prevenar 13. Kakro npu
€HOBPEMEHHOTO NPUJIOKEHHUE C TPUBAIEHTHU BaKCUHHU, UMYHHHTE OTTOBOPH KbM HIKOU
ITHEBMOKOKOBH CEPOTHIIA Ca MO-HUCKH, KOraTo IBETE BAKCHHU CE MPUIIaraT €IHOBPEMEHHO.

E,I[HOBpCMeHHaTa yHOTpe6a C Apyru BaKCMHHA HE € IPOYy4YBaHa.

Paznuunure HWHXXCKIIMOHHN BAKCHMHHA TpH6Ba BHUHAru Aa CC npujiarat Ha pa3JiIM4Hd MCCTa Ha
BAaKCHHHPAHC.

EnnoBpemenHoro npusnoxxeHue Ha Prevenar 13 u 23-BanieHTHa MHEBMOKOKOBA MOJIU3axapyiHa
BAaKCHHA HE € MPOy4YBaHO. B KIMHNYHM poy4YBaHUs MpH npuiarane Ha Prevenar 13 egna roguna cuep
23-BaJleHTHa THEBMOKOKOBA IOJIN3aXapy/iHa BAKCHHA UMYHHHUSAT OTTOBOP € M0-CIIad 32 BCHYKU
CEPOTHUIIOBE B CpaBHEHUE C MPHIIOKEHUETO Ha Prevenar 13 mpu uHIMBUAN, KOUTO HE ca OUITH
MMYHU3HUPaHU Ipeiy ToBa ¢ 23-BalleHTHA MTHEBMOKOKOBA MOJIM3axapuaHa BakcuHa. KinHuynaTa
3HAYMMOCT Ha TOBa € HEM3BECTHA.

4.6 DepruauTeT, )PEMEHHOCT H KbPMEHe

Bbpemennoct

JlurcBaT JaHHU OT ynoTpebaTa Ha THEBMOKOKOBA 13-BajieHTHA KOHIOraTHA BaKCHHA ITPU OpPEeMEHHHU
xeHu. Eto 3amo ynorpebara na Prevenar 13 TpsiOBa na ce u30sraa no speme Ha OpEMEHHOCT.

Kopmene

He e u3BectHO JaJIi IHCBMOKOKOBATa 13-BajileHTHA KOHIOTaTHA BaKCHHA CE CKCKpPCTHPA B KbpMaTa.

DepTUnuTer

[Ipoy4uBanusaTa IpY )KUBOTHHU HE TTOKA3BaT MPEKH WIIM KOCBEHHU YBPEXKIAIIN €(pEKTH 110 OTHOIIECHUE
penpoaAyKTUBHATA TOKCUYHOCT (BXK. TOYKa 5.3).

34



4.7 EdexTn BbpXy cnioco0HOCTTA 32 oupaHe u padoTa ¢ MAIINHA

Prevenar 13 He moBnusiBa Wiy NOBJIMABA NIPEHEOPEKUMO CIIOCOOHOCTTA 32 modupane U padbora ¢
mamuHd. Hsikou ot edpextute, ynomeHaru B Touka 4.8 ,,Hexxenanu nexkapcTBeHN peakuK', MOTraT
o0aue /1a 3acerHaT BpeMEHHO CIIOCOOHOCTTa 3a ImodupaHe U paboTa ¢ MaIIMHU.

4.8 Hexenanu JeKapCTBEHH PeaKIuH

AHaNM3bT HA YECTOTUTE HA CHOOIIABAHE B MOCTMAPKETHHIOBUS IIEPHO/ PEATOJIara HOTCHIUAIHO
MIOBHUIIIEH PUCK OT KOHBYJICHH cbc Miu 0e3 Tpecka 1 HHE, korarto ce cpaBHsABAT rpymnu, CbOOIMIH 32
ynotpeba Ha Prevenar 13 ¢ Infanrix hexa, ¢ TakuBa, cpo0umnm 3a ynorpeba Ha Prevenar 13
CaMOCTOSITEITHO.

Hexenanute peakiuu, Ch00NIaBaHN TP KIIMHUYHU TPOYYBAHUS WU OT IIOCTMAPKETUHTOBUS OIIHUT,
3a BCHYKHU BB3PACTOBH IPYIH ca N30POEHH B TO3HU pa3Jien [0 CUCTEMO-OPTaHEeH Kilac, B HU3XOIAI Pel
10 OTHOIIICHHE Ha YeCTOTa M CEPHO3HOCT. YecToTaTta ce qeuHIpa, KaKTO CIeIBa: MHOTO YECTH
(21/10), gectu (=1/100 mo <1/10), meuectn (=1/1 000 mo <1/100), peaxu (=1/10 000 mo <1/1 000),
mHoro peaku (<1/10 000), c Hens3BecTHa YecToTa (OT HATMYHUTE JaHHU HE MOXKe Jla Ob/ie HalpaBeHa
OIICHKA).

Kspmauera u enia Ha Bb3pacT OT 6 CEIMUIM 10 5 TOAUHU

besonacHocTTa Ha BaKCHHATA € OLIEHEHA B PA3JINYHKM KOHTPOJIMPAHH KIIMHUYHU POYYBaHUs, IPH
KOUTO ca npwioxkeHu 14 267 no3u Ha 4 429 3npaBu KbpMadeTa Ha Bb3PACT OT 6 CEAMUIM 3a IbpBaTa
BaKCHMHaLUs 1 Ha Bb3pacT 11-16 mecena 3a OycrepHaTa no3a. [Ipu Bcuuku npoy4BaHusl Ipu
KbpMavera Prevenar 13 e mpuiiaran eTHOBPEMEHHO C PYTHHHUTE MEAUATPUUHU BAKCHHU (BXK.

Touka 4.5).

BezomacHocTTa € o1leHeHA ChINO | TpH 354 HEBaKCUHUPAHU MPEIH TOBA Jiela (Ha Bh3PacT OT
7 Mecena 10 5 TOAWHN).

Haii-yecto C’LO6H_IaBaHI/ITe HCXKCJIaHU pCaKI WU IIpU ACLAa Ha Bb3pacCT 6 CcCaAMUIIN 00 5 T'OOAWMHH Ca
PCaKknn Ha MACTOTO Ha BAKCHMHHPAHC, (1)€6pHJ'II/ITeT, PasapasHUMOCT, IOHWKCH allICTUT U MMOBUIIICHA
Y/WIIH HaMaJIeHA ChHIUBOCT.

B knmuHMYHO npoyyBaHe MpU KbpMaueTa Ha Bb3pacT OT 2, 3 u 4 Mecena ChoOIICHUTa 32 TpecKa
(Temmepartypa > 38°C) ca c mo-BHCOKa 4eCcTOTa pH KbpMaueTaTa, mpueManu Prevenar (7-BaneHTHa)
earoBpeMeHHO ¢ Infanrix hexa (28,3% 1o 42,3%), OTKOJIKOTO MpH KbpMadeTara, IpueMad caMo
Infanrix hexa (15,6% 10 23,1%). Cnen Oyctep no3a, mpuiiokeHa Ha Bb3pacT 12 1o 15 mecena, ce
cboO1IaBa 3a Tpecka (temmneparypa > 38°C) npu 50,0% ot kbpMaueTara, IpueMalii €THOBPEMEHHO
Prevenar (7-Banentna) u Infanrix hexa, B cpaBHenue ¢ 33,6% 0T kbpMaueTaTa, IpUeMain
camocTtosTenHo Infanrix hexa. Te3u peakunu ca Ouian Hail-4uecTo yMEpeHH (TeMIlepaTypH MO-HUCKU
win paBHH Ha 39°C) u npexo HH.

C"[>06H_IaBa CC MOBHUIIICHUC HA PCAKIUMUTC HA MACTOTO Ha BAKCUHUPAHC IIPU [C€1a HAa BB3PACT HAJl
12 MEcCClia B CPAaBHCHHUEC C KbpMa4dc€Ta 110 BpEMC Ha IbpBUYHATA UMYHU3AllUA C Prevenar 13.

Heowcenanu peaxyuu om KiuHuyHY NPpOY48aAHUs

[Ipu xaMHUYHKTE TpOoyYBaHus NPoQUIBT Ha Oe3omacHOCT Ha Prevenar 13 e cxoneH ¢ To3u Ha
Prevenar. CnegHHTE 4ECTOTH CE OCHOBABAT HA HEYKEIAHNUTE PEAKLINU, OLEHEHH ITPH KIMHUYHNATE
npoyuBaHus ¢ Prevenar 13:

HapyiiieHus Ha UMYHHATA CHCTEMA:
Penxu: Peakiuu Ha CBPbXUyBCTBUTEITHOCT, BKIIOUUTEIHO (allMajeH OTOK, 3a1yX,
OpoHXOCTa3bM
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Hapymienus Ha HepBHaTa cUcTeMa:
Heuecrn: I'bpuoBe (BKIMIOUUTETHO (PEOPUITHU T'BPUOBE)
Penxu: Enuson Ha XUIMOTOHYC-ITOHMKEHA PEAKTHBHOCT

CToMaIIHO-YpEBHU HAPYIIIECHHU:
MpHoro uectu: Hamanen anetur
YecTn: IloBpbiane; nuapus

Hapymienus Ha Koxarta ¥ NOJKOKHATA ThKaH:
Yecru: O06pus
Heuectn: Yprukapus WM ypTUKapus-mogo0eH ooprs

OO6uw HapymieHus ¥ eeKTH Ha MICTOTO Ha PUIIOKCHHE:

MHoro yecTu: [Mupekcus; pa3apa3HUTEIHOCT; HIKAKbB €PUTEM Ha MICTOTO HA BAKCHHUPAHE,
MHypanus/mogyBaHe uin 0oika/00ae3HeHa YyBCTBUTEITHOCT;
COMHOJIEHTHOCT; JIOIIIO Ka4eCTBO Ha ChHSA
EpuTem Ha MACTOTO Ha BaKCHHHMpaHE WM HHAYpauus/nogyBade 2,5 cm—
7,0 cm (cnen Oyctep no3aTa M IpH MO-TOJIEMH Jela [Ha Bb3pacT 2 10
5 roguHM|)

Yecru: IInpexcus > 39°C; yBpexaaHe Ha IBHKEHHTA B MACTOTO Ha BAKCUHUPAHE
(mopaau Oonka); epuTeM Ha MACTOTO Ha BaKCHHUpaHE WIN
uHIypauus/mogysane 2,5 cm—7,0 cm (cien cxemara 3a KbpMaueTa)

Heuectn: Eputem Ha MACTOTO Ha BakCMHHpaHe, HHAypauus/nogysade > 7,0 cm; ruaq

Heorcenanu peaxyuu om nocmmapremuneogusi onum Prevenar 13

Brnpeku de cieqHUTE HEXelaH! JIEKAPCTBEHH PEAKINH HE Ce HaOIII01aBaT Npy KIMHUYHUTE
npoyuBaHus ¢ Prevenar 13 npu kbpMadeTa u Jiena, T€ ce MpUeMaT 3a HEXEIaHU JIEKAPCTBEHU
peaknuu 3a Prevenar 13, Thit kKaTo ca chOOIIEHH IO BpeMe Ha MOCTMAPKETHHTOBUS OMUT. Thif KaTo
TE3W PEaKIINH ca TOJYUYeHH OT CIIOHTAHHU ChOOIIEHNS, YECTOTaTa HEe MOXKe J1a ObJie Onpe/ieieHa U
MOopajy TOBa ce KIacU(pUIMpaT KaTo ,,Cc HEM3BECTHA YeCTOTa .

HaDVH_IeHI/IH Ha KpbBTA4 U J'II/IM(bHaTa CHUCTEMA!
.HI/IM(ba,I[eHOHaTI/Iﬂ (J'IOKaJ'II/ISI/IpaHa B 00J1aCTTa HA MSICTOTO Ha BaKCI/IHI/IpaHe)

HaDVH.IeHI/ISI Ha MMYHHAaTa CUCTEMaA:
AHa(l)I/IJ'IaKTI/I‘{Ha/ aHa(l)I/IJ'IaKTOI/I,Z[Ha pc€aKknus, BKIIFOYUTCIHO IOK; aHTUOCACM

Hapymienus Ha Koxarta ¥ NOJKOKHATA ThKaH:
Epurtema myntugopme

O6H_II/I HapyYIICHUA U C(beKTI/I Ha MACTOTO HAa NPHUIIOKCHUC!
ypTI/IKapI/IH Ha MACTOTO Ha BAKCUHUPAHC; ACPMATUT Ha MACTOTO Ha
BAKCHUHHPAHEC, C"bp6€)K Ha MACTOTO Ha BAKCHMHHUPAHE; 3aUCPBsABAHC

JonbaHuTeHa HHOOPMAITHS MPU CHCITUATHN TOTYJIAITHH:
ATHes Ipy MHOTO HEJIOHOCEHU KbpMaueTa (< 28 recrariioHHa ceaqmuiia) (Bxk. Touka 4.4).

Jlera ¥ FoHOIIM Ha BH3pacT 6 j1o 17 roauun

Bezonacnoctra e ouenena npu 592 nena (294 nena Ha Bb3pact 5 10 10 roguHu, UMYHU3UPAHH MIPEIH
TOBa ¢ IOHE efHa Ao3a Prevenar, u 298 neua Ha Bp3pact 10 no 17 ronuHu, KOUTO HE ca MOIyYaBaIH
ITHEBMOKOKOBA BaKCHHA).

Haii-uecTute HexxenaHu CHOUTHS TIPH JeTla U IOHOIIW Ha Bb3pacT 6 10 17 ronuHu ca:
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Hapymienusa Ha HepBHATa cUcTEMA:
Yectu: T'maBoOous

CToMaIIHO-YpEBHU HAPYIIIECHHUS:
MpHoro uectu: Hamanen anetur
YecTn: IloBpbiiane; nuapus

Hapymenus Ha Koxara ¥ IOJKOKHATA ThKaH:
Yecru: OO0puB; ypTHKapus WIH yPTHKapHUsI-N0oJ00eH 00prB

OO0 HapyIlIeHUs U e(hEKTH Ha MICTOTO Ha MPIJIOKEHHUE:

MHoro uecTHu: PaznpasauTenHoct; epureM Ha MSICTOTO Ha BAKCUHHPAHE;
BTBBHP/IIBaHE/TIONyBaHE WU 00JIKa/00JIE3HEHOCT; COMHOJICHTHOCT; JIOIIO
Ka4yeCcTBO Ha CHHI,
0oJe3HeHa YYBCTBUTEITHOCT Ha MSICTOTO HA BAKCHHUPAHE (BKIFOYUTEITHO
HapyIICHUE Ha BUKCHHSATA)

Yecru: IInpexcus

I[pyrH HCXCIIaHN C’B6I/ITI/I$I, Ha6J'IIOI[aBaHI/I apeau ToBa MPpU KbpMaiu€Ta U ACHa HAa Bb3PacCT OT
6 ceaMunu a0 5 roauHu, MOXKEC CBIIO Ja Ca MMPUJIOKMMHU KbM Ta3U Bb3paCTOBA I'pyIla, HO HC Ca
Ha6J'IIO)_IaBaHH B TOBA IMMPOYYBAHC BEPOATHO MOPAAN MAJIKUA pa3MCp Ha U3BaJAKaTa.

I[OH’BJ'IHI/ITG.HH& I/IHd)ODMaLII/IH OpH CriCWaJIHH ITOMMyJIalinn

I[euaTa 1 FOHOHMIUTC ChC ChbPIIOBUAHO-KJICThYHA aHCMUH, HIV I/IH(i)eKI_II/ISI WJIN TPpaHCIUUIaHTAallUusA Ha
XCMOIMIOCTUYHH CTBOJIOBH KJIICTKA UMAT CXOJAHH YCCTOTHU Ha HCKCIIAaHU PCAKIIUU, C U3KIITFOUCHUC Ha
TOBA, Y€ T J'IaBO60J'II/IeTO, NMOBPBUIAHECTO, AUAPUATA, IUPCKCUATA, OTIIAAHATIOCTTA, apTpaITruiaTa U
MHUaJITrusaTa ¢a MHOT'O YCCTH.

Bo3pactHu >18 roguHu ¥ cTapyecka Bb3pacT

BbezonacHoctTa € onieHeHa B 7 KIIMHUYHU Opoy4uBaHusl, BKiIrouBamu 91 593 Be3pactau ot 18 no

101 romuuu. Prevenar 13 e npunoxen Ha 48 806 Br3pactru; 2 616 (5,4%) Ha BB3pacT ot 50 10

64 ropuau u 45 291 (92,8%) Ha BB3pacT Ha U Haj 65 ronuHu. EQHO OT 7-Te Mpoy4YBaHUs BKIIOYBA
rpymna Bb3pacTHd (n=899) ot 18 1o 49 roaunm, Ha KOUTO € mpuiokeH Prevenar 13 u xouto He ca
BaKCHHUpPaHHM MIPEIU TOBa C 23-BaJeHTHA MTHEBMOKOKOBA MOJIN3axapuaHa BakcHHa. OT MOIyYMINTE
Prevenar 13, 1 916 Bb3pacTHU ca BAKCHHUPAHU MIPEIU TOBA C 23-BaJ€HTHA THEBMOKOKOBA
NoJu3axapuaHa BaKCHHA TIOHE 3 TOJMHU IPEIN BAKCUHUPAHETO B poyuyBaHeTo U 46 8§90 He ca Ounn
BaKCHHHPAHHU C 23-BaJICHTHA THEBMOKOKOBA MOJIM3aXxapuAHa BaKCHHA.

ITo-BHcOKaTa BB3pacT € CBbp3aHa ¢ TEHACHIUS KbM I0-HUCKa YECTOTa Ha HEXEJIaHU peaklny;
BB3PACTHUTE HAJ 65 TOAMHH (HE3aBHCHMO OT IPEALIEeCTBAIINS BAKCHHALMOHEH CTaTyC) ChoOIIaBaT
MO-MaJIKO HEKETIaHW pEaKiH, OTKOJIKOTO MO-MJIaJUTE Bb3PACTHH, KaTO HEXKEIAHUTE JIEKAPCTBEHU
peakuuu ca Hal-4yecTH MPHU Hall-MJIaANTE BB3pacTHU — Ha 18 1o 29 rogunm.

Karo msmo kareropuuTe 1Mo 4ecToTa ca CXOJHH 32 BCHUKU Bb3PACTOBH IPYIH, C U3KIIOYEHHE HA
MOBPBLIAHETO, KOETO € MHOTO 4yecTo (=1/10) npu Bb3pacTar Ha 18 1o 49 ronunu u gecto (=1/100 no
<1/10) npu BCUYKH OCTaHAIM BH3PACTOBH IPYIH, a MTUPEKCUAITA € MHOTO YeCTa [P BB3PACTHH Ha

18 10 29 ronuHM U YecTa Npy BCUYKU OCTaHAIN Bb3pacToBH rpynu. CuiHa 6ojka/0one3HeHa
YYBCTBHUTEIHOCT Ha MSICTOTO Ha BAKCHHUPAHE U TEXKKO OrpaHMYCHHE Ha ABIKCHHETO Ha pbKara ca
MHOT'0 YECTH IPpH Bb3pacTHHU Ha 18 10 39 roguHM M YecTH MPH BCUYKH OCTAaHAIHM Bb3PACTOBU TPYIIH.

Heoicenanu peaxyuu om knunuunume npoyueanus

JlokayHU peaky U CUCTEMHHU CHOUTHS ca ThPCEHHU €KEeIHEBHO CIIE/ BCSKO BaKCHHUPAHE B
npoAbbKeHNe Ha 14 qHu npu 6 mpoy4BaHus U 7 JTHU B OCTaHAJIOTO Mpoy4yBaHe. CleBalUTe YECTOTH

37



ce 63.31/IpaT Ha HCXKCJIAHUTC pCaKINU, ONCHCHU IIPU KIMHUYIHUTC MMPOYIBAHUS C Prevenar 13 npu
BB3PACTHU.

Hapymenns Ha MeTa0oIM3Ma U XPaHEHETO:
MpHoro uectu: Hamanen anetur

Hapyiienusa Ha HepBHATa CUCTEMA:
MpHoro uectu: T'maBoOoime

CTOMaIHHO—‘IDeBHI/I HAapYIICHUA:

MHoro yecTu: Huapust; noBpbiiane (npu Bb3pacTHH Ha 18 10 49 rogunm)
Yecru: [loBpbane (mpu Be3pacTHH Ha 50 U MOBeYe rOJUHN)
Heuectn: T'amene

HapyiiieHus Ha UMYHHATA CHCTEMA:
Heuectu: Peakiuu Ha CBPBbXUyBCTBUTEIHOCT, BKIIOUUTEIIHO OTOK HA JIUIETO, 33yX,
OpoHXOCTa3bM

Hapynienus Ha KojkaTa ¥ HOAKO)KHATA ThKaH:
MHoro uectu: O06pus

OO6uw HapymieHus ¥ eeKTH Ha MICTOTO Ha NPUIIOKCHHE:

MHoro yecTu: Brpucane; ymopa; eputeM Ha MACTOTO Ha BAKCHHUPAHE;
MHIypanus/mogyBaHe Ha MSICTOTO Ha BAKCUHUpaHe; 00JKa/0osie3HeHa
YYBCTBHUTEIHOCT Ha MSICTOTO Ha BaKCMHHMpaHe (cuiHa 00iika/001e3HeHa
YYBCTBUTEIHOCT Ha MSICTOTO Ha BAKCHHHPAHE € MHOT'O YeCTa NPU Bb3PACTHU
Ha 18 10 39 roguHm); orpaHuUeHUE Ha IBMKEHUETO Ha pbKaTa (TEXKKO
OrpaHUuYEHHE Ha JBI)KEHHETO HA PbKaTa € MHOTO YE€CTO IPU Bb3PacTHHU Ha
18 10 39 roauuM)

Yecru: [Mupexcus (MHOTO YecTa mpu Bb3pacTHU Ha 18 10 29 ronuHm)

Heuectn: JlumaneHonaTus, TOKANM3UpaHa B 30HATa HA BAKCHHUPAHE

Hapynienusa Ha MyCKYJIHO-CKENIETHATA CUCTEMA U ChbeIMHUTEIHATA ThKaH:
MHoro yecTu: ApTpanrusi; MHaITUs

Karo I51J10 HE Ca Ha6J'IIO,I[aBaHI/I SHAYUMU PA3JIUKU B YCCTOTHUTC HA HCIKCIIAHUTC PCAKIIUU IIPU
IMPUJIIOKCHUC Ha Prevenar 13 IIpyu Bb3paCTHU, KOUTO Ca ounmn BAaKCUHHUPAHU MMPEAU TOBA C
ITHCBMOKOKOBA ITOJIM3axapruJHa BaKCHUHA.

Lonvanumenna ungopmayus npu cneyuainu NOnyaayuu
Bw3pactaure ¢ HIV nndexnus umar cXoIH! YeCTOTH Ha HEXKEJIaHU PEaKlNu, C U3KII0UEHHE Ha TOBA,
4ye IMUPEKCUATA U IOBPBIUIAHETO €4 MHOI'O YECTH, & TAICHETO — YECTO.

BBBpaCTHHTe C TPpaHCIVIAHTAllUA Ha XEMOIIOCTUYHHN CTBOJIOBU KJICTKU UMAT CXOJHHU YCCTOTHU Ha
HCXKCJIaHU pCaKMH, C U3KIIIOYCHUC HA TOBA, Y€ IMUPCKCUATA U TOBPHITAHCTO Ca MHOI'O YCCTH.

[To-Bucoka "yecToTa Ha HAKOM OT OYaKBAaHUTE CHCTEMHHU PEakLUu € HaOioaBana, korato Prevenar 13
€ mpuJiarad €JHOBPEMEHHO C TPUBAJICHTHA MHAKTUBUpPaHa BakcruHa rpoTus rpul (TIV) B cpaBHeHHE
cbc camocTosTenHo npuiarade Ha TIV (rmaBoOonue, BTprcane, oOpuB, HAMajeH aeTUT, apTPaIrus 1
MUAJTYs) WM CaMOCTOSITENTHO puiiarane Ha Prevenar 13 (rmaBoGonue, ymopa, BTpUCaHe, HaMaJleH
amneTUT U apTPaTHs).

CT»O6H_IaBaHe Ha IMoaA03HUpaHH HEKEJIAHN PCAKIINH

CBOGH_[aBaHeTO Ha MIOAO3UPAHU HCKCIIAHU PCAKIIUU CJIC PAa3pCIIaBaAHC 3a yHOTpe6a Ha JICKaApCTBCHUMA
IMPOAYKT € BaKHO. ToBa mmo3BoJsBa Ja IpOABIIKU Ha6J'IIO,I[CHI/IeTO Ha CbOTHOIICHUCTO HOJ'IBa/pI/ICK 3a
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JICKApCTBCHUSA TPOAYKT. Or MCIHUIMHCKUTC CIICHUAJIHUCTH CC U3UCKBa Ja C’BO6I]_[aBaT BCsiKa
IoaO3MpaHa HEXKEJIaHa pe€aKlyd 4Ype3 HallMOHAaJIHa CUCTEMA 3a C'BO6IJ.[aBaHC, IIOCOYCHA B

IIpunoxenue V.

4.9 IIpeno3mpane

IIpenozupanero ¢ Prevenar 13 e Manmko BepOATHO Opaay MpeIaraHeTo My KaTo €JHO030B (DIIaKoH.
IIpu kppMaveTa u ena ce choOIIaBar, odave, Ciydad Ha npepo3upane Ha Prevenar 13, nedunupano
KaTo MPUJIOKEHUE Ha CIEABALIUTE 103U MO-CKOPO Clie] IpeaxoxaaniaTa 103a, OTKOJIKOTO Ce
npenopryBa. [1o mpaBuio HexkenaHUTe CHOUTHSI, CHOOIIaBAHU TIPH MIPE03UpaHe, ChOTBETCTBAT Ha
CHOOIIIaBaHUTE MPH JI03H, PUIIATaHHU IO MPETIOPHUYBAHUTE MTEAUATPUIHU cXeMU 3a Prevenar 13.

5. ®APMAKOJIOTMYHU CBOMICTBA

5.1 ®apmakoguHAMU4YHHU CBOMCTBA

dapMakoTepaneBTUYHA I'pyMa: BAKCHHU, THEBMOKOKOBHU BakcuHu; ATC xon: JO7TALO2

Prevenar 13 chabpika 7-Te MHEBMOKOKOBH KalCYJIHH MTOJIM3axapun, KOUTo ca B Prevenar (4, 6B, 9V,
14, 18C, 19F, 23F), mmtoc 6 nomenauTenan nonusaxapuan (1, 3, 5, 6A, 7F, 19A), kaTo BCUYKH ca

KOHIOTHpaHu ¢ Hocenus 0enTbk CRM 7.

Pa3HDOCTDaHeHHC Ha 3a00JIIBAHETO

Kwvpmauema u deya na v3pacm om 6 ceomuyu 00 5 200uHU

BB3 ocHOBa Ha Haj30pa Ha cepoTUrioBeTe B EBpora, H3BBpIIEH MIpeu MyckaHeTo Ha Prevenar, ce
n34ncisBa, ue Prevenar 13 mokpusa 73-100% (B 3aBUCUMOCT OT AbpKaBaTa) OT CEPOTHIIOBETE,
NPUYMHABAIIN HHBa3UBHO MHEBMOKOKOBO 3a0omsBane (MI13) npu nema Ha Bp3pact nox 5 rogunu. B
Ta3M BB3pacToBa Ipymna Ha cepotunose 1, 3, 5, 6A, 7F u 19A ce gpmxkar 15,6% 1o 59,7% ot
MHBa3HUBHUTE 3a00JIsIBaHMS B 3aBUCHUMOCT OT JIbpiKaBaTa, N3CIEABaHNs BPEMEBH MIEPUOJI U yrioTpedaTa
Ha Prevenar.

Octporto Br3nasieHne Ha cpeaHoTo yxo (OBCY) e yecTo cpemano AeTCKo 3a00sIBaHE C pa3iniyHa
etnonorus. baktepun Moxe na ca npuanHuTenn Ha 60-70% ot xmuHMYHUTE enu3onn Ha OBCY.
S. pneumoniae e eqWH OT Hal-uecTUTE NpUIMHUTENH Ha OakTepuanHo OBCY B cBeToBeH Mamial.

N3uucnsaea ce, ye Prevenar 13 nokpusa Hag 90% oT cepoTUNOBETE, MPUUUHSIBAIIN PE3UCTEHTHO Ha
aHTUMUKpoOHU cpencta UII3.

Heya u ronowu Ha v3pacm 6 0o 17 200unu

[Ipu neua u oHOIIM Ha BB3pacT OT 6 A0 17 roAMHHU YyecToTaTa Ha THEBMOKOKOBO 3a00JIBaHE € HUCKA,
BBIPEKU TOBA MMa MOBHILIECH PUCK OT 3a00JI€Ba€MOCT U CMBPTHOCT IPH T€3U ChC CHIIBTCTBALN
3a00JsIBaHuUsl.

Bwspacmuu >18 200unu u 6 cmapyecka ev3pacm

[TneBMOHMSATA € Hall-uecTaTa KIMHUYHA MPOSBA HA THEBMOKOKOBO 3200 IsIBAHE TIPH B3PacTHHU.
Crol1eHara yecToTa Ha MHEBMOHUS, Tpuaoouta B odmectsoto (I1110), n U113 B EBpona Bapupa
criopeq Ibp:KaBara, yBeJIMuaBa ce ¢ Bb3pactra ciel S0 roguHu U € Hail-BUCOKa NIPYU MHAUBUIU Ha
BB3pacT >65 roguHu. S. pneumoniae € Ha-yecTuAT npuanHuTeln Ha [1I10 u ce cuura, ye oTroBaps 3a

npubnuzutenso 30% ot Bcuuku cnydan Ha [1I10, Hanaramm xocnutanu3anus Ipy Bb3PacTHU B
Pa3BUTHTE IBPKABU.
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Bakrepuemuunara nueBMonus (npubnusurento 80% ot UII3 npu Bb3pacTHn), 6bakTepuemusTa 6e3
OTHUIIIE U MEHMHTUTHT ca Hali-uectute nmpossu Ha MI13 npu Bp3pacTHU. B3 0CHOBA Ha NaHHUTE OT
HaJ30pa ciell BbBEXKAAHETO Ha Prevenar, HO mpeau BpBexxaaHeTo Ha Prevenar 13 BeB
BaKCHHALMOHHUTE MPOrpaMH MpH Jella, THEBMOKOKOBHTE cepoTHIIOBE B Prevenar 13 BepodTHoO ca
OTroBOpHH 32 Haii-maiko 50 - 76% (B 3aBUcHMOCT OT IbpkaBarta) ot U113 npu Be3pacTHH.

Puckst ot IITO u U113 npu Be3pacTHU CHIIO CE yBENIWYaBa MPH MOAJIEKAIN XPOHUIHH
3a00JsIBaHNs, T0-KOHKPETHO aHATOMUYHA WK (yHKIMOHAIHA acIlJICHUs, 3axapeH quadeT, acTMa,
XPOHHUYHO ChPAEYHO-CHAOBO, 6€710APOOHO, OBOPEYHO HIIH YepHOAPOOHO 3a00NABaHE U € Hal-BUCOK
IpU UIMYHOCYIIPECHPAHUTE, KaTO TE3U ChC 3JI0KaYECTBEHH XeMaTOJIOrHYHM 3a0omsaBanus win HIV
WH(PEKIS.

Knnanunu npoydsaHus 3a IMYHOTeHHOCT ¢ Prevenar 13 nipu kbpMaudera, Jela | IOHOIIH

[IporexTuBHaTa epukacHoct Ha Prevenar 13 cpemry UII3 ne e uzcnensana. KakTo ce npenopbsusa ot
CaeroBHaTta 31paBHa oprauzanus (C30), onenkara Ha HoTeHuuanHara epukacuoct cpemty VI3 npu
KbpMadeTa 1 MaJIKu JIela c€ OCHOBaBa Ha CpaBHEHUE Ha IMYHHHUTE OTTOBOPU KbM CeieMTe 00MYaitHU
ceportuna, ooy 3a Prevenar 13 u 3a Prevenar, 3a KouTo e gokazaHa MpoOTeKTHBHA epUKacHOCT (3a
edpukacHoct Ha Prevenar (7-BaieHTeH) IpH KbpMadeTa  JeUa, BXK. M0-101y). IMyHHHUTE OTTOBOPH
KBM JOIBJIHUTEIIHUTE 6 CEPOTHIIA CHILO €A ONPEAETICHN KOJTHMYECTBEHO.

I/IMVHHI/I OTTOBOPH CJICA TbPBUYHA UMYHHM3AIWA C TPHU JO3W HAa KbpMadycCTa

[IpoBenenu ca KIMHUYHY IPOYYBaHUs B roiisim 0poii EBpomneiicku crpanu u CAILl ¢ u3nomnsBane Ha
Pa3NIUYHM CXEMH Ha BAKCHUHUPAHE, BKIIOUUTEIHO IBE PAaHAOMHU3HPAHU HEMH(PEPUOPHH POYUBAHUS
(I'epmanus ¢ u3non3Bane Ha 2, 3, 4-meceuyna mbpBuyHa uMmyHu3aus [006] u CALLl ¢ n3non3BaHe Ha
2, 4, 6-meceuna nmppBryHa UMyHH3auus [004]). B Te3u nBe nmpoy4yBaHus ca CpaBHEHH
THEBMOKOKOBUTE UMYHHH OTTOBOPH Upe3 U3IO3BaHE HA HA0OP OT KPUTEPUH 3a HE IMO-MaJIKa
e(eKTUBHOCT, BKIIOUUTEHO: MPOLEHTHT HA JIMIATA ChC CEPYMEH aHTH-IIOJIN3aXapH]l CEPOTHIT
cneunduuex IgG > 0,35 pg/ml eaun mecen ciaen MbpBUYHATA UMYHU3ALUS U CPAaBHEHUETO HA
cpeanara reomerpuyHa Ha IgG xonuentpauuute (ELISA GMC), ocBeH ToBa ca cpaBHEHH TUTPHUTE Ha
¢ynkunonanuu anturena (OPA) mexay nuuara, nomyvasamu Prevenar 13 u Prevenar. 3a mectre
JOITBJIHUTEIHN CEPOTHUIIA TE3N CTOWHOCTH Ca CPABHEHU C Hail-clabusi OTTOBOP MEXIy BCHUKHUTE
cezeM OOMYaiHU CEPOTHIIOBE MPpH NodyuninTe Prevenar.

CpaBHeHUsITa HA UMYHHHSI OTTOBOP NPH JOKa3BaHE Ha He MO-MaJjika eeKTUBHOCT 3a npoyuyBane 006
Ha 0a3aTa Ha MMPOLIEHTa KbpMaueTa, IIOCTUraly aHTH-onu3axapun IgG konuenTpauu > 0,35 pg/ml,
ca nanenu B Tabnuua 1. Pesynrature 3a mpoyusane 004 ca nogo6uu. He no-mankara eyeKTUBHOCT Ha
Prevenar 13 (monna rpanuna Ha 95% JIM 3a nponieHTHaTa pa3nuka Ha otroBopuiute mpu 0,35 pg/ml
Mexay rpynure >-10%) e geMoHCTpUpaHa 3a BCHYKUTE 7 OOIIN CEPOTHIIA, C U3KIIOYEHUE HA CEPOTHIL
6B B npoyusane 006 u ceporunose 6B u 9V B npoyusane 004, KpIETO 32 MaJIKO HE € IOCTUTHATO.
Benukure cenem o001y cepoTuna OTroBapsT Ha MPEIBAPUTEIHO Ie(UHUPAHNTE KPUTEPHH 32 HE MO-
maiika eextuBHOCT 32 IgG ELISA GMC. Prevenar 13 Boau 10 cpaBHUMH, Makap U MajKo MO-HUCKH
HHUBA Ha aHTHUTENATa, OTKOJIKOTO Prevenar 3a 7-te oOnuaiinu ceporuna. KnnHuuHOTO 3HaUeHHE Ha
TE€3H PA3JIMKH HE € U3BECTHO.

He mo-mankara eeKTUBHOCT € MOCTUrHATa 3a 6-T€ HOMBIHUTEIHH CEPOTHIIA HAa 0a3aTa Ha MPOLIEHTa
KbpMaueTa, IOCTUrallld KOHLEHTpauuy Ha aututena > 0,35 pg/ml u cpaBuenue 3a IgG ELISA GMC B
npoyuBane 006 u 3a 5 oT 6-Te cepoTuna, ¢ U3KIOYEHNE Ha cepoTull 3, B mpoyuBaHe 004.

3a ceporun 3 npoueHTuTe Ha nonyumnute Prevenar 13 cwve cepymen IgG > 0,35 pg/ml ca 98,2%
(npoyuBane 006) u 63,5% (npoyuBane 004).
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Tabmna 1: CpaBHeHHe Ha IPOLEHTA HA JIMIATA, IOCTUT Al KOHIeHTpanuu Ha IgG
AHTHUTeJATA cpelly NHEeBMOKOKOBM nmosm3axapuau > 0,35 ng/ml cien no3a 3 ot cepusita 3a
KbpMavera — npoyusane 006

7-BajIeHTEeH
Prevenar 13
Cepornn % Pre‘\)fenar Paznmca
(N=282-285) _ %o (O5% JIH)
(N=277-279)
Cepornnose B Prevenar 7-pajieHTHa
4 98,2 98,2 0,0 (-2,5; 2,6)
6B 77,5 87,1 -9,6 (-16,0; -3,3)
AY 98,6 96,4 2,2 (-0,4;5,2)
14 98,9 97,5 1,5 (-0,9; 4,1)
18C 97,2 98,6 -1,4 (4,2, 1,2)
19F 95,8 96,0 -0,3 (-3,8; 3,3)
23F 88,7 89,5 -0,8 (-6,0; 4,5)
JlonmbanuTeHHM cepoTunoBe B Prevenar 13
1 96,1 87,1% 9,1 (4,5;13,9)
3 98,2 87,1 11,2 (7,0; 15,8)
5 93,0 87,1 5,9(0,8; 11,1)
6A 91,9 87,1 4,8 (-0,3; 10,1)
7F 98,6 87,1 11,5(7,4; 16,1)
19A 99,3 87,1 12,2 (8,3; 16,8)

" CepotunsT B Prevenar ¢ Haif-HECKHs IPOLEHT Ha OTroBop ¢ 6B B mpoyusane 006 (87,1%).

Prevenar 13 Boau 10 oOpa3yBaHe Ha ()YHKIIMOHAJIHU aHTUTENIA KbM BCUUKHUTE 13 BaKCHHAIHU
ceporuna B poyusanust 004 u 006. 3a 7-Te 00UIM cepoTUTIa HAMA PA3IUKHA MEXIY TPYIHUTE B
nporenta juna ¢ OPA tutpu > 1:8. 3a Bceku oT cenemre 06mu ceporumna > 96% u > 90% ot
nonyumiute Prevenar 13 gocturat OPA tuthp > 1:8 equn Mecern ciieq] MbpBHYHATA UMyHHU3aIINS
chOTBETHO B ipoyuBanus 006 u 004.

3a Bceku OT 6-Te JombJIHUTENHHU cepotura Prevenar 13 Bogu 1o OPA tutpu > 1:8 8 91,4% 10 100%
OT BaKCHHHUTE €IMH MECEII CJIe]] ITbpBUYHATA UMyHuU3alus B ipoy4uBanus 004/006. Cpennure
reoMeTpUYHY TUTPH Ha QyHKIHoHamHuTe antutena (OPA) 3a ceporumose 1, 3 u 5 ca mo-Huckw,
OTKOJIKOTO THTPUTE 338 BCEKH OT JIPYTUTE JOMBIHUTEIHN CEPOTHIIOBE. KITMHUYHOTO 3HAYCHNE HA TOBA
HaOJIro/IeHNe 3a TIPOTEKTUBHATA €(PUKACHOCT € HEM3BECTHO.

I/IMVHHI/I OTTrOBOpH CJICA MbPBUYHA HMMYHHM3AIHA HA KbpMad€Ta C IBC 103U

I/IMYHOFCHHOCTTa CJICO ABC A03U IIpU KbpMadeTa € U3CJICABaHa IIPpHU YCTUPU TPOYyUBaAHUA. Ta3u gact
OT KbpMau€TaTa, NIOCTUralii KOHUCHTpalusd Ha IgG Cpfuly MHEBMOKOKOBU aHTUKAIICYJITHU
nonu3axapuau > 0,35 pg/ml exuH Mecerl cien Bropata j103a, Bapupa oT 79,6% mo 98,5% 3a 11 ot
13-Te BakcuHaHU cepoThIia. [lo-Manka 4acT OT KbpMaderaTa MOCTUraT TO3H Ipar Ha
KOHIICHTpaIusATa Ha anTuTenara 3a ceporur 6B (27,9% no 57,3%) u 23F (55,8% no 68,1%) 3a
BCUYKH NMPOYYBAHMS, U3IMON3BAIIH 2, 4-MeceyHa cxema, B cpaBHeHue ¢ 58,4% 3a cepotun 6B u 68,6%
3a 23F 3a eqHO mMpoyuBaHe, U3Non3Bamo 3, S-mecedna cxema. Ciien OycTep 1o3ara BCHUKH
BaKCHHAJIHH CEPOTHUIOBE, BKIOUNTETHO 6B 1 23F, mMat uMyHHH OTTOBOPH B CHOTBETCTBHE C
AZICKBATHOTO HAYaJIHO UMYHU3UPAHC C IIbPBUYHATA UMYHH3allUs C IBC NJO3HU. HpI/I €IHO IIPpOYYBAaHE B
O0eIMHEHOTO KPaJICTBO OTroBopuTe ¢ PyHKnoHamHu antutena (OPA) ca cpaBHUMU 3a BCUUKH
ceporturoBe, BkirountenHo 6B u 23F, B pamenara Ha Prevenar u Prevenar 13 cnen mppBuyHaTa
UMYHH3aIHs Ha BB3PAcT JIBa M YETUPH Mecella U ciiesl Oycrep no3a Ha 12-MecedHa Bb3pact. 3a
nonydaBamure Prevenar 13 npouenTsT Ha otroBopunute ¢ OPA tutsp 2 1:8 e Haii-manko 87% cnen
MMYHH3allMOHHATa cepys IpU KbpMadeTa U Hail-manko 93% cnen 6yctep mozara. CpeqHuTte
reomerpuyHn OPA Tutpu 3a ceporumnose 1, 3 1 5 ca Mo-HUCKH, OTKOJIKOTO TUTPUTE 33 BCEKU OT
JPYTUTE JOMBIHUTEIHU cepoTHIioBe. KIIMHUYHOTO 3HaYeHUE HA TOBa HAOIIOICHUE € HEU3BECTHO.
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OTFOBOD KbM 6VCTCD JO03UTEC CJICA IbPBUYHA UMYHH3AIMA HA KbpMadyCTa C IBC U TPHU JO3U

CJ'IC,I[ 6yCTep A03aTa KOHLICHTPALIMUTE Ha aHTUTCJIaTa CC YBCINYaBaT OT HUBOTO MIPCaAN 6yCTep Jo3aTta
3a Bcuukute 13 CCpPOTHUIIA. KOHL[CHTpaLII/II/ITC Ha aHTUTCIIaTa CICq 6YCT€p J03a Ca IM0-BUCOKH 3a 12-te
CCpoTUIla, OTKOJIKOTO TC3U, MIOCTUTHATH CJICA IBPBUYHUTC UMYHU3AIIUU IIPU KbpMAUCTa. Tes3n
Ha6J'IIO,Z[GHI/I$I CbOTBCTCTBAT HA a/ICKBATHO MbPBUYHO UMYHU3UPAHC (I/IH}IYKI_[I/IH Ha UMYHOJIOTUYHaA
HaMeT). I/IMYHHI/IFIT OTrOBOP 3a CCPOTHUIL 3 CIICQ 6yCTep J03aTa HE CC yBCJIMYaBa Hal HUBATA,
Ha6J'IIO}:[aBaHI/I CJIe CepHrATa 3@ BAKCMHUPAHC HA KbpMa4dCTa. KinnanynoTo 3HaueHHE HA TOBa
Ha6J'IIO,Z[6HI/I€ IO OTHOIICHWEC Ha UHAYIIUPAHCTO HAa UMYHOJIOTUYHA IMaMCT 3a CCPOTHUIT 3 ¢ HeH3BECTHO.

AHTHTSAI0BUTE OTrOBOPU KbM 6yCTCp A03UTC CJICA IbPBUYHA UMYHU3aIUs C ABC U TPHU JO3U HA
KbpMaucTa ca CpaBHUMH 3a BCUUKHU 13 BakcHHAIHU CCpOTHUIIA.

IIpu nena Ha BB3pacT oT 7 Mecena A0 5 TOAVMHM MOAXOAIINATE 33 Bb3pPACTTa CXEMH 32 HABAKCBAHE Ha
MMyHHU3aIMATa (KaKTo € OnmucaHo B Touka 4.2) BoasaT no HuBa Ha IgG antuTena cpeuty
ITHEBMOKOKOBHTE KallCyJIHH MOJIM3aXapuIu KbM BCEKH OT 13-Te cepoTuiia, KOUTO ca IOHE CPAaBHUMU C
TE€3U KbM ITbPBUYHATA UIMYHH3ALUS C TP 103U HA KbpMayera.

IlepcuctupaneTo Ha aHTUTENIAa U UMYHOJOTMYHATA MaMET Ca OLICHEHU B IPOyYBaHE MpU 3/IpaBu Aella,
KOUTO ca MOJYYUIN eTHOKpaTHA 1032 oT Prevenar 13 mone 2 roaunu, ciael KaTo ca UMyHU3UpaHU
npeau ToBa wiu ¢ 4 no3u Prevenar, unu cepus ot 3 no3u Prevenar, nocnensana ot Prevenar 13 na
12-meceuna Bb3pacT, uiu 4 no3u Prevenar 13.

Ennoxparnara no3sa Prevenar 13 npu nena Ha npuOnusutenna Bb3pact 3,4 TOAWHHU, HE3aBUCUMO OT
IpeaxoqHa UMyHH3anusa ¢ Prevenar win Prevenar 13, npenn3BuKBa CHIIEH aHTUTSIIO OTTOBOP, KAKTO
KBbM 7-T€ OOIIH CepPOTHIIA, TaKa U KbM 6-Te TOMBJIHUTEIHH cepoTuna B Prevenar 13.

Ot BBBeXIaHETO Ha 7-BaneHTHUs Prevenar mpe3 2000 roguHa faHHUTE OT HAOIIOIEHUETO Ha
MTHEBMOKOKOBHTE 3200 IsIBaHMsI HE TIOKAa3BaT, Ue MIMYHHHST OTTOBOP, U3TPajieH OT Prevenar B paHHOTO

ACTCTBO, HaMaJIsiBa C TCUCHUC HA BPEMCTO.

HDG)KI[eBDeMeHHO POACHH KbpMadyCTa

bezonacHoctTa 1 uMyHOTEeHHOCTTA Ha Prevenar 13, nmpunoxkex Ha 2, 3, 4 u 12 Mecela, ca OLICHEHU
npu npubnm3uTenHo 100 npexaeBpeMeHHO poIeH! KbpMadeTa (CpeiHa U3UMCIIeHa TeCTallMOHHA
BB3pacT (EGA): 31 cenmunu, nuana3oH: 26 10 36 ceIMULIN) U CPAaBHEHA C TIPUOITU3UTEITHO

100 xppmauera, pogenu Ha TepmuHa (cpenHa EGA: 39 cenmunu, nuamnaszon: 37 no 42 cenMunu).

NMyHHHTE OTrOBOpH IIPH MPEKAECBPEMEHHO POIAECHHUTE U TOHOCEHUTE KbpMaueTa ca CPaBHEHH, KaTo €
M3II0JI3BaHa MPOMOPLUATA OT HHANUBUAN, JOCTUTHAIN KOHIIEHTPALHsI Ha THEBMOKOKOB IIOJU3aXapU
cebp3Bamy IgG anturena >0,35 pg/ml 1 Mecen cien cepuara npu KbpMadeTa - HOAXOABT, H3IIOJI3BAH
3a cpaBHsBaHE Ha UMyHOreHHocTTa Ha Prevenar 13 ¢ Prevenar, ocHoBaH Ha yka3aHusTa Ha C30.

IIpu nmoBeue ot 85% ce mocTura KOHIEHTpaIysl Ha THEBMOKOKOB MOJIM3axapyu CBbP3BallH

IgG anTurena >0,35 pg/ml 1 mecen cnex cepusiTa npu KbpMaueTa, C U3KIIOYCHUE HA CEPOTHUIIOBE 5
(71,7%), 6A (82,7%) u 6B (72,7%) B rpynaTa Ha NpPeKACBPEMEHHO POACHUTE. 3a Te3U 3 cepoTuna
JISTBT Ha OTTOBOPHIINTE CpeA MPEKIEBPEMEHHO POJICHUTE € 3HAYMMO TO-HUCHK, OTKOJIKOTO Cpel
ponenute Ha TepMuHa. [Ipubnm3nTenHo enuH Mecel ciieq OycTepHaTa 103a ASTbT Ha HHOUBHIUTE
BBB BCSKa IPYIa, IPH KOUTO CE€ IIOCTUTA CHIIUAT TO3M Npar Ha KOHICHTPALUATa Ha aHTUTENIAaTa, €
>97% c uzximoyenue Ha cepotun 3 (71% npu npexaeBpeMeHHO poieHUTe KbpMadeTa u 79% mpu
KbpMaveTaTa, poJIeHH Ha TepMuHa). He e n3BecTHO 1anyu MMyHOJIOTHYHATA TAMET KbM BCUUKH
CEpOTUIIOBE CE MHAYLMpPA PU HEJOHOCEHH KbpMadeTa. Karo wsno cepotun-cnenuduunnte [gG
GMC ca no-HHCKH 32 MPEKIEBPEMEHHO POJEHHUTE, OTKOJIKOTO 3@ POJCHUTE Ha TEPMUHA KbpMadeTa.

Cnen cepunre npu kppmadeta OPA GMT ca cxogHH Ipu HEAOHOCEHH KbpMadeTa, CPABHEHO C
KbpMaueTa, poJICH! Ha TEPMIHA, OCBEH 3a CEPOTHII 5, TIPU KONTO ca MO-HUCKH IIPH HEAOHOCEHUTE
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kppMavera. OPA GMT crnen OycrepHara 103a, CpaBHEHH € TE3H CIIE]] CEPUUTE MIPU KbpMadeTa, ca
1oT00OHU WK TIO-HUCKH 3a 4 ceporurna (4, 14, 18C u 19F) u ca crarucTH4eckn 3Ha4MMO TTO-BUCOKH 32
6 ot 13-te ceporuna (1, 3, 5, 7F, 9V u 19A) npu HenoHOCEHN KbpMadeTa, cpaBHEeHO ¢ 10 ot 13-Te
ceporumna (1, 3,4, 5, 6A, 7F, 9V, 18C, 19A u 23F) npu noHOCeHH KbpMaJeTa.

Jena (12-59 mecena), HaneJIHO UMYHU3HUpaHu ¢ Prevenar (7-BajieHTEH)

Crnen mpuioskeHue Ha eHOKpaTHa o3a Prevenar 13 Ha mena (12-59 mecena), KOUTO ce cuuTaT
HAI'BITHO UMYHH3HMpaHU ¢ Prevenar (7-BaneHTHa) (TbpBUYHA cepusi ¢ 2 WK ¢ 3 T03M ILTIOC OycTepHa
[103a), IPOLIEHTHT, TocTUral] cepyMHH HuBa Ha IgG >0,35 pg/ml u OPA tutpu >1:8, e mone 90%. Bee
nak 3 (cepotur 1, 5 u 6A) OT 6-Te TOMBIHUTEITHU cepoTHUIa ca Mmokazanu rmo-uucku IgG GMC u OPA
GMT B cpaBHEHHE C €11, KOUTO ca MOIYYWIH IMOHE €AHa MpeaxoaHa BakcuHauus ¢ Prevenar 13.
Kimanunara 3aaunmoct Ha no-auckute GMC and GMT B MOMeHTa € HeU3BeCTHa.

HeBakcunupanu nena (12-23 mecena)

[IpoyuBanusTa npu HeBakcuHupanu aeua (12-23 mecena) ¢ Prevenar (7-BaneHTHa) Noka3Bpar, ue ca
HEoOXOIUMH 2 703U 3a IOCTUTaHe Ha KOHUEHTpauuu Ha cepyMeH IgG 3a 6B u 23F, monoOHM Ha Te3Hu,
WHAYLUPaHU OT CEPUU C 3 103U NPH KbpMadeTa.

Jlelia ¥ IOHOIIH HA BB3pacT S go 17 roguHu

B otBOpeno npoyuBane npu 592 3apaBu ela U IOHOIIY, BKIIOYUTEIHO TakuBa ¢ actMa (17,4%),
KOUTO MOJKE JIa ca MPeAPa3oIoKeHN KbM ITHEBMOKOKOBa MH(eKIus, Prevenar 13 mpenu3BukBa
UMYHHU OTTOBOpU KbM Bcuukute 13 ceporuna. Eqnokparna no3a Prevenar 13 e moctaBena Ha nena
Ha BB3pacT 5 1o 10 roguHu, BakCHHUPaHU Npeu ToBa ¢ moHe 1 no3a Prevenar, u 1ena u 10OHOIIN HA
10 no 17 roauHu, KOUTO HUKOTA HE Ca MOJIy4aBaId IHEBMOKOKOBA BAKCHHA.

W npu peuara Ha Bb3pact 5 1o 10 rogunu, v npu Aena U Howu Ha Bb3pacT 10 no 17 rogunuy,
MMYHHHAT OTTOBOp KbM Prevenar 13 e He mo-ytomr oT To3u KbM Prevenar 3a 7-te o001y cepoTumna u
TO3U KbM Prevenar 13 3a 6-Te TOI'BIHUTENHU CEPOTHUIIA, CPABHEHO C UIMYHHHS OTTOBOP CJIE]
YEeTBBpTATA J]03a IPH KbpMadeTa, BAKCHHUPAHU Ha BB3pacT 2, 4, 6 u 12-15 mecena, KoeTo € n3MepeHo
upe3 cepyMeH [gG

[Ipu nena u rorommm Ha BB3pacT 10 mo 17 romuan OPA GMTs 1 Mecer| cnen BakcCHHApaHe ca OUITN He
no-or 0T OPA GMTs B rpymnata 5 no 10 rogunau 3a 12 ot 13-Te ceporuna (¢ U3KIIOYSHHE HA

cepotun 3).

I/IMVHHI/I OTTOBOPH CJICA MOAKOXHO NPHUIIOKCHUC

ITonkoxHoTO MpUokenue Ha Prevenar 13 e olieHEHO B €JHO HECPABHUTEIHO MPOYYBAHE MIPU

185 3apaBu KppMaueTa U Aena OT AMOHCKU MPOU3X0J, KOUTO ca NoTyuniiu 4 1034 Ha Bb3pacT 2, 4, 6 u
12-15 mecena. [IpoyuBaneTo mokaspa, 4ye 0€30MaCHOCTTa 1 IMYHOTEHHOCTTA Ca KaTo IS0 CPaBHUMU
¢ HaOIOICHNATA, HAIIPABEHH B MTPOYYBAHUATA HA HHTPAMYyCKYITHOTO MIPUIIOKEHUE.

Edextusuoct Ha Prevenar 13

Hnesazueno nueemoxokoeo 3abonsgare

Hannute, myonukysanu ot Public Health England, couar, 4e yetupu ronunu cies BbBEXIAHETO HA
Prevenar kato mbpBHYHA MMYHH3ALUs IPH KbPMadeTa C BE JO3U U MocienBalia OycTepHa 103a mnpes
BTOpAaTa rofMHa OT )XKMBOTA U NP 94% BaKCHHAIHO MOKPUTHE, B AHIIINS U Yelc ce HalmoaaBa
noHmkeHue oT 98% (95% JIU 95; 99) Ha 3aboneBaeMOCTTa, IBbJDKAIIA CE Ha 7-T¢ BAKCHHATHH
cepoTtuna. BriocneacTsue, 4eTUpH FOJUHM CJe IPEMUHABAaHETO KbM Prevenar 13, TOMbIHUTETHOTO
MoHWXeHKe Ha yectorata Ha UII3, mpuunneno ot 7-te cepotuna B Prevenar, Bapupa ot 76% npu
Jlerata Ha Bb3pacT noJ 2 roaunu, 10 91% npu te3u Ha Bb3pacT 5-14 ronunu. OTAEIHUTE OHUKEHUS
3a BCEKH OT 5-Te NOMBJIHUTEIHU cepoTuna B Prevenar 13 (ue ca nHabmogaBanu cnyyan Ha UI13,
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NPUYMHEHO OT CEPOTHII 5) 10 Bb3pacToBa rpymna ca nokasanu B Tabnuua 2 u Bapupat ot 68%
(ceportur 3) no 100% (cepotun 6A) 3a fnerara Ha Bb3pacT MO/ 5 TOAWHA. 3HAYUTETHO TOHWKEHHUE Ha
YyecToTaTa ce HaOJI0[aBa U MPH IPYNUTE Ha MO-TOJIIMa Bb3pPacT, KOUTO HE ¢4 BAKCHHUPAHU C
Prevenar 13 (uHaupexTeH egexr).

Tabnuua 2: Bpoii ciryyau u nonu:kenune Ha yecrorara Ha UI13 nmo ceporunose npe3 nepuoaa 2013/14
cupsamo nepuoga 2008/09-2009/10 (2008/10) no Be3pacT B AHIJIMA U YeJic

<5 roauuHa Bb3pact 5 no 64-roaumHa Bb3pacT >65-roAuIHa Bb3pacT
2008— 2013/ % 2008- 2013/ % 2008- 2013/ %
10° 148 TOHMKEHUE 10" 148 TTOHHKEHHUE 10" 148 TTOHHKEHHUE
Ha Ha Ha
yecTrorara yecTrorara yecTrorara
(95% ™) (95% JAN*) (95% JAN*)
JlonbaIHUTEHU CEpPOTHIIOBE, BKIOYeHH B Prevenar 13
1 59(54) | 5(5 91% 458 77 83% 102 13 87%
(382) (71) (89) (13)
(98%; (88%; (94%;
68%)** 74%)** 72%)**
3 26 (24) | 8(8) 68% 178 73 59% 256 143 44%
(148) (68) (224) | (146)
(89%; 6%) (72%; (57%;
38%)** 27%)**
6A 10 (9) 0(0) 100% 53(44) | 5(5 90% 94 5(5) 95%
(82)
(100%; 97%; (99%;
62%)** 56%)** 81%)**
TF 90 (82) | 8(8) 91% 430 160 63% 173 75 56%
(361) (148) (152) 77
(97%; (71%; (70%;
74%)** 50%)** 37%)**
19A | 85(77) | 7(7) 91% 225 104 54% 279 97 65%
(191) (97) (246) 99)
(97%; (65%; (75%;
75%)** 32%)** 53%)**

Kopurupano cripsmo 151 Ha CEpOTHITU3UPaHU MPOOH, IUTICBAIIA Bh3PacT, 3HAMEHATE, CPaBHEH C

nepuona 2009/10, u cipssMO TCHISHIUATA B 0OIIOTO MHBa3MBHO ITHEBMOKOKOBO 3a0osiBane 1o 2009/10

(crmenm KOeTo He € MpaBeHa KOPEKIIHS CIPSAMO TCHICHIIUATA).

*  95% I, n3BexneH ot uHTepBan Ha [loacoH, ocHOBaH Ha cBpbXpa3ceiiBane 2,1, HaOMOAaBaHO MTPH
MozenupaneTo Ha ganHuTe ot 2000-06 otHOCHO BesikakBo UII3 nmpeau Prevenar.

**  p<0,005 3a obxBamane Ha 6A, pu koeto p=0,002

Bwsnanenue na cpeonomo yxo (BCY)

B nmyGnukyBaHO H3NIUTBaHe, IpOBeAcHO B M3paern, B KOETO € W3Mo3BaHa IbPBUYHA HMYHHU3ALH C
JIBE JIO3M U MOCcJie/iBalla OycTepHa 103a pe3 BTopaTa FoAUHA OT KUBOTA, Bb3JCHCTBUETO HA
Prevenar 13 Bepxy BCVY e nokyMeHTHpaHO 4pe3 OCHOBaHA Ha MOIYJIALKATA CHCTEMA 33 aKTUBHO
HaOJII0IeHNE C KYJITHBUPAHE HAa TEYHOCT OT CPEAHOTO YXO0, MOTy4YeHa MOCPEICTBOM TUMIIAHOLICHTE3a,
npu fena B M3paen Ha Bb3pact nof 2 rogunu ¢ BCY.
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Crnen BpBexkIaHeTO HA Prevenar u mocneaBanioro npeMuHaBane Ha Prevenar 13 uma cnan B
yecroTata oT 2,1 10 0,1 caygas va 1 000 nena (95%) 3a cepoTunosere B Prevenar mitoc cepotur 6A
u cran B yecrorata ot 0,9 no 0,1 cmyuas Ha 1 000 neua (89%) 3a mombIHUTETHUTE CEPOTHIIOBE 1, 3,
5, 7F n 19A B Prevenar 13. 'oguinaTa yectoTa Ha BCHukH cinyyan Ha BCY, npudnHeHn ot
MTHEBMOKOKH, HamaisiBa oT 9,6 Ha 2,1 cioydas Ha 1 000 nena (78%) mexay ronu 2004 (npenu
BBBEX1aHeTO Ha Prevenar) u torn 2013 (cnex BpBexkaaneTo Ha Prevenar 13).

IIneemonusn

[Ipu1 MHOTOLIEHTPOBO 0OCEPBALIMOHHO MTPOyYBaHe BbB DpaHIHs, CpaBHIBALLO NEPUOIAUTE IPEIU U
cien mpeMuHaBaHeTo oT Prevenar kM Prevenar 13, uma 16% (ot 2 060 Ha 1 725 cimyyas) moHKeHUE
Ha BCUYKH CIIy4ad Ha ITHEBMOHUS, mpuaodura B oouiectsoro (I1110), B cemHute oTACNIEHUS IPH
Jieria Ha Be3pact oT 1 mecent 10 15 rogunn. [lonmwkenusra ca 53% (ot 167 na 79 ciy4as) (p<0,001)
3a ciryyante Ha [111O ¢ mneBpanen uznus u 63% (ot 64 Ha 24 cinyuas) (p<0,001) 3a
MHUKPOOHOJIOTMYHO JI0Ka3aHuTe ciydan Ha mHeBMokokoBa I1110. Ha Bropara ronuna cnen
BbBEXKIaHeTO Ha Prevenar 13 oOmusT Opoii cydau Ha [1TIM, nprunHena oT 6-Te TOMbJIHUTETHH
BaKCHHAaJHH cepoTuna B Prevenar 13, cmana ot 27 no 7 u3onara (74%).

Hamanenuero B cixydanTe Ha MHEBMOHMS 110 BCSIKAKBa IPUUYMHA € HAl-OTUYETIIMBO B O-MJIaAaTa
BaKCMHHMpaHa Bb3pacToBa rpyna ¢ Hamanenue ot 31,8% (ot 757 na 516 ciayqas) u 16,6% (ot 833 Ha
695 ciryyasi) CbOTBETHO BbB Bb3PaCTOBHUTE TPyNH <2 FOJUHHU U 2 110 5 roguHu. YecToTara npH mo-
roJeMuTe, IpeANMHO HEBAKCUHUPAHH Jena (>5 roIuHu), He ce MPOMEHS B TEUEHUE HA POYUYBAHETO.

[Ipu mponwmkaBaria cuctema 3a Ha0bmoneHue (2004 no 2013 1.) ¢ 1en JoKyMeHTHpaHe Ha
BB3JEICTBHETO HA Prevenar u Bnocnencteue Ha Prevenar 13 Bepxy IIIIM npu gena Ha BBb3pacT noj
5 ropunu B Oxen M3paen ¢ u3non3Bane Ha MbpBUYHA HUMYHHU3ALMS € 2 103U U OyCTepHA 1032 1pe3
BTOpaTa roJivHa OT )KMBOTa, UMa NoHmkeHue ot 68% (95% JIU 73; 61) na amOymnaropHUTE
nocemenust u 32% (95% JAU 39; 22) na xocnuranuzanuunte 3a anBeonapHa [T cnen BrBexmaneTo
Ha Prevenar 13 B cpaBHeHUe ¢ eproia peau 1a Ob/e BbBeneH Prevenar.

E(beKT BBPXY HaSO(baDI/IHFeaJ'IHO HOCHUTEJICTBO

ITo Bpeme Ha HaOmronaBamio mpoyyBaHe BbB DpaHIys MpH Je1a ¢ OCThP OTHT Ha CPEAHOTO yXO ca
OIICHEHW IPOMEHHTE B Ha30()apUHT€aTHOTO HOCHTEICTBO Ha ITHEBMOKOKOBH CEPOTHUIIOBE CIIE]T
BBBEX/1aHETO Ha Prevenar (7-BasieHTHA) U ciiex ToBa Ha Prevenar 13. Prevenar 13 3HaunMo HamansBa
Ha30(apUHTEATHOTO HOCUTEIICTBO 00II0 Ha 6-T€ JOIIBIHUTENHU cepoTrmna (i cepotun 6C) u
nootaenHo Ha cepotumnose 6C, 7F, 19A B cpaBHeHue ¢ Prevenar. HamansiBaHe Ha HOCUTEICTBOTO €
HAOII0JTaBaHO CHINO Taka rmpu ceportut 3 (2,5% crpsamo 1,1%; p=0,1). He e nabmrogaBaHo
HOCHUTEJICTBO Ha cepoTurose 1 u 5.

EdekTsT OT BakcHHUpPaHETO ¢ THEBMOKOKOB KOHIOTAT BHPXY Ha30()apHHTEATHOTO HOCUTEIICTBO €
npoydeH B M3paen npu panqoMu3upaHo, JBOMHOCIAIO IPOyYBaHe, IPU KOETO JenaTa ca mpueMain
Prevenar 13 wiu Prevenar (7-BajieHTeH) Ha BB3pacT oT 2, 4, 6 u 12 mecena. Prevenar 13 e namanun
3HAYUMO HOBOWJECHTH(HUIIMPaHaTa Ha30(papHuHTeaTHa MMOsSBa 000 Ha 6-T€ TOMBIHUTEIHH CEPOTHUTIA
(1 ceporun 6C) u mo otaenHo Ha ceporuroBe 1, 6A, 6C, 7F, 19A B cpaBHeHue ¢ Prevenar. He e
HaOII0/JaBaHO TTOHIKABAHE IPU CEPOTHII 3, a 32 CEPOTHUIT 5 KOJIOHU3AIUATA € Ouia TBBPAC PAAKa, 3a
Jla Moxe J1a ObJie OIICHeHO Bh3zelicTBreTO. [Ipu qBeTe BaKCHHUpaHU TPy ca HaOII0JaBaH! CXOTHI
YEeCcTOTH Ha N0sIBa B Ha3o(apuHKca 3a 6 0T ocTaBamure 7 o0y cepoTtuna; npu cepotumn 19F e
HaOII0JaBaHO 3HAYMMO HaMalleHHe.

IIpu ToBa npoyuBaHe ca NOKyMEHTHPaHH MOHWKEHUS Ha S. pneumoniae cepotunoe 19A, 19F u 6A,
HEYYBCTBUTEIHU KbM penuiia antuonotuiy. [loHmkeHusnTa ca B Auamasona Mmexay 34% u 62% B
3aBUCHMOCT OT CEPOTHUIIA K aHTUOMOTHKA.

IIporexruBHa edpukacHocT Ha Prevenar (7-BajieHTHA BakCWHA) IPU KbpMadeTa U Aela

Eduxacnoctra Ha 7-BaneHTeH Prevenar e oeHeHa npu BE TOJIEMH IPOYUYBAHUS — IPOYUBAHETO
Northern California Kaiser Permanente (NCKP) u nmpoyuBanero Finnish Otitis Media (FinOM). U
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JIBETE MPOYYBAHHA Ca PaHAOMHU3HPAHH, ABOWHOCIENH, aKTUBHO KOHTPOJIMPAHH, TPH KOUTO
KbpMaveTaTa ca paHJOMU3UPaHH J1a noiyyasar Prevenar nunu kontponnata Bakcuna (NCKP,
MeHHHTrokokoBa ceporpyna C CRM-konrorataa [MnCC] Bakcuna; FinOM, xenarut B Bakcuna) B
YEeTHPHUJ030Ba CXeMa Ha Bb3pacT 2, 4, 6 u 12-15 mecena. Pesynrarure 3a epuxacHoCT OT Te3u
NpOy4BaHus (32 MHBa3MBHO MTHEBMOKOKOBO 3a00JIsIBaHe, THEBMOHUS M OCTPO BB3MAJICHUE Ha
CPEIHOTO YX0) ca MmpelcTaBeHu no-goiny (Tadmmua 3).

Ta6auna 3: O6o61enne Ha epUKACHOCTTA HA 7-BajieHTeH Prevenar’

Tect N EB’ 95% JIA
NCKP: UIT3° ot BaKCHHATHUTE CEPOTHIIOBE 30258 | 97% 85, 100
NCKP: Knuanyno goka3aHa IHEBMOHMS C MATOJIOTHYHA 23746 | 35% 4,56
peHTreHorpadusi Ha IPbIHUS KOIII
NCKP: Octpo Bb3maneHne Ha cpearoto yxo (OBCY)” 23 746

OO0 Opoii enuzoau 7% 4,10
Penmaueupamo OBCY (3 enu3ona 3a 6 Meceria uiu 4 enu3oja 3a 9% 3,15

1 romuHa)

Penmaueupamo OBCY (5 enu3ona 3a 6 Meceria uinu 6 enmn3oja 3a 23% 7,36

1 roguHa

TuUMIIaHOCTOMHS C IOCTABAHE HA JPEHAXK 20% 2,35
FinOM: OBCY 1662

OO0 Opoii enuzoau 6% 4,16
Benukn ciydan Ha mHeBMOKokoBo OBCY 34% 21,45
OBCY 0T BakCHHAIHUTE CEPOTHUIIOBE 57% 44, 67

'Copen npotokona

2 EdwukacHocT Ha BakcuHaTa

3OKTOMBpH 1995 roa. no 20 Anpun 1999 rox.
4 OxktomBpu 1995 roa. no 30 Anpun 1998 ron.

Edextusaoct Ha Prevenar (7-BasieHTeH)

EdexktuBHOCTTA (KaKTO TUPEKTEH, Taka M HHIUPEKTEH edeKT) Ha 7-BaneHTHHs Prevenar cpeury
MTHEBMOKOKOBO 3a00JIsIBaHE € OIIEHEHA IMPU NMYHU3AIMOHHHU IPOTPaMH KaKTO IPY ITbPBUYHA
MMYHU3aLUs ¢ TPU 103U, TaKa U IPU MbPBUYHA UMYHM3ALUS C IBE 103U HA KbPMAUETa, BCSIKA OT
KouTO € ¢ Oycrep no3a (Tabmuna 4). BenepacTBue ot mmpokoTo u3noia3BaHe Ha Prevenar yectotara Ha
NII3 e mocnemoBaTeTHO U 3HAYNTEITHO 3aHIDKEHA.

Karo ce uznonspa CKPpUHHUHTOBUAT MCTON, e(l)eKTI/IBHOCTTa cpemy CHGI_II/I(l)I/ILIHI/I CCPOTUIIOBC Ha 2 031

Ha BB3pacT noj 1 roguaa B O0eIMHEHOTO KPaJICTBO ce m3uucisiBa Ha 66% (-29, 91%) u 100% (25,
100%) cvotBeTHO 3a cepotun 6B u 23F.

46




Ta6auna 4. O600menne Ha e)eKTHBHOCTTA Ha 7-BajleHTeH Prevenar npu MHBa3MBHO ITHEBMOKOKOBO

3aboJisiBaHe
Abp:xaBa IIpenopbuBaHa cxema ITonm:kenue Ha 3a00eBaemMocTTa, % 95% AN
(ronuna Ha
NycKaHe)
O0enuHEHO 2,4, + 13 mecena BakcuHaiHu cepoTHIIOBE: 49, 95%
KpaJICTBO (AHIIHA U JBe no3u Ha BB3pact nof 1 roxunHa: 85%
Verc)' (2006)
CAIIl (2000) 2,4,6,+ 12-15 mecena
Jlera < 5° Baxkcunannu cepotumose: 98% 97, 99%
Bceuuku ceporumnose: 77% 73, 79%
Br3pactan > 65° Baxcunanuu cepotumnose: 76% Hsama
Benuku ceporrmnose: 38% Hsma
Kanaza (KBeGex)' 2,4, + 12 mecena Benuku cepotumnose: 73% Hsama
(2004) BakcuHajiHu cepoTHIoBe:
2-mo30Ba cxema 3a Kbpmadeta: 99% 92, 100%
Msnenaena cxema: 100% 82, 100%

'Tlerta < 2-rozmurna Be3pact. M3unciena BakcHHaTHA eeKTHBHOCT KbM IoHH 2008 ros. (Metox Ha Broome).
*Jlannu ot 2005 rox.

3IIaHHI/I ot 2004 roz.

*Ilera < 5-romuurHa Be3pact. Suyapu 2005 ro. 1o gexemepu 2007 rox. Bee olue THIICBAT IBIHE TaHHH 3a
eeKTUBHOCTTA 3a pyTHHHaTa 2+1 cxema.

Ocmpo év3nanenue Ha cpeoHomo yXo

EdexrtuBHoctTa Ha Prevenar npu cxemara 3+1 e HaOI0aBaHa ChIIO CPEILy OCTPO Bh3MaJICHUE Ha
CPEZIHOTO YXO M THEBMOHHS CJIe/I BbBEKIAHETO My B HallMOHAIIHATa UMYHH3AIMOHHA nporpama. [1pu
€/IHa PEeTPOCIICKTHBHA OIICHKA Ha ToJisiMa 3acTpaxoBaTenHa 0a3a nanau ot CAILl nocemenusita 3a
OBCY ca namanenu ¢ 42,7% (95% AU, 42,4-43,1%), a npeckpuniuute 3a OBCY — ¢ 41,9%, npu
Jieria 1Mo 2-roJuillHa Bh3pacT B CPaBHEHUE C U3XOIHOTO HUBO Ipeau JuneH3upanero (2004 cipsmo
1997-99). Ilpu envH cX0/€H aHATN3 XOCTUTATU3AUUTE U aMOYJIaTOPHUTE TOCEIIEHHUS 33 THEBMOHUS
OT BCUYKH MPUYMHUATEIA HaMaJIsiBa ChOTBETHO ¢ 52,4% u 41,1%. 3a chOUTHATA, KOUTO CHECLIMATHO ca
OTIpeJieNIeHH KaTo MHEBMOKOKOBA ITHEBMOHUSI, HA0IIOaBaHUTE HAMAJICHUS Ha XOCTIUTATU3AIMHUTE H
amMOyJTaTOpPHUTE TOCEIIEeH s ca CbOTBETHO 57,6% u 46,9% npu aenara noj 2-roauinHa Bb3pacT B
CpaBHEHHE C U3XOJHOTO HUBO Mpeau nuieHsupanero (2004 cupsamo 1997-99). Benpeku ue ot Te3u
o0cepBaIiOHHH aHAJIM3HM HE MOJKE JIa Ce 3aKIII0UX PUYMHHO-CIIEICTBEHA BPB3Ka, T€3U pe3yNTaTh
npernonarar, ye Prevenar urpae BaxxHa poJis 3a HaMaJsiBaHe Ha Te)KECTTa Ha JIMTaBUYHUTE
3abomsiBanust (OBCY u mHeBMOHHMS) B TapreTHATA IpyTa.

IIpoyuBaHe 3a eUKaCHOCT IIpU BH3pACcTHU HA 65 U IIOBeYEe TOAUHUA

Eduxkacnocrra cpenty I1I10 u UIT3, npuunnenu ot Bakcunanaus tun (BT) mMHEBMOKOKH, € OlleHEeHa B
MaIabHo, paHAOMHU3UPAHO, IBOWHOCIISIIO, TUTale00-KOHTPOIHpaHo npoyuBane (M3nuTBane Ha
MMYHHU3aLIKs CPelly THEBMOHUS, IPUA00UTa B 00IIIECTBOTO, IpH Bb3pacTHU (Community-Acquired
Pneumonia Immunization Trial in Adults—CAPiTA)) B Hunepnaunus. 84 496 y4acTHHUIIM Ha Bb3pacT
65 u moBeye roMHY MOJIy4aBaT ¢AHOKpaTHA BakcuHalus ¢ Prevenar 13 unu miane6o mpu
paHzomMu3upane B cboTHouenue 1:1.

UznurBanero CAPiTA BkitouBa JOOPOBOIIHM HA BB3PACT > 65, YMUTO AeMorpadCKu U 3/[paBHU
XapaKTepUCTUKH MOJXKE Jla C€ OTIMYaBaT OT Te3U Ha MAI[UeHTUTE, KOUTO ThPCAT BaKCHHAIHS.

[IppBHU enm3oa Ha MHEBMOHMSI, IOTBBPICHA MOCPEICTBOM PEHTTEHOTpadus Ha TPBIHUS KOII,
HAJIO)KHJIa XOCTIUTAIN3AIIHSL, € YCTAaHOBEH IpH 0KoJio 2% oT Ta3u nomyiauud (n=1 814 yuactauun),
ot kouTo 329 ciyyas ca notBbpaeHa mHeBMokokoBa 1110 u 182 ciyyas ca I1I10, mpuunHeHa oT
BaKCHUHAJIHUS TUII THEBMOKOKH, B IIOITyJIALIUATA 110 IIPOTOKOJI U Mozln(blxlunpaHaTa intent to treat
nomynatus (mITT). 3a mepBUYHaTa KpaiiHa TOYKa (B MOMyJIalyATa Mo IpoTokon) uma 139 (49 3a
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Prevenar 13: 90 3a mnane60) nbpBu enuzonu Ha I1110, nprunHeHa OT BAKCHHAIHUS TUI THEBMOKOKH,
KoeTo AaBa euxacHocT oT 45,56% (95,2% CI, 21,82-62,49; p=0,0000).

EdukacHocT chI110 € 1eMOHCTpHpaHa U 3a JBETe BTOPUYHH KPaiHU TOUKHU B IOMYJIALUATA TI0
MPOTOKOJ. 32 BTOpUYHATA KpaliHa Touka HeOakTepuemMuuHa/HenHBazuBHa (HB/HW) mHeBMOKOKOBa
[ITO uma 93 (33 3a Prevenar 13: 60 3a nnane6o) nepsu enuzoga Ha Hb/HU IT10, npuunnaena ot
BaKCHHAHHS TUI ITHEBMOKOKH, KOETO NaBa epukacHocT ot 45,00% (95,2% CI, 14,21-65,31;
p=0,0067). 3a BTOpruHara kpaitna Touka UI13 uma 35 (7 3a Prevenar 13: 28 3a nmane6o) nppBu
enuzozna Ha MII3, npuunHeHo OT BaKCHHATHUS THII THEBMOKOKH, KOETO faBa epukacHocT oT 75,00%
(95,2% CI, 41,06-90,87; p=0,0005).

[IpoabKUTETHOCTTA HA TPOTEKTUBHATA €(PUKACHOCT cpelry mbpBH enu3o Ha 1110, mpuunHeHa oT
BakcuHaIHHA TN mHeBMOoKokW, HB/HU TII1O, npuyrHeHa OT BaKCHHAIHUS THI THEBMOKOKH, 1 W13,
MPUYUHEHO OT BAKCHHAIHUS THUIl THEBMOKOKH, CE 3ala3Ba Mnpe3 Henus 4-roauuieH nepuo Ha
MPOYYBAHETO.

I[H3aﬁH"bT Ha U3NHUTBAHCTO HC BKIIIOYBA ACMOHCTPUPAHC HA e(l)I/IKaCHOCT B IOATPYIIUTC U 6pOﬂT Ha
MalMCHTUTC HA BB3PaCT > 85 TOAWHU HC € NJOCTATHUCH, 3a Ja CC ACMOHCTPHUpaA e(l)I/IKaCHOCT B Ta3u

BB3pPaCTOBA Irpymna.

HDOV‘{BaHI/ISI 3a UMYHOT'CHHOCT IIPH BH3PACTHHU >18 TOIMHU U B CTap4CCKa Bb3pacT

[Ipu BB3pacTHH HE € OIpeeNieH Mpar Ha KOHIEHTPaLUusITa Ha ClieU(pUIHNUTE 32 BCEKU CEPOTHIT
MTHEBMOKOKOB IOJIN3axapu] cBbp3Baliy IgG aHTHTENa, OCUTYpsBaIll IPOTEKLUS. 38 BCHYKH OCHOBHU
KJIMHAYHU U3MHUTBAHMA € M3II0JI3BaH cepoTul crenuduuer onconodaronurosex tect (OPA) karo
Cyporar 3a OLeHsIBaHe Ha MOTCHIHATHATa eUKACHOCT Cpelly HHBa3UBHO THEBMOKOKOBO 3a00JIsiBaHe
u nHeBMoHUs. U3zuncnenu ca cpeano reomerpuunute Tutpu (GMTs) na OPA, u3mepen 1 mecen cnen
Bcska BakcuHauus. OPA tuTpure ce u3passBar KaTo perunpoyHaTa CTOMHOCT Ha Hall-BUCOKOTO
CEpPYMHO pa3pexaaHe, KOETO HaMalsBa NPEXXUBIEMOCTTa Ha THEBMOKOKHTE ¢ ToHE 50 %.

OcnoBHHTe npoyuBaHus 3a Prevenar 13 ca mnanupany aa nokaxar, ye pyakauoHanaure OPA
AHTHUTSUIO OTTOBOPH 3a 13-Te cepoTuna ca He MO-MalKo eUKACHH, U 32 HIKOH CEPOTHUIIOBE MO-100pH,
ot 12-Te ceporua, 00K ¢ pa3pelieHaTa 3a ynorpeda 23-BajJeHTHA THEBMOKOKOBA MOJIM3aXapuaHa
BakcuHa [1, 3,4, 5, 6B, 7F, 9V, 14, 18C, 19A, 19F, 23F] eaun Mecell cnej npuiarane Ha BAKCUHATA.
OTroBopsT KbM cepoTHN 6A, KOWTO € yHHKaJleH 3a Prevenar 13, e onpenenen upe3 1oka3paHe Ha 4-
KpaTHO yBenuueHue B ciequduuansg OPA TUTHp cnpsMo HUBATa Npeay UMYyHHU3ALUATA.

[IpoBenenu ca net kiMHUYHY poyuBanus B EBpona n CAILl, oueHsBamy UIMyHOT€HHOCTTA Ha
Prevenar 13 npu pasnuuHu Bb3pacTOBH I'pynH, Bapupammy ot 18-95-rogumna Bbp3pact. Knuananure
npoyuBanus ¢ Prevenar 13 B MOMeHTa MPeJOCTABST JAHHHU 32 UMYHOT'€HHOCTTA MIPY BB3PACTHU HA U
Hax 18 roguHu, BKIIOYUTEIHO B3pAcTHHU Ha 65 U MOBEYE rOIMHH, KOUTO Ca BAKCHHUPAHH MIPEIH TOBA
C eIHa WM TIOBEYE 03 OT 23-BajleHTHATa MTHEBMOKOKOBA ITOJIM3aXapHiHa BAKCHHA 5 TOOUHU TPean
BKJIIOUBAHETO B IIPOYYBaHETO. BCsko mpoyuBaHe BKIIOYBA 3/IPaBU BH3PACTHU UHIUBUIN U
MMYHOKOMIIETEHTHHU BB3PACTHU ChC CTAOMIHU MOAJIEKAIIN ChCTOSHUS, 32 KOUTO € U3BECTHO, Ue
npeapasnojaraT KbM ITHEBMOKOKOBa HHPEKIHS (T.€. XPOHUYHO ChPIEYHO-CHOBO 3a00JsIBaHE,
XpoHHUYHA O6e10ApoOHa 60IeCT, BKIIOYUTEIHO acTMa, ObOpEYHH HapyILIeHUs U 3axXapeH quaderT,
XPOHUYHO YepHOAPOOHO 3a00IIsBaHe, BKIIOYUTEIHO ATKOXOJIHO YePHOAPOOHO 3a00IIsBaHe), U
BB3PACTHH C PUCKOBHU (aKTOPH, KATO TIOTIOHOIYIIIEHE U 3JI0yHOTpeda ¢ aJIKOXO0.

NmyHorenHocTTa 1 6e30macHocTTa Ha Prevenar 13 e qoka3aHa npu Bb3pacTHU HA U Hax 18 roauHw,
BKJIIOUUTENHO TAKMBA, BAKCUHUPAHU MIPEAU TOBA C THEBMOKOKOBA MOJIM3aXapyIHa BaKCHUHA.

Bwspacmuu, koumo ue ca saxcunupanu npedu mosa ¢ 23-6aieHmHa NHEBMOKOKO8A NONU3AXAPUOHA
sakcuma

B nmupexkTHO CpaBHUTENHO NMPOYYBaHE, MPOBEAEHO MPH Bb3pacTHU OT 60 10 64 roANHH, yYaCTHHLIUTE
ca MOJy4YHJIN eJHOKpaTHa fo3a win Prevenar 13, nnu 23-BaneHTHa THEBMOKOKOBA IOJIM3aXapHIHa

48



BaKCHHA. B chII0TO Npoy4BaHe Apyra rpymna oT Bb3pacTHU yyacTHHLU OT 50 1o 59 rogunu u Tpera
rpyna ot 18-49 ronuHu nomayyaBaT eqHOKpaTHa fo3a Prevenar 13.

Tabmuma 5 cpaBasiBa OPA GMTs 1 mecen cien no3ata npu 60-64-roAUITHA, HA KOUTO € MIPHIIOKEHA
WM eIHOKpaTHa Ao3a Prevenar 13, unu 23-BaneHTHa MHEBMOKOKOBA MOJU3aXapUaHa BAKCUHA, U IPU
50-59-roauiHy, Ha KOMTO € MPHIIOKEHA eIHOKpaTHa A03a Prevenar 13.

Tabmmna 5: OPA GMTs npu Bb3pacTHu Ha 60-64 ronmHu, HA KOUTO e NpuJokeH Prevenar 13
WIN 23-BaJICHTHA THEBMOKOKOBA NoJm3axapuana sakcua (PPSV23), u npu Bb3pacTHu Ha
6
50-59 roauuu, Ha KOMTO e npuaoxken Prevenar 13"

Prevenar 13 | Prevenar 13| PPSV23
60-64 Prevenar 13 Prevenar 13 cipsimo
50-59 cnpsimo PPSV23,
50-59 ronunu|60-64 roguHu| TOAUHM 60-64 roxmmmn 60-64 roxmun
N=350-384 | N=359-404 | N=367-402

Ceporun GMT GMT GMT GMR | (95% A1) | GMR | (95% JAN)
1 200 146 104 1,4 |(1,08;1,73)] 14 (1,10; 1,78)
3 91 93 85 1,0 ((0,81;1,19)] 1,1 (0,90; 1,32)
4 2 833 2 062 1295 1,4  |(1,07;1,77)] 1,6 (1,19; 2,13)
5 269 199 162 1,4 |(1,01;1,80)] 1,2 (0,93; 1,62)
6AT 4328 2593 213 1,7  |(1,30; 2,15)] 12,1 |(8,63;17,08)
6B 3212 1984 788 1,6 ((1,24;2,12)] 2,5 (1,82; 3,48)
7F 1 520 1 120 405 1,4  ((1,03;1,79)] 2.8 (1,98; 3,87)
A% 1726 1164 407 1,5 |(1,11;1,98)] 29 (2,00; 4,08)
14 957 612 692 1,6 |(1,16;2,12)] 09 (0,64; 1,21)
18C 1939 1726 925 1,1  |(0,86;1,47) 19 (1,39; 2,51)
19A 956 682 352 1,4  |(1,16;1,69)] 1,9 (1,56; 2,41)
19F 599 517 539 1,2 |(0,87;1,54)] 1,0 (0,72; 1,28)
23F 494 375 72 1,3 [(0,94; 1,84)] 5,2 (3,67; 7,33)

" He mo-mankara e(pMKacHOCT € OIpejIeNieHa IIPU J0JIHA TPaHMIa Ha JABYCTpaHHUs 95% 10BepUTENeH
uHTepBan 3a GMR, no-ronama ot 0,5.

° CTaTHCTHYECKH 3HAYNMO TI0-CHJICH OTTOBOD € OMNpeJIesIeH MpHU JOJIHA TPaHULA HA ABYCTpaHHUA 95%
imoBepuTeneH uatepsan 3a GMR, nmo-rosnsma ot 1.

" 3a ceporun 6AT, KOWTO € yHuKalleH 3a Prevenar 13, cTaTUCTUYECKU 3HAYUMO MO-CUIIEH OTTOBOD €
OoIpezeseH NMpH 0JIHA TpaHHIa Ha ABycTpaHHUsS 95% nosepureneH untepsai 3a GMR, no-ronsima ot
2.

[Ipu BB3pacTan Ha 60-64 ronuan OPA GMTs 3a Prevenar 13 ca ne mo-manko eguxacuu ot OPA
GMTs 3a 23-BaneHTHAaTa THEBMOKOKOBA TOJM3aXapHIHa BaKCHUHA 32 12-Te 00IIM 3a JBETe BAKCHHH
cepoturna. 3a 9 ceporuna OPA TUTpUTE ca CTATUCTUUECKU 3HAYUMO MO-BUCOKHU MIPU MOITYUUIUTE
Prevenar 13.

IIpu BB3pactHu Ha 50-59 roguan OPA GMTs 3a Bcuuku 13 ceportuna B Prevenar 13 ca He mo-masko
edpuxacHu ot otroBopure npu Prevenar 13 npu Bb3pactau Ha 60-64 ronunau. 3a 9 ceporuna
UMYHHHUTE OTTOBOPH Ca CBBP3aHH C Bb3pacTTa, KaTo Bb3pacTHUTE B rpynata 50-59 ronnHu nokassaT
CTaTHUCTUYECKH 3HAUMMO MO-CHJIHU OTTOBOPH OT Bb3pacTHHUTE Ha 60-64 ronnHu.

IIpu Bcuuky Be3pacTHU Ha > 50 TOAMHM, BAKCHHUPAHHU C €IHOKpaTHA no3a Prevenar 13, OPA tutpute

3a CCpOTHUIl 6A ca 3HAYMMO I10-BHCOKH B CpaBHCHUC C TC3U IIPU BB3PACTHU HA >60 T'OAWMHH, KOHUTO Ca
MNOJIy4YnJin €JHOKpATHA J03a 23-BajJIcHTHA ITHEBMOKOKOBA nojm3axapuJiHa BaKCHHA.
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Enna ronuna cnen Bakcunupane ¢ Prevenar 13 OPA tuTpure cianat, cpaBHEHO CbC CTOMHOCTUTE
€IMH Mecel] ciesl BakcuHanuaTa. Benpeku ToBa, OPA TuTpuTe 32 BCHUKHM CEPOTUIIOBE CE 3ama3BaT
MO-BUCOKH OT U3XOJHNUTE HUBA.

OPA GMT na m3xomao | OPA GMT enna roawHa cien
HUBO Prevenar 13

Bu3pactau Ha 50-59 rogunmu, KOUTO
HE Ca BAKCMHHUPAHU IIPEIU TOBA C 5 no 45 20 no 1 234
23-BajleHTHA THEBMOKOKOBA
MoJIN3axapuaHa BaKCHHA

Bn3pactau Ha 60-64 ronuHU, KOUTO 5 mo 37 19 mo 733
HE ca BAKCHHHUPaHHU IIPEIU TOBA C
23-BajJIecHTHA ITHEBMOKOKOBA
MOJIN3axapyHa BaKCHHA

Tabmuma 6 nokazsa OPA GMTs 1 mecer cries eqHOKpaTHa 1o3a Prevenar 13 mpu 18-49-roaumau
cupsamo 60-64-roguniamy.

Ta6umna 6: OPA GMTs npu Be3pacTHu Ha 18-49 ronunu u 60-64 roquHu, Ha KOUTO €
npuioxen Prevenar 13*°

18-49 roannn
18-49 roguun 60-64 ronunu CpsiMo

N=836-866 N=359-404 60-64 roaunu
CepoTun GMT® GMT® GMR (95% JIN®)
1 353 146 2.4 (2,03; 2,87)
3 91 93 1,0 (0,84; 1,13)
4 4747 2 062 2,3 (1,92; 2,76)
5 386 199 1,9 (1,55; 2,42)
6A 5746 2593 2,2 (1,84; 2,67)
6B 9813 1984 49 (4,13; 5,93)
7F 3249 1120 2.9 (2,41; 3,49)
9V 3339 1164 2.9 (2,34; 3,52)
14 2983 612 49 (4,01; 5,93)
18C 3989 1726 2,3 (1,91; 2,79)
19A 1 580 682 2,3 (2,02; 2,66)
19F 1533 517 3,0 (2,44; 3,60)
23F 1570 375 472 (3,31; 5,31)

“He mno-mainkara e(pUKacHOCT € OlpejiesieHa Py JO0JIHA TPaHKIa Ha ABYCTpaHHus 95% noBepHUTeleH
unTepsai 3a GMR, no-roysma ot 0,5.

% CTaTHCTHYECKH 3HAUNMO MO-CHIICH OTTOBOD € OTpe/IesICH MPH JOJHA TpaHUIla Ha ABYCTpaHHUI 95%

nmoBepuTesieH natepsai 3a GMR, mo-rosmsama ot 1.

* oBepurenuute naTepBanu (JIM) 3a CbOTHOIIEHUETO MPEACTABIABAT 0OpaTHH TpaHC(hOpPMAIMU Ha

TTOBEPUTEIICH HHTEPBAJI, OCHOBAaH Ha t-pasmnpeaenennero Ha CTIONBHT 3a CpeIHaTa pa3inuKa Ha

JIOrapUTMUTE Ha MMapaMEeTPUTE.

IIpu Bp3pactau Ha 18-49 roguan OPA GMTs kbM Bcuuku cepoTunose B Prevenar 13 ca He mo-manko
eduKacHU OT OTroBopuTe KbM Prevenar 13 npu Be3pactHu Ha 60-64 ToUHH.

Enna roguna cnen Bakcunupane ¢ Prevenar 13 OPA tutpute criagaT, CpaBHEHO ChC CTOWHOCTHUTE

eIIMH Mecel] clie]] BakcuHanusITa. Berpeku ToBa, OPA TuTpuTe 32 BCUYKU CEPOTHUIIOBE CE 3ala3BaT
MMO-BUCOKH OT U3XOJIHUTE HUBA.
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OPA GMT Ha U3X0gHO HUBO

OPA GMT enna roguHa ciien
Prevenar 13

Bn3pactau Ha 18-49 ronuuu,
KOUTO HE Ca BAKCUHUPAHU Npeau
TOBa C 23-BaJIcCHTHA THEBMOKOKOBA
MOJIN3aXapyHa BAKCHHA

5 mo 186

23 1o 2 948

Bw3pacmuu, saxcunupanu npeou mosa ¢ 23-6aieHmua NHEBMOKOK08A NOJIU3AXAPUOHA BAKCUHA
HNmynuute orroBopu KbM Prevenar 13 u 23-BajeHTHaTa MHEBMOKOKOBA MOJIM3axapuaHa BaKCHHA ca
CpaBHEHU B JUPEKTHO CPABHUTEIHO U3MUTBAHE NPU Bb3PaCTHU Ha > 70 TOJUHU, KOUTO Ca MOIYy4HIU
€HOKpaTHA 1032 MHEBMOKOKOBA MOJIN3aXxapy/IHa BAKCUHA TIOHE 5 TOAUHY NPEIU BAKCUHUPAHETO B

MIPOYYBAHETO.

Tabmuma 7 cpaBasiBa OPA GMTs 1 mecern cien BakcHHAIUATA HA BB3pacTHU Ha > 70 ToAuHM,
BAKCHHUPAHU MPEIU TOBA C MHEBMOKOKBA MOJIM3aXapuaHa BAKCHHA, KOUTO Ca MOJIYYWIH €JHOKpaTHA
no3a unu Prevenar 13, nnu 23-BajieHTHa MHEBMOKOKOBA MOJU3aXapUIHA BAKCHUHA.

Tabmna 7 - OPA GMTSs npu Bb3pacTHi Ha > 70 roAMHH, BAKCHHMPAHH NPeIu TOBA ¢
IMMHEBMOKOKOBA MOJIN3aXapH/IHa BAKCHHA, KOMTO ca moay4nau win Prevenar 13, nim

23-BajieHTHA IHEBMOKOKOBA NoJu3axapuaHa Bakcuna (PPSV23)

a,0,B

Prevenar 13 PPSV23 Prevenar OPA GMT
N=400-426 N=395-445 cnpsimo PPSV23
Ceporun OPA GMT OPA GMT GMR (95% 1)
1 81 55 1,5 (1,17; 1,88)
3 55 49 1,1 (0,91; 1,35)
4 545 203 2,7 (1,93; 3,74)
5 72 36 2,0 (1,55; 2,63)
6AT 903 94 9,6 (7,00; 13,26)
6B 1261 417 3,0 (2,21; 4,13)
7F 245 160 1,5 (1,07; 2,18)
9V 181 90 2,0 (1,36; 2,97)
14 280 285 1,0 (0,73; 1,33)
18C 907 481 1,9 (1,42; 2,50)
19A 354 200 1,8 (1,43; 2,20)
19F 333 214 1,6 (1,17; 2,06)
23F 158 43 3,7 (2,69; 5,09)

“He mo- Maskarta eUKacHOCT € Ompe/ie/icHa NPH J0JHa TPAHUIIA HA IBYCTpaHHUS 95% IOBEpHUTEIICH
unTepsai 3a GMR, no-roysma ot 0,5.

° CraTMCTHYECKH 3HAUNMO HO-CHIICH OTTOBOP € ONPE/Ie/IeH MPH JI0HA 'PAHHIIA HA JBYCTPAHHUS 95%
noBeputenieH uatepsan 3a GMR, mo-rossama ot 1.

® 3a cepotun 6A", koiiTo e yHuKaneH 3a Prevenar 13, cTaTHCTHYECKH 3HAYMMO TO-CHJICH OTTOBOP €
ompeiesicH, MpU JOHA TpaHuIla Ha ABycTpaHHusa 95% moseputenern narepsan 3a GMR, mo-ronsMa ot
2.

[Ipu BB3pacTHH, BAKCHHUPAaHU C THEBMOKOKOBA TOJIM3aXapuIHa BaKCHHA MIOHE 5 TOAWHU MIPeIu
KIuHUYHOTO npoyuBaHe, OPA GMTs 3a Prevenar 13 ca He mo-Majiko e(UKacHU OT OTTOBOPHUTE MPH
23-BajieHTHaTa MHEBMOKOKOBA IMOJIM3axapuaHa BakcuHa 3a 12-te o0 cepotuna. Herro noseue, B
TOBa MPOYYBAHE Ca IEMOHCTPUPAHHU CTATUCTHUYECKU 3HaUMMO 10o-BHcokn OPA GMTs 3a 10 ot 12-1e
o0mn ceporuna. IMyHHHTE OTTOBOPH KbM CEpOTHIT 6A ca CTaTUCTUYECKH 3HAYUMO MO-CHITHU CJIE]
BakcuHanus ¢ Prevenar 13, oTkoikoTo cies 23-BajieHTHA THEBMOKOKOBA MOJIM3aXapHIHa BaKCHHA.

Enna roguna cnen Bakcunupane ¢ Prevenar 13 npu Bb3pactHu Ha U Haja 70 ronuHHA, KOUTO ca
BaKCUHUPAHU ¢ 23-BajicHTHA THEBMOKOKOBA IOJIM3aXapyIHa BAKCHHA ITOHE 5 TOMWHU TIPEIn
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BKJIFOYBAHC B IIPOYYBAHCTO, OPA TUTPUTC CIIaAaT CPABHCHO CHC CTOMHOCTHUTE CIWH MCCEII CIICT
BaKCHHaNuATA. B’BHpeKI/I TOBA, OPA TUTPUTEC CC 3alla3BaT IMO-BUCOKH OT U3XOJAHUTC HUBA.

OPA GMT na OPA GMT enna rognHa clien
HU3XOQHO HUBO Prevenar 13

Bu3pactau > 70 roguHu, BAKCHHUPAHHU €
23-BajiecHTHA THEBMOKOKOBA 9 o 122 18 mo 381
MoJIM3axapuHa BaKCHHA IIOHE 5 TOJUHU
IIpeIY BKIIOYBAHE B IPOYYBAHETO

MyHHH OTTrOBOpH IIPH CIIENUAIHN HOITYJIIAINNA

HpI/I WHIANUBUAN C NOJTYONIHUCAHUTC ChCTOAHUA MMaA ITIOBUIIICH PUCK OT THECBMOKOKOBO 3abongBane. He e
H3BCCTHO KIIMHUYHOTO 3HAYCHHUC HA MPECAN3BUKAHUTC OT Prevenar 13 HuBa Ha aHTUTEIaTa npu
MMOCOYCHUTC CIICHHUAJIHU MOITyJIalluH.

Cvpnosuono-KiemvyHa anemus

[IpoBeneHo € OTKPUTO pOyUYBaHe ¢ eAHO paMo BB Dpannus, Uramus, O6enunaeno kpanctso, CAIL,
Jlusan, Eruner u Cayaurcka Apabus ¢ npuinoxkenue Ha 2 1o3u Prevenar 13 npe3 6 mecena npu

158 nmena u roHOIIM Ha BB3PACT >6 10 <18 TOJUHY ChC CHPIIOBUIHO-KIETHYHA aHEMUSI, KOUTO ca OWITH
BAKCUHUPAHU MPEIU TOBA C €HA WK MTOBEYE 103U 23-BaJeHTHA MTHEBMOKOKOBA MOJIM3axapuaHa
BAaKCHHA Hall-MaJko 6 Mecela npeau BKIouBaHeTo uM. Cien mppBaTa BakcuHauus Prevenar 13 Boau
JI0 HUBa Ha aHTUTENA, U3MepeHH kakTo nocpeactsoM IgG GMC, taka u nocpencteom OPA GMT,
KOUTO Ca CTaTUCTUYECKU 3HAUYMMO TO-BUCOKU B CPAaBHEHHUE C TE3U Mpeau BakcuHanusara. Cuex
BTOpATa 1032 UMYHHUTE OTTOBOPH Ca CPAaBHUMH C T€3U ciel MbpBaTa Ao3a. Enqna roguna cien
BTOpATa 032 HUBATa HA aHTUTENA, U3MEPEHU KakTo nocpeactsoMm IgG GMC, taka u mocpencTBOM
OPA GMT, ca no-BUCOKH B CpaBHEHHUE C TE€3M MIPEIU bpBaTa 03a oT Prevenar 13, ¢ u3kimoyeHue Ha
IgG GMC croifHOCTHUTE 32 CEPOTUIIOBE 3 U 5, KOUTO Ca UMAJIA CXOJHU YUCIIEHU CTOMHOCTH.

Jonvanumennu OaHHu OMHOCHO UMYHO2eHHOCmma Ha Prevenar (7-eanenmen): deya cvc cvbpnosuono-
KIemvyHa aHemus

NmyHorenHocTTa Ha Prevenar e n3cneaBaHa B OTKpUTO, MHOTOLIEHTPOBO MIPOYYBaHE MpU

49 xppMaueTa chC CHPIOBUIAHO-KIEThYHA aHeMusl. [lenata ca BakcuHupanu ¢ Prevenar (3 go3u npe3
€IMH Mecel] cJe]l HaBbpIIBaHe Ha 2-MeceyHa Bb3pacT), KaTo Ha Bb3pacT 15-18 mecena 46 ot Tiax
MOJTy4aBaT U 23-BaJICHTHA THEBMOKOKOBA MOJIM3axapuaHa BakcuHa. Cien MbpBUYHATA UMYHH3ALHS
95,6 % OT MHAMBUANTE UMAT HUBA HA aHTUTENA OT Hail-Manko 0,35 pg/ml 3a BcuukuTe cepeM
ceporuna B Prevenar. Cien npuioKeHHETO Ha MOJIM3axapuaHaTa BaKCHHA € HaOIr01aBaHoO 3HAYUMO
MOBHILIEHUE HAa KOHIIEHTPAIMUTE Ha aHTUTEJA CPELLy CEAEMTE CEPOTHIIA, KOETO MPEATIoara, 4e €
Ouna nzpaboTeHa JOCTaThuHa UMYHOJIOTHYHA ITAMET.

HIV unghexyus

Heya u 6v3pacmuu, He8AKCUHUPAHU NPedU MOBA C NHEBMOKOK08A 8AKCUHA

HIV-undexrupann nema u Bp3pactau cbe CD4 >200 kmetku/pl (cpenno 717,0 knetku/pl), Bupycen
toBap < 50 000 korus/ml (cpemro 2090,0 komus/ml) u 63 akTHBHO 3a00JsBaHE, CBHP3aHO ChC
CIIMH, xouTo HEe ca BAKCUHUPAHU IIPEaU TOBA C THEBMOKOKOBA BAKCHHA, MOJIy4YaBat 3 103U
Prevenar 13. CrrimacHo oOmuTe mpernopbhKy BIIOCIEACTBHE UM € MPHIIOKEHA €THOKPaTHA 1033 OT
23-BaJieHTHa THEBMOKOKOBA TOJIN3aXapy/IHa BaKCHHA. BakcHHUTE ca Mpuiiarany npe3 HHTEPBAIN OT
1 mecen1. UMyHHUTE OTTOBOpU ca OLieHeHHU Ipu 259-270 yyacTHUIM, TOIXOISIIH 32 OLICHKA,
npubmm3uTenHo 1 Mecery cies Besika J1o3a oT BakcuHaTa. Cnen mbpBarta fo03a Prevenar 13 Bonu 1o
HUBA Ha aHTUTeENA, U3MepeHH kakTo nocpeactsoM IgG GMC, taka u nocpeactsom OPA GMT, kouto
ca CTaTUCTHYECKY 3HAYMMO TI0-BUCOKH B CPAaBHEHUE C HUBATa Npeay BakcuHanusaTa. Cie BTopara u
Tperara j03a Prevenar 13 uMyHHUTE OTTOBOPH ca CPAaBHUMU C TE3H CJIe] IIbpBaTa /1032 WU T0-
BHCOKH OT TSX.
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Bwspacmuu, eaxcunupanu npedu moga c 23-eanenmua NHeMOKOK08A NOIU3AXAPUOHA BAKCUHA
HIV-undextupanu Bp3pactau > 18-rogumna Be3pact csec CD4 >200 xinerku/pl (cpenno

609,1 knetku/pul) u Bupycen toap <50 000 xomus/ml (cpeano 330,6 konust/ml), kouro ca 6e3
aKkTUBHO 3a0o0isBaHe, cBbp3aHo cbe CIIMH, u ca Omim BakcMHUpaHU Mpeay ToBa ¢ 23-BaJIeHTHA
ITHEBMOKOKOBA MOJIM3axapuHa BAKCHHA, IPUJIOkKEHA Hall-MaJIko 6 Mecella MpeIy BKIYBAHETO UM,
nonyyaBaT 3 go3u Prevenar 13 npu BkimrouBaHeTo, 6 Mecenia u 12 Mecena cieji mbpBarta J03a
Prevenar 13. ImyHHUTE OTTOBOpH ca OlleHEeHHU Ipu 231-255 yyacTHUIH, TOAXOASIIH 32 OLEHKA,
npubmm3uTenHo 1 Mecery cies Besika 1o3a ot Prevenar 13. Crien mepBata mo3a Prevenar 13 Boau 1o
HUBA Ha aHTHUTeENA, H3MepeHH kakTo nocpeactsoM IgG GMC, taka u nocpencrsom OPA GMT, kouto
ca CTaTUCTHYECKH 3HAYMMO IO-BUCOKH B CPaBHEHHE C T€3M IIpean BakcuHanusaTa. Ciuen BropaTta v
Tperara f1o3a Prevenar 13 iMyHHHUTE OTTOBOPH ca CpaBHHMHU C TE€3H CJeJ IbpBaTa 103a MU 10-
BHCOKH OT TsX. B npoy4BaneTo 162 MHANBHIM ca MOMYYWIN €AHA IPEIXOAHA J03a 23-BaJeHTHA
ITHEBMOKOKOBA MOJIM3axapuHa BaKCUHA, 143 WHAMBHUIN — ABE NMPEAXOIHU 103U, H

26 MHAMBHIY - TIOBEYE OT 2 MPEAXOAHHU A03H 23-BaJIcHTHA THEBMOKOKOBA MOJIN3aXapH/IHa BaKCHHA.
YyacTHUIUTE, TOTYYWIN ABE UIIU MOBEYE MPEIXOAHH JO3H 23-BalleHTHA THEBMOKOKOBA
MoJIN3axapuHa BaKCHHA, IEMOHCTPUPAT CXOAEH UMYHEH OTTOBOP B CPAaBHEHUE C MOJIYYMINTE €1HA
MpeIXoaHa J03a.

Tpancnnanmayus Ha XeMOROEMUYHY CIBOLO8U KIEeMKU

Jeua 1 Bp3pacTHH ¢ TPaHCIUIAHTALKS Ha aloreHHH XxeMonoeTuyHu ctBosioBH kietku (TXCK) na
BB3PACT > 2 FOAMHU B ITBJIHA XEMATOJOTHYHA PEMUCHSI Ha ITOAJISKAIIOTO 3200 sIBAaHE WU B CIIy4anuTe
Ha MHOTO 100pa YyacTU4HA peMHCHUs NP JTuMdoma U MHuerIoMa, oTy4aBaT Tpu A03u Prevenar 13 ¢
MHTEpBaJ MEXKAY A03UTe OT MUHUMYM | Mecen. [IppBara no03a e npunarasa ot 3 1o 6 Mecena ciexn
TXCK. YerBbpTa (0ycrep) no3a ot Prevenar 13 e npunarana 6 mecena cieq tperata qo3a. CbriiacHo
o0muTe Mpenopbku 1 Mecell ciie yeTBbpTaTa qo3a Prevenar 13 e mpuioxeHa eTHOKpaTHA 1032 OT
23-BaJIeHTHa THEBMOKOKOBA MTOJIN3axapuHa BakcuHa. IMyHHUTE OTrOBOpH, H3MEPEHH NMOCPEICTBOM
IgG GMC, ca ouenenu npu 168-211 yyacTHHLIM, TOIXOAALIN 32 OLEHKA, NPUOIU3UTENHO 1 Mecer]
cieq BakcuHanuATa. Prevenar 13 Boau 10 noBuIIaBaHe Ha HUBAaTa HA aHTUTENATA CJIE]] IPUIaraHeTo
Ha BCsika 103a. IMyHHUTE 0TroBOpH ciien yeTBbpTara fo3a Prevenar 13 ca craTUCTHYECKH 3HAUMMO
MO-BUCOKH NPH BCUUYKH CEPOTHIIOBE B CPaBHEHUE C TE3HU ClIe]] TpeTara A03a. [Ipu ToBa mpoyuBaHe He
ca U3MepBaHu TUTpUTe Ha QpyHKIHOHamHUTE anTuTena (OPA turpure).

5.2 ®apMaKOKHHETHYHH CBOICTBA

Hemnpunoxumo.

5.3 IIpeakJIMHUYHU JAHHH 32 0€30MIACHOCT

HexnmHn4HMTE JaHHU HE TOKA3BaT OCOOCH PUCK 3a XOopaTa Ha 0a3a Ha KOHBEHIIMOHATHUTE
(hapMakoJIOTHYHH MTPOYUYBaHUS 32 O€30IIaCHOCT, TOKCHYHOCT NPU €THOKPATHO X MHOTOKPATHO
MIpUJIaraHe, JJOKaJIHa TOHOCUMOCT U PENPOTYKTUBHA TOKCUYHOCT ¥ TOKCHYHOCT IO OTHOILIEHUE
Pa3BHUTHETO.

6. DPAPMAIIEBTUYHU JAHHHA

6.1 Chnucbk Ha IOMOIHHUTE BeleCTBa

Hatpues xmopug

SIaTapHa kucenuHa

[Homucop6ar 80

Boz[a 3a HHXKCKIIMH

3a aaroBaHTa, BUXKTE TOYKA 2.
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6.2 HecbBMeCTHMOCTH

[Ipu nunca Ha mpoy4YBaHHS 32 HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOIYKT HE TPsAOBa Ja ce cMecBa ¢
JpYyTH JEKApCTBEHU NPOIYKTH.

6.3 Cpok Ha rogHoOCT

3 roguH"

6.4 Crnenuananm ycJoBHS Ha CbXpaHEHHe

Ja ce cpxpansBa B xnagwiauk (2°C — 8°C). Jla He ce 3aMmpa3sBa.

6.5 Bwuau cbabpkaHue HA ONIAKOBKATA

0,5 ml nmkekIroHHa cycrieH3us BbB (prakoH (CTHKIO THI 1) ¢ HeChIbpIKallia JaTeKC CuBa
XJIOPOOYTHIIOBA TyMEHA 3aITyIlajiKa | 3ale4yaTaH ¢ alflyMHHAEBa OTUyIIBaIla ce 00KaTka U
MIOJIMIIPOTIUIICHOBA OTUYTIBAIA CE Kalayka.

OmnakoBku ot 1, 5, 10, 25 u 50.

He Bcuuku BUIOBE OMAaKOBKH MOTAT J1a ObJaT IyCHATH B TIPOAAXKOA.

6.6 Crnenuananu nmpeanas’Hu MepPKH NPH U3XBbPJsHe U padoTa

[Ipu cpxpaneHne Moxe Aa ce HabmoaaBat Osta yTaiika u OucTpa HagyTaeuyHa TeYHOCT. ToBa He €
MIPU3HAK 32 BJIOIIABAHE Ha Ka4eCTBOTO.

Hpezu/l npujarane BakCuHaTa Tpﬂ6Ba Ja €€ pasKjaTu 2[06pe, 3a 1a CC IMOJIYYHU XOMOI'CHHA Osma
CYCIICH3UA U [1a CC MIPECTJIC/ia BU3YyaJIHO 3a CBCHTYaJIHU YaCTUIIN H/UIH IMPOMCHU BbB BBHIITHUSA BU.
He H3HOH3BaﬁTe, aKO CbABPIKAHUCTO U3IJICIKIA PA3TIMYIHO.

Hsama CIICIMaJIHA U3UCKBAHUA 34 U3XBBPIIAHC.

Hewnsnonssanusar JICKAPCTBCH MPOAYKT WIN OTIIAABYHUTE MATCPHUAJIU OT HET'O TpH6Ba Ja CC U3XBBPJIIAT
B CBbOTBCTCTBUEC C MCCTHUTC U3MCKBAHWA.

7. NNPUTEXATEJI HA PASPEIIIEHHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

8. HOMEP(A) HA PASPEIHLIEHHUETO 3A YIIOTPEBA

EU/1/09/590/007
EU/1/09/590/008
EU/1/09/590/009
EU/1/09/590/010
EU/1/09/590/011
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9. JATA HA ITBPBO PASPEINABAHE/ITIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[lata Ha epBO paspemaane: 09 nekemspu 2009 r.
Hata Ha nocneaHo noaHossiBaHe: 18 centemBpu 2014 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpo6na nHdopmanys 3a TO3U JIEKApPCTBEH MPOAYKT € IpeAocTaBeHa Ha yeOcaiita Ha EBponelickaTta
areHus 1o JekapcTaara http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUSA TIPOAYKT
Prevenar 13 mH)XeKIMOHHA CYCIIEH3Us] B MHOTO1030Ba OMAKOBKa

[THeBMOKOKOBa NOJIM3axapuaHa KOHIOraTHA BakcuHa (13-BajeHTHa, aacopOupana)
[Pneumococcal polysaccharide conjugate vaccine (13-valent, adsorbed)]

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 mo3a (0,5 ml) cpabpxa:

IHeBMOKOKOB Momu3axapu ceporun 1! (Preumococcal polysaccharide serotype 1) 2,2 ug
ITHeBMOKOKOB momu3axapu ceporun 3' (Pneumococcal polysaccharide serotype 3") 2,2 ug
IHeBMOKOKOB momu3axapus ceporun 4' (Pneumococcal polysaccharide serotype 4") 2,2 ug
ITHeBMOKOKOB Tomu3axapu ceporun 5' (Pneumococcal polysaccharide serotype 5') 2,2 ug
ITHEeBMOKOKOB Tonm3axapu cepotun 6A' (Preumococcal polysaccharide serotype 64") 2,2 ug
ITHeBMOKOKOB monu3axapu cepotun 6B' (Pneumococcal polysaccharide serotype 6B") 4,4 ng
IreBMOKoKoB nomusaxapu ceporun 7E' (Pneumococcal polysaccharide serotype 7F") 2,2 ug
ITHeBMOKOKOB Tomu3axapu cepotun 9V' (Pneumococcal polysaccharide serotype 9V 2,2 ug
ITHEeBMOKOKOB monu3axapu ceporun 14' (Pneumococcal polysaccharide serotype 14") 2,2 ug

IHeBMOKOKOB momu3axapu ceporun 18C' (Preumococcal polysaccharide serotype 18C") 2.2 pg
IIHeBMOKOKOB momm3axapu ceporunt 19A' (Pneumococcal polysaccharide serotype 194") 2.2 pg
IHeBMOKOKOB momu3axapu ceporun 19F' (Pneumococcal polysaccharide serotype 19F') 2.2 pg
IHeBMOKOKOB momu3axapu ceporun 23F' (Pneumococcal polysaccharide serotype 23F') 2.2 pg

'Komtorupan ¢ CRM o, HOCeI 6eThK, aACOpOUpaH BPXY anyMuHueB hpochar.
1 no3a (0,5 ml) ceabpska npudnusutento 32 ug CRM,y; HOcem Oentbk u 0,125 mg amyMuHu.

Tlomomnrau BCIICCTBA C U3BECTHO HefICTBHe
3a IIBJIHUS COUCHK Ha IIOMOIIMHUTEC BCIICCTBA BHKTC TOYKA 6.1.

ToBa e MHOT'01030Ba OITaKOBKaA. Bmxre Touka 6.5 3a 6p0$[ Ha JO3UTC B OIIAKOBKA.

3. JJEKAPCTBEHA ®OPMA

I/IH)KGKI_II/IOHHa CYCIICH3UA B MHOI0O4030Ba OITaKOBKa (4 ,Z[O3I/I)
Baxkcunara MNpeaACTaBJIABa XOMOI'CHHA Os11a CYCIICH3UH.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU NOKA3AHUS

AKTHBHA UMYHH3AIIHA 32 TIPEBEHIINS HAa MHBA3WBHO 3a00JIsBaHE, THEBMOHHUS U OCTPO Bh3MAICHUE HA
CPEIHOTO YXO, IPUUUHEHO OT Streptococcus pneumoniae, IpU KbPMaueTa, A€La U IOHOLIU Ha Bb3pacT
oT 6 ceqmuIy 10 17 roguHU.

AKTHBHA UMYHHU3alMs 32 TIPEBEHINS HA MHBA3UBHO 3a00JISIBAHE U THEBMOHUS, IPUYUHEHHN OT
Streptococcus pneumoniae, Ipy Bb3pacTHU >18 rolUHU U B cCTapuecKa Bb3pacT.

3a I/IH(I)OpMaI_[I/IH OTHOCHO IpCAa3BaHC OT KOHKPETHU MHEBMOKOKOBH CECPOTHUIIOBC BUIKTC TOYKH 44n
5.1.

W3nomBanero Ha Prevenar 13 TprGBa Ja C€ OCHOBaBa Ha O(l)I/ILII/IaJ'IHI/ITe MMpCNoOpPBKHU, KATO CC UMa
npeaABua puCKbT OT MHBA3WUBHO 3a00JIIBaHE U MTHEBMOHUS IIpu pa3jindHu Bb3paCTOBU I'PYIIN,
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MOJUICKALINTE ChIIBTCTBALLM 3a00JsIBaHNS, KAKTO ¥ BapHaOMIHATA EIUAECMHUOJIOTHS Ha CEPOTHIIOBETE
B pa3IMyHUTE Teorpad)cku 00IacTH.

4.2 /lo3UpOBKA M HAYMH HA NPHJIOKEHHE
WmyHnunzanuonnara cxema 3a Prevenar 13 tpa6Ba 1a ce ocHOBaBa Ha o(pUIIMATHUTE NPETOPHKU.

gOBH[)OBKa

KLpMaqua 1 Ac1a Ha Bb3PacT OT 6 ceaMuIH 0 5 TOOUHHA

IIpenoppuBa ce kppMaueTaTa, KOUTO MOJTY4YaBatT IbpBa A03a OT Prevenar 13, na 3apbpiaT Kypca Ha
BakcuHanus ¢ Prevenar 13.

KbpMauera Ha BB3pacT 6 cenMHUIIM-6 Mecela

TTvpsuuna umynuzayus ¢ mpu 0o3u

[IpenoppunTenHaTa UMyHH3AIMOHHA CEPHS C€ ChCTOM OT YeTHPH A03H, Besika ot 0,5 ml. OcHoBHaTa
cepus MpH KbpMadeTa ce ChCTOU OT TPH JI03U, KaTO MIbpBaTa 1032 0OMKHOBEHO Ce Tpuiiara Ha Bb3pacT
2 Mecella 4 ¢ UHTepBai OT oHe 1 Mecen Mexay aosute. [IspBaTa n03a MOXe Aa ce MPUIIOKHU Hail-
paHo Ha BB3pacT OT IiecT ceamuiid. YeTBbpTara (OycTep) 103a ce mpenopbyBa Ha B3pacT Mexay 11
u 15 mecerna.

TTvpsuuna umynuzayus ¢ 0se 003u

Karo antepnatuBeH BapuaHt, korato Prevenar 13 ce nmpuiara kato yact oT pyTUHHATa
MMYHHU3allMOHHA IIporpama IpHu KbpMadeTa, TpsiOBa ja ce MPHIIOKH Cepursi OT TPH JO3HU, BCSKA OT MO
0,5 ml. ITepBaTa 1032 MOXe Aa ce MPUIIOKH OT 2 MEceyHa Bb3pacT, a BTOpaTa J03a — 2 Mecela Io-
KbCHO. Tperarta (Oycrep) no3a ce nmpenopbuBa Ha Be3pacT Mexay 11 u 15 mecena (Bx. Touka 5.1).

HDC)K,Z[GBD@MCHHO POACHH KbpMadYCTa (< 37 récralimoHHa CCHMI/IHa)

IIpu npexxieBpeMEHHO POIEHU KbpMadeTa NPENOPbUNTENHATA UMYHHU3AIMOHHA CEPHS CE€ CHCTOU OT
yetupu g1o3u 1o 0,5 ml. IIspBudHaTa cepus 3a KbpMaueTa c€ ChCTOM OT TPU JI03H, KaTO IbpBaTa 1032
ce MpuIIara Ha Bb3pacT 2 Mecella U ¢ HHTepBal OT Hal-Manko 1 Mecen Mmexay posute. [IspBata no3a
MOYKe J1a ce IPUJIOKH OIle Ha BB3pacT wwecT ceqMuun. YersppraTa (Oycrep) 103a ce mpenopbuBa
mexay 11 u 15 meceuna Be3pact (Bx. Touku 4.4 u 5.1).

HeBakcunupanu KbpMayeTa M Jea Ha Bb3pacT > 7 MeEcea

Kvpmauema na eév3pacm 7-11 meceya
JBe nosu, Bcska ot no 0,5 ml, ¢ uaTEpBan oT oHe 1 Mecen Mexay po3ute. Tpera no3a ce
MpenopbyuBa Npe3 BTopaTa roAUHa OT )KUBOTA.

leya na eévspacm 12-23 meceya
JBe no3u, Beska ot no 0,5 ml, ¢ nHTEpBa OT OHE 2 Mecena Mexay T03uTe (BXkK. Touka 5.1).

Heya u onowu Ha ev3pacm 2-17 200unu
Enna enqHokpatHa mo3a ot 0,5 ml.

CxeMa 3a BakcuHHpaHe ¢ Prevenar 13 3a kbpMayeTa U €11, KOUTO IIPEIH TOBA ca OMJIM BAKCUHUPAHHU
¢ Prevenar (7-BanentHa) (Streptococcus pneumoniae ceporunose 4, 6B, 9V, 14, 18C, 19F u 23F)
Prevenar 13 chawpika cpiuTe 7 cepoTuIia, BKIIOUYEHU B Prevenar, KaTo ce M3M0a3Ba ChIMUAT HOCEIT
6entbk CRM g7

KbpmaueraTa u neuara, KOUTO ca 3al0YHANIM UMYyHU3alus ¢ Prevenar, Morar na npeMHHaT Ha
Prevenar 13 BBB Bcekr €IMH MOMEHT OT CXEMaTa.
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Manxu deya (12-59 meceya) nanvano umynuzupanu ¢ Prevenar (7-eanenmna)

Mauiku penia, KOUTO c€ CUMTAT 3a HAIll'bJIHO UMyHH3UpaHu ¢ Prevenar (7-BanenTHa), TpsOBa na
noiyyvat exHa go3a ot 0,5 ml Prevenar 13, 3a na ce u3rpagu IMyHEH OTTOBOD KbM 6-Te
JOIBJIHUTENHU cepoTuna. Tasu go3a Prevenar 13 tpsiOBa na Obae npuiioskeHa MOHE 8 CEIMUILHU ClIEH
nocneaHara 103a Prevenar (7-BanmenTHa) (Bk. Touka 5.1).

Heya u onowu Ha v3pacm 5—17 200unu

Heua Ha BB3pacT oT 5 1017 roguHu Morart Aa nmoiy4yaT eIHOKpaTHa fo3a oT Prevenar 13, ako Te ca
OMIIM BAKCHHUPAHU TPE/IN TOBA C e{Ha UK moBede no3u Prevenar. Ta3u mo3a Prevenar 13 TpsioBa na
ce TIPUJIOXKHU TTOHE § CeIMUIIH CIieT MoclieaHara g03a Prevenar (7-BasientHa) (BXk. Touka 5.1).

Bn3pactau >18 roanHu U crapuecka Bb3pacT

E,I[Ha CAHOKpaTHa 103a.
HGO6XO,I[I/IMOCTTa OT p€BaKCHHAIWA C IOCJICABAIIA J03a Prevenar 13 He e YCTaHOBCHA.

HezaBucumo ot NpeaAXOAHNA THECBMOKOKOB BAKCUHAIIMOHCH CTATYyC, aKO yHOTpe6aTa Ha 23-BaJicHTHA
IMTHCBMOKOKOBA IMOJIN3aXapruJHd BAKCHUHA C€ CUYUTA 3a IMOAXO0AA11IA, Tpﬂ6Ba Ja 6’[:,[[6 IMMPUIIOKCH IIbPBO

Prevenar 13 (Bx. Touku 4.5 u 5.1).

CHeLII/IaJ'IHI/I nonyJialnnnun

WHauBuanTe, KOUTO UMAT TIOJUISKAIIN 3a00IBaHUS, IPEAPA3MOIATrali T’ KbM HHBa3UBHO
MTHEBMOKOKOBO 3a00J1s1BaHe (KaTo HaIpMep ChbPIOBHUIHO-KIeThYHA aHeMus wiu HIV undeknus),
BKJIFOUUTENIHO BAKCUHUPAHUTE IIPEIM TOBA C €IHA WM MOBEYE A03U 23-BaJICHTHA THEBMOKOKOBA
MoJIM3axapyHa BaKCHHA, MOTaT Ja TOIyJar MmoHe efana no3a Prevenar 13 (Bxk. Touka 5.1).

[Ipu nHIUBUAM ¢ TpaHCIUIAHTAIWs Ha XeMonoeTuHu cTBojioBH KieTkd (TXCK) npenoppuntennara
MMYHHW3aIMOHHA CEPHS C€ ChbCTOM OT YeTHPH 103U Prevenar 13, Beska ot kouto e o 0,5 ml.
IIspBUYHATA cepust ce ChCTOU OT TPU J03H, KaTO MMbpBaTa J03a ce nmpujara ot 3 10 6 Mecena cien
TXCK u Ha uHTEpBaN OT MUHUMYM | Mecen Mexay no3ute. [IpenopbuBa ce npuiiarane Ha 4eTBbpPTa
(byctep) mo3a 6 mecemna cien TperaTa go3a (BXK. Touka 5.1).

Hauun na OPHUIIOKCHUC

Bakcunara Tpsi0Ba 1a ce npuiiara upe3 HHTpaMyCKyJTHO HHKeKTupaHe. [Ipennountanure Mecra ca
aHTepoIaTepanHaTa 4yacT Ha 0eapoto (musculus vastus lateralis) mpu KbpMayeTa WK JENTOUTHUASAT
MYCKYJI Ha MUIIHUIIATA MIPH JeLa U Bb3PACTHH.

4.3 IIporuBomokazaHusi

CBpBXUyBCTBUTEIHOCT KbM aKTHBHUTE BEIIECTBA WM HAKOE OT IIOMOLIHUTE BELIECTBA, N30POCHH B
Touka 6.1, uiau KbM IU(PTEPUECH TOKCOU.

Kakro u npu npyru Bakcunu, npuiiaraieto Ha Prevenar 13 Tps0Ba na ce OTIIOXHU NPH JIMLA, CTPaJalld
OT 0CTpO, TeXKO PedpuinHo 3abomsBane. Hanmumero Ha neka MHGEKLIUS KaTo MPoCcTyAa odade He
TpsiOBa J1a BOAM A0 OTJIaraHe Ha BAaKCUHALIUSATA.

4.4 CroenuanaHu nmpeaynpeskaeHHMs M Ipeana3Hu MepKH NPH ynoTpeda
Prevenar 13 He Tps6Ba na ce npuiiara BbTPECHIOBO.
Kakrto npu BcHUKkM HHKEKIIMOHHHU BAaKCHHH, 32 PEAKHUTE CIydad Ha aHA(QHUIaKTHYHA PeaKLus cles

MpujiaraHe Ha BaKCMHATa BUHATH TPIOBa Ja € OCUTYPEHO MOXO/ISIN0 MEIUIIMHCKO JICUSHHE U
HaOIIOICHYE.
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Tas3u BakcuHa He TpsOBa Aa ce mpujara KaTo HHTPaMyCKyJTHa WHXKEKLUS IPH WHAWBUAH C
TPOMOOLMTOIIEHHS WIIM IPYTO HAapyIIEHUE Ha KPBBOCHCUPBAHETO, KOETO OM OMJIO MPOTUBOIIOKA3aHNE
3a HHTPAMYCKYJIHO HHXEKTHUpPaHe, HO MOXE J1a Ce MPHIIOKH MOJIK0XKHO, aKO MOTEHI[MAIHATa 110132
KaTeropuuHO MPEBUIIaBA PUCKOBETE (BXK. TouKa 5.1).

Prevenar 13 ocurypsiBa 3ammunTa camMo Cpelly CepoTUIIOBE Ha Streptococcus pneumoniae, BKIIOYEHU
BbB BAKCHHATa, 1 HE OCUTYPsIBA 3alUTa CPELLy APYTH MUKPOOPTaHU3MH, TPUUMHIBALIN HHBA3UBHH
3a00Js1BaHMs, THEBMOHUS WM Bh3NAJCHUE Ha CPEAHOTO yX0. KakTo Bcuuku Apyru BakKCHHH, Taka 1
Prevenar 13 Moxe a He OCUTYpH 3alHTa 32 BCUYKH WHAWBUAM, IOJIyYaBaIlyd BAKCHHATA, OT
THEBMOKOKOBO 3a00JisiBaHe. 3a Hall-aKTyaHaTa enuAeMHoIornyHa nHdopmanus BbB Bamara ctpana
TpsiOBa J1a ce KOHCYJITHpATe ChbC ChOTBETHATA HALIMOHAIHA OpraHU3aLusl.

[Ipu uHIUBUIN C HapyLIeHa IMYHHA PEAKTUBHOCT, HE3aBUCUMO JajI BCIEICTBUE HA
MMYHOCYTIpECUBHA TEpaIusl, TeHeTHYeH Ae(eKT, MH(EKIHUs ¢ YOBEIKU UMYHOAC(HUIIUTEH BUPYC
(HIV), nnu npyru npuanHu, MOXe Ja ce HaOogaBa no-cnabo oOpasyBaHe Ha aHTUTEIA B OTTOBOP Ha
aKTHBHATa UMYHHU3ALHAL.

JanHu 3a 6e30MaCHOCT ¥ IMYHOTEHHOCT Ca HaJIMYHM 33 OTpaHUYEeH Opoil MHIUBUIN ChC ChPIIOBHIHO-
kierbuHa anemust, HIV undekuns unm ¢ TpaHcIuianTanys Ha XeMOIIOETUYHN CTBOJIOBH KJIIETKH (BX.
Touka 5.1). JIunceaT janHu 3a 6€30MaCHOCT M MMYHOTEHHOCT Ha Prevenar 13 npu MHOUBHIU OT OpyrU
creun(pUIHNT UIMYHOKOMIIPOMETUPAHH IPYyNH (HAMp. 3JI0Ka4eCTBEHU 00pa3yBaHusI WK HeQpOTHICH
CHHIPOM) U BaKCHHAIMATA cJie/Ba 1a ObJe MpeleHs BaHa WHANBUAYAIHO.

To3u nexkapcTBeH MPOAYKT ChABPKa Mo-Mayko oT 1 mmol (23 mg) HaTpwii Ha 1032, T.€. MPAKTUIECKH
HE ChIIbpKa HATPHIA.

KLpMaqua 1 Ac1a Ha Bb3PacT OT 6 ceaMuIn a0 5 TOOWHH

[Ipu ximaMYHY ipoyuyBaHus Prevenar 13 Boau 10 UMyHEH OTTOBOP KbM BCHYKH TPUHAIECET
CEpOTHIIA, BKIIFOUSHH BbB BaKCHHATa. VIMyHHUAT OTTOBOD 3a cepoTul 3 ciie Oycrep 1o3a He €
YBEJNWYEH HaJl HUBaTa, HAOIIOMaBaHU Cie]] MIMYHU3aIMOHHATA CEPUS TPU KbpMadeTa; KITMHUYHOTO
3HaueHHWE Ha TOBA HAOIIOICHHUE 32 MHAYIIUPAHETO HA UMYHOJIOTUYHA TTAMET 3a CEPOTHI 3 €
HEU3BECTHO (BK. Touka 5.1).

Yactra Ha oTroBopminte ¢ pyHkuuoHanHu anturena (OPA tutpu > 1:8) kbM ceporunose 1,3 u S e
Bucoka. Cpeanure reomerpuuar OPA tutpu, obade, ca Mo-HUCKU, OTKOJKOTO CPELLY BCEKH OT
OCTaHAJINTE AOIBIHUTEHN BaKCUHATHH cepoTUioBe. KIIMHMYHOTO 3HaUeHHe Ha TOBa HAOJIOACHHUE 32
NPOTEKTUBHATA EPUKACHOCT € HEU3BECTHO (BXK. TOUKa 5.1).

OrpaHnveHu JaHHM NIOKa3BaT, 4ye 7-BaJIeHTHHUAT Prevenar (IbpBUYHA UIMYHHM3ALUS C TPU JT03H)
MHIyLHpa IPUEMIIMB UIMyHEH OTTOBOD MIPHU KbpMadeTa ChC ChbPIOBUAHO-KIETHYHA AaHEMUSI, C PO
Ha 0e30MacHOCT, HoA00eH Ha HaOII01aBaHHS NIPU HE-BUCOKOPUCKOBHU TPYIH (BXK. ToUKa 5.1).

Jeua nox 2-roauiiHa Bp3pacT TpAOBa 1a ce BakCMHUPAT ¢ Prevenar 13 cbriacHo moaxonsmara 3a
BB3paCTTa UM cxema (BK. Touka 4.2). Ynorpebara Ha THEBMOKOKOBA KOHIOTaTHA BAKCHHA HE
3aMeCTBa M3IOJI3BAHETO HA 23-BaJICHTHU THEBMOKOKOBH TOJIN3aXapyHU BAKCHHHU MIPH €1l Ha
BB3PACT = 2 FOAWHU ChC ChCTOSHUS (KAaTO HAIIPpUMEP ChbPIOBUAHO-KIETHYHA aHEMUS, ACTIICHU3bM,
undexuus ¢ HIV, xponuuno 3abonsBane il UMyHOKOMIPOMETHPAHH), KOUTO TH H3JIaraT Ha 1O0-
BUCOK PHCK OT HHBAa3UBHO 3a00JsIBaHe, MPUYUHEHO OT Streptococcus pneumoniae. BbB BcHuKu
CIIy4ad, KOraTo TOBa ce MPeNnopbuBa, Jelara B PUCK Ha Bb3pacT = 24 Mecela, KOUTO ca UMYHH3UPaHU
no-pato c Prevenar 13, Tpsi6Ba ga nonyyat 23-BajieHTHAa THEBMOKOKOBA ITOJIU3aXapHIHa BAKCHHA.
UntepBansT Mexay 13-BaneHTHAaTa MHEBMOKOKOBA KOHIOTaTHa BakcuHa (Prevenar 13) u
23-BajieHTHaTa ITHEBMOKOKOBA MOJIM3aXapyuIHa BaKCHHA TPsAOBa Ja ObIe HE IO-MAIBK OT 8 CEIMUIIH.
Hsama gaHHM gany U3Mo0a3BaHETO Ha 23-BaJeHTHA MTHEBMOKOKOBA MOJIM3aXapU/IHa BAaKCHHA TPH JIELa,
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KOUTO HE ca WIH ca IMYHU3UPaHU N0-paHo ¢ Prevenar 13, Moxe na goBeze /10 mo-ciad oTroBop KbM
cienBany no3u Prevenar 13.

[loTeHIMATHUAT PUCK OT arHesl U HeOOXOAMMOCTTa OT MPOCIIEASIBaHE HA AUIIAHETO B MPOABIKEHHIE
Ha 48-72 gaca TpsiOBa #a ce B3eMaT MPEIBU, KOTaTo ce Ipuiara MbpBUYHA UMYHU3ALMS Ha
NPEXIEBPEMEHHO POJCHH MHOT'O MpeIy TepMuHa (poeHH < 28 recTallMOHHA CEAMHUIA) U OCOOCHO
IIpY TE3HU C MpeIuIliHA aHaMHe3a 32 HeJopa3BUTHE Ha JUXaTeHaTa cucTeMa. T'bi KaTo moji3ara oT
BAaKCHHHPAHETO NPU Ta3H IpyIia HOBOPOACHH € TOJIsIMa, BAKCHHUPAHETO HE TPsiOBa 1a ce OTMEHS WK
oTJara.

OuakBa ce 3amuTaTa Cpeiry Bh3MajJeHne Ha CPEIHOTO YX0, IPUUUHEHO OT CEPOTHIIOBE, ChIbPXKAIIN
ce BBB BaKCUHATA, JIa € M0-cllada OT 3aluTaTa Cpelly NHBa3uBHO 3a00isaBaHe. Thil KaTo Bh3NaICHUE
Ha CPEAHOTO yXO C€ MPUUYUHSIBA OT PeHila OPTaHU3MH, PA3IMYHU OT ChIbPKAIIUTE C€ BB BAKCHHATA
MTHEBMOKOKOBH CEPOTHIIOBE, 3aIIUTaTa CPEITY BCHUKH BH3MAJICHHUS Ha CPETHOTO YXO CE€ OUaKBa Ja €
cimaba (Bx. Touka 5.1).

Korato Prevenar 13 ce npunara exnoBpemenno ¢ Infanrix hexa (DTPa-HBV-IPV/Hib), uectoTara Ha
(heOpHITHY peakuru € CXO0/HA C Ta3u, HabJIrogaBaHa MpH €AHOBPEMEHHO MPUJIOKeHue Ha Prevenar
(7-BanentHa) u Infanrix hexa (Bx. Touka 4.8). Ilpu eqHoBpeMeHHOTO npuiiokeHne Ha Prevenar 13 u
Infanrix hexa ce HabaronaBa MoBHUILIEHa YECTOTA HAa ChOOLIaBaHE HA KOHBYJICUH (ChC WM O€3 TpecKa)
W eMH30/] Ha XUIoToHyc-noHmkeHa peaktuBHocT (HHE) (Bxk. Touka 4.8).

AHTI/IHI/IpeTH‘IHOTO JICYCHUC TpH6Ba Aa €€ 3a1o4Ba CbIJIaCHO HATMOHAJIHHA KOHCCHCYC 3a JICUCHHUC Ha
Acla C 'bpY0BC UJIM NPCAXOKAAIa aHAMHE3a 3a (1)66pI/IJ'IHI/I I'bpY0OBC, KAKTO U IPpHU BCUYKHU AC1A,
nojry4yaBanin Prevenar 13 CAHOBPECMCHHO C LICIIOKIICTbYHN BAKCUHU CPCILY KOKJIIFOIII.

4.5 Bs3amMmopeiicTBHe C APYIM JIEKAPCTBEHH MPOAYKTH M APYrd (popMH Ha B3auMoOJeHCTBHE

KLpMaqua 1 aAcna Ha Bb3PacT OT 6 ceaMuIn A0 5 TOOWHHA

Prevenar 13 moxe na ce nmpuiara eTHOBPEMEHHO C BCEKU OT CIICIHUTE BAKCUHAIHHU aHTUT'€HHU, OUIIO
TO KaTO MOHOBAJICHTHA WM KOMOMHHMpaHa BaKCUHA: AU(TEpusi, TETaHyC, alleTyIapHa W
LEeNIOKJIeThYHA 3a Kokmowl, Haemophilus influenzae tin b, ”HAKTUBUPAH MTOJIMOMHUEIUT, XeNaTUT B
(Bx. Touka 4.4 3a ykazanus otHocHO Infanrix hexa), Mmennnrokoku ceporpyna C, MOpOMIN, MapOTHT,
pyOeorna, Bapuliena U poTaBUPyCHa BAaKCHHA.

Prevenar 13 moxe na ce mpunara u mexay 12-23 mecena, CbBMECTHO € KOHIOTHpaHaTa C TETaHUYEH
TOKCOUJ MOJIU3axapyuIHa BAKCUHA CPelly MEHUHTOKOKH ceporpynu A, C, W u Y Ha fgena, KOuTo ca
MOJTYYHIIH TIOIXO/ISIIa ITbpBOHAYAIHA BakcHHAIUs ¢ Prevenar 13 (ChriiacHO MECTHUTE IPETIOPBKH).

JlaHHU OT MOCTMApKETUHIOBO KIIMHUYHO U3MHUTBAHE, OLIEHABAIIO edekTa OT MpopuIakTHIHATA
ynoTpeba Ha aHTUNUpeTHLHN (MOynpodeH U mapaneTaMmos) BbpXy HIMyHHHUSI OTTOBOp KbM Prevenar 13,
Ipearnoarar, ye eqHOBPEMEHHATa yoTpeda miu ynorpedara B paMKHUTE Ha ACHS Ha BAKCHHALUATA Ha
napareTamMos MOKe J1a HaMaJId IMYyHHHUS OTTOBOpP KbM Prevenar 13 cien cepusra B KbpMayecka
BB3pacT. OTrOBOPHT KbM OyCTepHaTa 03a, IPUIIOKeHa Ha 12-Tus Mecel, e He3acerHaT. KinuHnaHoro
3HAa4YCHUE HA TOBA HAOJIIOACHUE € HEM3BECTHO.

Jlella ¥ IOHOIIH HA BB3pacT oT 6 1o 17 roguuu

HOHaCTOHH_IeM HJAMa HAJIMYHU JaHHU 1O OTHOLICHUEC HAa CIHOBPCMCHHATA yHOTpe6a C ApyTU BAKCHUHHU.

Bo3pactau ot 18 1o 49 roannu

Hsama nammaan JAaHHU 110 OTHOIICHUC Ha CAHOBPCMCHHATA yHOTpeGa C Apyru BaKCHHH.
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Bo3pactau Ha 50 1 Hag 50 roauHu

Prevenar 13 moxe na 0b1e npuiiarad €JHOBPEMEHHO ChC CE30HHATA TPUBAJICHTHA HHAKTHBHPAHA
BakcuHa cpemty rpui (TIV).

B nBe npoyuBanus, nposecH NpH Bb3pacTHU Ha 50-59 u 65 ronnHu 1 No-Bb3pacTHH, €
JIeMOHCTpHpaHo, 4e Prevenar 13 Moxe 1a Obae mpuiarad eJHOBPEMEHHO C TPUBAJIICHTHA
uHaKkTHBHpaHa BakcuHa cpety rpum (TIV). OtroBopute kM Benukure Tpu TIV anTurena ca
CPaBHHMMH IIPH CaMOCTOSTENHO Npuiokenue Ha TIV u enHoBpeMeHHO mpuitoxkeHue ¢ Prevenar 13.

IIpu enHOBpeMeHHO npuioxkenue Ha Prevenar 13 ¢ TIV, uMyHHuAT oTroBop KM Prevenar 13 e mmo
-cna0 B CpaBHEHHE ChC CAMOCTOSATETHOTO MpUiIokeHue Ha Prevenar 13, ToBa obaue Hima
JBJITOCPOYHO BB3AECHCTBHE BbPXY HUBATa HAa aHTUTENA B KPBHBTA.

B tpero npoyusane npu Be3pactiu oT 50 10 93 roauHu € neMoHCTpHpaHo, ue Prevenar 13 moxke na
ObJe mpuiaraHa eIHOBPEMEHHO ChC CE30HHATA KBaJAPUBAIICHTHA HHAKTUBUPAHA IPOTHBOTIPUITHA
BakcuHa (quadrivalent inactivated influenza vaccine, QIV). IMyHHUTE OTTOBOPH KbM BCHUKHUTE
yetupu mwama Ha QIV ca He mo-manko epukacuu, korato Prevenar 13 ce npunara eTHOBpEMEHHO C
QIV B cpaBHEHHE CBHC CAMOCTOSTENHOTO NMpHIIokeHne Ha QIV.

Wmynnute otroBopu kbM Prevenar 13 ca He no-manko edpukacuu, koraro Prevenar 13 ce nmpumnara
eaHoBpeMeHHO ¢ QIV B cpaBHEHHE ChC CAaMOCTOSATENHOTO NpuioxkeHue Ha Prevenar 13. KakTo npu
€HOBPEMEHHOTO NPUJIOKEHNE C TPUBAJIEHTHN BaKCUHU, IMyHHHUTE OTTOBOPH KBM HSIKOH
MTHEBMOKOKOBH CEPOTHIIA Ca MO-HUCKH, KOraTo IBETE BAKCUHU C€ MPUJIaraT €IHOBPEMEHHO.

E,I[HOBpCMeHHaTa yHOTpe6a C Apyru BaKCMHHU HE € IPOYyYBaHa.

Paznmuunute MHXXCKIIMOHHHU BAKCHMHHA TpSI6Ba BHHArv ia €€ npujaraTt Ha pa3jM4HA MECTa Ha
BAaKCHHHPAHC.

EnnoBpemennoro npusnoxenue Ha Prevenar 13 u 23-BajieHTHa MHEBMOKOKOBA MOJIU3aXapUaHa
BAaKCHHA HE € MPOy4YBaHO. B KIMHNYHM poy4YBaHUs MpH npuiarane Ha Prevenar 13 egna roauna cuep
23-BaJleHTHa ITHEBMOKOKOBA IOJIN3aXapyHa BAKCHHA UMYHHHUST OTTOBOP € T0-CIIad 32 BCHYKU
CEPOTHIIOBE B CpaBHEHUE C MPIIIOKEHUETO Ha Prevenar 13 npu uHIMBUAN, KOUTO HE ca OUITH
MMYHU3HUPaHU Ipen ToBa ¢ 23-BalleHTHA MTHEBMOKOKOBA MOJIM3axapuaHa BakcuHa. KinHuunata
3HAYMMOCT Ha TOBAa € HEM3BECTHA.

4.6 DepruauTeT, )PEMEHHOCT H KbPMEHe

Bbpemennoct

JlurcBaT JaHHU OT yHnoTpebara Ha MTHEBMOKOKOBA 13-BajieHTHA KOHIOTaTHA BaKCHHA MPH OpEeMEHHU
xeHu. Eto 3amo ynorpebara Ha Prevenar 13 TpsiOBa na ce u30sirea no speme Ha OpeMEHHOCT.

Kopmene

He e u3BectHO JaJIi IHCBMOKOKOBATa 13-BajileHTHA KOHIOTaTHA BaKCHHA CE CKCKpPCTHPA B KbpMaTa.

DepTUnuTer

[IpoyuBanusaTa pY )KUBOTHHU HE TTOKA3BaT MPEKH WIIM KOCBEHHU YBPEXKIAIIN €(pEKTH 110 OTHOIIECHUE
penpoAyKTUBHATA TOKCHYHOCT (BXK. TOYKa 5.3).
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4.7 EdexTn BbpXy cnoco0HOCTTA 32 oupaHe u padoTa ¢ MAIIUHA

Prevenar 13 He moBnusiBa WM NOBIHsIBa MPEHEOPEKUMO CIIOCOOHOCTTA 32 modupaHe U padboTa ¢
mamuHd. Hsikou ot edpextute, ynomeHaru B Touka 4.8 ,,Hexxenanu nexkapcTBeHN peakuK', MOTraT
o0aue /1a 3acerHaT BpeMEHHO CIIOCOOHOCTTA 3a Io¢HupaHe U paboTa ¢ MaLIUHU.

4.8 Hexenanu JeKapCTBEHH PeaKIuH

AHaM3bT HA YECTOTUTE HA CHOOIIABaHE B TOCTMAPKETHHIOBUS IIEPHOA MPEATOJIara HOTeHIUAIHO
MIOBHUIIIEH PUCK OT KOHBYJICHH cbc MM 0e3 Tpecka 1 HHE, koraro ce cpaBHsABAT rpynu, CbOOIIMIH 32
ynotpeba Ha Prevenar 13 ¢ Infanrix hexa, ¢ TakuBa, cpo0uny 3a ynorpeda Ha Prevenar 13
CaMOCTOSITEITHO.

Hexenanute peakium, Ch00NIaBaHN TP KIIMHUYHU MPOYYBAHUS WU OT IIOCTMAPKETUHTOBUS OIIHUT,
32 BCHYKHU BB3PACTOBH IPYIH ca N30POEHH B TO3H pa3Jien [0 CUCTEMO-OPTaHEeH Kilac, B HU3XOIAI pell
0 OTHOIIIEHHE Ha YeCTOTa M CePHO3HOCT. YecToTaTa ce JeuHIpa, KaKTo CIe/lBa: MHOTO YECTH
(21/10), gectu (=1/100 mo <1/10), meuectr (=1/1 000 mo <1/100), pexxu (=1/10 000 mo <1/1 000),
mHoro peaku (<1/10 000), c Hen3BecTHa YecToTa (OT HATMYHUTE NaHHU HE MOXKe Ja ObJie HarpaBeHa
OIICHKA).

Kspmadera u enia Ha Bb3pacT oT 6 CEIMUIM 10 5 TOAUHU

besonacHocTTa Ha BaKCHHATA € OLIEHEHA B PA3JINYHKM KOHTPOJIMPAHH KIIMHUYHU POYYBaHUs, IPH
KOUTO ca npwioxenu 14 267 no3u Ha 4 429 31paBu KbpMadeTa Ha Bb3pacT OT 6 CEAMMIIN 3a IbpBaTa
BaKCHMHAaLUs 1 Ha Bb3pacT 11-16 Mecena 3a OycrepHaTa fo3a. [Ipu Bcuuku npoy4BaHus pu
KbpMavera Prevenar 13 e mpuiiaran eTHOBPEMEHHO C PYTHHHUTE MEAUATPUUHU BAKCHHU (BXK.

Touka 4.5).

BezomacHocTTa € o1leHeHA ChINO | TpH 354 HEBaKCHHUPAHU MPEIH TOBA Jiela (Ha Bh3PacT OT
7 Mecena 10 5 TOAWHN).

Haii-uecrto C’LO6H_IaBaHI/IT€ HCKCJIaHU PCAKINU ITPU AC€1a HAa BB3PaCT 6 CcCaAMUIIN 00 5 T'OOAWMHH Ca
PCaKknn Ha MACTOTO Ha BAKCHMHHPAHC, (1)€6pHJ'II/ITeT, PasapasHUMOCT, IOHWKCH allICTUT U MMOBUIIICHA
Y/WIIH HaMaJIeHA ChHIUBOCT.

B knmuHMYHO npoyyBaHe MpU KbpMaueTa Ha Bb3pacT OT 2, 3 u 4 Mecela ChoOIIEHHUTa 32 TpecKa
(Temmeparypa > 38°C) ca c mo-BHCOKa 4eCcTOoTa pH KbpMaueTaTa, mpueManu Prevenar (7-BaneHTHa)
earoBpeMeHHO ¢ Infanrix hexa (28,3% no 42,3%), OTKOJIKOTO MpH KbpMadeTara, IpueMad caMo
Infanrix hexa (15,6% 10 23,1%). Cnen Oyctep no3a, npuiioxkeHa Ha Bb3pacT 12 1o 15 mecena, ce
cpoOiIaBa 3a Tpecka (temmneparypa > 38°C) npu 50,0% ot kbpMaueTara, IprUeMani eIHOBPEMEHHO
Prevenar (7-Banentna) u Infanrix hexa, B cpaBuenue ¢ 33,6% ot kppMaveTaTa, IpUeMain
camocTtosTenHo Infanrix hexa. Te3u peakunu ca Ouian Hail-4ecTO yMEpeHH (TeMIlepaTypH MO-HUCKU
win paBHH Ha 39°C) u npexo HH.

C"[>06H_IaBa CC MOBHUIIICHUC HA PCAKIUMUTC HA MACTOTO Ha BAKCUHUPAHC IIPU [C€1a HAa BB3PACT HAJl
12 MECClia B CPaBHCHHUC C KbPMAUCTa 11O BpEME Ha IbPBUYHATA UMYHU3AIUA C Prevenar 13.

Heowcenanu peaxyuu om KiuHuyHY NPpOY48aAHUs

[Ipu kMHUYHUTE Ipoy4BaHus NpouIBT Ha Oe3omacHOCT Ha Prevenar 13 e cxoneH ¢ To3u Ha
Prevenar. CnegHHTE 4ECTOTH CE OCHOBABAT HA HEYKEIAHNUTE PEAKLIUHU, OLIEHEHH TP KIMHUYHHATE
npoyuBaHus ¢ Prevenar 13:

HapyiiieHus Ha UMYHHATA CHCTEMA:
Penxu: Peakiuu Ha CBPBbXUyBCTBUTEITHOCT, BKIIOUHUTENHO (aI[MajCH OTOK, 3a1yX,
OpoHXOCTa3bM
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Hapymienus Ha HepBHaTa cUcTeMa:
Heuectn: I'bpuoBe (BKIMIOUUTETHO (PEOPUITHN TBPUOBE)
Penxu: Enuson Ha XUIOTOHYC-ITOHMKEHA PEAKTHBHOCT

CToMaIIHO-YpEBHU HAPYIIIECHHU:
MpHoro uectu: Hamanen anetur
YecTn: IloBpbiiane; nuapus

Hapymienus Ha Koxarta ¥ NOJKOKHATA ThKaH:
Yecru: O06pus
Heuectn: Yprukapus WM ypTHKapus-nogooeH oopus

OO6uw HapymieHus ¥ eeKTH Ha MICTOTO Ha PUIIOKCHHE:

MHoro yecTH: [Mupekcus; pa3apa3HUTEIHOCT; HIKAKbB €PUTEM Ha MICTOTO HA BAKCHHUPAHE,
MHIypanus/moyBaHe i 0oika/0oe3HeHa YyBCTBUTEITHOCT;
COMHOJIEHTHOCT; JIOIIIO Ka4eCTBO Ha ChHSA
EpuTem Ha MACTOTO Ha BaKCHHHMpaHE WM HHAYpauus/nogyBade 2,5 cm—
7,0 cm (cnen Oyctep no3aTa U IpH MMO-TOJIEMH Jiela [Ha Bb3pacT 2 10
5 roguHM|)

Yecru: IInpexcus > 39°C; yBpexaaHe Ha IBHKEHHITA B MACTOTO Ha BAKCHHUPAHE
(mopaau Oonka); epuTeM Ha MACTOTO Ha BaKCHHUpaHE WIN
uHIypauus/mogysane 2,5 cm—7,0 cm (cien cxemara 3a KbpMaueTa)

Heuectn: Eputem Ha MACTOTO Ha BakCMHHpaHe, HHAYypauus/nogysade > 7,0 cm; ruaq

Heorcenanu peaxyuu om nocmmapremuneosus onum ¢ Prevenar 13

Brnpeku de cieqHUTE HEXeNaH! JIEKAPCTBEHH PEAKINH HE Ce HaOIII01aBaT Npy KIMHUYHUTE
npoyuBaHus ¢ Prevenar 13 npu kbpMadeTa u Jiena, T€ ce MPUEeMaT 3a HEXEIaHU JIEKAPCTBEHU
peaknuu 3a Prevenar 13, Thit kKaTo ca chOOIIEHH IO BpeMe Ha MOCTMAPKETHHTOBHS OMUT. Thif KaTo
TE3W PEaKIINH ca TOJYUYeHH OT CIIOHTAHHU ChOOIIEHNS, YECTOTaTa HEe MOXKe J1a ObJie Onpe/ieieHa U
MOpajy TOBa c€ KIACU(PUIMPAT KaTo ,,C HEU3BECTHA YeCTOTAa .

HaDVH_IeHI/IH Ha KpbBTA4 U J'II/IM(bHaTa CHUCTEMA!
.HI/IM(ba,I[eHOHaTI/Iﬂ (J'IOKaJ'II/BI/IpaHa B 00JaCTTa Ha MSCTOTO HA BaKCI/IHI/IpaHG)

HaDVH.IeHI/ISI Ha MMYHHAaTa CUCTEMaA:
AHa(l)I/IJ'IaKTI/I‘{Ha/ aHa(l)I/IJ'IaKTOI/I,Z[Ha pc€aKknus, BKIIFOYUTCIHO IOK; aHTUOCACM

Hapymienus Ha Kokarta ¥ HOJKOKHATA ThKaH:
Epurtema myntugopme

O6H_II/I HapyYIICHUA U C(beKTI/I Ha MACTOTO HAa NPHUIIOKCHUC!
ypTI/IKapI/IH Ha MSACTOTO HAa BAKCUHUPAHEC; ACPMATUT HA MACTOTO HaA
BAKCHUHHPAHEC, C"bp6€)K Ha MACTOTO Ha BAKCHMHHUPAHE; 3aUCPBsABAHC

JonbaHuTeHa HHOOPMAITHS MPU CHCITUATHN TOTYJIAITHH:
ATHes: Ipy MHOTO HEJIOHOCEHHU KbpMadeTa (< 28 recrariioHHa ceamuiia) (Bxk. Touka 4.4).

Jlera ¥ FOHOIIM Ha BH3pacT 6 j1o 17 roguun

Bezonacnoctra e ouenena npu 592 nena (294 nena Ha Bb3pact 5 10 10 roguHu, UMYHU3UPAHH MIPEIH
TOBa ¢ OHE eHa Ao3a Prevenar, u 298 neua Ha Bb3pact 10 qo 17 ronuHu, KOUTO HE ca MOIyYaBaIH
ITHEBMOKOKOBA BaKCHHA).

Haii-uecTute HexxenmaHu CHOUTHUS TIPH JeTla U IOHOIIN Ha Bb3pacT 6 10 17 roquHu ca:
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Hapymienusa Ha HepBHATa cUcTEMA:
Yectu: T'maBoOous

CToMaIIHO-YpEBHU HAPYIIIECHHUS:
MpHoro uectu: Hamanen anetur
YecTn: IloBpbiiane; nuapus

Hapymenus Ha Koxara ¥ IOJKOKHATA ThKaH:
Yecru: OO0puB; ypTHKapus UIH yPTHKapUsI-M1oJ00eH 00prB

OO0 HapyIlIeHUs U e(hEKTH Ha MICTOTO Ha MPIJIOKEHHUE:

MHoro uecTHu: PaznpasnuTenHoct; epureM Ha MSICTOTO Ha BAKCUHHPAHE;
BTBBP/ISIBaHE/TIOTyBaHE WM 00JIKa/00JIE3HEHOCT; COMHOJICHTHOCT; JIOIIO
Ka4yeCcTBO Ha CHHI,
0oJe3HeHa YyBCTBUTEITHOCT HAa MSCTOTO Ha BAKCUHUPAHE (BKIIOYUTEITHO
HapyIICHUE Ha BUKCHHSATA)

Yecru: IInpexcus

I[pyrH HCXCIIaHN C’B6I/ITI/I$I, Ha6J'IIOI[aBaHI/I apeau ToBa MPpU KbpMaiu€Ta U ACHa HAa Bb3PacCT OT
6 ceaMunu a0 5 roauHu, MOXKEC CBIIO Ja Ca MMPUJIOKMMHU KbM Ta3U Bb3paCTOBA I'pyIla, HO HC Ca
Ha6J'IIO)_IaBaHH B TOBA IMPOYYBAHC BEPOATHO MMOPAAN MAJIKUA pa3MCp Ha U3BaJKaTa.

I[OH’BJ'IHI/ITG.HH& I/IHd)ODMaLII/IH OpH CriCWaJIHH ITOMMyJIalinn

I[euaTa 1 FOHOIMIUTC ChC ChbPIIOBUAHO-KJICThbYHA aHCMUH, HIV HHq)eKI_[I/IH WJIN TpaHCIUIaHTAIUs Ha
XCMOMIOCTUYHHU CTBOJIOBH KJIICTKA UMAT CXOJAHH YCCTOTHU Ha HCKCIIAHU PCAKIUU, C U3KIIFOUCHUC Ha
TOBA, Y€ T J'IaBO60J'II/IeTO, MNOBPBUIAHCTO, AUAPUATA, IUPCKCUATA, OTIIAAHATIOCTTA, apTpaIruiaTa U
MHUaJTrusaTa ¢a MHOT'O YCCTH.

Bo3pactHu >18 roguHu ¥ cTapyecka Bb3pacT

besonacHocTTa € O11eHEHA B 7 KIIMHUYHY IpOYy4YBaHus, BKIouBany 91 593 Be3pacthu ot 18 10

101 romuuu. Prevenar 13 e npunoxen Ha 48 806 Br3pactru; 2 616 (5,4%) Ha BB3pacT ot 50 1o

64 roguau u 45 291 (92,8%) Ha BB3pacT Ha U Haj 65 ronuHu. EQHO OT 7-Te Mpoy4BaHUs BKIIOYBA
rpyna Bb3pacTHd (n=899) ot 18 10 49 roaunm, Ha KOUTO € mpuiokeH Prevenar 13 u xouto He ca
BaKCHHHPaHH MIPEIU TOBa C 23-BaJeHTHA MTHEBMOKOKOBA MOJIM3axapuaHa BakcuHa. OT NOIy4YMINTe
Prevenar 13, 1 916 Bb3pacTHH ca BAKCHHUPAHU IIPEIU TOBA C 23-BaJlecHTHA THEBMOKOKOBA
NoJu3axapuaHa BaKCHHA TIOHE 3 TOJMHU NPEIN BAKCUHUPAHETO B poy4yBaHeTo U 46 8§90 He ca Ounn
BaKCHHHPAHHU C 23-BaJICHTHA THEBMOKOKOBA MOJIM3aXxapuHa BaKCHHA.

Ilo-BHcOKaTa BB3pacT € CBbp3aHa ¢ TEHACHIUA KbM I10-HHCKA YECTOTAa Ha HEKETIaHHU pEaKkIuy;
BB3pacTHUTE HAJ 65 TOAWHH (HE3aBHCHMO OT IPEALIEeCTBAIINS BAKCHHALMOHEH CTaTyC) ChoOIIaBaT
MO-MaJIKO HEKETIaHU PEaKIH, OTKOJIKOTO MO-MIIaIUTE Bb3PACTHH, KATO HEXKEIIAHNUTE JIEKAPCTBEHH
peakuuu ca Hal-4ecTH MIPH Hal-MJIaANTe BB3pacTHU — Ha 18 1o 29 rogunm.

Karo msmo xareropuute mo 4ecToTa ca CXOJHH 32 BCHYKU BB3PACTOBH IPYINH, C U3KIIOYEHHE HA
NOBPBLIAHETO, KOETO € MHOTO 4yecTo (=1/10) npu Bb3pacTar Ha 18 1o 49 ronunu u vecto (=1/100 no
<1/10) npu BCUYKHU OCTaHAJIU BB3PACTOBH IPYIH, a MUPEKCUSITAa € MHOTO YeCTa [P BB3PACTHH Ha

18 10 29 ronuHM 1 YecTa Npy BCUYKU OCTaHAIN Bb3pacToBH rpynu. CuiHa 6ojka/0one3HeHa
YYBCTBUTEIHOCT Ha MSCTOTO Ha BaKCHHUPAHE U TEXKO OrpaHMYCHHE Ha JBIKEHHETO Ha phbKarta ca
MHOT'0 YECTH IPpH Bb3pacTHHU Ha 18 10 39 roaquHM M YecTH NPH BCUYKH OCTAHAJM Bb3PAcTOBU IPYIIH.

Hexenanu peakuy OT KIIMHUYHUTE TPOYYBAHUS

JlokayH{ peakMi U CHCTEMHHU CHOUTHS Ca THPCEHHU €KEIHEBHO CIIE/ BCSKO BaKCHHUPAHE B
npoAbbKeHNe Ha 14 qHu npu 6 npoy4BaHus ¥ 7 JTHU B OCTaHAJIOTO Npoy4dBaHe. CleBanuTe 4eCTOTH
ce 0a3upaT Ha HEeXKeNAaHUTE PeaKH, OLCHEHH NP KIMHUYHUTE MpoyuBanus ¢ Prevenar 13 npu
BB3PAacTHH.
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Hapymenns Ha MeTa00oJIM3Ma U XpaHEHETO:
MpHoro uectu: Hamanen anetur

Hapymienusa Ha HepBHATa CUCTEMA:
MpHoro uectu: T'maBoOoime

CTOMaIHHO—‘IDeBHI/I HapYIICHUA:

MHoro yecTu: Huapust; noBpbiane (npu Bb3pacTHH Ha 18 10 49 rogunm)
Yecru: [loBpbumane (mpu Bp3pacTHH Ha 50 U MOBeYe rOJUHN)
Heuectn: T"anene

HapyiiieHus Ha UMYHHATA CHCTEMA:
Heuectu: Peakiuu Ha CBPBbXUyBCTBUTEITHOCT, BKIIOYUTEIIHO OTOK HA JIUIETO, 33yX,
OpoHXOCTa3bM

Hapymienus Ha KokaTa ¥ IOIKO)KHATA ThKAH:
MHoro uectu: Oo6pus

OO6uw HapymieHus ¥ eeKTH Ha MICTOTO Ha PUIIOKCHHE:

MHoro yecTu: Brpucane; ymopa; eputeM Ha MACTOTO Ha BAKCHHUPAHE;
MHypalus/mogyBaHe Ha MSICTOTO Ha BAKCUHUpaHe; 00JKa/0osie3HeHa
YYBCTBHUTEIHOCT Ha MSICTOTO Ha BaKCHHHMpaHe (cuiHa 00iika/001e3HeHa
YYBCTBHUTEIHOCT Ha MSICTOTO Ha BAKCHHHPAHE € MHOT'O YeCTa MPU Bb3PACTHU
Ha 18 10 39 roguHmM); orpaHuveHUE Ha IBUKEHUETO HA PhKaTa (TEKKO
OrpaHUuYEHHE Ha JBM)KEHHETO HA PhKaTa € MHOTO YE€CTO IPU Bb3PacTHHU HA
18 10 39 roauuM)

Yecru: [Mupekcus (MHOTO YecTa Mpu Bb3pacTHU Ha 18 10 29 ronuHm)

Heuectn: JlumaneHonaTus, TOKANM3UpaHa B 30HATa HA BAKCUHUPAHE

Hapynienusa Ha MyCKYJIHO-CKENIETHATA CUCTEMA U ChbEIMHUTEIHATA ThKaH:
MHoro yecTu: ApTpanrus; MHaITUs

Karo I51J10 HE Ca Ha6J'IIO,I[aBaHI/I SHAYUMH PA3JIMKU B YCCTOTHUTC HA HCIKCIIAHUTC PCAKIIUU ITPU
IMPUJIIOKCHUC Ha Prevenar 13 IIpyu Bb3paCTHU, KOUTO Ca ounmn BAaKCUHHUPAHU MMPEAU TOBA C
ITHCBMOKOKOBA ITOJIM3axapruJHa BaKCHUHA.

I[OH’BJ'IHI/ITGJ'IH& I/IH(l)OpMaLII/IH IIpU CIiCUAJIHU MOIyJIallun
BBBpaCTHI/ITC c HIV I/IH(i)eKI_[I/IH UMAaT CXOAHU Y€CTOTU HA HCKCIAaHNU PCAKINHU, C U3KIIIOYCHUC HA TOBA,
UC€ MUPCKCHUATA U MOBPBUIAHECTO Ca MHOTO YECTH, a TAACHCTO — Y€CTO.

BT»BpaCTHI/ITC C TpaHCIVIAaHTAllUA Ha XEMOIIOCTUYHN CTBOJIOBH KJIICTKU UMAT CXOJHHU YCCTOTHU Ha
HCXKCJIaHU pCaKMH, C U3KIIIOYCHUC HA TOBA, Y€ IMUPCKCUATA U TOBPHITAHCTO Ca MHOI'O YCCTH.

[To-Bucoka "yecToTa Ha HAKOM OT OYAaKBaHUTE CUCTEMHH PEakLUH € HaOmoaaBana, korato Prevenar 13
€ mpuJjiarad €JHOBPEMEHHO C TPUBAJICHTHAa MHAKTUBUpPaHa BakcruHa rpoTus rpul (TIV) B cpaBHeHHE
cbc camocTosTenHo npuiarane Ha TIV (rmaBoGosue, BTpucane, 0OpuB, HAMaJeH alleTUT, apTPaIrHs U
MUAJTYs1) WM CAaMOCTOSITENTHO puiiarane Ha Prevenar 13 (rmaBoGonue, ymopa, BTpUcane, HaMmalleH
amneTuT U apTParus).

CT»O6H_IaBaHe Ha IMoA03HUpaHH HEKEJIAHW PCAKIIMH

CT»O6LL[aBaHeTO Ha IOAO3UPAHU HCKCIIAHU PCAKIIUU CJICA pa3pClIaBaHC 3a yHOTpe6a Ha JICKApCTBCHUMA
MMPOAYKT € BaKHO. ToBa mmo3BoJsBa Ja IpOABIIKU Ha6J'IIO,Z[CHI/ICTO Ha CbOTHOIICHUCTO HOHBa/pI/ICK 3a
JICKApCTBCHUSA TPOAYKT. Or MCIHUIMHCKUTC CIICHUAJIHUCTH CC U3UCKBa Ja C’BO6I]_[aBaT BCsiKa
Ioa03MpaHa HEXKEIaHa pe€aKlyd 4Ype3 HallMOHAaJIHAa CUCTEMA 3a C'BO6IJ.[aBaHC, IIOCOYCHA B

IIpunoxenue V.
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4.9 IIpeno3mpane

[Ipu kppMaveTa U 1ena ce ChoOIIaBaT CIIy4Yan Ha mpeao3upaHe Ha Prevenar 13, nedmHupano kato
MPUIOKEHUE Ha CIEABALIUTE T03U MO-CKOPO CIIEeN MPeaxoxaanara 103a, 0OTKOJIKOTO C€ IPEnopbyBa.
ITo mpaBuo HexxenaHUTe CHOUTHS, CHOOIIABAHN TIPH MIPEI03UPaHE, ChOTBETCTBAT Ha CHOOIIaBaHUTE
IIpH 1034, IPUJIaraHu MO MPENOpPBUYBAHUTE NEAUATPUUHU cxeMu 3a Prevenar 13.

5. ®APMAKOJIOTMYHU CBOMICTBA

5.1 ®apmakoguHAMHYHH CBOMCTBA

dapMakoTepaneBTUYHA I'pyMa: BAKCUHU, THEBMOKOKOBHU BakcuHu; ATC xox: JO7TALO2

Prevenar 13 chabpika 7-Te MHEBMOKOKOBH KalCYJIHH MTOJIM3axapuu, KOUTO ca B Prevenar (4, 6B, 9V,
14, 18C, 19F, 23F), mmtoc 6 nomrenauTenan nonusaxapunu (1, 3, 5, 6A, 7F, 19A), kaTo BCUYKH ca

KOHIOTHpaHu ¢ Hocenus 0en1Tbk CRM 7.

Pa3HDOCTDaHeHHC Ha 3a00JIIBAHETO

Kwvpmauema u deya na v3pacm om 6 ceomuyu 00 5 200uHU

BB3 ocHOBa Ha Hax30pa Ha cepoTurioBeTe B EBporna, H3BbpIIEH Mpeu MyckaHeTo Ha Prevenar, ce
n34nciIsIBa, ue Prevenar 13 mokpusa 73-100% (B 3aBUCUMOCT OT IbpKaBaTa) OT CEPOTHIIOBETE,
NPUYMHABAIIN HHBa3UBHO MHEBMOKOKOBO 3a0omsaBane (MI13) npu nema Ha Bp3pact nox 5 rogunu. B
Ta3H BB3pacToBa Ipymna Ha cepotunose 1, 3, 5, 6A, 7F u 19A ce gpmxkar 15,6% 1o 59,7% ot
VMHBa3UBHUTE 3a00J5IBaHMS B 3aBUCHMOCT OT JIbp)KaBaTa, M3CJICABAHUS BPEMEBH MIEPUOJI U yoTpedaTa
Ha Prevenar.

Octporto Br3nasieHue Ha cpeaHoTo yxo (OBCY) e yecTo cpemano AeTCKo 3a00JsIBaHE C pa3iniyHa
etnonorus. baktepun Moxe na ca npuanHuTenu Ha 60-70% ot kamHMYHUTE enu3onn Ha OBCY.
S. pneumoniae e eqWH OT Hal-uecTUTE MpUIMHUTENH Ha OakTepuanHo OBCY B cBeToBeH Mamial.

Nzuucnsaea ce, ye Prevenar 13 nokpusa Hag 90% oT cepoTUNOBETE, MPUUUHSIBAIIN PE3UCTEHTHO Ha
aHTUMUKpoOHU cpencta UII3.

Heya u ronowu Ha v3pacm 6 0o 17 200unu

IIpu nena u roHOIIM Ha BB3pACT OT 6 10 17 TOAMHM YecToTaTa Ha ITHEBMOKOKOBO 3a00JIsIBaHE € HUCKA,
BBIIPEKH TOBA MMa MOBUIIIEH PUCK OT 3a00JIEBAEMOCT U CMBPTHOCT IIPH TE€3H ChC CHITBTCTBAIII
3a00JIsIBaHUA.

Bwvspacmuu >18 200unu u 6 cmapuecka 6v3pacm
[TneBMOHMSITA € Hail-uecTaTa KIMHUYHA POsBA HA THEBMOKOKOBO 3a00JIsIBaHE IIPH B3PAcTHHU.

Cro01eHara yecToTa Ha MHEBMOHUS, Tpuaoouta B odmectsoto (I1110), n U113 B EBpona Bapupa
criopeq Ibp:KaBara, yBeJIMuaBa ce ¢ Bb3pacrtra ciel S0 roaguHu U € Hail-BUCOKa NTPY MHAUBUIU Ha
BB3pacT >65 roguHu. S. pneumoniae € Ha-uecTuAT npuanHuTen Ha [1I10 u ce cuura, 4e oTroBaps 3a
npubnuzutenso 30% ot Bcuuku cinydan Ha [1I10, Hanaramm xocnutanu3anus Ipy Bb3PAacTHU B
pa3BUTHTE IbPKABH.

bakrepuemuunaTa nmueBMoHus (pudnmusurento 80% ot UII3 mpu Bb3pacTHH), OakTeprueMusTa 0e3

OTHUIIE U MEHUHTUTHT ca Hal-uecTute nmposisu Ha U113 npu Bp3pacTHU. B3 0OCHOBA Ha TaHHUTE OT
HaJ30pa ciiel BbBeXAaHeTo Ha Prevenar, HO mpeau BbBexaaHeTo Ha Prevenar 13 BbB
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BaKCHHALMOHHUTE MPOTpaMH MIPH J€lla, THEBMOKOKOBUTE cepoTHIloBe B Prevenar 13 BeposaTHO ca
OTroBOpHH 32 Haii-maiko 50 - 76% (B 3aBUcHMOCT OT Ibpkasarta) ot U113 npu Be3pacTHH.

Puckst ot 1O u UI13 npu Bb3pacTHU CHIIO CEe yBENUYaBa NP NOJICKAILN XPOHUIHH
3a00JsIBaHMs, T0-KOHKPETHO aHATOMHUYHA WK (yHKLIHMOHAIHA acIlJICHUS, 3axXapeH quabeT, actMma,
XPOHUYHO CHPJEYHO-CHAOBO, 6€710APOOHO, OBOPEYHO HITH YepHOAPOOHO 3a00NABaHE U € HalH-BUCOK
IpU UIMYHOCYTIPECUPAHHUTE, KATO TE3U ChC 3JI0KAUYECTBEHH XeMaToJIOrnyHH 3a0onsaBanus i HIV
WHPEKIHS.

Knnanunu npoydsaHus 3a IMYHOTeHHOCT ¢ Prevenar 13 nipu kbpMaudera, Jela ¥ IOHOIIH

[IportexTuBHaTa epukacHoct Ha Prevenar 13 cpemry UII3 ne e uzcnensana. Kakro ce npenopbsusa ot
CaeroBHaTta 31paBHa oprauzanus (C30), onenkara Ha HoTeHuuanHara epukacuoct cpemty VI3 npu
KbpMaveTa 1 MaJIKu JIela c€ OCHOBaBa Ha CpaBHEHUE Ha IMYHHHUTE OTTOBOPU KBbM CeieMTe 00MYaitHu
ceportuna, ooy 3a Prevenar 13 u 3a Prevenar, 3a Kouto e gokazaHa MpoTeKTHBHA epUKacHOCT (3a
edpukacHoct Ha Prevenar (7-BaieHTeH) IpH KbpMadeTa H Jeua, BX. M0-101y). IMyHHHUTE OTTOBOPH
KBM JOIBJIIHUTEIHUTE 6 CEPOTHIIA CHILO €A ONPEAETIEHN KOJTHMYECTBEHO.

IIpoyuBane ¢ Prevenar 13, cpabpskai KoHcepBaHTa 2-heHokcueranou (2-PE):

BbezomacHocTTa 1 MMyHOTeHHOCTTa Ha Prevenar 13, chabppikan koHcepBanrta 2-PE (B MHOTOM030Ba
OITaKOBKa), IpUJIaraH Ha 3/ipaBu KbpMadeTa Ha Bbh3pacT oT 8, 12 u 16 ceamuiin, ca CpaBHEHH C Te3U
Ha Prevenar 13 6e3 no6aBen koHcepBaHT (250 kbpMadeTa B rpymna).

[IHeBMOKOKOBHTE UMYHHH OTTOBOPH Ca CPaBHEHH UPE3 M3MOJI3BaHE HA KPUTEPUH 32 HE MTO-MaJKa
e(eKTUBHOCT, BKIIOYUTEIHO MPOLEHTHT Ha JIMIIATa ¢ KOHLEHTPAlMU Ha CEpyMEH aHTH-NIOIN3axapus
cepotun crieruduyeH IgG > 0,35 pg/ml u cpaBaenuero Ha IgG GMC enauH Mecer cien cepusTa 3a
kbpMaueTa. OcBeH ToBa ca cpaBHeHM OPA GMTs Mexy ydyacTHULINTE, MosTy4aBamy Prevenar 13 cbse
i 6e3 2-PE.

He mo-manka eeKTHBHOCT 3a MPOLIEHTa Ha JIMLATA, TOCTHraly KoHeHTpauu Ha 1gG > 0,35 pg/ml,
€ IeMOHCTpHpaHa 3a Bcuukute 13 ceporuna (nonHara rpanuna Ha 97,5% NOBEpUTEHUS HHTEPBA
(A1) 3a npouenTHaTa pa3nuka Ha orroBopwinte mpu 0,35 pg/ml mexay rpynure e >-10%).

Hemmo noseue, npu Bcuukute 13 cepoTumna € ya0BIETBOPEH NPEABAPUTEIHO JeHUHUPAHUSIT KPUTEPUI
3a He no-Mainka edexruBHocT 3a IgG GMC (monnara rpanuua Ha 97,5% /I Ha chOoTHOLIEHNETO HA
GMC [GMR] e mo-rossima ot 0,5).

CrotBeTHO Ha ToBa OPA GMTSs ca cxoqHM B BETE IPYIH, C U3KIIOUEHHE HA CEPOTHI 3, TPH KOHTO
ca Mo-HHUCKH, U ceporunl 18C, npu KOMTO ca MO-BHCOKM B rpymarta, nmomydasamnia Prevenar 13 ¢ 2-PE.

IIpoyuBanus ¢ Prevenar 13, Hecpabpokam KoHcepBaHTa 2-PE

Hmynnu omeosopu cned nvpeuuHa uMyHuU3ayus ¢ mpu 003U Ha Kvpmaiema

[IpoBenenu ca KIMHUYHY IPOYYBaHUs B rojisim 0poii EBpomneticku crpanu u CAILl ¢ u3nonsBane Ha
Pa3IUYHM CXEMH Ha BAKCHHUPAHE, BKIIOUUTEIHO ABE PAaHAOMHU3HPAHU HEUH(PEPUOPHH POYUBAHUS
(I'epmanus ¢ n3non3Bane Ha 2, 3, 4-meceuyna mbpBuyHa uMmyHu3aus [006] u CAILl ¢ n3non3BaHe Ha
2, 4, 6-meceuna nmppBryHa UMyHH3auus [004]). B Te3u aBe nmpoy4BaHus ca CpaBHEHH
THEBMOKOKOBUTE UMYHHH OTTOBOPH Upe3 U3IO3BaHE HA HA0OP OT KPUTEPUH 3a HE IMO-MaJIKa
e(eKTUBHOCT, BKIIOUUTEIIHO: MPOLEHTHT HA JIMIATa ChC CEPYMEH aHTH-IIOJIN3aXapH]l CEPOTHIT
cneuuduuex IgG > 0,35 pg/ml eaun mecen ciaen MbpBUYHATA UMYHU3ALUS U CPAaBHEHUETO HA
cpeanata reomerpuyHa Ha IgG xonuentpauuute (ELISA GMC), ocBeH ToBa ca CpaBHEHH TUTPHUTE Ha
¢ynkunonannu antutena (OPA) mexay nuuara, nomyvasamu Prevenar 13 u Prevenar. 3a mectre
JOIIBJIHUTEIHN CEPOTHUIIA TE3N CTOWHOCTH Ca CPABHEHU C Hai-clabusi OTTOBOP MEXIy BCHUKHUTE
cezeM OOMYaiHU CEPOTHIIOBE MpH HodyumninTe Prevenar.
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CpaBHeHUsITa HA UMYHHHSI OTTOBOP TIPH JIOKa3BaHE HA HE MO-Majika eeKTUBHOCT 3a npoyuyBane 006
Ha 0a3aTa Ha MPOLIEHTa KbpMaueTa, IIOCTUTraly aHTH-onu3axapu IgG konuenTpamuu > 0,35 pg/ml,
ca nanenu B Tabnuua 1. Pesynrature 3a mpoyusane 004 ca nogo6uu. He no-mankara eyeKTUBHOCT Ha
Prevenar 13 (monna rpanuna Ha 95% JI1 3a mponienTHaTa pa3nuka Ha otroBopuiute mpu 0,35 pg/ml
Mexay rpynure >-10%) e neMoHCTpUpaHa 3a BCHUKUTE 7 OOIIN CEPOTHIIA, C U3KIIOYEHUE HA CEPOTHIL
6B B npoyusane 006 u cepotunose 6B u 9V B npoyusane 004, KpIETO 32 MaJIKO HE € IOCTUTHATO.
Benukure cenem o0 cepoTuna OTTOBapsT Ha MPEABAPUTEIHO Ne(UHUPAHNTE KPUTEPHH 32 HE TO-
maiika eextuBHOCT 32 IgG ELISA GMC. Prevenar 13 Boau 10 cpaBHUMH, MaKkap U MaJjIKO MO-HUCKH
HHUBA Ha aHTHUTEJATa, OTKOJIKOTO Prevenar 3a 7-te oOnuaiinu ceporuna. KnnHu4HOTO 3HaUeHHE HA
TE€3H PA3JIMKH HE € U3BECTHO.

He mo-mankara eeKTUBHOCT € MOCTUrHATa 3a 6-T€ NOMBIHUTEIHH CEPOTHIIA Ha Oa3aTa Ha MPOLIEHTA
KbpMaueTa, IOCTUTaIlY KOHLEHTpauuu Ha aututena > 0,35 pg/ml u cpaBuenue 3a IgG ELISA GMC B
npoyuBane 006 u 3a 5 oT 6-Te cepoTuna, ¢ U3KIOYEHNE Ha cepoTull 3, B poyuBaHe 004.

3a ceporun 3 npoueHtuTe Ha nonyuyunute Prevenar 13 cwe cepymen IgG > 0,35 pg/ml ca 98,2%
(npoyuBane 006) u 63,5% (nmpoyuBane 004).

Tabauna 1: CpaBHeHHe HA MPOLEHTA HA JUIATA, MOCTUTAIIM KOHUeHTpanuu Ha IgG anTuTesaTa cpemy
NMHEBMOKOKOBH noJu3axapuau > 0,35 pg/ml caen no3a 3 ot cepusita 3a KbpMauera — npoyusase 006

7-BajleHTEeH
Prevenar 13
Cepornn % Prevenar Paznuka
(N=282-285) % (6% 1)
(N=277-279)
CepoTunoBe B Prevenar 7-BajieHTHa

4 98,2 98,2 0,0 (-2,5; 2,6)
6B 77,5 87,1 -9,6 (-16,0; -3,3)
oV 98,6 96,4 2,2 (-0,4;5,2)
14 98,9 97,5 1,5 (-0,9; 4,1)
18C 97,2 98,6 -1,4 (4,2; 1,2)
19F 95,8 96,0 -0,3 (-3,8; 3,3)
23F 88,7 89,5 -0,8 (-6,0; 4,5)

JonbaHuTeiHU cepoTunoBe B Prevenar 13

1 96,1 87,1%* 9,1 (4,5;13,9)

3 98,2 87,1 11,2 (7,0; 15,8)

5 93,0 87,1 5,9 (0,8; 11,1)
6A 91,9 87,1 4,8 (-0,3; 10,1)
7F 98,6 87,1 11,5 (7,4; 16,1)
19A 99,3 87,1 12,2 (8,3; 16,8)

" CepornmsT B Prevenar ¢ Haii-HECKHSI IPOIIGHT Ha OTroBop e 6B B mpoyusane 006 (87,1%).

Prevenar 13 Boau 10 oOpa3yBaHe Ha ()YHKIIMOHAJIHU aHTUTENIA KbM BCUUKHUTE 13 BaKCHHAIHU
ceporuna B poyusanust 004 u 006. 3a 7-Te 00UIM cepoTUTIa HAMA PA3IUKHA MEXIY TPYIHUTE B
nporenta jguna ¢ OPA tutpu > 1:8. 3a Bceku oT cenemte o6mu ceporumna > 96% u > 90% ot
nonyuminte Prevenar 13 gocturatr OPA tuthp > 1:8 equn Mecern ciieq] MbpBHYHATA UMyHHU3aIIHS
chOTBETHO B ipoyuBanus 006 u 004.

3a Bceku OT 6-Te JombJIHUTENHHN cepotura Prevenar 13 Bogu no OPA tutpu > 1:8 8 91,4% 10 100%
OT BaKCHHHUTE €JIMH MECEII CJIe]] ITbpBUYHATA UMYyHuU3alus B ipoyuBanus 004/006. Cpennure
reOMETPUYHY TUTPH Ha QyHKIHoHamHUTE anTtuTena (OPA) 3a ceportumnose 1, 3 u 5 ca mo-HuCKH,
OTKOJIKOTO THTPUTE 338 BCEKH OT JIPYTUTE JOMBIHUTEIHN CEPOTHITOBE. KITMHUYHOTO 3HaAYCHNE HA TOBA
HaOJIro/IeHNe 3a IPOTEKTUBHATA €(PUKACHOCT € HEM3BECTHO.

HmynHu omeosopu cied nvpeuuHa UMyHU3AYUSA HA KbpMAayema ¢ 08e 003U
MMyHOTeHHOCTTa Cle]l ABE JO3H NP KbpMadeTa € U3cieABaHa MpH YeTHpH MpoydBaHus. Ta3u yacTt
OT KbpMaueTaTa, OCTUTaIX KOHIIeHTpauus Ha [gG cpelry MHEeBMOKOKOBH aHTHUKATICYTHH

nonu3axapuau > 0,35 pg/ml exuH Mecer| cien BTopata J103a, Bapupa oT 79,6% mo 98,5% 3a 11 ot
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13-te BakcuHanHM cepotuna. [lo-mManka 4yacT oT KkbpMadeTaTa OCTUTaT TO3H Ipar Ha
KOHIICHTpAIlUsITa Ha aHTUTeNara 3a ceporurt 6B (27,9% no 57,3%) u 23F (55,8% no 68,1%) 3a
BCHUYKH NPOYYBAHMS, U3MOI3BALIM 2, 4-MeceuHa cxema, B cpaBHeHHeE ¢ 58,4% 3a cepotun 6B u 68,6%
3a 23F 3a egHo mpoyuBaHe, ©3non3Bamo 3, S-meceuna cxema. Crez OycTtep 1o3ara BCHUKU
BaKCHHAJIHH CEPOTHUIIOBE, BKIIOUUTEIHO 6B 1 23F, MaT MMyHHH OTTOBOPH B CHOTBETCTBHE C
aJIeKBaTHOTO HAYaJIHO UMYHH3HpaHe ¢ MbpBUYHATa UMYHH3aLUsA ¢ ABe N03U. [Ipu eqHo npoy4saHe B
O0enrHEeHOTO KpaJCTBO OTroBopute ¢ pyHkunoHannu antutena (OPA) ca cpaBHUMH 32 BCUUKU
cepoTHNoBe, BKItounTenHo 6B u 23F, B pamenaTa Ha Prevenar u Prevenar 13 cnen nbpBuuHaTa
MMYHHU3alMs Ha BB3pAcT JIBa U YETUPU Mecela U cliel OycTep 103a Ha 12-MecedHa Bb3pact. 3a
nosy4daBamure Prevenar 13 npoueHTsT Ha otroBopunute ¢ OPA tutsp 2 1:8 e Hall-manko 87% cnen
MMYHH3alMOHHATa Cepus MPH KbpMadeTa 1 Hail-manko 93% cnex Oycrep noszara. Cpeanute
reoMmerpuuHl OPA Tutpu 3a cepotunose 1, 3 U 5 ca o-HUCKH, OTKOJIIKOTO TUTPUTE 32 BCEKU OT
JpyTUTE AOIBIHUTEIHU cepoTHIioBe. KIIMHUYHOTO 3HaUeHNE Ha TOBa HAOIIOACHUE € HEU3BECTHO.

OTFOBOD KbM 6VCT€D JA03UTEC CICA MbPBUYHA MMYHHM3AIWA HAa KbpMa4d€Ta C ABC M TPU 103U

CJ'IC,Z[ 6yCTep A03aTa KOHICHTPAIUUTEC Ha aHTUTCJIaTa CC YBCINYaBaT OT HUBOTO MIPCaAU 6yCTep Jo3arta
3a Bcuukute 13 CCPOTHUIIA. KOHL[CHTpaLII/II/ITC Ha aHTUTCIIaTa CICq 6YCT€p J03a Ca IM0-BUCOKH 3a 12-te
CCpoTUIla, OTKOJIKOTO TC3U, IOCTUTHATH CJICA IBPBUYHUTC UMYHU3AIIUU ITPU KbpMAUCTa. Te3n
Ha6J'IIO)_'[€HI/I$I CHhOTBCTCTBAT HA AICKBATHO IbPBUYHO UMYHU3UPAHC (I/IHI[YKI_II/ISI Ha UMYHOJIOTUYHaA
HaMeT). I/IMYHHI/IFIT OTTrOBOP 3a CCPOTHUIL 3 CIICa 6yCTep J03aTa HE CC yBCJIMYaBa Hal HUBATA,
Ha6J'IIO}:[aBaHI/I CJICe CepHrATa 3@ BAKCMHUPAHC HA KbpMa4dCTa. KnnanynoTo 3HaueHHe HA TOBa
Ha6J'IIO)_IeHI/Ie 0 OTHOIICHHUC Ha UHAYLHUPAHCTO HAa UMYHOJIOTUYHA MaMCT 3a CCPOTHUTIT 3 ¢ HeH3BECTHO.

AHTHTSAI0BUTE OTroBOPU KbM 6yCTCp A03UTC CJICA IbPBUYHA UMYHU3AIUs C ABC U TPHU JO3U HA
KbpMaucTa ca CpaBHUMH 3a BCUYKHU 13 BakcHHAIHU CCpOTHUIIA.

HpI/I Aclla Ha Bb3pacT OT 7 MeEcenua a0 5 TOAVHU NOAXOAAIINHNUTEC 3a Bb3PACTTAa CXCMU 34 HABAKCBAHC Ha
UMYHH3alusATa (KaKTO € OIMMCaHO B TOYKa 42) BOJAT OO HUBA Ha IgG AHTUTCIIa CPCILY
IMTHCBMOKOKOBHUTC KaIlCyJIHU IMOJIN3aXapuanu KbM BCCKH OT 13-te CCpoTUIla, KOUTO C€a IIOHC CpaBHUMMU C
TC3U KbM IIbPBUYHATA UMYHHU3alHd C TPU NJO3U HA KbpMayuCTa.

IlepcuctupaneTo Ha aHTUTENIAa 1 UMYHOJOTUYHATA AaMET ca OLICHEHU B IPOyYBaHE MpU 3/IpaBu Aella,
KOUTO ca MOJYYUIN eTHOKpaTHA 103a oT Prevenar 13 mone 2 roaunu, cjiel KaTo ca UMyHU3UpaHU
npeau ToBa wiu ¢ 4 no3u Prevenar, unu cepus ot 3 go3u Prevenar, nocnensana ot Prevenar 13 na
12-meceuna Bb3pacT, uiu 4 no3u Prevenar 13.

Ennoxparnara no3sa Prevenar 13 npu nena Ha npubnusutenta Bb3pact 3,4 TOAMHU, HE3aBUCUMO OT
IpeaxoqHa UMyHH3anusa ¢ Prevenar win Prevenar 13, npenn3BuKBa CHIIEH aHTUTSIIO OTTOBOP, KAKTO
KBbM 7-T€ OOIIM CEpPOTHIIA, TaKa U KbM 6-T€ TOMBJIHUTEIHH cepoTuna B Prevenar 13.

Ot BBBeXIaHEeTO Ha 7-BaneHTHUs Prevenar mpe3 2000 roguHa aHHUTE OT HAOIIOIEHUETO Ha
MTHEBMOKOKOBHTE 3200 IsIBaHMsI HE TIOKa3BaT, Ye MIMYHHHST OTTOBOP, U3TPajieH OT Prevenar B paHHOTO

ACTCTBO, HaMaJIsiBa C TCUCHUC HA BPEMCTO.

HDG)KI[eBDeMeHHO POACHH KbpMadyCTa

bezonacHoctTa 1 uMyHOTEeHHOCTTa Ha Prevenar 13, nmpunoxkex Ha 2, 3, 4 u 12 Mecela, ca OLICHEHU
nipu pubm3uTenHo 100 nmpexaeBpeMeHHO poJIeHU KbpMadeTa (CpeiHa U3UMCIIeHA TeCTallHOHHA
BB3pacT (EGA): 31 cenmunu, nuana3oH: 26 10 36 ceIMUIIN) U CPAaBHEHA C TIPUOIU3UTEITHO

100 xppmauera, poaenu Ha TepmuHa (cpenHa EGA: 39 cenmunu, nuamnaszon: 37 no 42 cenMuin).

HMyHHUTE OTTOBOPHU MPU NPEKICBPEMEHHO POJACHUTE U JOHOCEHUTE KbpMAU€eTa Ca CPaBHEHH, KaTo €
M3M0JI3BaHa MPONOPLUATA OT UHAUBUIHU, TOCTUTHAIN KOHUEHTPALMS Ha MTHEBMOKOKOB TOJIM3aXapua
cebp3Bamy IgG anturena >0,35 pg/ml 1 Mecer cien cepuara npu KbpMadeTa - HOAXOABT, H3II0JI3BAH
3a CpaBHsIBaHE HA UMYHOT€HHOCTTa Ha Prevenar 13 ¢ Prevenar, ocHoBan Ha yka3zanusTta Ha C30.

69



IIpu nmoBeue ot 85% ce mocTura KOHIEHTpaIysl Ha THEBMOKOKOB MOJIM3axapu CBbP3Bally

IgG anTurena >0,35 pg/ml 1 mecen crnex cepusiTa npu KbpMaueTa, C U3KJIIOYCHUE HAa CEPOTHUIIOBE 5
(71,7%), 6A (82,7%) u 6B (72,7%) B rpynaTa Ha NPEeKACBPEMEHHO POAECHHUTE. 3a Te3U 3 cepoTuna
JISTBT Ha OTTOBOPWIINTE CpeA MPEXKIEBPEMEHHO POJICHUTE € 3HAYMMO MO-HUCHK, OTKOIKOTO Cpel
ponenute Ha TepMuHa. [Ipubin3nTenHo enuH Mecel ciel OycTepHaTa 103a IeIbT HA HHIUBHIUTE
BBB BCSKA IPyMa, IPH KOUTO CE MOCTUra CHUIUAT TO3M Mpar Ha KOHIIEHTPALUATA Ha aHTUTENaTa, €
>97% c uzximoyenue Ha cepotun 3 (71% npu npexaeBpeMeHHO poieHUTe KbpMaueTa u 79% npu
KbpMaueTaTa, poJIcHH Ha TepMuHa). He e n3BecTHO 1anu MMyHOJIOTHYHATA TAMET KbM BCUUKH
CEpOTUIIOBE CE MHAYLMpPA PU HEJOHOCEHH KbpMadeTa. Karo wsno ceporun-cnenuduunnte [gG
GMC ca no-HHCKH 32 MPEKIEBPEMEHHO POJCHHUTE, OTKOJIKOTO 32 POJCHUTE Ha TEPMUHA KbpMadeTa.

Crnen cepunre npu kppmadeta OPA GMT ca cxogHu pu HEAOHOCEHN KbPMAdeTa, CPABHEHO C
KbpMaueTa, poJCHH Ha TEPMUHA, OCBEH 3a CEPOTHII 5, TIPU KONTO ca NMO-HUCKH ITPH HEAOHOCEHUTE
kppmauera. OPA GMT cnen OycrepHaTa 1032, CpaBHEHH C TE3H CJIE] CEPUUTE IIPH KbpMaveTa, ca
1oT00OHU WK TIO-HUCKH 3a 4 ceporura (4, 14, 18C u 19F) u ca crarucTudeckn 3Ha4MMO TTO-BUCOKH 32
6 ot 13-te ceporuna (1, 3, 5, 7F, 9V u 19A) npu HenoHOCEHU KbpMadeTa, cpaBHEeHO ¢ 10 ot 13-Te
ceporumna (1, 3,4, 5, 6A, 7F, 9V, 18C, 19A u 23F) npu noHOCeHH KbpMaJeTa.

Jena (12-59 mecena), HansIHO UMYHU3UpPAHHU ¢ Prevenar (7-BasienTHa)

Crnen mpuitoskeHue Ha eJHOKpaTHa o3a Prevenar 13 Ha nena (12-59 mecena), KOUTO ce cUATAT
HAI'BITHO UMYHH3HpaHu ¢ Prevenar (7-BaneHTHa) (TbpBUYHA cepusi ¢ 2 WK ¢ 3 T03M IUTIOC OycTepHa
J103a), IPOLIEHTHT, MocTUran] cepyMau HuBa Ha IgG >0,35 pg/ml u OPA tutpu >1:8, e mone 90%. Bee
nak 3 (cepotur 1, 5 u 6A) OT 6-Te TOMBIHUTEITHU cepOoTHUIIa ca rmokasanu mo-uucku IgG GMC u OPA
GMT B cpaBHEHHE C €11, KOUTO ca MOIYYWIH MMOHE €AHa MpeaxoaHa BakcuHauus ¢ Prevenar 13.
Kimanunara 3aaunmoct Ha no-auckute GMC and GMT B MOMeHTa € HEeU3BeCTHa.

HeBakcunupanu nena (12-23 mecena)

[IpoyuBanusTa npu HeBakcuHupanu fena (12-23 mecena) ¢ Prevenar (7-BaneHTHa) MOKa3Bar, ue ca
HEoOXOIUMH 2 703U 3a MOCTUTaHe Ha KOHLEeHTpauuu Ha cepyMmeH 1gG 3a 6B u 23F, monoOnu Ha Te3u,
WHAYLUPaHU OT CEPUU C 3 103U NPH KbpMadeTa.

Jlelia ¥ IOHOIIH HA BB3pacT S go 17 roguHu

B otBOpeno npoyuBane npu 592 31paBu Aena U I0HOIIN, BKIIOYUTETHO TakuBa ¢ actMa (17,4%),
KOUTO MOJKE JIa ca TMPeAPa3oI0KeHN KbM ITHEBMOKOKOBa HH(eKIus, Prevenar 13 mpenu3BukBa
UMYHHH OTTOBOpHU KbM Bcuukute 13 ceporuna. Eqnokparna no3a Prevenar 13 e moctaBena Ha nena
Ha BB3pacT 5 1o 10 roguHu, BakCHHUPaHU Npeu ToBa ¢ nmoHe 1 no3a Prevenar, u 1ena u 10OHOIIN HA
10 no 17 roguHu, KOUTO HUKOTA HE Ca MOJIy4aBaId IHEBMOKOKOBA BAKCHHA.

W npu peuara Ha Bb3pact 5 1o 10 rogunu, u npu Aena U Howu Ha Bb3pacT 10 no 17 rogunuy,
UMYHHHAT OTTOBOpP KbM Prevenar 13 e He mo-ytomr oT To3u KbM Prevenar 3a 7-te o001y cepoTumna u
TO3U KbM Prevenar 13 3a 6-Te JOI'BIHUTENHU CEPOTHUIIA, CPABHEHO C UIMYHHHS OTTOBOP CJIE]
YEeTBBpTATA J]03a IPH KbpMadeTa, BAKCHHUPAHU Ha BB3pacT 2, 4, 6 u 12-15 mecena, KoeTo € n3MepeHo
upe3 cepyMeH 1gG.

[Ipu nena u rorommm Ha BB3pacT 10 mo 17 romuan OPA GMTs 1 Mecer| cien BakcHHApaHe ca OUITN He
no-or 0T OPA GMTs B rpymnata 5 no 10 rogunau 3a 12 ot 13-Te ceporuna (¢ U3KIIOYSHHE HA

cepotun 3).

I/IMVHHI/I OTTOBOPH CJICA MOAKOXHO NPHUIIOKCHUC

ITonkoxHoTO pUoXkeHue Ha Prevenar 13 e olleHEHO B €1HO HECPABHUTEIHO MPOYUYBAHE MIPU
185 3apaBu KppMaueTa U Aela OT AMOHCKU MPOU3XO0J, KOUTO ca MOTy4niu 4 1034 Ha Bb3pacT 2, 4, 6 u
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12-15 MEce1a. HpquBaHeTo IIOKa3Ba, 4€ 0Oe30macHOCTTa U HMYHOT'CHHOCTTA Ca KaTO LAJI0 CPaBHUMU
C Ha6J'HO,Z[eHI/I$ITa, HaIlpaBCHU B MIPOYYBAHUATA HA UHTPAMYCKYJIHOTO IPHUIIOKCHUC.

Edextusuoct Ha Prevenar 13

Hnesazueno nueemoxokoeo 3abonseare

Hannute, myonukysanu ot Public Health England, couat, 4e yetupu ronunu cien BbBEXIAHETO HA
Prevenar kato mbpBUYHA UIMyHHM3aLUs IPH KbpMadeTa ¢ B JO3M U MocienBalia OycTepHa 103a mpes
BTOpAaTa rofnHa OT )XKMBOTA U NP 94% BaKCHHAIHO MOKPUTHE, B AHIIINS U Yelc ce Ha0moaaBa
noHmkeHue oT 98% (95% JIU 95; 99) Ha 3aboneBaeMOCTTa, IBbJDKAIIA CE Ha 7-T¢ BAKCHHATHU
cepoTtuna. BrocneacTsue, 4eTUpH FOJUHM CJIe IPEMUHABAaHETO KbM Prevenar 13, TOMBIHUTEIHOTO
MoHWXkeHHe Ha yectorata Ha UII3, mpuunneno ot 7-te cepotuna B Prevenar, Bapupa ot 76% npu
Jlerata Ha Bb3pacT noj 2 roaunu, 10 91% npu te3u Ha Bb3pacT 5-14 ronunu. OTAEIHUTE TOHUKEHUS
3a BCEKH OT 5-Te JOMBJIIHUTEIHU cepoTuna B Prevenar 13 (ue ca nabmogasanu cnyyan Ha UI13,
NPUYMHEHO OT CEPOTHII 5) 10 Bb3pacToBa rpymna ca nokasanu B Tabmuua 2 u Bapupat ot 68%
(ceportur 3) no 100% (cepotun 6A) 3a fnerara Ha Bb3pacT MO/ 5 TOAWHA. 3HAYUTETHO TOHWKEHHUE Ha
YyecToTaTa ce HaOJII0AaBa U MPH IPYNUTE Ha MO-TOJIIMA Bb3pPacT, KOUTO HE ca BAKCHHUPAHU C
Prevenar 13 (uHaupexTeH egexr).

Tabymna 2: Bpoii ciry4an u nonm:xkenne Ha 4yectorarta Ha UII3 no cepornnose npe3 nepuona 2013/14
cnpsmo nepuoga 2008/09-2009/10 (2008/10) no Bb3pacT B AHIJIMA U YeJic
<5 roanuIHa Bb3pacT 5 no 64-ropuuiHa Bb3pacT >65-roauIHa Bb3pacT
2008- | 2013/ % 2008- | 2013/ % 2008- [ 2013/ %
10° 148 IIOHV)KEHUE 108 148 MOHMKEHUE 108 14% MOHWYKEHUE
Ha Ha Ha
yecTorara yecToTara yecToTara
(95% JA1*) (95% J11*) (95% J11*)
JlombJIHNTETHU CEpPOTHIIOBE, BKJIIOUYeHH B Prevenar 13
1 59(54) | 5(5 91% 458 77 83% 102 13 87%
(382) (71) (89) (13)
(98%; (88%; (94%;
68%)** T4%)** 72%)**
3 26 (24) | 8(8) 68% 178 73 59% 256 143 44%
(148) (68) (224) | (146)
(89%; 6%) (72%; (57%;
6A 10 (9) 0(0) 100% 53(44) | 5(5 90% 94 5(5) 95%
(82)
(100%; (97%; (99%;
62%)** 56%)** 81%)**
7F [ 90(82) [ 8(8) 91% 430 160 63% 173 75 56%
(361) | (148) as2y | (an
(97%; (71%; (70%;
T4%)** 50%)** 37%)**
19A | 85 (77) | 7(7) 91% 225 104 54% 279 97 65%
(191) G (246) | (99)
(97%; (65%; (75%;
75%)** 32%)** 53%)**
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Kopurupato cnpsiMo JIsul HA CEpOTUIM3UPaHK MPOOH, JIUIICBAIA Bh3PACT, 3HAMEHATE, CPAaBHEH C

neproza 2009/10, u cnpsAMO TeHASHIUATA B 00IIOTO MHBa3UBHO ITHEBMOKOKOBO 3abomsiBane 1o 2009/10

(cnen koeTo He € MpaBeHa KOPEKLUS CIPSMO TEHICHIUSTA).

*  95% JIW, uzBenen ot uHTepBan Ha [loacoH, ocHOBaH Ha CBpbXxpa3ceiiBane 2,1, HaOII0AaBaHO TIPU
Mopenupaneto Ha ganHuTe oT 2000-06 otHOCHO BesikakBo MII3 mpenu Prevenar.

** p<0,005 3a o6xBamane Ha 6A, mpu koeto p=0,002

Buwsnanenue na cpeonomo yxo (BCY)

B nmyGnmkyBaHO H3MUTBA HE, IPOBEIEHO B M3pael, B KOETO € U3Moj3BaHa MbPBUYHA UMYHU3AIMS C
JIBE JIO3M U TOCIIe/IBalia OycTepHa 1032 pe3 BTopaTa roJIMHa OT )KUBOTA, BB3JICHCTBUETO HA
Prevenar 13 Bepxy BCVY e nokymeHTHpaHO Upe3 OCHOBaHA Ha TOMYJIalKsATa CUCTEMA 38 AKTHUBHO
HaOIro/IeHNEe C KYJITUBUPaHEe Ha TEYHOCT OT CPEJHOTO YXO, OJTy4eHa MOCPEICTBOM THMIIAHOIICHTE3a,
npu nena B U3paen Ha Bb3pact nox 2 roaunu ¢ BCY.

Crnen BBBEXIaHETO HA Prevenar u mocieaBanioro npeMuHaBane Ha Prevenar 13 uma crian B
yectorara oT 2,1 mo 0,1 cmydgas va 1 000 mena (95%) 3a ceporunosere B Prevenar mitoc cepoturt 6A
u cuaj B gectotata oT 0,9 mo 0,1 ciygas ga 1 000 nena (89%) 3a TOBIHUTETHUTE CEPOTHUTIOBE 1, 3,
5, 7F u 19A B Prevenar 13. 'oguirHaTa yectoTa Ha BCHUKH ciay4dan Ha BCY, npu4uHEeHH oT
MTHEBMOKOKH, HamassaBa oT 9,6 Ha 2,1 cimydas Ha 1 000 mera (78%) mexmy romu 2004 (ipeau
BBBEXIaHeTo Ha Prevenar) u tonn 2013 (cnex BpBexkaanero Ha Prevenar 13).

IIneemonus

[Ipu MHOTOIICHTPOBO 0OCEPBAIIMOHHO MTPOYyYBaHe BbB DpaHIus, CpaBHIBAIO NEPUOIUTE TIPEIU H
cien nmpeMuHaBaHeTo oT Prevenar kM Prevenar 13, uma 16% (ot 2 060 Ha 1 725 cinyyas) moHIKEHUE
Ha BCUYKH CJIy4au Ha THEBMOHUS, puaoouTta B oomectsoro ([1110), B crielrHuTe OTACICHUS IPH
Jera Ha Be3pact oT 1 mecen A0 15 rogunu. [lonmxkenusra ca 53% (ot 167 na 79 ciyuas) (p<0,001)
3a ciryqante Ha [1I10 ¢ mieBpanien uznus u 63% (ot 64 Ha 24 ciryqast) (p<0,001) 3a
MUKPOOHOJIOTHYHO JIOKa3aHUTe ciy4yau Ha mHeBMokokoBa I1I10. Ha BropaTa ronuna cien
BBBEXKIaHeTo Ha Prevenar 13 oOmusT Opoit cimydau Ha 11U, nprunHeHa oT 6-Te TOTbJIHUTEITHH
BaKCHUHAHH cepotumna B Prevenar 13, cmaga ot 27 mo 7 uzonata (74%).

Hamanenuero B CIIy4auTe Ha THEBMOHUA 110 BCAKAKBa ITPUYKHA € Han-0TYETINBO B IIo-mJjiazgarta
BaKCHHHpaHa Bb3pacToBa Ipymna ¢ HamaneHue ot 31,8% (ot 757 ua 516 cinyqas) u 16,6% (ot 833 Ha
695 cnyyasi) ChOTBETHO BBB BB3pPacCTOBUTE IpyIu <2 roguHH U 2 10 5 ronuHu. Yecrorara mpu mo-
roJIeMHUTe, IPEJUMHO HEBAaKCHHUPAHU Jiela (>5 ToANHN), HE ce IPOMEHS B TeUEHUE Ha MTPOYUBAHETO.

[Ipu npoabipkaBalia cuctema 3a Haomoaenue (2004 1o 2013 1.) ¢ 1en JoOKyMEeHTHpaHe Ha
BB3JICHCTBHETO Ha Prevenar u BocneacTeue Ha Prevenar 13 Bwpxy I npu nema Ha BB3pacT mox
5 ropunu B Oxen M3paen ¢ u3non3Bane Ha MbpBUYHA UMYHHU3AIMSI € 2 103U B OyCTEpHa J103a 1pe3
BTOpaTa roJHAa OT JKMBOTA, MMa ToHIKeHue oT 68% (95% AU 73; 61) na amOynaTopHUTe
nocemenust u 32% (95% AU 39; 22) na xocnutanmzanuute 3a anseosapHa 111U crien BpBeXK1aHETO
Ha Prevenar 13 B cpaBHeHHE ¢ IIeproia Ipeau 1a ObJe BbBeIeH Prevenar.

Edexrt BbpXy HazohapUHI€aAIHO HOCUTEJICTBO

[To Bpeme Ha HabOrOIABAIIO TPOyYBaHe BbB DpaHIus IpH Jela ¢ OCThP OTHT Ha CPETHOTO YXO ca
OIICHEHH TIPOMEHUTE B Ha30()apUHTECATHOTO HOCUTEIICTBO HA THEBMOKOKOBH CEPOTHIIOBE CIIE]]
BBBEX/1aHeTo Ha Prevenar (7-BasieHTHA) U ciex ToBa Ha Prevenar 13. Prevenar 13 3HaunMo HamansBa
Ha30(apHHTeaTHOTO HOCUTEJICTBO 00IIO Ha 6-T€ JOMBIHUTENHH cepoThria (1 cepotur 6C) u
nootaenHo Ha cepotumioBe 6C, 7F, 19A B cpaBHeHue ¢ Prevenar. HamansiBane Ha HOCUTEICTBOTO €
HaOII0gaBaHO CHINO Taka mpu cepotui 3 (2,5% capsamo 1,1%; p=0,1). He e nabmonasano
HOCHUTEJICTBO Ha cepoTuriore 1 u 5.

EQexThT OT BaKCHHUpPAHETO ¢ THEBMOKOKOB KOHIOTAT BHPXY Ha30(hapUHIe€aTHOTO HOCUTEIICTBO €
npoyueH B M3paen npu paHAOMU3NPAHO, TBOMHOCIAIO MPOYYBaHE, IPU KOETO JIeraTa ca mpueMain

Prevenar 13 nnu Prevenar (7-Banenrten) Ha Bb3pacT ot 2, 4, 6 u 12 mecerna. Prevenar 13 e Hamammn
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3HaYMMO HOBOMACHTH(HIIMpaHaTa Ha30(apuHTeaIHa MMosiBa 0010 Ha 6-Te OIMBIHUTEIIHU CEPOTHIIA
(1 ceporun 6C) u mo otaenHo Ha ceporuroBe 1, 6A, 6C, 7F, 19A B cpaBHeHue ¢ Prevenar. He e
HaOJII01aBaHO TIOHMKABaHE MIPY CEPOTHI 3, a 32 CEPOTHIT 5 KOJIOHU3ALMATa € Oula TBBpJE psAaKa, 3a
Ja Moke J1a Ob/ie OLEHEeHO Bh3AeicTBUeTO. [Ipy ABeTe BAKCMHUpPAHU IPyNH ca HabII0AaBaHU CXOAHU
YECTOTH Ha TOsiBa B Hazo(aprHKca 3a 6 OT ocTaBamure 7 o0 ceporuna; nmpu ceporurn 19F e
HaOJIrI01aBaHO 3HAYMMO HaMaJeHHe.

IIpu ToBa npoyuBaHe ca JOKyMEHTHPaHH MOHWKEHUS Ha S. pneumoniae cepotunioBe 19A, 19F u 6A,
HEYyBCTBUTEIHH KbM peauna anTuOnoTHuy. [lonmkenunsaTa ca B auanazona mexxay 34% u 62% B
3aBHCUMOCT OT CEpOTHUIIA U AHTUOUOTHKA.

IIporextuBHa edpukacHocT Ha Prevenar (7-BajieHTHA BakCWHA) IPU KbpMadeTa U Aela

Eduxacnoctra Ha 7-BaneHTeH Prevenar e oueHeHa npu Be ToJIeMH NPOYYBaHUS — IPOYYBAHETO
Northern California Kaiser Permanente (NCKP) u nmpoyuBanero Finnish Otitis Media (FinOM). U
JBETE NPOYYBaHUS ca PaHAOMHU3HPAHH, IBOMHOCIENH, AKTUBHO KOHTPOJIUPAHH, IIPH KOUTO
KbpMaueTaTa ca paHJOMU3UPaHH Ja oiryyaBat Prevenar nunn koutponHata BakcuHa (NCKP,
MeHuHTrokokoBa ceporpyna C CRM-konrorataa [MnCC] Bakcuna; FinOM, xenarut B Bakcuna) B
YEeTHPHUI030Ba CXeMa Ha Bb3pacT 2, 4, 6 u 12-15 mecena. Pesynrarure 3a epuxacHoCT OT Te3u
NpOy4BaHUs (32 MHBa3UBHO MHEBMOKOKOBO 3a00JIsiBaHe, THEBMOHUS M OCTPO Bb3MaJICHUE HA
CPEIHOTO YX0) ca MpelcTaBeHu no-goiny (Tadmuua 3).

1
Tadnuna 3: O6o01enne Ha epUKACHOCTTA HA 7-BajieHTeH Prevenar

Tecr N EB’ 95% JIA
NCKP: UIT3’ 0T BakCHHATTHUTE CEPOTHIIOBE 30258 | 97% 85, 100
NCKP: KnuauuHo J0Ka3zaHa THEBMOHUS C TIATOJIOTMYHA PEHTTeHOTpadus 23746 | 35% 4,56
Ha TPBAHUS KOII

NCKP: Octpo BB3maneHne Ha cpearoro yxo (OBCY)? 23 746

O6m1 6poit enuzoau 7% 4,10
Pemmunusupamo OBCY (3 enm3opa 3a 6 Mecena i 4 enu3ona 3a 9% 3,15

1 rogmHa)

Pemmunusupamo OBCY (5 enm3ofna 3a 6 Mecena wium 6 enu3oza 3a | roguHa 23% 7,36
TuMnaHOCTOMMSI C TOCTABSIHE HA APEHAXK 20% 2,35
FinOM: OBCY 1662

OO0 6poit enuzoau 6% -4, 16
Benuku cnydan Ha nHEBMOKOKoBO OBCY 34% 21,45
OBCY 0T BakCHHaJIHUTE CEPOTHUIIOBE 57% 44, 67

1Crlopez[ MIPOTOKOJIa

2 EduxacHocT Ha BakcHHaTa

3OKTOMBpI/I 1995 rox. no 20 Ampuin 1999 roz.
4 OxktoMmBpH 1995 roa. g0 30 Anpun 1998 rox.

Edextusnoct Ha Prevenar (7-BasieHTeH)

EdexkTuBHOCTTA (KaKTO MUPEKTEH, Taka M HHIUPEKTEH edeKT) Ha 7-BaneHTHHs Prevenar cpemry
MTHEBMOKOKOBO 3a00JIsIBaHE € OlleHEHA IMPU IMYHU3AIIMOHHH TIPOTPaMH KaKTO IpY TbPBUYHA
MMYHU3alUs C TPU 103U, TaKa U IPU IbPBUYHA UMYHU3AIM C IBE 03U HA KbpMaueTa, BCAKA OT
KouTO € ¢ Oycrep no3a (Tabmuna 4). BenepcTBue ot mmpokoTo u3noia3BaHe Ha Prevenar yectoTara Ha
NII3 e mocnemoBaTeTHO M 3HAYNTEITHO 3aHIDKEHA.

Karo ce uznonspa CKPUHHUHTOBUSAT MCTON, C(l)eKTI/IBHOCTTa cpemy CHGLU/I(i)I/ILIHI/I CCPOTUIIOBC Ha 2 031

Ha BB3pacT noj 1 roguaa B O0eIMHEHOTO KPaJICTBO ce m3uucisiBa Ha 66% (-29, 91%) u 100% (25,
100%) cvotBeTHO 3a cepotun 6B u 23F.

73




Tabdauna 4. O6001meHne Ha e)eKTHBHOCTTA Ha 7-BajleHTeH Prevenar npu HHBa3MBHO MHEBMOKOKOBO
3aboJisiBaHe

AbpixaBa IIpenopbuBaHa cxema IHonm:xkenne Ha 3a00;1eBaeMoCTTa, % 95% AN
(ronuHa Ha
NMycKaHe)

O0enuHEHO 2,4, + 13 mecena BakcuHaiHu cepoTHIIOBE: 49, 95%

KpaJICTBO (AHTIHA JIBe mo3u Ha BB3pacT noj 1 roguna:

1 Verc)' (2006) 85%

CAIIl (2000) 2,4,6,+ 12-15 mecena

Jlera < 5° Baxkcunannu cepotunose: 98% 97, 99%
Bceuuku ceporumnose: 77% 73, 79%

Br3pactan > 65° Baxcunanuu cepotumnose: 76% Hsama
Bewnuku cepotumnose: 38% Hsama

Kanaza (KBeGex)' 2,4, + 12 mecena Benuku cepotumnose: 73% Hsama

(2004) BakcuHasiHu cepoTuIoBe:
2-mo30Ba cxema 3a Kbpmadeta: 99% 92, 100%
Msneinnaena cxema: 100% 82, 100%

'Terta < 2-rozwuiHa Be3pact. M3unciena BakcuHanHa epekTHBHOCT KbM 1oHH 2008 roz. (MeTox Ha Broome).
*Jlannu ot 2005 rox.

3 Jlannum ot 2004 rop.

*Ilera < 5-romuurHa Bb3pact. SHyapu 2005 rog. 1o gexemspu 2007 rog. Bee olie IHIICBAT MBIHK JaHHH 3a
eeKTUBHOCTTA 3a pyTHHHaTa 2+1 cxema.

Ocmpo év3nanenue Ha cpeoHomo yXo

EdextuBHoctTa Ha Prevenar npu cxemara 3+1 e HaO0aBaHa ChIIO CPEILy OCTPO Bh3MAJICHUE Ha
CPEZIHOTO YXO M THEBMOHHS CJIe/I BbBEKIAHETO My B HallMOHAIIHATa UMYHH3AIMOHHA rporpama. [1pu
€/IHa PEeTPOCIICKTHBHA OIICHKA Ha ToJisiMa 3acTpaxoBaTenHa 0a3a nanau ot CAILl nocemenusita 3a
OBCY ca namanenu ¢ 42,7% (95% AU, 42,4-43,1%), a mpeckpuniuute 3a OBCY — ¢ 41,9%, npu
Jieria 1Mo 2-roJuiliHa Bh3pacT B CPaBHEHUE C U3XOIHOTO HUBO Ipeau JuneH3upanero (2004 cipsmo
1997-99). Ilpu envH cX0/€H aHATN3 XOCTUTATU3AUUTE U aMOYJIaTOPHUTE TOCEIIEHUS 33 THEBMOHUS
OT BCUYKH PUINHUTEIN HaMaJIsIBa CbOTBETHO ¢ 52,4% u 41,1%. 3a cx0uTHATA, KOUTO CIIEIIHATHO ca
OTIpeJIeNIeHH KaTo MHEBMOKOKOBA ITHEBMOHUSI, HA0IIO]aBaHUTE HAMAJICHUSI Ha XOCTIUTAIN3AI[MHUTE H
amMOyJTaTOpPHUTE TOCEIIEeH s ca CbOTBETHO 57,6% u 46,9% npu aenara noj 2-roauinHa Bb3pacT B
CpaBHEHHE C U3XOJHOTO HUBO Tpeau JuieH3upanero (2004 cupsamo 1997-99). Benpexu ue ot Te3u
o0cepBaIOHHH aHAJIM3HM HE MOJKE JIa CE 3aKIII0UX PUINHHO-CIICICTBEHA BPBh3Ka, TE3U pe3yITaTH
npernonarar, ye Prevenar urpae BaxxHa poJis 3a HaMaJsiBaHe Ha TE)KECTTa Ha JIMTaBUYHUTE
3abomsBanust (OBCY u mHeBMOHMSI) B TapreTHATA IpyTa.

IIpoyuBaHe 3a eUKaCHOCT IIpU BH3pACcTHU HA 65 U IIOBeYE TOAUHUA

Eduxkacnocrra cpenty I1I10 u UIT3, npuunHenn ot BakcuHanHus tun (BT) MHEBMOKOKH, € OIleHEeHa B
MaIabHo, paHIOMHU3UPAHO, IBOWHOCIISIO, TUTale00-KOHTPOIHPaHo npoyyBane (M3nuTBane Ha
UMYHH3AIUS CPEILy THEBMOHUS, IPUI00UTa B 00IIIECTBOTO, Ipu Bb3pacTHU (Community-Acquired
Pneumonia Immunization Trial in Adults—CAPiTA)) B Hunepnaumus. 84 496 y4acTHHUIIM Ha Bb3pacT
65 u moBeye roMHM MOJIy4aBaT ¢AHOKpaTHA BakcuHalus ¢ Prevenar 13 unu miane6o mpu
panzomMu3upane B cboTHomenue 1:1.

UznurBanero CAPiTA BkitouBa 7OOPOBOIIHM Ha BB3PACT > 65, YMUTO geMorpadCKu 1 3/IpaBHU
XapaKTepUCTUKH MOXKE Jla C€ OTIMYABaT OT Te3U Ha MAI[UeHTUTE, KOUTO ThPCAT BaKCHHAIHS.

[IppBHU enn30/ HA MHEBMOHMUSI, IOTBBPCHA IIOCPEACTBOM PEHTTeHOTrpadysi Ha TPhIAHUS KOII,
HAJIO)KHJIa XOCTIUTAIN3AIHS, € YCTAaHOBEH IpU 0KoJio 2% oT Ta3u nomyiauus (n=1 814 yuactauun),
ot kouTo 329 cnyyas ca notBbpaeHa mHeBMokokoBa [1T110 u 182 ciyyas ca I1I10, mpuuuHeHa oT
BaKCHUHAJIHU TUII IHEBMOKOKH, B ITOMYyJIAIAATA 10 IIPOTOKOJI U Mozu/I(bI/IuI/IpaHaTa intent to treat
nomynauus (mITT). 3a mppBuYHaTa KpaiiHa TouKa (B MOMyJanuaTa mo npotoxoin) uma 139 (49 3a
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Prevenar 13: 90 3a rutarie60) mepBu enuzoau Ha 1110, mpuunHEHa OT BAKCUHAIHUS THIT THEBMOKOKH,
KoeTo AaBa euxacHocT oT 45,56% (95,2% CI, 21,82-62,49; p=0,0000).

EdukacHoCT chIIO € JeMOHCTpUpaHa 1 3a IBETe BTOPUYHH KPaifHU TOYKH B MOITYJIANUATA TI0
MPOTOKOJ. 32 BTOpUYHATA KpaliHa Touka HeOakTepuemMuuHa/HenHBazuBHa (HB/HW) mHeBMOKOKOBa
IO uma 93 (33 3a Prevenar 13: 60 3a mnane6o) mppeu enuzona Ha H6/HU I1I10, npuurnaeHa ot
BaKCHHAJHHS THUI THEBMOKOKH, K0eTo naBa epukacHocT ot 45,00% (95,2% CI, 14,21-65,31;
p=0,0067). 3a BTOpruHara kpaiina Touka UI13 uma 35 (7 3a Prevenar 13: 28 3a miane60) nbpBu
enu3ona Ha I3, mpuanHeHO OT BaKCHHATHUS TUIT THEBMOKOKH, KOETO JaBa epukacHocT ot 75,00%
(95,2% CI, 41,06-90,87; p=0,0005).

[IpoabKUTETHOCTTA HA TPOTEKTUBHATA €(PUKACHOCT cpelry mbpBH enu3o Ha 1110, mpuunHeHa oT
BakcuHaHHUA TN MHeBMOoKokH, HB/HU TIT1O, npuyrHeHa OT BaKCHHAIHUS THI THEBMOKOKH, 1 UI13,
MPUYMHEHO OT BAKCHHAIHUS TUI MTHEBMOKOKH, CE 3aa3Ba Mnpe3 Lenus 4-roauuieH nepuo Ha
MPOYYBAHETO.

I[H3aﬁH’BT Ha U3IMUTBAHCTO HC BKJIIOYBA JCMOHCTPHUPAHEC HA e(i)I/IKaCHOCT B IOATPYIIUTC U 6pO$IT Ha
Y4aCTHULIUTC HA BB3PacCT > 85 roaAvHU HE € JOCTATBhUCH, 3a Ja CC ACMOHCTpUpa e(bI/IKaCHOCT B Ta3u

BB3pPaCTOBA IrpyIa.

HDOV‘lBaHI/IH 3a MMYHOI'CHHOCT ITPpHW Bb3PACTHHU >18 roguHU U B CTap4ycCKa Bb3pacT

[Ipu BB3pacTHH HE € OnpeesieH Mpar Ha KOHIEHTPaLUITa Ha ClieqU(pUIHNTE 32 BCEKU CEPOTHIT
MTHEBMOKOKOB IOJIN3axapu] cBbp3Baliy IgG aHTHTENa, OCUTYpsBaIl IPOTEKLUSA. 38 BCHYKH OCHOBHU
KJIMHAYHU U3MHUTBAHMA € M3II0JI3BaH cepoTul crenuduuer onconodaronurosex tect (OPA) karo
Cyporar 3a OLCHsIBaHe Ha MOTCHIHaTHaTa e)UKACHOCT Cpelly HHBa3HBHO MTHEBMOKOKOBO 3a00JIsiBaHe
u nmHeBMoHUS. U3uncnenu ca cpeauo reomerpuanute TuTpu (GMTs) na OPA, u3mepen | mecen ciex
Bcska BakcuHauus. OPA tuTpure ce u3passBar KaTo perunpoyHaTa CTOMHOCT Ha Hall-BUCOKOTO
CEpPYMHO pa3pexkaHe, KOeTO HaMassBa MPEXKUBIEMOCTTa HA THEBMOKOKHTE ¢ ToHE 50 %.

OcnoBHuTe npoyuBaHus 3a Prevenar 13 ca nnanupanu aa nokaxar, ye pynknuonanaure OPA
AHTHUTSUIO OTTOBOPH 3a 13-Te cepoTuna ca He MO-MalKo eUKACHH, U 32 HIKOH CEPOTHUIIOBE MO-100pH,
ot 12-Te cepoTuria, 0OLIM ¢ pa3pelieHaTa 3a ynorpeda 23-BajJeHTHA THEBMOKOKOBA MOJIM3axapuaHa
BakcuHa [1, 3,4, 5, 6B, 7F, 9V, 14, 18C, 19A, 19F, 23F] eaun Mecel cnef Npuiarane Ha BAKCUHATA.
OTroBopsT KbM cepoTHN 6A, KOWTO € yHHKaJeH 3a Prevenar 13, e onpenenen upe3 noka3aHe Ha 4-
KpaTHO yBenuueHue B ciequduuansg OPA TUTHp cnpsMo HUBATa Npeay UMYyHHU3ALUATA.

IIpoBenenu ca net kMMHUYHM npoyuBaHus B EBpona u CAILl, oneHsBamy MMyHOT€HHOCTTA Ha
Prevenar 13 npu pa3snuuHu Bb3pacTOBH IpynH, Bapupaiin ot 18-95-rogumna Bp3pact. Knuananure
npoyuBanus ¢ Prevenar 13 B MOMeHTa MPeJOCTABST JAHHHU 32 UMYHOT'€HHOCTTA MIPY BB3PACTHU HA U
Hax 18 roguHu, BKIIOYUTEIHO BB3PAcTHHU Ha 65 U MOBEYE TOAMHH, KOUTO Ca BAKCHHUPAHH MIPEIH TOBA
C eIHa WM TIOBEYE 03 OT 23-BajieHTHATa MHEBMOKOKOBA TIOJIM3aXapHuiHa BAKCHHA 5 TOOUHU TPean
BKJIIOUBAHETO B IIPOYYBaHETO. BCsko mpoyuBaHe BKIIOYBA 3/IPaBU BH3PACTHU UHIUBUIN U
MMYHOKOMIIETEHTHHU BB3PACTHU ChC CTAOMIHU MOAJIEKAIIN ChCTOSHUS, 32 KOUTO € U3BECTHO, Ue
npeapasnojaraT KbM ITHEBMOKOKOBa HHPEKIHS (T.€. XPOHUYHO ChPIEUYHO-CHOBO 3a00sBaHE,
XpoHHUYHA O6e10ApoOHa 60IeCT, BKIIOYUTEIHO acTMa, ObOpEYHH HapyILIeHUs U 3axXapeH quaderT,
XPOHUYHO YepHOAPOOHO 3a00IIsIBaHe, BKIIIOYUTEIHO ATKOXOIHO YePHOAPOOHO 3a00IIsIBaHe), 1
BB3PACTHH C PUCKOBU (aKTOPH, KATO TIOTIOHOITYIIIEHE U 3JI0YHOTpeda ¢ aJIKOXO0.

NmyHorenHocTTa U 6e30nmacHocTTa Ha Prevenar 13 e qoka3aHa npu Bb3pacTHU HA U Hax 18 roauHw,
BKJIIOUUTENHO TAKMBA, BAKCUHUPAHU MPEAU TOBA C THEBMOKOKOBA MOJIN3aXapyIHa BaKCHHA.

Bwspacmuu, koumo ue ca saxcunupanu npedu mosa ¢ 23-6aieHmHa NHEBMOKOKO8A NONU3AXAPUOHA
6aKcuna

B nmupexkTHO CpaBHUTENHO NMPOYYBaHE, MPOBEAEHO MPH Bb3pacTHU OT 60 10 64 roANHH, yYaCTHHLIUTE
ca MOJy4YHJIN eJHOKpaTHa fo3a win Prevenar 13, nnu 23-BaneHTHa MTHEBMOKOKOBA MOJIM3aXapuIHa
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BaKCHHA. B chII0TO NMpoy4BaHe Apyra rpymna oT Bb3pacTHU yyacTHHLU OT 50 1o 59 rogunu u Tpera
rpyna ot 18-49 ronuHu noiay4yaBaT eqHOKpaTHa fo3a Prevenar 13.

Tabmuma 5 cpaBasiBa OPA GMTs 1 mecen cien go3ara npu 60-64-roauITHI, HA KOUTO € MIPHIIOKEHA
WM eIHOKpaTHa ao3a Prevenar 13, nnu 23-BajieHTHa MHEBMOKOKOBA MOJIU3aXxapyuIHa BAKCUHA, U MIPU
50-59-roauiHy, Ha KOMTO € MPHIIOKEHA eIHOKpaTHa A03a Prevenar 13.

Taoauna 5: OPA GMTs npu Bb3pacTHu Ha 60-64 rogunu, Ha KOUTO e MpuJIokeH Prevenar 13 uau
23-paJIecHTHA THEBMOKOKOBA Mojn3axapuaHa pakcuna (PPSV23), u npu Bb3pacTau Ha 50-59 roannu, Ha
KOMTO e mpujoxen Prevenar 13*%°

Prevenar 13 | Prevenar 13 | PPSV23 Prevenar 13 Prevenar 13 cipsimo

50-59 roaunu| 60-64 rogunu | 60-64 roqunu 50-59 cnpsimo PPSV23,

N=350-384 | N=359-404 | N=367-402 60-64 roaunn 60-64 roqunu

Ceporun GMT GMT GMT GMR | (95% 1) | GMR | (95% JIN)
1 200 146 104 14 [1,081,73)] 14 [(1,10;1,78)
3 91 93 85 1,0 (0,81; 1,19) 1,1 (0,90; 1,32)
4 2 833 2062 1295 14 |107;1,7)] 1,6 [(1,19;2,13)
5 269 199 162 1,4 (1,01; 1,80) 1,2 (0,93; 1,62)
6A" 4328 2593 213 1,7 [(130;2,15] 12,1 [(8,63; 17,08)
6B 3212 1984 788 1,6 |(1.24;2,12)] 2,5 [(1,82;3,48)
7F 1 520 1 120 405 14 [(1,031,79] 2.8 [(1,98;3,87)
9V 1726 1 164 407 1,5 [(1,11;1,989)] 2,9 [(2,00;4,08)
14 957 612 692 1,6 [(1,16;2,12)] 09 [(0,64;1,21)
18C 1939 1726 925 1,1 (0,86; 1,47) 1,9 (1,39; 2,51)
19A 956 682 352 14 |(16,1,69] 1,9 [(1,56;2,41)
19F 599 517 539 12 [(087;1,54)] 1,0 [(0,72;1,28)
23F 494 375 72 13 094 184)] 52 [(3,67;7.33)

" He mo-mankara e(puKacHOCT € OMpe/esieHa IPH J0JHA MPAaHKIA Ha ABYCTpaHHust 95% JoBEpUTENIEH HHTEPBA 3a
GMR, no-rosnsima ot 0,5.

® CraTHCTHUECKH 3HAYNMO MO-CHJICH OTFOBOP € ONpEIEIeH IPH 10JHA IPAHAIA HA ABYCTPAHHHS 95%
inoBepureneH uurepsan 3a GMR, no-ronsma ot 1.

" 3a ceporu 6AT, xoiito e yHHKaJeH 3a Prevenar 13, cTaTUCTHUECKH 3HAYMMO MO-CUJIEH OTTOBOP € ONPEEIICH
[pY J0JIHA TPaHULA Ha ABycTpaHHus 95% nosepureneH unrepsan 3a GMR, mo-ronsama ot 2.

[Ipu BB3pacTan Ha 60-64 ronuan OPA GMTs 3a Prevenar 13 ca ne no-manko eguxacuu ot OPA
GMTs 3a 23-BaneHTHAaTa THEBMOKOKOBA MOJM3aXapHIHA BaKCHUHA 32 12-Te 00IIM 3a JBETe BAKCHHH
cepoturna. 3a 9 ceporuna OPA TUTpUTE ca CTATUCTUYECKU 3HAYUMO MO-BUCOKHU MIPU MOITYUUIUTE
Prevenar 13.

IIpu BB3pactHu Ha 50-59 roguan OPA GMTs 3a Bcuuku 13 ceportuna B Prevenar 13 ca He mo-masko
edpuxacHu ot otroBopure npu Prevenar 13 npu Bb3pactau Ha 60-64 ronqunau. 3a 9 ceporuna
UMYHHHUTE OTTOBOPH Ca CBBP3aHH C Bb3pacTTa, KaTo Bb3pacTHUTE B rpynata 50-59 ronnHu nokas3saT
CTaTHCTUYECKH 3HAYMMO MO-CHJIHU OTTOBOPH OT Bb3pacTHHUTE Ha 60-64 ronnHu.

IIpu Bcuuky Be3pacTHU Ha > 50 TOAMHM, BAKCHHUPAHHU C €IHOKpaTHa 1o3a Prevenar 13, OPA tutpute
3a cepoTun 6A ca 3HaYMMO MO-BUCOKH B CPaBHEHME C TE3H NP Bb3pacTHU Ha > 60 ronnHU, KOUTO ca
MOJTyYMIIA €AHOKpATHA 7103a 23-BaJICeHTHA THEBMOKOKOBA MOJIM3aXapy/IHa BaKCHHA.

Enna ronuna cnen Bakcunupane ¢ Prevenar 13 OPA tutpute ciagaT, CpaBHEHO CbC CTOMHOCTHTE

CIWH MCCEII CJICO BaKCHUHAIMATA. B’LHpeKI/I TOBA, OPA TUTPUTEC 3a BCUYKU CCPOTUIIOBE CC 3aria3BaT
IIO-BUCOKH OT M3XOJHHUTC HHUBA.
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OPA GMT Ha u3zxomHo OPA GMT enna roguHa cien
HHUBO Prevenar 13

Bwo3pacthu Ha 50-59 roguHu, KOUTO HE
ca BaKCMHUPAHU IIPEIU TOBA C 5 mo 45 20 no 1234
23-BajlecHTHA ITHEBMOKOKOBA
MOJIM3aXapyIHa BAaKCHHA

Bo3pacthu Ha 60-64 roguHU, KOUTO HE 5 mo 37 19 no 733
ca BaKCHHUPAHU MIPEIH TOBA C
23-BajleHTHA ITHEBMOKOKOBA
MoJIM3axapyIHa BAKCHHA

Tabmuma 6 nokazsa OPA GMTs 1 mecer cries eqHokpaTHa 1o3a Prevenar 13 mpu 18-49-roaumau
cupsamo 60-64-roguuiam.

Tadauua 6: OPA GMTSs npu Bb3pacThu Ha 18-49 roaunu u 60-64 roquHu, Ha KOMTO € NPUIIOKEH
Prevenar 13*°

18-49 roaunu
18-49 rogunu 60-64 roquHn CpsMo

N=836-866 N=359-404 60-64 ronnHU
Ceporun GMT® GMT® GMR (95% JI®)
1 353 146 2,4 (2,03; 2,87)
3 91 93 1,0 (0,84; 1,13)
4 4747 2 062 2,3 (1,92; 2,76)
5 386 199 1,9 (1,55;2,42)
6A 5746 2593 2,2 (1,84;2,67)
6B 9813 1984 4,9 (4,13; 5,93)
7F 3249 1120 2,9 (2,41; 3,49)
A% 3339 1164 2,9 (2,34; 3,52)
14 2 983 612 4,9 (4,01; 5,93)
18C 3989 1726 2,3 (1,91; 2,79)
19A 1580 682 2,3 (2,02; 2,66)
19F 1533 517 3,0 (2,44, 3,60)
23F 1570 375 42 (3,31, 5,31)

" He mo-mankara e(puKacHOCT € OTpeJiesieHa NPy J0JHa MPAaHHULEA Ha ABYCTpaHHus 95% JoBEpHUTENIEH HHTEPBA 3a
GMR, no-ronsima ot 0,5.

® CraTHCTHUECKH 3HAYNMO MO-CHJICH OTFOBOP € ONPEIEIeH IPH 10JIHA IPAHAIA HA ABYCTPAHHHS 95%

nosepureneH uarepsan 3a GMR, no-ronsama ot 1.

* Nosepurenuure uarepsann (M) 3a CbOTHOIICHHETO IIPEACTABIABAT OOPATHU TPaHC(HOPMAIIUK Ha JOBEPHUTEIICH

UHTEpBaJl, OCHOBAH Ha t-pasnpeneneHuero Ha CTIONABHT 3a CpeiHaTa pa3/IMKa Ha JIOTAPUTMHUTE Ha MapaMeTPHTE.

IIpu Bp3pacthu Ha 18-49 roguan OPA GMTs kbM Bcuuku cepoTtunose B Prevenar 13 ca He mo-manko
epuKacHy OoT OTroBopuTe KbM Prevenar 13 npu Bp3pactHu Ha 60-64 roguHu.

Enna ronuna cnen Bakcunupane ¢ Prevenar 13 OPA tuTpure cianat, cpaBHEHO CbC CTOMHOCTHTE
€IMH Mecel] ciesl BakcuHanusATa. Benpeku ToBa, OPA TuTpuTe 32 BCHUKHM CEPOTUIIOBE CE 3ama3BaT
MO-BUCOKH OT U3XOJAHHUTE HUBA.

OPA GMT Ha u3X0QHO HHUBO OPA GMT enna roguHa ciien
Prevenar 13

Bo3pacthu Ha 18-49 rogunm, Kouto He
ca BaKCMHUPAHU IIpelu ToBa ¢ 23- 5 no 186 23 o 2 948
BaJICHTHA ITHEBMOKOKOBA
MoJIM3axapyIHa BAKCHHA

Bwspacmuu, saxcunupanu npeou mosa ¢ 23-6aieHmua NHEGMOKOK08A NOJUZAXAPUOHA BAKCUHA
HNmynuute orroBopu KbM Prevenar 13 u 23-BajeHTHaTa MHEBMOKOKOBA MOJIM3axapuaHa BaKCHHA ca
CpaBHEHU B JUPEKTHO CPABHUTEIHO U3MUTBAHE NPU Bb3PaCTHU Ha > 70 TOJUHU, KOUTO Ca MOJTYy4HIU
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CAHOKpaTHa N03a MHECBMOKOKOBA MMOJIN3axapu/iHa BaKCHHA MMOHC 5 TOAWHU NPCU BAKCUHUPAHCTO B

MIPOYYBAHETO.

Tabmuma 7 cpaBasiBa OPA GMTs 1 mecern cien BakcHHAIUATA HA BB3pacTHU Ha > 70 ToAuHM,
BAKCHHUPAHU MPEIU TOBA C MHEBMOKOKBA MOJIM3axXapuaHa BAKCHHA, KOUTO Ca MOJTYYWIH €IHOKpaTHA
no3a unu Prevenar 13, unu 23-BajnieHTHa MHEBMOKOKOBA MOJIU3aXapUIHA BAKCHUHA.

Taéauna 7 - OPA GMTs npu Bb3pacTHH Ha > 70 roAMHHM, BAKCHHUPAHU NPeAN TOBA ¢ MTHEBMOKOKOBA
M0JIM3aXaPUAHA BAKCHHA, KOMTO ca moay4ynau uiu Prevenar 13, niau 23-BajieHTHA MHEBMOKOKOBA

noauzaxapuaHa pakcuia (PPSV23)

a,0,B

Prevenar 13 PPSV23 Prevenar OPA GMT
N=400-426 N=395-445 cnpsimo PPSV23
CepoTun OPA GMT OPA GMT GMR (95% JAN)
1 81 55 1,5 (1,17; 1,88)
3 55 49 1,1 (0,91; 1,35)
4 545 203 2,7 (1,93; 3,74)
5 72 36 2,0 (1,55; 2,63)
6AT 903 94 9,6 (7,00; 13,26)
6B 1261 417 3,0 (2,21; 4,13)
7F 245 160 1,5 (1,07; 2,18)
A% 181 90 2,0 (1,36; 2,97)
14 280 285 1,0 (0,73; 1,33)
18C 907 481 1,9 (1,42; 2,50)
19A 354 200 1,8 (1,43; 2,20)
19F 333 214 1,6 (1,17; 2,06)
23F 158 43 3,7 (2,69; 5,09)

*He mo- MankaTa eUKaCHOCT € Ompe/ieNieHa MPH JOJIHA TPAHKIIA Ha IBYCTPaHHHs 95% NOBEPUTEEH HHTEPBAT
3a GMR, no-rosisima ot 0,5.

® CraTHCTHUECKH 3HAYMMO MO-CHJICH OTFOBOP € ONpE/EIeH IPH 10JHA IPAHAIA HA ABYCTPAaHHHS 95%
JosepureneH uarepsan 3a GMR, no-ronsama ot 1.

" 3a ceporui 6A", xoiito e yHHKaleH 3a Prevenar 13, cTaTUCTHUECKU 3HAYMMO MO-CUJIEH OTTOBOP € ONPEJIEIIEH,
IIpY J0JIHA TPaHULA Ha ABycTpaHHus 95% nosepureneH unrepsan 3a GMR, mo-ronsama ot 2.

IIpu BB3pacTHH, BAKCHHUPAaHH ¢ THEBMOKOKOBA MOJIM3aXapHIHa BAKCHHA MIOHE 5 TOAWHU IIpeau
KIMHUYHOTO npoyuyBane, OPA GMTs 3a Prevenar 13 ca He mo-mMajiko epUKacHU OT OTTOBOPUTE MPH
23-BajieHTHaTa ITHEBMOKOKOBA MOJIM3axapyuHa BakcuHa 3a 12-te o0 ceporuna. Hemo noseue, B
TOBa MPOYYBAHE Ca IEMOHCTPUPAHU CTATUCTHUECKN 3HAUMMO 10-BUCOKH OPA GMTs 3a 10 ot 12-1e
o0my ceporuna. IMyHHHATE OTTOBOPU KBbM CEpOTUI OA ca CTaTUCTUUECKU 3HAYUMO TO-CHIIHU CIIe]T
BakcHHanus ¢ Prevenar 13, oTkoakoTo cief 23-BajeHTHA MTHEBMOKOKOBA MOJIM3aXapHIHa BaKCHHA.

Enna roguna crnen Bakcunupane ¢ Prevenar 13 npu Bb3pacTau Ha 1 Haj 70 rOAUHH, KOUTO ca
BAKCUHUPAHU C 23-BaJIeCHTHA THEBMOKOKOBA IMOJIM3aXapyHa BAKCHHA [TOHE 5 TOJIMHU MIPean
BKJIIOUBAHE B MpoyuBaneTo, OPA TuTpure crnagaT CpaBHEHO ChC CTOMHOCTUTE €IMH MECEIL CIIe
BakcuHanusTa. Benpeku ToBa, OPA TuTpuTE Ce 3ama3BaT NO-BUCOKU OT U3XOAHUTE HUBA.

OPA GMT na
HA3XO0IHO HUBO

OPA GMT enna roguHa
cinex Prevenar 13

Bo3pacthu > 70 ronuHu, BaKCUHUPaHU C 23-BaJieHTHA

9 o 122

18 mo 381

ITHEBMOKOKOBA MNOJIN3aXapuaAHa BaKCUHA ITOHE 5
TOAWHU NPEAN BKIKOYBAHC B IPOYYBAHCTO

I/IMVHHI/I OTTrOBOPH IpH CIICTHUAIIHHN MOIYJIallM1

HpI/I HWHIAUBUION C JOJYOIMUCAHUTE CbCTOAHUSA NUMa MOBUIICH PUCK OT THECBMOKOKOBO 3a0onsBane. He e
H3BCCTHO KIIMHUYHOTO 3HAYCHHUC HA MPCAN3BUKAHUTC OT Prevenar 13 HuBa Ha aHTUTEIaTa npu
MMOCOYCHUTC CIICHHUAJIHU MOITyJIalluH.
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Cvpnosuono-kiemvuHa aHemus.

[IpoBeneHo € OTKPUTO NpOyUBaHe ¢ eAHO pamo BB @panuus, Uranus, O6enuneno kpanctso, CAILLL,
Jlusan, Erunet u Caynurcka Apabus ¢ npuiioxenue Ha 2 1o3u Prevenar 13 npe3 6 mecena npu

158 mena u roHOIIM Ha BB3PACT >6 70 <18 TOIMHH ChC CHPIOBUIHO-KIETHYHA aHEMHUS, KOUTO ca OUIn
BaKCHHUPAHHM IIPEIU TOBA C €IHA WJIU TOBEYE O3 23-BaJeHTHA THEBMOKOKOBA MOJIN3aXapUiIHa
BaKCHHa Hail-Malko 6 Mecela npeau BKiIouBaneTo uM. Crel mppBaTa BakcuHanua Prevenar 13 Boaun
JI0 HUBa Ha aHTUTENA, U3MepeHH kakTo nocpeactsoM IgG GMC, taka u nocpenctsom OPA GMT,
KOHUTO Ca CTaTUCTUUYECKN 3HAUMMO MO-BUCOKH B CPAaBHEHHUE C TE€3M Mpean BakcuHanuAaTa. Cnen
BTOpAaTa /1032 IMyHHHUTE OTTOBOPH ca CPAaBHUMHU C TE€3H CJeN IbpBaTa 103a. EqHa ronuHa cinen
BTOpAaTa J103a HUBATa Ha aHTUTENA, U3MEPEHH KakTo nocpeactsoM IgG GMC, taka u nocpeacTBoM
OPA GMT, ca no-BUCOKH B CpaBHEHHUE C TE3M MIPEIU MbpBaTa 03a oT Prevenar 13, ¢ u3kimoyeHue Ha
IgG GMC croifHOCTHUTE 32 CEPOTUIIOBE 3 U 5, KOUTO Ca UMAJIA CXOJIHU YUCIIEHU CTOMHOCTH.

Jonvinumennu 0aHHu OMHOCHO UMYHO2eHHOCmma Ha Prevenar (7-eanenmen): deya cvc cvbpnosuono-
KIemvyUHa aHemus

NmyHorenHocTTa Ha Prevenar e nzcnenBana B OTKpUTO, MHOTOLIEHTPOBO MIPOYYBAHE IPU

49 xppMaueTa chC CHPIOBUAHO-KIEThYHA aHeMusl. [lenata ca BakcuHupanu ¢ Prevenar (3 go3u npe3
€IMH Mecel] cJe]l HaBbpIIBaHe Ha 2-MeceyHa Bb3pacT), KaTo Ha Bb3pacT 15-18 mecena 46 ot Tiax
MOJTy4aBaT U 23-BaJICHTHA THEBMOKOKOBA NOJIM3axapuaHa BakcuHa. Ciex MbpBHYHATA UMYHH3ALHS
95,6 % OT MHAMBUANTE UMAT HUBA HA aHTUTENA OT Hail-Manko 0,35 ng/ml 3a Bcuukute cepeM
ceporuna B Prevenar. Cien npuioKeHHETO Ha MOJM3axapuaHaTa BaKCHHa € HaOMojaBaHo 3HAYMMO
MOBHILIEHUE HAa KOHIIEHTPAIMUTE Ha aHTUTEINA CPELLYy CEAEMTE CEPOTHIIA, KOETO MPEATIoara, 4e €
Ouna nzpaboTeHa JOCTaThbuHa UMYHOJIOTHYHA TTAMET.

HIV unghexyus

Heuya u 6v3pacmuu, He8AKCUHUPAHU NPedU MOBA C NHEBMOKOKO8A 8AKCUHA

HIV-undexrupann nema u Bp3pactau cbe CD4 >200 kmetku/pl (cpenno 717,0 knetku/pl), Bupycen
toBap < 50 000 korus/ml (cpemuo 2090,0 komus/ml) u 63 akTHBHO 3a00JIBaHE, CBHP3aHO ChC
CIIMH, xouTo HEe ca BAKCUHUPAHU MIPEaU TOBA C THEBMOKOKOBA BAKCHHA, IOJIy4YaBat 3 103U
Prevenar 13. CrrimacHo oOmuTe mpernophKy BIIOCIEACTBHE UM € MPHIIOKEHA €THOKPaTHA 1033 OT
23-BaJIeHTHa THEBMOKOKOBA TOJIN3aXapy/IHa BaKCUHA. BakcHHUTE ca Mpuiiarany npe3 HHTEPBAIU OT
1 mecen1. UMyHHUTE OTTOBOpU ca OLieHeHU Ipu 259-270 yyacTHUIU, TOIXOISIIH 32 OLICHKA,
npubmm3uTeNnHo 1 Mecery cies Besika J1o3a oT BakcuHaTa. Cnen mbpBara fo03a Prevenar 13 Bonu 1o
HUBA Ha aHTUTENA, U3MepeHH kakTo nocpeactsoM IgG GMC, taka u nocpeactsom OPA GMT, kouto
ca CTaTUCTHYECKU 3HAYMMO TI0-BUCOKH B CPaBHEHUE C HUBATa Npeu BakcuHanuaTa. Cies BTopara u
Tperara j03a Prevenar 13 uMyHHUTE OTTOBOPH ca CPAaBHUMU C TE€3H CJIe] IIbpBaTa J103a WU T0-
BHCOKH OT TSX.

Bwspacmuu, eaxcunupanu npedu moga c 23-eanenmua NHeMOKOK08A NOAU3AXAPUOHA BAKCUHA
HIV-undextupanu Bp3pactau > 18-rogumna Be3pact csec CD4 >200 xinerku/pl (cpenno

609,1 knerku/pl) u Bupycen Toap <50 000 xonus/ml (cpeano 330,6 konust/ml), kouro ca 6e3
aKkTUBHO 3a00msBaHe, cBbp3aHo cbe CIIMH, u ca Omim BakcMHUpaHU Mpeay ToBa ¢ 23-BaJleHTHA
MTHEBMOKOKOBA MOJIM3axapuHa BaKCHHA, IPUJIOKEHA Hall-MaJIKo 6 Mecella MpeIy BKIOYBAHETO UM,
nonyyasaT 3 go3u Prevenar 13 npu BkirouBaHeTo, 6 Mecena u 12 Mecela cieji mbpBarta J03a
Prevenar 13. ImyHHUTE OTrOBOpH ca OolleHeHU npu 231-255 yyacTHUIM, TOAXOASAIIN 32 OLIEHKA,
npubmm3uTenHo 1 Mecery ciex Besika 103a ot Prevenar 13. Crien mepBata mo3a Prevenar 13 Boau 1o
HUBA Ha aHTUTeENA, U3MepeHH kakTo nocpeactsoM IgG GMC, taka u nocpeactsom OPA GMT, kouto
ca CTaTUCTHYECKH 3HAYMMO IO-BUCOKH B CPAaBHEHHE C T€3M Ipean BakcuHanusaTa. Cien BropaTta U
Tperara f1o3a Prevenar 13 UMyHHHTE OTTOBOPH ca CPaBHHMHU C TE3H CJE]l TbpBaTa 103a WU 10-
BHCOKH OT TsX. B npoyuBaneTo 162 MHANBHIY ca MOTYyYWIH €HA MIPEIXOaHA J03a 23-BaJeHTHA
ITHEBMOKOKOBA MOJIM3axapuHa BaKCUHA, 143 WHAMBHIN — ABE MPEAXOIHU 103U, H

26 UHAMBHIY - TIOBEYE OT 2 MPEAXOAHHU A03H 23-BaJIcHTHA THEBMOKOKOBA MTOJIN3aXapyuIHa BAaKCHHA.
YyacTHUIIUTE, TOTYUYWIN JBE WU ITOBEYE MPEIXOIHH JO3H 23-BalleHTHA THEBMOKOKOBA
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nojin3axapuaHa BaKCUHa, ACMOHCTPUPAT CXOACH UMYHCH OTTOBOP B CPABHCHHUC C MTOJIYUHUIIUTE €IHA
npeaxoHa n03a.

Tpaucnnanmayus Ha XeMONOEMUYHY CIBONO8U KIEeMKU

Jena 1 Bp3pacTHH ¢ TpaHCIUIAHTALKS Ha aloreHHu xeMmonoeTnyHu ctBosioBH kietku (TXCK) na
BB3PACT > 2 FOAMHU B ITBJIHA XEMATOJOTHYHA PEMUCHSI Ha MTOAJISKAIIOTO 3200 sIBAHE WU B CIIy4anuTe
Ha MHOTO 100pa YyacTU4Ha peMHCHUs IpH JuMdoma u MuenoMa, oxydaBaT Tpu 1034 Prevenar 13 ¢
MHTEpBaJ MEXKAY A03UTe OT MUHUMYM | Mecen. [IppBara n03a e npunarasa ot 3 1o 6 Mecena cien
TXCK. YerBbpTa (0ycrep) no3a ot Prevenar 13 e npunarana 6 mecena ciep tperata qo3a. CbriacHo
o0muTe Mpenopbk 1 Mecel ciel yeTBbpTaTa qo3a Prevenar 13 e mpuiioxeHa eTHOKpaTHa 103a OT
23-BaJIeHTHa THEBMOKOKOBA MTOJIN3axapuHa BakcuHa. IMyHHUTE OTrOBOpH, H3MEPEHH NOCPEICTBOM
IgG GMC, ca ouenenu npu 168-211 yyacTHHLIM, TOIXOAALIN 32 OLEHKA, MPUOIU3UTENHO 1 Mecer]
cien BakcuHanuATa. Prevenar 13 Boau 10 noBuIIaBaHe Ha HUBAaTa HA aHTUTENATA CIIE]] IPUIaraHeTo
Ha BCsiKa 103a. IMyHHUTE 0TroBOpH cien yeTBbpTara fo3a Prevenar 13 ca craTUCTHYECKH 3HAUMMO
MO-BUCOKH NPH BCUYKH CEPOTHIIOBE B CPaBHEHUE C TE3HU ClIe]] TpeTara A03a. [Ipu ToBa mpoy4uBaHe He
ca U3MEepBaHu TUTpUTe Ha QpyHKIHOHanHUTE anTuTena (OPA turpure).

5.2 ®apmMaKOKHHETHYHH CBOICTBA

Henpunoxxumo

5.3 IlpeakJMHUYHU JAHHH 32 0€30IACHOCT

HexnmHn4HMTE JaHHU HE TOKA3BaT OCOOCH PUCK 3a XOopaTa Ha 0a3a Ha KOHBEHIIMOHAJTHUTE
(hapMakoIOTHYHY MTPOYUYBaHUS 32 O€30MaCHOCT, TOKCUYHOCT IPU €THOKPATHO U MHOTOKPATHO
IIpUJIaraHe, JJOKaJIHa TOHOCUMOCT U PENPOTYKTUBHA TOKCUYHOCT U TOKCHYHOCT IO OTHOIIEHUE
Pa3BHUTHETO.

6. DAPMALHEBTUYHU JAHHU

6.1 Cnucbk Ha IOMOIIHHUTE BeleCTBa

Hatpues xmopug

SlHTapHa KucennHa

[onmucop6ar 80

2-eHOKCHEeTaHOT

Bona 3a nmxkeknuun

3a affoBaHTa, BUXKTE TOUKA 2.

6.2 HecbBMeCTHMOCTH

[Ipu nunca Ha mpoy4YBaHHS 32 HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOIYKT HE TPsAOBa Ja ce cMecBa ¢
JpYyTH JEKapCTBEHU NPOTYKTH.

6.3 Cpok Ha rogHoOCT
3 roguHU
Crnen mppBara yrnoTpebda:

Crieq1 oTBapsiHe MPOAYKTHT MOJKE JIa Ce ChXpaHsBa Hail-MHOTO 3a 28 juu npu 2-8°C. JIpyrure Bpeme u
YCIIOBHS Ha ChbXpaHEHHE NPH YHOTpeda ca OTTOBOPHOCT Ha OTPEOUTEIS.
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6.4 Crnenuananm ycJ0oBHS Ha CbXpaHEeHHe
[a ce cpxpansBa B xnamwiauk (2°C — 8°C). Jla He ce 3aMmpassBa.

3a YCJIOBUATA HA CbXPAHCHUC CJICA IbPBOHAYAIIHO OTBAPAHEC HA JICKAPCTBCHUA IIPOAYKT BHIKTC TOUKA
6.3.

6.5 Bwuau cbabpkaHue HA ONIAKOBKATA

2 ml (4 x 0,5 ml 7031) MHXKEKIIMOHHA CYCIIEH3Us B MHOT0/1030Ba OMaKoBKa (CTHKJIO THM 1) ¢
HEChHIbpPIKAIIA JTATEKC CHBa XJIOPOOYTHUIIOBA TYMEHA 3aIyIialika U 3arevyaTaH ¢ allyMUHHEBa
OTUyIBaIia ce 00KaTKka v MOJUIPONIICHOBA OTUYTIBAINA CE Kamayka.

OmnakoBku ot 1, 5, 10, 25 u 50.

He Bcuuku BHIOBE OMTAaKOBKH MOTAT J1a ObJaT ITyCHATH B TIPOAAKOA.

6.6 Crnenuananu npeanas’Hu MepPKH NPH U3XBBbPJsHe U padoTa

[Ipu cpxpaneHne Moxe Aa ce HabmoaaBat Osta yraiika u OucTpa HagyTaeyHa TeUHOCT. ToBa He €
MIPU3HAK 32 BJIOIIABAHE Ha Ka4eCTBOTO.

Hpezu/l npujarane BakCuHaTa Tpﬂ6Ba Ja €€ pasKjaTu 2[06pe, 3a 1a CC IMOJIYYHU XOMOI'CHHA Osma
CYCIICH3UA U [1a CC MIPECTJICia BU3YyaJIHO 3a CBCHTYaJIHU YaCTUIN W/ UIIH IMPOMCHU BbB BBHIITHUSA BU.
He H3HOH3BaﬁTe, aKO CbABPIKAHUCTO U3IJICIKIA PA3TIUYIHO.

Hsama CIICIIMaJIHA U3UCKBAHUA 34 U3XBBPIIAHC.

Hewnsnonssanusr JICKAPCTBCH MPOAYKT WJIN OTIIAABYHUTE MATCPHUAJIU OT HET'O TpH6Ba Ja CC U3XBBPIIAT
B CBbOTBCTCTBUC C MCCTHUTC U3MCKBAHUA.

7. NNPUTEXATEJI HA PASPEIIIEHHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

8. HOMEP(A) HA PASPEIHIEHHUETO 3A YIIOTPEBA

EU/1/09/590/012
EU/1/09/590/013
EU/1/09/590/014
EU/1/09/590/015
EU/1/09/590/016

9. JATA HA ITBPBO PASPEINABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ata Ha epBO paspemaane: 09 nekemspu 2009 r.
Hata Ha nocneaHo noanossiBane: 18 centemBpu 2014 r.
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10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpobna nHdopmanus 3a TO3M JIEKAPCTBEH MPOAYKT € IpeAocTaBeHa Ha yeOcaiita Ha EBponelickaTta
areHuus 1o Jekapcraara http:// www.ema.europa.eu.
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NNPUJIOKEHMUE 11
NNPOU3BOJIUTEJI(M) HA BUOJOI'MYHO AKTUBHOTOMTE)
BEINECTBO(A) 1 ITPOU3BOJAUTEJI(M), OTTOBOPEH(HH) 3A
OCBOBOXJIABAHE HA ITAPTUN

YCJIOBUSA NJIM OT'PAHUYEHUS 3A TOCTABKA "
YIIOTPEBA

JAPYI'N YCJIOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUSA NJIK OT'PAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TIPOU3BOJMTEJI(M) HA BUOJOI'MYHO AKTUBHOTOMTE) BEHIECTBO(A) 1
NPOU3BOAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOXJIABAHE HA ITAPTUIN

Hme n aapeC HAa NPOU3BOJAUTCINTC HA OMOJIOTUYHO AKTUBHOTO BCIICCTBO

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
One Burtt Road

Andover, MA 01810

CAILl

Pfizer Ireland Pharmaceuticals
Grange Castle Business Park
Clondalkin

Dublin 22

Upnanaus

Wyeth Pharmaceutical Division of Wyeth Holdings LLC
4300 Oak Park

Sanford, NC 27330

CAILl

Hme n aapeC HAa NPOU3BOAUTCINUTC, OTTOBOPHH 3a OCBO60)K,[[aBaH€ Ha NapTUuAMTC

HDeI{BaDI/ITCHHO HAaITbJIHCHHU CITPUHIIOBKH!

Wyeth Pharmaceuticals
New Lane

Havant

Hampshire PO9 2NG
O0benuHeHo KpaJCTBO

Pfizer Manufacturing Belgium N.V.
Rijksweg 12

B-2870 Puurs

benrus

EnHOM030BH OITAKOBKU:

Wyeth Pharmaceuticals
New Lane

Havant

Hampshire PO9 2NG
ObenuHeHO KpaJCTBO

Pfizer Manufacturing Belgium N.V.
Rijksweg 12

B-2870 Puurs

benrus

MHOFO,Z[O3OBI/I OITAKOBKMH:

Pfizer Manufacturing Belgium N.V.
Rijksweg 12

B-2870 Puurs

benrus
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[lewaTHaTta IMCTOBKA HA JIEKapCTBEHUs MPOAYKT TPsiOBa 1a ChIbpKa HMETO U afpeca Ha
MPOU3BOJUTEINS, OTTOBOPEH 32 OCBOOOKAaBaHETO Ha ChOTBETHATA MAPTHA.
b. YCIJIOBUsA NI OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IﬂT MOPOAYKT CC OTITYyCKa II0 JICKapCKO MPCANTNCaHUC.

o O¢unnanno ocBo00KIaBaAHEe HA MAPTHIH

CworitacHo wi. 114 ot dupextusa 2001/83/EO odunnanHoTo 0CBOOOKAaBaHE HA APTHANUTE CE
U3BBPIIBA OT Ibp)KaBHA JTA00OpATOPHsI WK 1a0OpaTOpHs, OTIPE/ICICHA 3a Ta3H IIeJl.

B. JPYI'HM YCJOBUA N U3NCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuonnyHy aKTyaJIM3UPAHM JOKJIAIH 32 0€30IIaCHOCT

W3uckBaHusATA 32 MMO1aBaHe Ha MIEPUOANYHU aKTyaIHM3UpaHu JOKIAaN 32 OE30MacHOCT 3a TO3H
JIEKapCTBEH MPOAYKT ca MIOCOYEHH B CITMCHKA ¢ pedepeHTHUTE nat Ha Epponeiickus cvio3 (EURD
CIIUCHK), TipeaBueH B wi. 1078, an. 7 ot JupektuBa 2001/83/EO, 1 BbB BCHUKH CIIABAIIN
aKTyaJu3aluy, MyOIUKyBaHA Ha €BPOTICHCKISI yeOIopTan 3a JeKapcTBa.

I'.  YCJIOBHUA U OT'PAHUYEHNS 3A BESOITACHA U EONKACHA YIIOTPEBA HA
JIEKAPCTBEHUSA ITPOAYKT

. Ilnan 3a ynpasJjenne Ha pucka (ITYP)

[IPY tpsiOBa na U3BHPILBA U3UCKBAHUTE JEHHOCTH U ACUCTBHS, CBBP3aHH C MPOCIIEIsIBaHE Ha
JieKapcTBeHaTa 0e30MacHoCT, mocodeHu B ogoopenus I1YP, npencrasen B Monyn 1.8.2 Ha
pa3peLIeHneTo 3a ynoTpeda, KakTo ¥ Py BCHYKHU CIIeIBAIM ChIVIACYBaHH akTyaiau3auuu Ha [TYP.

Axrtyanusupan [IYP tpsiOBa na ce monasa:

° 1o uckane Ha EBpornelickara areHuus 1o JIieKapcTBara;

° BUHATH, KOTAaTO CE€ U3MEHS CHCTEeMaTa 3a YIIpaBlIEHUE Ha PECKa, OCOOCHO B pe3yiTaT Ha
MoJTydyaBaHe Ha HOBa MH(OPMAIIKs, KOSITO MOXE J1a JIOBEZE 10 3HAYUMH ITPOMEHHU B
CHOTHOIIIEHUETO TOJI3a/PHUCK, WIH CIeN JOCTUTaHEe Ha BayKEH eTarl (BbB BpBh3Ka C MPOCIeIsIBaHe
Ha JIeKapCTBeHaTa 0e30MaCHOCT WM CBEX/IaHEe Ha PUCKA 10 MHHUMYM).
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NNPUJIOKEHUE 111

JAHHU BBbPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA
BTOPUYHA KAPTOHEHA OITAKOBKA

Omnakoska ot 1 nim 10 npeaBapuTe/HO HATBJIHEHH CHPUHIOBKH, ¢b¢ WK 0e3 uria — CbC
BLUE BOX

1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Prevenar 13 uH>KEKIIMOHHA CyCIEH3UA
[THeBMOKOKOBa MMONM3axapuIHa KOHIOTaTHA BakcuHa (13-BaeHTHa, agcopOupana)

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

1 mo3a (0,5 ml) ceabpika 2,2 pug momu3axapuam 3a ciuegauTe ceporunose 1, 3,4, 5, 6A, 7F, 9V, 14,
18C, 19A, 19F, 23F u 4,4 pg 3a ceporun 6B, kontorupan ¢ CRM¢; Hocetl 6enThK, agcopoupan
BBpXY anmymunues ¢ocdat. 1 goza (0,5 ml) ceabpxka 0,125 mg amyMuHHA.

3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

Hatpues xsopun, siaTapHa Kucenuna, monucopOat 80 ¥ Boaa 3a HHKEKIUN

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

WmkekunoHHa cycrieH3ust

1 egaokpatHa no3a (0,5 ml) B mpeaBapuTeTHO HAITBJIHEHA CHPUHIIOBKA C OTAENIHA UIJla

1 egaokpatHa no3a (0,5 ml) B mpeaBapuTeTHO HaITBJIHEHA CIIPUHIIOBKA 0€3 Uria

10 exnokpatau 1034 (0,5 ml) B mpenBapUTEIHO HATBIHEHU CIIPUHIOBKH C OTAEIHU UIJIN
10 exnokpatuu 1o3u (0,5 ml) B mpenBapuTEIHO HAITBIHEHH CHPUHIIOBKU 0€3 UIJH

5. HAYMH HA ITPUWIOKEHUE U IbT(MIIA) HA BBBE/KJIAHE

WnTpamMmycKyTHO IPHIIOKEHHE.
Pasknatere noOpe npeau ynorpeoa.
[Ipenn ynotpeba npoueTere JTUCTOBKATA.

6. CIHEIMAJIHO NPEAYIPEX/JIEHUE, YE TEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOI'JIEJA U JOCET' A HA TELIA

I[a CC CbXpaHsiABa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. JPYI'M CIHEOUAJIHU NNPEAYHPEXIEHUS, AKO E HEOBXOIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsBa B XJIaJUIHHUK.

[la He ce 3ampa3ssBa.

Prevenar 13 e crabunen npu temneparypa 10 25°C B npoAbIDKeHHE Ha YeTUpHU THU. B kpas Ha To3H
nepuof Prevenar 13 Tpsa6Ba na b€ U3MON3BaH MM U3XBBPIICH.

10. CIIEIIMAJIHM ITPEAITAZHU MEPKHU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HMME U AJPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/590/002 — onaxoBKa oT 1 ¢ oTaenHa uria
EU/1/09/590/001 — onaxoBka ot 1 6€3 uria
EU/1/09/590/004 — onnakoBka oT 10 ¢ oTAeIHA UIJIA
EU/1/09/590/003 — onakoBka ot 10 6e3 uriu

13. TIAPTUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMA HA BPAHJIOBA A3BYKA

[Ipueto e ocHOBaHME Aa HE ce BKIOYM WHPOpMalus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH HWAEHTUPUKATOP — IBYU3MEPEH BAPKO/JI

JBynsmepeH O0apkoA ¢ BKIIOYEH YHUKAJICH HACHTH(UKATOD.
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18. YHUKAJIEH HAEHTUPUKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JJA CBbABbP/KA BTOPUYHATA OITAKOBKA
BTOPUYHA KAPTOHEHA OITAKOBKA

OnakoBka ot 10 - 3a rpynoBa onakoBka ot 50 (5 x 10) npenBapuTe/IHO HATbJIHEHH
CIIPUHLOBKH, ¢b¢ Wiu 0e3 uria — BE3 BLUE BOX

1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Prevenar 13 uHKEKIIMOHHA CyCIEH3US
[THeBMOKOKOBa MMONTM3axapuIHa KOHIOTaTHA BakcHHa (13-BaeHTHa, afgcopOupana)

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

1 mo3a (0,5 ml) ceappika 2,2 g monu3axapuam 3a cienHuTe ceporunose 1, 3,4, 5, 6A, 7F, 9V, 14,
18C, 19A, 19F, 23F u 4,4 pg 3a ceporun 6B, kontorupan ¢ CRM 97, Hocemr 6enThK, agcopoupan
BBpXY anmymunueB ¢ocdar. 1 go3a (0,5 ml) ceabpxka 0,125 mg amyMuHuIA.

3. CIIMCBK HA IOMOIINHUTE BEINIECTBA

Hatpues xnopuna, ssHtapHa Kucenuna, moumcopOat 80 1 Boja 3a HHKEKIHU.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHxek1nmoHHa CyceH3us

10 MMpEABAPUTECIIHO HAITBJIHCHU CIIPUHIIOBKH C OTACIIHU UIJIM, BCAKAa ChAbpiKallla 1 CAMHHNYHA 103a
(0,5 ml). KoMnoHeHT Ha rpyroBaTa OlakOBKa — HE MOJKE JIa Ce MPOJIaBa OTICITHO.

10 npeaBapuTEIHO HAITBIHCHH CIPHHIIOBKH O€3 WIJIM, BCsAKa Chabpkamia 1 enunuuna go3a (0,5 ml).
KowmmoneHT Ha rpynoBarta olmakoBKa — HE MOKE Jia e MpOo/iaBa OTIEIHO.

5. HAYUYH HA TPUJIO)KEHUE U ITbT(MIIA) HA BBBEXKJIAHE

MHTpaMyCKyJIHO IPUIIOKEHHE.
Pazkmarere no6pe npeau ymnorpeoa.
[Ipenu ynoTtpeba npoyeTere IUCTOBKATA.

6. CIHEOUAJIHO MTPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOJAYKT TPABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IOI'JIEJA U JOCET'A HA TELNA

Ja ce cpxpaHsBa Ha MSCTO, HEIOCTHITHO 3a JIeTIa.

‘ 7. JAPYI'U CIIEUAJIHU NPEAYIIPEXKIEHUSA, AKO E HEOBXONUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsBa B XJIaJUIHHUK.

a ue ce 3ampassba.

Prevenar 13 e crabunen npu temneparypa 1o 25°C B npoabJKCHUE HA YeTHPH THU. B Kpas Ha To3H
nepuof Prevenar 13 Tpsa6Ba na b€ U3MON3BaH MM U3XBBPIICH.

10. CIIEIIMAJIHM ITPEAITAZHU MEPKHU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHHUTE NPOAYKTHU UJIN OTIHAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HMME U AJPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/590/006 — omakoBka ot 50 (5 x 10) ¢ oTaenan Urau
EU/1/09/590/005 — omakoBka ot 50 (5 x 10) 6e3 urmu

13. TIAPTUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

| 16. MH®OPMAIIS HA BPAIJIOBA A3BYKA

[Ipuero € ocHOBaHUME J1a HE c€ BKIIIOYM HH(OpMalus Ha bpaiiioa a30yka.

17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKOJI

Henpunoxumo
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18. YHUKAJIEH HAEHTUPUKATOP — JAHHMU 3A YETEHE OT XOPA

Henpunoxxumo

93



JAHHH, KOUTO TPABBA JJA CBbABbP/KA BTOPUYHATA OITAKOBKA
BTOPUYHA KAPTOHEHA OITAKOBKA
I'pynoBa onakoska ot S0 (5 x 10) npeaBapuTeTHO HATBJIHEHH CIPHHIOBKH, CbC WK 0e3 urJa,

(BbHILIEH ONIAKOBBbY€eH eTUKET, KOWTO TPsi0Ba 1a ce MOCTaBU BbPXY nmpo3pauHo ¢ouauo) — ChbC
BLUE BOX

‘ 1. HNME HA JIEKAPCTBEHUSA TPOAYKT

Prevenar 13 uHKEKIIMOHHA CyCIEH3US
[THeBMOKOKOBa MONM3axapuiHa KOHIOTaTHa BakcuHa (13-BaeHTHa, afgcopOupana)

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

1 mo3a (0,5 ml) ceabpika 2,2 g monu3axapuam 3a cienauTe ceporunose 1, 3,4, 5, 6A, 7F, 9V, 14,
18C, 19A, 19F, 23F u 4,4 pg 3a ceporun 6B, kortorupan ¢ CRM g7 Hocetr 6enThK, agcopoupan
BBpXY anmymunueB ¢ocdat. 1 go3a (0,5 ml) ceabpxka 0,125 mg amyMuHIA.

3. CIIMCBK HA TIOMOIIHUTE BEIIECTBA

Hatpues xnopuna, ssHtapHa Kucenuna, monmcop0at 80 1 Boja 3a HHKEKIIHU.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHxek1MoHHa CyCIEH3Us

KommoHeHT Ha TpymnoBara onakoBka, 00pa3yBaHa OT 5 OIaKOBKH, BCSKA ChabprKaiia 10 equHnIHA
no3u (0,5 ml) B ipeiBapUTEITHO HAITBIHEHN CIPUHIIOBKY C OTICIHH WTJIH.

KoMImoHeHT Ha rpynoBara ornakoBka, 0Opa3yBaHa OT 5 OIaKOBKH, BCSKa ChIbprkaiia 10 e TMHUIHH
o34 (0,5 ml) B mpeaBapuTEIIHO HAITBIHEHU CIIPUHIIOBKH 0€3 WUIJIH.

‘ 5. HAYUYH HA TPUJIO)KEHUE U ITbT(MIIA) HA BBBEXK/JIAHE

MHTpaMyCKyJIHO IPUIIOKEHHE.
Pazkmarere no6pe npeau ymnorpeoda.
[Ipenu ynoTtpeba npoyeTere IUCTOBKATA.

6. CIHEOUAJIHO NPEAYHPEXJIEHUE, UE JTEKAPCTBEHUAT ITPOJAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IOI'JIEJA U JOCET'A HA TELNA

Ja ce cpxpaHsBa Ha MSCTO, HEIOCTHITHO 3a JIeTa.

‘ 7. JAPYI'U CIIEUAJIHU NPEAYIIPEXKIEHUSA, AKO E HEOBXONUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la ce cpxpaHsBa B XJIaJUIHHUK.

[la He ce 3ampa3ssBa.

Prevenar 13 e crabunen npu craitna Temmnepatypa o 25°C B npoAbiKeHHE Ha YeTupu AHU. B kpas Ha
To3u nepuof Prevenar 13 tps6Ba na Obie U3MON3BaH WIN U3XBBPIICH.

10. CIIEINUAJIHMU IIPEAITAZHU MEPKHU ITPU U3XBBPJISAHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HMME U AJPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/590/006 — omakoBka ot 50 (5 x 10) ¢ oTaenHM UTIU
EU/1/09/590/005 — omakoBka ot 50 (5 x 10) 6e3 urnu

13. TIAPTUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

| 16. MH®OPMAIIS HA BPAIJIOBA A3BYKA

[Ipuero € ocHOBaHUE J1a HE ce BKIIIOYM MH(OpMalus Ha bpaiiioa a30yka.

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKOJI

JIByn3mepeH 0apKoJI ¢ BKIIOYECH YHUKAJICH HISHTH(DUKATOP.
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18. YHUKAJIEH HAEHTUPUKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA
BTOPUYHA KAPTOHEHA OITAKOBKA

1, 5,10, 25, 50 exnono3oBu uiakoHa

1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Prevenar 13 HWHKCKIIMOHHA CYCIICH3US B €AHOJ030B (l)J'IaKOH
ITneBMOKOKOBa nojin3axapuJiHa KOHKOraTHa BakCUHa (13—BaﬂeHTHa, aﬂcop6npaHa)

| 2. OBSIBSIBAHE HA AKTHUBHOTO(UTE) BEHIECTBO(A)

1 mo3a (0,5 ml) chabpika 2,2 pug momu3axapuam 3a cieIHuTe ceporunose 1, 3,4, 5, 6A, 7F, 9V, 14,
18C, 19A, 19F, 23F u 4,4 pg 3a ceporun 6B, kontorupan ¢ CRM 97, Hocetr 6enTHK, agcopoupan
BBpXY anmymunueB ¢ocdat. 1 goza (0,5 ml) ceappxka 0,125 mg amyMuHHA.

3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

Hatpues xnopupa, ssurapHa Kkucenuna, moimcopoat 80 1 Boaa 3a HHKEKIUN

4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

HH)KGKI_II/IOHHa CyCIICH3UA

1 emHOM030B (prakoH (0,5 ml)

5 egromo3oBu (aakona (0,5 ml)
10 emrOmO30BU hurakoHa (0,5 ml)
25 egrono3oBu (aakona (0,5 ml)
50 emnomo30BM (piakona (0,5 ml)

5. HAYMH HA TPUWIOKEHUE U TbT(MIIA) HA BBBE/KJIAHE

HnTpamMycKyTHO IPHIIOKEHHE
Pasknatere noOpe npeau ynorpeoa.
[Ipenn ynotpeba npoueTere JTUCTOBKATA.

6. CIHEIUAJIHO NPEAYHPEX/JIEHUE, UE TEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOT'JIEJA U TOCET'A HA TELIA

I[a CC CbXpaHsiABa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. JAPYI'M CHEOUAJIHU NNPEAYIHPEXIEHUS, AKO E HEOBXOIUMO

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

T'onen no:
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‘ 9. CIIEHUAJIHA YCJIIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIAJUITHUK.
I[a HC CC 3aMpa3ssBa.

10. CIIEIHUAJIHU IIPEAITAZHHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HMME U AJPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/590/007 — omakoBKa ot 1 dmakoH
EU/1/09/590/008 — onakoBka ot 5 ¢rakoHa
EU/1/09/590/009 — onakoBka ot 10 ¢rakona
EU/1/09/590/010 — onakoBka ot 25 diaakoHa
EU/1/09/590/011 — onakoBka ot 50 ¢raakona

13. TIAPTUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAHJIOBA A3BYKA

[Ipueto e ocHOBaHME a2 HE ce BKIIOYHM HHpOpMalus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH HWAEHTUPUKATOP — IBYU3MEPEH BAPKOJI

JByn3mepeH OapKoA ¢ BKIIOYEH YHUKAJICH HACHTH(UKATOD.
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18. YHUKAJIEH HAEHTUPUKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITAKOBKA
BTOPUYHA KAPTOHEHA OITAKOBKA

1, 5,10, 25, 50 MHOT01030BH OIIAKOBKH

1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Prevenar 13 HWHKCKIIMOHHA CYCIICH3Ms B MHOTOA030Ba OITaKOBKa
ITneBMOKOKOBa nojin3axapuJiHa KOHKOraTHa BakCUHa (13—BaﬂeHTHa, aﬂcop6npaHa)

| 2. OBSIBSIBAHE HA AKTHUBHOTO(UTE) BEHIECTBO(A)

1 mo3a (0,5 ml) chabpika 2,2 pug momu3axapuam 3a cieIHuTe ceporunose 1, 3,4, 5, 6A, 7F, 9V, 14,
18C, 19A, 19F, 23F u 4,4 pg 3a ceporun 6B, kontorupan ¢ CRM 97, Hocetr 6enTHK, agcopoupan
BBpXY anmymunueB ¢ocdat. 1 goza (0,5 ml) ceappxka 0,125 mg amyMuHHA.

3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

Hatpues xnopua, ssHrapHa kucenuna, monucopoat 80, 2-peHoKcHeTaHONI U BOAA 38 HHXKEKIHH

4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

WmxekunoHHa CycrieH3usl B MHOT'OZI030Ba OIaKOBKa

1 MHOTO/O30BAa OMakoBka (4 x 0,5 ml qo3u)

5 MHOro030BH OonakoBky (4 x 0,5 ml 1031 B OIMaKOBKa)
10 mHOrO1030BM OnakoBkH (4 x 0,5 ml 1031 B omakoBKa)
25 MHOT01030BHM OMakoBKH (4 x 0,5 ml 1o3u B omakoBka)
50 MHOT0030BH onakoBKH (4 x 0,5 ml 1031 B onakoBKa)

5. HAYMH HA ITPUWIOKEHUE U TbT(MIIA) HA BBBE/KJIAHE

HnTpamMycKyTHO IPHIIOKEHHE
Pasknatere noOpe npeau ynorpeoa.
[Ipenn ynotpeba npoueTere JTUCTOBKATA.

6. CIHEIUAJIHO NPEAYHPEX/JIEHUE, UE TEKAPCTBEHUAT INPOJAYKT TPABBA
JA CE CBbXPAHSBA HA MACTO JAJIEYE OT IIOT'JIEJA U TOCET'A HA TELTA

I[a CC CbXpaHsiABa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. JAPYI'M CHEOUAJIHU NNPEAYIHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA 'OJHOCT

T'onen no:

100



‘ 9. CIIEHUAJIHA YCJIIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa B XJIaJUITHUK.
[la He ce 3ampa3ssBa.
Cren mppBarta ynorpeda NpoaAyKThT MOXKE Ja Ce ChXpaHsABa B XJIAAUIHUK HAli-MHOTO 3a 28 AHU.

10. CIIEIIUAJIHMU ITPEAITAZHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HMME U AJPEC HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/590/012 — onakoBKa oT 1 MHOT01030Ba OITAKOBKA
EU/1/09/590/013 — onakoBKa OT 5 MHOT'OZI030BH OITAKOBKH
EU/1/09/590/014 — onaxoBka oT 10 MHOr0/1030B1 OITAKOBKH
EU/1/09/590/015 — onakoBKa OT 25 MHOI'OJI030BH OITAKOBKH
EU/1/09/590/016 — onaxoBka oT 50 MHOT0/1030B1 OITAKOBKH

13. TIAPTUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HH®OPMAIIUA HA BPAHJIOBA A3BYKA

[Ipueto e ocHOBaHME Aa HE ce BKIOYM HHPopMalus Ha bpaiinoBa a30yka.

‘ 17. YHUKAJIEH HAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH OapkoA ¢ BKIIOYEH YHUKAJICH HACHTH(UKATOP.
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18. YHUKAJIEH HAEHTUPUKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHNYHN
II'bPBUYHHN OITAKOBKHA

IIpenBapuTeIHO HAMBJIHEHA CHPUHIOBKA

1. NME HA JIEKAPCTBEHUS NTPOAYKT U ITBbT(MIIIA) HA BbBEKJIAHE

Prevenar 13 uHXKEKIIMOHHA CyCIEH3UA
1.m.

2. HAYMH HA TPUJIIOKEHUE

Pazknarere mobpe npeau ynorpeoa.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

4. IMAPTUJIEH HOMEP

ITapT. Ne

‘ 5. CBABbPKAHUE KATO MACA, OGEM WJIN EJJUHUIIN

1 mo3a (0,5 ml)

6. JPYIO
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHNYHN
II'bPBUYHHN OITAKOBKHA

ETuker Ha eqH01030BUA (JIAKOH

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITbT(MIIIA) HA BbBEKJTAHE

Prevenar 13 uHXeKIIMOHHA CYCIICH3US B €IHOI030B (1aKOH
1.m.

2. HAYMH HA TPUJIIOKEHUE

Pasknatere noOpe npeau ynorpeoa.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

4. IMAPTUJIEH HOMEP

ITapT. Ne

‘ 5. CBABbPKAHUE KATO MACA, OGEM WJIN EJJUHUIIN

1 mo3a (0,5 ml)

6. JPYIO
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHNYHN
II'bPBUYHHN OITAKOBKHA

ETHker Ha MHOr01030BaTa ONMaKoBKa

1. NME HA JIEKAPCTBEHUS TPOAYKT U ITbT(MIIIA) HA BBBEKJTAHE

Prevenar 13 uHXeKIMOHHA CYCIICH3HUSI B MHOTOI030Ba OMAKOBKA
1.m.

2. HAYMH HA ITPUJIOKEHUE

Pasknatere noOpe npeau ynorpeoa.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

4. IMAPTUJIEH HOMEP

ITapT. Ne

5. CBABbPKAHUE KATO MACA, OBEM WIHN EJIUHUIIN

4 x 0,5 ml go3u

6. JPYIO
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B. IUCTOBKA
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JIncroBka: mHpopManms 3a morpeduTesst

Prevenar 13 uHkeKIIMOHHA CYCTICH3USI
[THeBMOKOKOBa NOJIM3axapuaHa KOHIOraTHA BakcuHa (13-BajeHTHa, aacopOupana)
[Pneumococcal polysaccharide conjugate vaccine (13-valent, adsorbed)]

IIpouyeTeTe BHUMATEJHO USJIATA JMCTOBKA, npean Bue nwin Bamero nere 1a npuemere Ta3u
BAKCHHA, Thil KaTO THA ChAbP:Ka BaskHa 3a Bac mndopmanms.

- 3amasere Ta3u JIMCTOBKA. MoXKe Jja c€ HAJIOKH Ja g IPOYeTeTe OTHOBO.

- AKO UMaTe HIKAKBU JAOIBIHUTENIHN BRIPOCH, MoNuTaiiTe Bamus nekap, papmaneBT Hin
MEAMIMHCKA CECTpa.

- Ta3u BakcHHa € NpeAnucaHa eIMHCTBEHO U TUYHO Ha Bac wim Bameto gere. He 1
MIPEOTCTHIIBANTE HA APYTHU XOPa.

- Axo Bue win Bamiero nere nony4nre HIKakBH HEXEJIaHU peakluu yBegoMere Bamms nekap,
(hapManeBT WM METUIIMHCKA cecTpa. ToBa BKIIIOUYBA M BCUYKH Bb3MOKHHU HEXXEJTaHU PEaKiyH,
HEOIMCaHM B Ta3M JMCTOBKA. BrxkTre Touka 4.

Kakso ChAbpPiKa Ta3u JUCTOBKaA:

Kaxkso npencrasnsaBa Prevenar 13 u 3a kakBo ce U3MOA3Ba

Kaxkso Tps6Ba na 3Haere, npeau Bue v Bamero nere na npuemere Prevenar 13
Kax ce nmpunara Prevenar 13

Bb3MOXHU HEKENTAaHU PEaKuu

Kax na cexpansBare Prevenar 13

ChappkaHne Ha OMAKOBKATa M TOTTBIHUTETHA HH()OpMAIIUS

A

1. Kakso npeacrasiasisa Prevenar 13 u 3a KakBO ce H3M0J13Ba
Prevenar 13 e nHEBMOKOKOBa BaKCHHa, KOATO C€ IIpUJIara Ha:

o aeua ot 6 cexmuuu 10 17 roaunu na noMara aa ce npeanasst oT 00JIeCTH KaTo: MCHUHTHUT
(BB3MANIEHNE Ha MO3bYHATA OOBUBKA), CETICUC WK OakTepuemMus (0aKkTepun B KPHBTA),
nHeBMOHMA (MH(EKLus Ha OenuTe IpoOoBe) U YIIHU HH(EKLIUH;

o BBb3pacTHH Ha 18 u Hax 18 roamHu 1a nomara aa ce npeanassrt ot 60JIeCTH KaTO MTHEBMOHHUS
(uadexuus Ha 6enure 1podoBe), cerncuc win dakrepueMus (0akTepur B KpbBTa) 1 MEHHUHTHT
(BB3MazeHue Ha MO3bYHATa OOBMBKA), MpuuuHEHH OT 13 Tuna Gakrepuu Streptococcus
pneumoniae.

Prevenar 13 ocurypssa 3amuTa cpeuty 13 tuna 6akrepuu Streptococcus pneumoniae u 3aMeHs
Prevenar, koiiTo pegocTassmle 3alUTa Cpelty 7 THIA.

Bakcunarta geiicTBa, KaTo IoMara Ha opraHusMa Ja u3paboTu cBOM cOOCTBEHH aHTUTEINA, KOUTO
ocurypssar 3amura Ha Bac i nerero Bu ot te3u 6onectn.

2. Kakso Tpsa6Ba na 3naere, npean Bue niu Bamero nere na npuemere Prevenar 13
Prevenar 13 He Tpa0Ba na ce npuJara:

o ako Bue unu nerero Bu cre anepruyHu (CBpBbX4yBCTBUTEIHH) KbM aKTUBHUTE BEIIECTBA WIIN

KBM HAKOS OT OCTaHAJIUTE ChCTABKU Ha TOBA JIEKAPCTBO (M30POEHH B TOUKA 6), MIIM KBM HSIKOS
Jpyra BaKCHHA, KOSATO ChbIbpKa AU(TEPUCH TOKCOUI.
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. ako Bue unu nerero Bu nmate Texxka nHexus ¢ Bucoka temneparypa (Hag 38°C). Ako ToBa
ce oTHacs 3a Bac wnu Bamero nete, ToraBa BakcHHanusTa e Obae 0TiI0XKeHa, JokaTto Bue
win Bamero nete ce mouyBcTBaTe mo-goope. Jlekara nHpekus KaTo NpocTyAa He TpAOBa 1a e
npobiem. Berpeku ToBa, mepBo ropopete ¢ Bammus nekap, papmaneBT WM MEIULIUHCKA
cecrTpa.

Ipenynpe:xaenusi 1 npeana3sHul MepKH

I'oBopere ¢ Bammus nekap, ¢papManieBT WM MEIUIIMHCKA CECTpa MPEIN BaKCHHAIIUATA, ako Bue mim
nereto Bu:

o uMaTe WM CTe UMaJd 3APaBOCIOBHH MPpoOIeMH clie puiiarane Ha 1o3a Prevenar win
Prevenar 13 kaTo anepruyHa peakuus Wid NpoOJIeMH ¢ AUIIAHETO.

o uMaTe HIKaKBH MPOOJIeMH C KpbBOCHCHPBAHETO WIIN JIECHO CE€ HACHUHSBATE.

o umare otciabeHa uMyHHa cuctema (karo npu HIV undexuns), Bue/Ts1/Toit Mmoxke na ne
MOJTy4UTe ITBJIHATA 0132 OT Prevenar 13.

o CTE UMaJli I'bPUOBE, Thi KATO MOXKeE J]a C€ HaJOXH Npeau NpUIokeHueTo Ha Prevenar 13 na ce

IIpHeMaT JIEKapCTBa 3a MOHI)KaBaHE Ha BHCOKaTa TeMreparypa. Ako nereto Bu He oTroBaps Ha
CTUMYJIH WM TOJIYYHU T'bpUOBE (MIPUIIAABIH) ClIe] BAKCHHALIMATA, BEAHATA CE CBBPKETE C
Bamms nekap. Bukre cbio Touka 4.

T'oBopere ¢ Bammst nekap, papmaneBT Win MEeIWIIMHCKA CECTpa NPeAr BaKCUHALUATA, aKO AETETO
Bu e poaeno TBBpE NpekAeBpeMEHHO (Ha WK Mpeay 28-Ta recTallMOHHA CEAMHIA), Thid KaTo 3a
2-3 mHY creA BAKCMHUPAHETO MOraT Jja Bb3HUKHAT MO-MIPOABIDKUTEIHN OT HOPMAaJTHHUTE Nay3H
MEXly BAMIIBaHUATA. BHKTe ChIllo ToUKa 4.

KaxkTto Bcsika npyra BakcuHa, Prevenar 13 HAMa fga ocurypu 3ammra Ha BCHUKH BaKCHHUPAHH X0pa.
Prevenar 13 ocurypsiBa 3ammuTa camo Cpelly yIIHA HHQEKIUU IpH Jela, IPUYMHEHU OT TUIIOBETE
Streptococcus pneumoniae, 3a KOUTO € pa3paboTeHa BakcuHaTa. Toil HAMa Ja Mpeanasu Cpemry
Opyry MH(GEKIUO3HU areHTH, KOUTO MOTaT 1a MPUYUHST YITHA HHQEKINH.

Jpyru nexapcrea/Bakcunu u Prevenar 13

BammsT nexap moxe 1a Bu noMonu 1a ganere Ha JETETO CH MapaneTaMol WK APYTH JIEKapCTBa,
KOHMTO CBaJIAT TeMIIEpaTypara, peau na My 0bae npuioxeH Prevenar 13. ToBa e nomorte aa ce
HaMaJIAT HIKOM HEXEJIaH! JIEKApCTBEHU peakiuu Ha Prevenar 13.

Undopmupaiite Bamus nexap, GpapmaneBT nuin MeAUIMHCKA cecTpa, ako Bue nnu nereto Bu
IpHeMaTe, HaCKOpO CTe MPUEMAIIN MITU € Bb3MOXHO Ja IIpUeMaTe APYTH JIEKapcTBa, WIH HACKOPO
Bu/My e npaBeHa HAKaKBa Ipyra BaKCHHALHSL.

BpemeHHOCT M KbpMeHe

Axo cte 6p€MeHHa WUJIM KbPMUTEC, CMATATC, Y€ MOXKC J1a CTC 6peMGHHa WJIN IIJIaHUPpaTe 6peM€HHOCT,
IOCHBETBaNTE ce ¢ Bamms JICKap Win (bapMaueBT npeau y1'IOTp€6aTa Ha TOBa JICKAPCTBO.

Ilo¢gupane n padora ¢ MAIIMHHA

Prevenar 13 He moBnusiBa Wiy NOBIHSABA NPEHEOPEKUMO CIIOCOOHOCTTA 32 modupane U padbora ¢
mamuHy. Hsikoun ot edextute, ynomeHaru B Touka 4 ,,Bp3MOXKHN HEKEJIaHU PEakUUu‘‘, Morat obaue
Jla 3acerHaT BpEMEHHO CIIOCOOHOCTTA 3a modupane 1 paboTa ¢ MalIuHH.

Prevenar 13 cbabp:kxa HATpUH

To3u nekapcTBEH NPOAYKT ChAbprKa Mo-Manko oT 1 mmol (23 mg) HaTpuii Ha 103, T.€. IPAKTHYECKU
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HE ChABPKA HATPUIL.

3. Kak ce mpuaara Prevenar 13

JlexapsT WM MeIMIMHCKATa CECTpa Ie HHXXEKTUpaT npenopbusanata go3a (0,5 ml) ot BakcuHara B
MYCKYJI Ha pbKaTa Bu min B MycKyn Ha pbKaTa Wiu Kpaka Ha Bamrero gere.

KbpMauera Ha BB3pacT ot 6 ceqMmunu g0 6 Mecena

OOukHOBeHO Barieto JCTEC TpH6Ba Ja OJIyYH HavdaJICH KypC OT TPU MHKCKIIMH OT BAKCHUHATA,
MMoCJICABAaH OT yCWJIBAIlla 103a.

o IIspBaTa HHXKEKINA MOXKeE J1a ce MpUiIara oT MecT CEAMHYHA Bb3pacT.

o Besika nHykeknus 1mie ce npuiara ¢ HHTEpBaJ OT IOHE 1 Mecel] MeXay MHKEKIIUNTE.

. YeTrBbpTa HHXKEKUMS (yCHIIBAIA) II€ Ce Mpujiara Ha Bb3pacT Mexay 11 u 15 mecena.

o IIle Bu 6bae ka3ano kora Bamiero ngere TpsiOBa ga Ob7ic JOBEACHO 3a ClICABAIIATA HHXKCKIIHSL.

CpbriacHo O(l)PILII/IaJ'IHI/ITC MMPCIOPBKU BBB Bamrara CTpaHa MOKEC a CC U3I0JI3Ba AJITCPHATUBHA CXEMa
ot Bamus MCIUIIMHCKH CIICTUAIUCT. MOJ'IH, O6’LpHeTe ce KpM Bamms JICKap, (I)apMaueBT N
MCIUIMHCKA CECTPa 3a JOIIbJIHUTCIIHA I/IH(i)OpMaLII/IfL

HDC)KI[eBDeMeHHO POACHHU

Jereto Bu 1ie monyyu mMbpBOHAYATICH KYPC OT TPH UHXKEKIUH. [IbpBaTa HHKEKIHSI MOXKe J1a Obie
MPUJIOKEHA OIIE Ha Bh3PACT MISCT CEIMHIIM C HHTEPBANI OT HalW-MaJIKO eMH Mecell Mexay Ao3ute. Ha
BB3pacT Mexay 11 u 15 mecena neteto By 1ie momyyu 4eTBbpTa HHXKEKIHS (YCHIBAINA MMYHHUS
OTTOBOD).

HeBakcunupanu KbpMadcTa, AC1d U IOHOIIIHW Ha BB3PaCT Hal 7 MeEcena

KLpMaquaTa Ha BB3pacT 7 a0 11 Mecena TpSI6Ba Ja moJiy4daT ABC MHIKCKIIUU. Besxa MHXCKOWA II€ CC
npuwjiiara ¢ UHTCpBaJ OT IIOHC 1 MCECCI MCIKAY MHIKCKIIUUTC. TpeTa HWHKCKIUS LIS CC ITpujiara npe3
BTOpaTa roavHa OT KUBOTA.

Jemara Ha BB3pacT 12 1o 23 mecena Tps0Ba 1a MoIyvat ABe HHKEKIIUH. Besika HHKEKINS 1Ie ce
Mpuiiara ¢ THTEpBaJl OT MOHE 2 Mecela MEKAy UHXKEKIIUUTE.

Jemnara Ha BB3pacT 2 A0 17 roqunu TpsOBa 1a MosydaT elHa HHKEKIIHS.

KLpMaqua, AC€1a ¥ TOHOIIIM, KOMTO IMPEAX TOBA Ca BAKCMHHMPAHH C Prevenar

KLpMaqua " acnia, KOUTO MMpear TOBa Ca MOJIy4YuiIn Prevenar, MOrar Aaa nojy4dar Prevenar 13, 3a Ja
3aBbpIIAT KypCa MHKCKIUU.

3a JAcnia oT 1 a0 5 TOJAUHH, KOUTO ITPEIU TOBA Ca BAKCUHHUPAHU C Prevenar, Bammsar JICKAp Wi
MCIUIMHCKA CECTpa HIC Npeopbiad KOJIKO MHIKCKIIUN Prevenar 13 ca HYXHH.

Jlena u roHOIIM Ha BB3pacT 6 10 17 roguum TpsOBa /1a MOTyYaT eHa HHKEKITUS.

Baxno e Ja CC CIla3BaT YKAa3aHUATA Ha J'IeKapﬂ/ (I)apMaueBTa HJIN MCAUIIMHCKATa CCCTpa, TaKa 4e
Bamero ACTC a 3aBbPIIN KypCa MHIKCKIIUU.

Axo 3a6paBI/IT€ JAa OTUACTE OTHOBO B OIIPECACICHOTO BpEME, MOMHUTANTE JICKaps, (bapMaLIGBTa i
MCIUIMHCKAaTa CCCTpa KaKBO [ia IIPaBUTC.
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Bn3pacTHu

BT»BpaCTHI/ITC TpH6Ba JAa MoJjry4yaTt €1Ha WHIKCKIU.

Kaxere na Bamms JICKap, (bapMaLIGBT HJIKn CECTpa, ako Mpeaun Bue npujaraHa MHCBMOKOKOBa
BaKCHHa.

AKO UMaTe HIKAKBHU JOIBIHUTENHH BBIPOCH OTHOCHO yroTpebara Ha Prevenar 13, monuraiite
Bammus nexap, papmaneBT WM MEIUIMHCKA CECTPA.

CHeLII/IaJ'IHI/I nonyJiannnun

Xopara, Mpu KOUTO CE CUNTA, Y€ MMa ITOBUIIICH PUCK OT ITHEBMOKOKOBA HH(EKIHs (KaTo HAIIPUMEpP
TE3W ChC CHPIOBUAHO-KIeThYHA aHemus wiu HIV uH)ekus), BKIIIOUYNTETHO BAKCHHUPAHHUTE TIPETU
TOBa ¢ 23-BaJICHTHATa MHEBMOKOKOBA MOJU3aXapUaHa BAKCHHA, MOTaT 12 MOJIy4aT Hail-MajIko

enHa nmo3a Prevenar 13.

Jluua ¢ TpaHCIIaHTALMsI HA KpBBOOOpa3yBallly CTBOJIOBH KJIETKH MOKE J1a TOMyYyaT TPU HHKEKIHH,
KaTo I'bpBaTa OT TSIX ce Ipuiara ot 3 10 6 Mecela ciel TPaHCIUIAHTAlMATa U HHTEPBATbT MEKAY
nosute e MuHUMYM 1 Mecen. [IpenoppuBa ce 1 yeTBbpTa HHXKEKIHA (YCHIIBAIIA UIMYHHHUSI OTTOBOD)
6 Mecena cies TpeTaTta MHKEKIHS.

4. Bb3MOKHH HesKeJIAHH peaKIuu

Karo Bcuuku BaKCHHH, Prevenar 13 moxe Ja NpCAU3BUKa HCXKCIJIAHU PCAKIIUH, BBIIPCKU Y€ HC BCCKU
T IoJIy4aBa.

CiienHuTe HEKeTaHU PeaKIMM BKJIKOYBAT cho0maBannTe 3a Prevenar 13 npu kppmadera u
aena (Ha Bb3pacT OT 6 ceAMHULM 10 S rOAUHU):

Haii-yecTuTe He/KeJIaHM peaKUuH (MOTaT Aa HACTBIIAT IpH noBeue oT 1 Ha 10 1o3u OT BakCHHATA)
ca:

. Hamanen anetur

o Bucoka temneparypa; pa3apasHUMOCT; 00JIKa, 00JIE3HEHOCT, 3aUepBsIBaHE, TOLyBaHE HITH
BTBBP/ISBaHE Ha MACTOTO HA BAKCHHHUPAHE; 3aMasTHOCT; HECITOKOEH ChH

. 3ayepBsiBaHe, BTBbPASBAHE, IOJyBaHE HA MACTOTO Ha BakCHHHUpaHe ot 2,5 cm - 7,0 cm (cnen

OycTep 103a U PH MO-TOJIEMH Jielia — Ha BB3pacT OT 2 10 5 TOJMHN)
YecTu HekeJTaHM peakuuu (Morat Aa HacThIAT npu 1o 1 Ha 10 1o3u oT BakcuHAaTa) ca:

o IloBpbiane; nuapus

. Bucoka temneparypa Hag 39°C; 601e3HEHOCT Ha MSCTOTO Ha BAaKCHHUPAHE, Ipeyelia Ha
JBIKEHHUETO, 3aUEpBsIBaHe, BTBBP/ABAHE, TOJAYBAHE HA MACTOTO Ha BAKCHHUPAHE 0T 2,5 cm —
7,0 cm (cnen mbpBOHAYATHUS KYPC WHKEKLIUH )

o Oo6pus

HeuecTn He:kesaHu peakuuu (MoraT Ja HacTBIAT npu A0 1 Ha 100 1o3u OT BakcuHara) ca:

o I'bpuoBe (WM MpUINIAABIH), BKIIOYUTEIHO TE3HU, IPUIMHEHH OT BUCOKA TEMIIEpaTypa
o Konpusna Tpecka (ypTukapus uin nogo0eH Ha ypTHKapusi OOpHUB)
o 3ayepBsiBaHe, IOAYBaHE WM BTBBPASBAHE HA MACTOTO HA BAKCHHUPAHE OT MOBEYE OT 7 cmy;

miiag
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Penxu Heskenanu peakuuu (Morat Aa HacThIT npu 10 1 Ha 1 000 10o3u OT BakcuHAaTa) ca:

L4 Konarmc nim HO):[O6HO Ha IIOK CbCTOAHUEC (enmo;[ Ha XUIIOTOHYC-TIOHWIKCHA peaKTI/IBHOCT)
L4 AneerqHa pcaKknua (peaKI_II/ISI Ha CBp’BXI{YBCTBI/ITCJIHOCT), BKJIFOYUTCIHO IOAYBAHE HA JIMLICTO
W/WIn YCTHHUTC, 3aTPYAHCHO JUIIIAHC

CiienHuTe HeKeJIaHU PeaKIMM BKJIKYBAT cho0maBannTe 3a Prevenar 13 npu nena u roHomm
(na Bb3pact 6 10 17 ronuum):

Haii-yecTn He:keJIaHM peakuuu (MOraT J1a HACTBIAT MpH moBede oT 1 Ha 10 103u OT BakcHHATA) ca:

° Hamanen anetur

° PaznpasnuTennoct; 6onka, 00Ie3HEHOCT, 3aUepBABaHe, TI0JJyBaHEe WA BTBHP/ISIBaHE HA
MACTOTO Ha BAKCUHUPAHE; 3aMasiHOCT; HECIIOKOEH ChH; YYBCTBUTEIHOCT Ha MSCTOTO Ha

BAaKCHHHPAHEC, MPCUCIIAa Ha IBUKCHUCTO

YecTHn HexkeJIaHU peaKknuu (Morat Ja HacThIIT mpu 1o 1 Ha 10 10o3u oT BakcWHATA) ca:

o I'maBoGomnus

o [loBpbiane; auapus

o O0puB; KonpuBHA Tpecka (YpTUKapHus WK Mogo0eH Ha ypTUKapHs 0OpuUB)
. Tpecka

I[euaTa 1 FOHOIIHXUTE, KOUTO Ca UJIK C HIV—I/IH(beKI_[I/IH, HJIN CbC CHPIIOBUAHO-KIICThYHA AHCMUS, WA C
TpaHCIUIaHTAallUd Ha Kp”bBOO6pa3YBaH_[I/I CTBOJIOBU KJICTKH, UMAT CXOJHU HCKCIIAHU PCAKIIUH, HO
qyeCToTara Ha FJ'IaBO6OJ'II/I€TO, MOBPBUIAHCTO, AUAPUATA, BUCOKATA TCMIICpATypa, OTIIAAHAJIOCTTA,
CTaBHUTC U MYCKYJIHUTC OOJIKU € B Kareropus ,,MHOTO yecTu'.

CJleqHUTe JONBJIHUTEIHN HE:KeJIAHH peakuuu ca Ha0awaasanu npu Prevenar 13 npes
MOCTMAPKETHHIOBHS MEPHO/ MPU KbpMAaUeTa M Jela 10 S-roauiiHa Bb3pPacT:

o Texka anepruyHa peakuus, BKIIOYUTEIHO 0K (ChPAEYHO-CHIOB KOJIAIC); aHTUOETEM
(moxyBaHe Ha YCTHUTE, JIULETO U T'BPIOTO)

o KonpusHa Tpecka (ypTukapus), 3a4epBsiBaHE U Bh3MaJICHUE (IEPMAaTHUT) U ChbpOEK (IPYypPUTYC)
Ha MSCTOTO Ha BaKCHHHUPAHE; 3a4ePBsIBaHE

o Yronemenn muMGHI BB3IH WK KJ1e3u (JIuMbaaeHonaTus) B O1M30CT A0 MICTOTO Ha
BAaKCHHHMpPAaHE, KaTO HAIpUMep 04 MUIIHHUIIATA WK B CIAaOWHUTE

o OO6puB, npuUKHSABAIL CHPOAIIN YEPBEHHU IeTHA (epuTeMa MynTudopme)

HpI/I 6e6eTaTa, POACHU MPEKACBPEMCHHO MHOI'O ITPEANU TCPMUHA (Ha " npeau 28 réCTallMOHHAa
CG,I[MI/IL[a), MOrar Aa CC MOABAT MO-ABJITA May3u MCKAY HOPMAJIIHUTC BAUIIIBAHUS 3a 2-3 JHH CJICN
BaKCHHaIuATa.

CiieqHuTe HeKeTaHU PeaKIMH BKJIIOYBAT cho0maBannTe 3a Prevenar 13 npu Bb3pacTHu:

Haii-yecTuTe He:KeTaHM peakiuu (MOTAT J1a HACTHITAT IpHu noBeue oT 1 Ha 10 1031 OT BakcuHATa)
ca:

° Hawmanen anerut; rimaBo6osue; quapus; noBpbinane (3a 18- o 49-roguniaure)

. Brpucane; ymopsiemoct; 00puB, 00JKa, 3a4epBsBaHe, BTBBPACHO IMOAYyBaHe W O0JIE3HEHOCT
Ha MSCTOTO Ha BaKCUHHpAHE, IIPEYeIIo Ha IBIKEHUETO Ha pbKarta (CHitHa O0JIKa Wi
00JIe3HEHOCT Ha MSCTOTO HAa BaKCHHUpPaHe 3a 18- 10 39-rogumrHuTe U TEXKKO OTpaHUYCHHE Ha
JIBUKCHHUETO Ha pbKarta 3a 18- mo 39-rogunraure)

. Bromasane wim HoBa Oonka B craBute By, BiiomiaBane wiv HoBa Oonka B Myckynute Bu
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. Bucoka temneparypa (3a 18- 1o 29-rogumnure)
YecTuTe HEKeTAHH peakuuu (Morart Aa HacThILIT npu 10 1 Ha 10 1o3u oT BakcHHATA) ca:

. [ospbmane (mpu Bb3pact 50 1 moBede roAMHM); BUCOKA TeMnepaTypa (mpu Bs3pacT 30 u
MoBeYe TOIMHN)

HeuecTuTe HexkeJIaHU peakuuu (MoraT na HacThIAT rpu A0 1 Ha 100 103u OT BakcuHAaTa) ca:

° Tanene

. AneprudHa peaknus (peakiys Ha CBPbXUyBCTBHTEIHOCT), BKIFOUUTEITHO MTOIyBaHE Ha JINIIETO
W/WH yCTHUTE, 3aTPYTHEHO JHIIaHE

° Yronemenu muMQpHA BB3ITU WU JKJIe3U (TUMQaaeHonaTrs) B 0JU30CT 10 MSICTOTO Ha

BAKCHMHHPAHC, KaTO HAIIpUMCEP IO MHUIIHHUIIATa

Bu3pactaute ¢ HIV nHbeknns uMaT cX0HH HEeXEIIaH! peakliy, HO 4eCTOoTaTa Ha TpecKara u
MOBPBILIAHETO € B KATETOPUs ,,MHOTO YECTU ", @ HA TaJIEHETO — B ,,4YECTH ",

BBSpaCTHI/ITC C TpaHCIJIAaHTallUA Ha KpTxBOO6pa3YBaH_[I/I CTBOJIOBH KJICTKH UMAT CXOAHH HCXKCIIaHH
PCaKIun, HO YCCTOTATa Ha TPCCKATAa U MMOBPBIIAHCTO € B KATCTOpHUA ,,MHOT'O yecTu'.

Cpo0maBaHe Ha HeKeJIAHU PeaKIuu

Axo Bue unu Bamero ACTC MOJYUUTC HAKAKBU HCIKCIIAHU JICKAPCTBCHU PCAKIIUN, YBCIOMCTC Bamms
JICKap, (I)apMaueBT WM MECAUIIMHCKA CECTpa. ToBa BKII0YBa BCUUKHU BB3MOXHH, HCOIIMCAHU B Ta3u
JIMCTOBKA HCXKCJIaHU PCAKIINU. MoxeTte CbIIO Aa C’BO6H_II/ITC HCXKCJIIaHU pCaKIUU JUPCKTHO YPEC3
HallMOHa/JIHaTa CHCTEMA 3a CT>O6H_IaBaH€, IIOCOYCHA B H[)I/IJIO)KGHI/IC V. Karo C"I)O6I]_[aBaTe HCXCIIaHU
PCaKklun, MOXKETC Aa AaJACTC CBOSA MMPUHOC 3a MMOJIydaBaHC Ha IMOBCYUC I/IH(I)OpMaI_II/IH OTHOCHO
0e30MmacHOCTTa Ha TOBA JICKApCTBO.

5. Kak na cbxpansBare Prevenar 13

I[a CC CbXpaHABa Ha MACTO, HECAOCTBIIHO 3a ACHA.

He u3non3Baiite ToBa JICKApCTBO CJIea CpOKa Ha TOAHOCT, oTOens3aH BBPXY KapTOHCHATA OIIAKOBKA U
CTHUKETA CIIC ,,FO,Z[CH ,I[OZ“. CpOK’BT Ha TOAHOCT OTTOBaps Ha MOCICAHUSA ACH OT IOCOYCHUS MCCCII.

Ja ce cpxpansiBa B xnaguiauk (2°C—8°C).

[la He ce 3ampa3ssBa.

Prevenar 13 e crabuien npu Temneparypa 10 25°C B npoIbJKCHUE HA YeTHPH THU. B Kpast Ha To3H
nepuof Prevenar 13 tpa6Ba na Oblie U3MONI3BaH WM U3XBBPJIeH. Te3u NaHHM ca peJHa3HaYeHHU /1
HacoyaT MEJUIMHCKUTE CIEIUAIUCTH, B ClIydail HAa BpEMEHHH OTKJIOHEHMSI B TEMIIEpaTypaTa Ha
ChXpaHEHHE.

He uzxBbpisiite nekapcTBaTa B KaHAIW3alUATa WM B KOHTEHHEPA 3a JOMAIIHHA OTNaIbIIH.

Ilonuraitite Bamms q)apMaueBT KakK [a U3XBBPJIATE JICKApCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Te3n
MCPKH IIC CTIOMOTHAT 3a OIla3BaHC HA OKOJIHATA Cpeaa.
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6. Chbabp:kaHne HA ONIAKOBKAaTa U AONbJHATEHA HHpOPMAIHA
Kakso ceabpaxa Prevenar 13

AKTHUBHUTE BellecTBa ca noiauzaxapua-CRM;q; KOHIOraTH, ChCTOSIIM CE OT:
° 2,2 ug nonuzaxapuj 3a cepotunose 1, 3,4, 5, 6A, 7F, 9V, 14, 18C, 19A, 19F u 23F
. 4,4 ug nmonuzaxapup 3a ceporun 6B

1 no3za (0,5 ml) ceabpska npudnusutento 32 ug CRM,y; HOCe1] OenThK, aacopOrpaH BEPXY
anmymunueB gocdar (0,125 mg anymunuii).

Jpyrure cbcTaBKH ca HATpUEB XJIOPH, SITHTapHA KUCeInHa, onrcopdar 80 U BoJa 3a HHXKEKLIUH.
Kak u3ranexna Prevenar 13 n kakBo chIbp:Ka OaKOBKaTa

BakcunaTta e 0s1a HH)KEKIIMOHHA CYCIIEH3Us, Ipe/laraHa B eIHOA030Ba MPEIBAPUTEIIHO HAITbIHEHA
cnpunnoska (0,5 ml).

OmnakoBka ot 1 u 10 npeaBapUTETHO HAITBIHEHU CIIPHHIIOBKH, ChC WU O€3 UIJIa, H TPYIIOBa ONAaKOBKa
OT 5 ONaKOBKH, BCsIKA ChIbpiKaiia 10 npeIBapuTeIHO HAITBIIHEHHN CIIPUHIIOBKH, ChC WIH Oe3 uriia. He

BCHYKH BHJIOBE OIAKOBKHM MOTAT Jia ObJaT IyCHATH B IPOAaKOa.

HpI/ITe)KaTe.Tl Ha PaspeiieHueTo 3a yn0Tpe6a U IIPOU3BOIUTEJL

IIpurekaTen Ha paspeIreHreTo 3a yrmorpeba: [TpousBoauTeN, OTTOBOPEH 3a OCBOOOK/IaBaHEe Ha
Pfizer Europe MA EEIG MapTUIH:

Boulevard de la Plaine 17 Wyeth Pharmaceuticals

1050 Bruxelles New Lane

benrus Havant

Hampshire, PO9 2NG
O0erHEeHO KpaJCTBO

Pfizer Manufacturing Belgium N.V.
Rijksweg 12

B-2870 Puurs

Bbenrus

3a nombJIHUTETHA HH()OPMAITHSI OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
NPEICTaBUTEN HA MPUTEXKATEIS Ha Pa3pelIeHUeTo 3a yrnoTpeda:

Belgié/Belgique/Belgien Lietuva
Luxembourg/Luxemburg Pfizer Luxembourg SARL filialasLietuvoje
Pfizer S.A./N.V. Tel. +370 52 51 4000

Tél/Tel: +32 (0)2 554 62 11

bnarapus Magyarorszag
[atizep JTrokcemOypr CAPJI, Kion Pfizer Kft

Bwnrapus Tel: +36 1 488 3700
Ten: +359 2 970 4333

Ceska Republika Malta

Pfizer PFE, spol. s r.0. Vivian Corporation Ltd.

Tel: +420 283 004 111 Tel: +35621 344610
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Danmark
Pfizer ApS
TIf: + 45 44 201 100

Deutschland
Pfizer Pharma GmbH
Tel: +49 (0)30 550055-51000

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

E\rada
Pfizer EAMGG A.E.
TnA.: 430 210 6785 800

Espaiia
Pfizer, S.L.
Télf:+34914909900

France
Pfizer
Tél +33 1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

island
Icepharma hf
Simi: + 354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog
Pfizer EAMGG AE. (Cyprus Branch)
TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35 775

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Norge
Pfizer Norge AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal

Pfizer Biofarmacéutica, Sociedade
Unipessoal Lda

Tel: +351 21 423 55 00

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZnica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386(0) 152 11 400

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom

Pfizer Limited
Tel: +44 (0) 1304 616161
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JlaTa Ha mocyeHO npepasriexxaaHe HAa JINCTOBKATA.
JApyru u3rouyHunu Ha nHGoOpMaNus

[Honpo6bna nndopmanus 3a ToBa JEKapCTBO € MpeJocTaBeHa Ha yeOcalita Ha EBponeiickara areHuus
10 JIekapcTBarta http://www.ema.europa.eu.

ITocouenara mo-10J0y I/IH(l)OpMaIIHH € nmpeJHasHaveHa caMo 3a MEIMIIUHCKHU CIIENUAIUCTH:

[Ipu cpxpaneHne Moxe Aa ce HabmoaaBat Osta yTaiika u OucTpa HagyTaeyHa TeYHOCT. ToBa He €
MIPU3HAK 32 BJIOIIABAHE Ha Ka4eCTBOTO.

I[a CC Iperiicaa BU3yajaHoO 3a CBCHTyaJIHU YaCTUIIN H/WIH IMPOMCHU BbB BBHHIITHUSA BU. He
H3HOH3BaﬁTe, aKO CbABPIKAHUCTO U3TJICKIA PA3TIUYIHO.

Hpezm Ja €€ U3rOHU BB3AYXbT OT CIIPUHIIOBKATA, TA TpSI6Ba Ja C€ pa3KjiaTu ;[06pe, 3a a CC MOJIy1In
XOMOTI'€HHA 0s171a CyCIICH3UA.

I[a CC MMpujiara nsjaTta a03a.
Prevenar 13 e camo 3a HWHTPAMYCKYJIHO ITPUJIOKCHHUC. I[a HC CC IIpuJiara BbTPECCHA0BO.
Prevenar 13 ue TprGBa Ja Cc€ CMECBaA C KAKBUTO U Aa € APYIr' BAKCHHHU B €JHA U ChIlla CIIPUHIIOBKA.

Prevenar 13 moxe Ja CcC npujiara CAHOBPEMCHHO KAaKTO OCTAHAJIUTE ACTCKHU BAKCUHU, HO B TO3U
cnyqaﬁ TpH6Ba Ja €€ U3M0JI3BAT pa3JIMYHU MCCTAa HAa BAKCUHUPAHC.

Prevenar 13 mMoxe na ce mpuiiara Ha Bb3pacTHU Ha 50 v Hax 50 rOJMHU MO CHIIOTO BpeMeE KaTo
TPUBAJICHTHATA WM KBaAPUBAJICHTHA UHAKTUBHPAaHA IPOTUBOIPUITHA BAKCHUHA.

Hewnsnon3sanust MOPOAYKT WIX OTIAABYHUTE MATCPHUAJIU OT HET'O TpSI6Ba Ja CC U3XBBPJIAT B
CBbOTBCTCTBHUEC C MCCTHUTC N3 CKBAHUS.
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JIncroBka: mHpopManms 3a morpeduTesst

Prevenar 13 nHkeKIIMOHHA CYCIICH3UsI B €{HOA030B (MJIAKOH
[THeBMOKOKOBa NOJIM3axapuaHa KOHIOraTHA BakcuHa (13-BajeHTHa, ancopOupana)
[Pneumococcal polysaccharide conjugate vaccine (13-valent, adsorbed)]

IIpouyeTeTe BHUMATEJHO USJIATA JHCTOBKA, npeau Bue nwin Bamero nere na npueMere Ta3u
BAKCHHA, Thil KaTO TH ChAbpP:Ka Ba:kHa 3a Bac nagopmanmus.

- 3amasere Ta3u JIMCTOBKA. MoXKe Jja c€ HAJIOKH Ja g IPOYeTeTe OTHOBO.

- AKO UMaTe HIKAKBU JOIBIHUTEIHH BBIPOCH, MONUTalTe Bamus nexap, GpapmManeBT Hiu
MEAMIMHCKA CECTpa.

- Ta3u BakcHHa € NpeAnucaHa eIMHCTBEHO U TMYHO Ha Bac nnu Bamero gere. He 4
MIPEOTCTHIIBANTE HA APYTHU XOPA.

- Axo Bue win Bamero nete noiayunre HIKaKBH HEXEJIaHU peakuy yBegomere Bamms ekap,
(hapManeBT WM METUIIMHCKA cecTpa. ToBa BKIIIOYBA U BCUYKH Bb3MOXKHHU HEXETaH! PeaKiHH,
HEOIMCaHM B Ta3M JHMCTOBKA. BrxkTre Touka 4.

Kakso ChAbpPiKa Ta3u JUCTOBKaA:

Kaxso npencrasnsasa Prevenar 13 u 3a xakBo ce u3nomn3sa

Kakso Tps6Ba na 3naere, npenu Bue nnu Bameto aere na npuemere Prevenar 13
Kax ce nmpunara Prevenar 13

BBb3MOXHM HEXeENNaHN peakluu

Kax na cexpansBare Prevenar 13

ChbabppkaHue Ha OTIAKOBKATa U IOMBJIHUTEIHA HHPOPMALIUS

A

1. Kakso npeacrasiasisa Prevenar 13 u 3a KakBO ce H310J13Ba
Prevenar 13 e THEBMOKOKOBa BakCHHA, KOATO C€ IIpUJIara Ha:

o aeua ot 6 cexvmuuu 10 17 roaunu 1a nmoMara aa ce npeanasst oT 00JIeCTH KaTo: MCHUHTHUT
(BB3MANIEHNE Ha MO3bYHATA OOBUBKA), CETICUC WM OakTepueMus (0aKkTepuu B KPHBTA),
nHeBMOHHA (MH(EKLus Ha OenuTe IpoOoBe) U YIIHU UH(EKLIUH;

o BBb3pacTHH Ha 18 u Hax 18 roamHu 1a nomara aa ce nNpeanasst oT 60JIECTH KaTO MTHEBMOHHUS
(undexuus Ha 6enure 1poboBe), cerncuc win 6akrepueMusi (0akTepuu B KPbBTa) 1 MEHHUHTHT
(BB3MazeHue Ha MO3bYHATa 0OBUBKA), MpUYMHEHH OT 13 Tuna Gakrepuu Streptococcus
pneumoniae.

Prevenar 13 ocurypssa 3amuTa cpeuty 13 tuna 6akrepuu Streptococcus pneumoniae u 3aMeHs
Prevenar, koiiTo penocTassie 3aluTa Cpemty 7 THIA.

Bakcunara geiicTBa, KaTo IoMara Ha opraHusma Ja u3paboTu cBOM cOOCTBEHH aHTUTEINA, KOUTO
ocurypssar 3amuta Ha Bac unu nerero Bu ot te3u 6onectn.

2. Kakso Tpsa6Ba na 3naere, npeau Bue niu Bamero nere na npuemere Prevenar 13
Prevenar 13 He Tpa0Ba 1a ce npuJara:

o ako Bue unu nerero Bu cre anepruynu (CBpBbX4yBCTBUTEIHN) KbM aKTHBHUTE BEIICCTBA WIN

KBM HAKOS OT OCTaHAJIUTE ChCTABKU Ha TOBA JIEKAPCTBO (M30pOEHH B TOUKA 6), MIIM KbM HSIKOS
Jpyra BaKCHHA, KOSITO ChbIbpKa AU(TEPUCH TOKCOUI.
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. ako Bue unu nerero Bu nmare texka nHdexnus ¢ Bucoka remneparypa (Hag 38°C). Ako ToBa
ce oTHacs 3a Bac wim Bamero nete, ToraBa BakcMHaLusTa 11e ObAe 0TI0XKEHa, JoKaTo Bue
win Bamero nete ce mouyscTBate mo-goope. Jlekara nHpekus KaTo NpocTyAa He TpaOBa 1a e
npobiemM. Bernpeku ToBa, mbpBo roBopete ¢ Bammus nekap, papManeBT Win MEIUIUHCKA
cecrpa.

Ipenynpe:xaenusi 1 npeana3sHul MepKH

I'oBopere ¢ Bammus nekap, ¢papMarieBT MM MEIUIIMHCKA CECTpa MPEAN BaKCHHANIUATA, ako Bue mim
nereto Bu:

o uMate WM CTe UMalU 3ApaBOCIOBHH MTpoOIeMH clie mpuiiarane Ha 1o3a Prevenar wim
Prevenar 13 kaTo anepruyHa peakuus Wid NpoOJIeMH ¢ AUIIAHETO.

o yuMare HIKaKBH MPOOJIEeMH C KpbBOCHCHPBAHETO WIIN JIECHO CE€ HACHUHSBATE.

o umare otciabeHa uMyHHa cuctema (kato npu HIV undexuns), Bue/Ts1/Toit Mmoxe na He
MOJTy4UTe MTBJIHATA 032 OT Prevenar 13.

o CTE UMaJli I'bPUOBE, ThI KATO MOXKE Jia C€ HAJI0XKU NpeaAn NpuiIokeHreTo Ha Prevenar 13 na ce

IIpHeMarT JIEKapCTBa 3a MOHI)KaBaHE Ha BHCOKATa TeMreparypa. Ako nereto Bu He oTroBaps Ha
CTUMYJIH WM NOJIYYX T'bpUOBE (IPUIIAABIH) ClIe] BAKCHHALIMATA, BEAHATA CE CBBPKETE C
Bamms nekap. Bukre cbio Touka 4.

T'oBopere ¢ Bammst nekap, papmaneBT Win MEIWIMHCKA CECTpa NPeAr BaKCUHALUATA, aKO AETETO
Bu e poneno TBBpIE NpeKAEBPEMEHHO (Ha MK Mpeau 28-Ta TecTallMOHHA CEAMHIIA), Thid KaTo 32
2-3 mHY creA BAKCMHUPAHETO MOraT Jja Bb3HUKHAT MO-MIPOABIDKUTEIHN OT HOPMAaJTHHUTE Nay3H
MEXly BAMIIBaHUATA. BHKTe ChIllo ToUKa 4.

Kaxkto Bcsika npyra BakcuHa, Prevenar 13 HAMa ga ocurypu 3amura Ha BCHUKH BaKCHHUPAHH X0pa.
Prevenar 13 ocurypsiBa 3aimuTa camo cpelly yIIHA HHQEKIUU IpH Jela, IPUYMHEHN OT TUIIOBETE
Streptococcus pneumoniae, 3a KOUTO € pa3paboTeHa BakcuHata. Toil HAMa Ja Mpeanasu Cpemry
Opyry MH(GEKIUO3HU areHTH, KOUTO MOTaT 1a MPUYUHAT YITHA HHQEKINH.

JApyru aexapcrea/Bakcunu u Prevenar 13

BamusaT nexkap moxe 1a Bu noMonu 1a nafere Ha JETETO CH MapaneTaMol WM APYTH JIEKApCTBa,
KOHMTO CBaJIAT TeMIIEpaTypara, peau aa My 0bae npuioxeH Prevenar 13. ToBa e nomorte aa ce
HaMaJIAT HAKOM HEXKEJIaHU JIEKApCTBEHU peakuuu Ha Prevenar 13.

Undopmupaiite Bamus nexap, papmaneBT nuin MeAUIMHCKA cecTpa, ako Bue nim gereto Bu
IpHeMare, HaCKOpO CTe MPUEMAIIN MITU € Bb3MOXKHO Ja IIpHeMaTre APYTH JIEKapCTBa, WIM HACKOPO
Bu/My e npaBeHa HiKaKBa Ipyra BaKCHHALHSL.

BpemeHHOCT M KbpMeHe

Axo cte 6p€MeHHa WU KbpMHUTEC, CMATATEC, Y€ MOIKE [1a CTC 6peM6HHa WJIN IIJIaHUPpaTe 6peMeHHOCT,
IOCHBETBaNTE ce ¢ Bamms JICKap Win (bapMaueBT npeau y1'IOTp€6aTa Ha TOBa JICKAPCTBO.

Ilo¢gupane n padora ¢ MAIIMHHA

Prevenar 13 He moBnusiBa WM NOBIHsIBA MPEHEOPEKUMO CIIOCOOHOCTTA 32 modupaHe U padoTa ¢
mamuHu. Hsikoun ot eextute, ynomeHaru B Touka 4 ,,Bb3MOXKHN HEKEJIAaHU PEaKUUu‘‘, MoraT obaue
Jla 3acerHaT BpEMEHHO CIIOCOOHOCTTA 3a modupane 1 paboTa ¢ MalIuHH.

Prevenar 13 cbabp:ka HATpUH

To3u nexkapcTBeH MPOAYKT ChABPKa Mo-Mayko oT 1 mmol (23 mg) HaTpuii Ha 1034, T.€. MPAKTUIESCKH
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HE ChABPKA HATPUIL.

3. Kak ce mpuaara Prevenar 13

JlexapsT WM MEIUIMHCKATA CECTpa e MHXXEKTUPAT npenopruBanaTa 1o3a (0,5 ml) or BakcuHara B
MYCKYJI Ha pbKaTa Bu unu B MycKyJ Ha pbKaTa Wwin Kpaka Ha Bamiero nere.

KbpMauera Ha BB3pacT ot 6 ceaMunu o 6 Mecena

OOukHOBeHO Barieto JCTC TpH6Ba Ja OJIYYH HavdaJICH KypC OT TPU MHKCKIUU OT BaKCHUHATA,
MocCJICABaH OT yCWJIBAIlla 103a.

o IIspBaTa HHXKEKIMA MOXKeE J1a ce MpuiIara oT mecT CeAMUYHA Bb3pacT.

o Besika nHykeknys 1mie ce npuiara ¢ HHTEpBall OT IOHE 1 Mecel MeXay MHKEKIUNTE.

. YeTBbpTa HHKEKLUS (yCHIIBAILA) IIE CE Mpuiiara Ha Bb3pacT Mexay 11 u 15 mecena.

o IIle Bu 6bae ka3ano xora Barero aere TpsioBa na Ob1e JOBEACHO 3a ClICABALATA HHKCKIIHSL.

CpbriacHo O(l)I/ILII/IaJ'IHI/ITe MMPCIOPBKU BB Bamrara CTpaHa MOKEC 1a CC U3II0JI3Ba AJITCPHATUBHA CXEMa
ot Bammus MCIUIIMHCKH CIICOUAIUCT. MOJ'IFI, O6’LpHeTe ce KkbM Bamms JICKap, (bapMaLICBT niIn
MCIUIMHCKA CECTPa 3a JOIIbJIHUTCIIHA I/IH(i)OpMaLII/IfL

HDC)KI[eBDeMeHHO POACHHU

Jlereto Bu 1ie monyyu mMbpBOHAYATICH KYPC OT TPH UHXKEKIUK. [IbpBaTa HHKEKIHSI MOXKeE J1a Obie
MPUJIOKEHA OIIE Ha Bh3PACT MISCT CEIMHIIM C HHTEPBANI OT HalW-MaJIKO eMH Mecell Mexay Ao3ute. Ha
BB3pacT Mexay 11 u 15 mecena neteto By 1ie momyyu 4eTBbpTa HHXKEKIHS (YCHIBAINA MMYHHUS
OTTOBOD).

HeBakcunupanu KbpMadcTa, AC1a U IOHOIIIHK Ha BB3PaCT Hal 7 MeEcena

KLpMaquaTa Ha BB3pacT 7 b1 (1] 11 Mecena TpSI6Ba Ja moJiy4daT ABC MHIKCKIHUU. Besika MHXKXCKI WA IIC CC
npuwjiiara ¢ UHTCpBaJ OT IIOHC 1 MCECCI MCIKAY MHIKCKIIUUTC. TpeTa HWHKCKIUA LIS CC ITpujiara npe3
BTOpaTa roavHa OT KUBOTA.

Jemnara Ha BB3pacT 12 0 23 mecena TpsOBa 1a Moxyvar ABe HHKEKIUU. Besika HHKEKIUS 1Ie ce
Mpuiiara ¢ THTEpBaJl OT MOHE 2 Mecela MEKAy UHXKEKIIUUTE.

Jemnara Ha BB3pacT 2 A0 17 roqunu TpsOBa ja MoTydaT €THa HHKEKIIUS.

KLpMaqua, AC€1a ¥ TOHOIIIHM, KOMTO IIPEAX TOBA Ca BAKCMHHMPAHH C Prevenar

KLpMaqua " Acla, KOUTO IMPpEaAr TOBA Ca MOJTYyYnUIN Prevenar, MOrar Aaa nojy4dar Prevenar 13, 3a Ja
3aBbpIIAT KypCa MHKCKIUU.

3a JAcnia oT 1 a0 5 TOJAUHH, KOUTO ITPEAU TOBA Ca BAKCUHHUPAHU C Prevenar, Bammsar JICKAp Wi
MCIUIMHCKA CECTpa HIC NpCopbia KOJIKO MHIKCKIIUN Prevenar 13 ca HYXHH.

Jlena u roHOIIM Ha BB3pacT 6 10 17 roguum TpsOBa /1a MOTyYaT eHa WHKESKITUS.

Baxno e Ja CC Clla3BaT YKa3aHUATA Ha neKapﬂ/(l)apMaueBTa WM MCIUIMHCKAaTa CeCTpa, Taka 4e
Bamero ACTC a 3aBbPIIN KypCa MHIKCKIIUU.

Axo 3a6paBHTe JAa OTUACTEC OTHOBO B OIMMPEACICHOTO BPEMC, IIOIUTANTE JICKaps, (I)apMaueBTa N
MCIUIMHCKAaTa CECTpa KaKBO Jia IIPAaBUTC.
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Bn3pacTHu

BT»BpaCTHI/ITC TpSI6Ba Ja nmoJrydaTt €iHa WHKCKIUA.

Kaxere na Bamms JICKap, (bapMaLIGBT HJIKn CECTpa, ako Mpeaun Bue npujaraHa MHCBMOKOKOBa
BaKCHHa.

AKO UMaTe HSIKAKBHU JOIBIHUTENHH BIPOCH OTHOCHO yroTrpebara Ha Prevenar 13, monwuraiite
Bammus nexap, papManeBT WM MEAUIMHCKA CECTPA.

CHeLII/IaJ'IHI/I nonyJiannnun

Xopara, Mpu KOUTO CE CUNTA, Y€ MMa ITOBUIIICH PUCK OT ITHEBMOKOKOBA HH(EKIHs (KaTo HAIIPUMEpP
TE3W ChC CHPIOBUAHO-KIeThYHA aHemus wiu HIV uH)ekus), BKIIIOUYNTETHO BAKCHHUPAHUTE TIPETU
TOBa ¢ 23-BaJICHTHATa MHEBMOKOKOBA MOJU3aXapUaHa BAKCHHA, MOTaT 12 MOJIy4aT Hail-MajIko

enHa nmo3a Prevenar 13.

Jluua ¢ TpaHCIIAaHTALMsI HA KpBBOOOpa3yBallly CTBOJIOBH KJIETKH MOKE J1a TTOMyYaT TPU HHKEKIHH,
KaTo I'bpBaTa OT TSIX ce Ipuiiara ot 3 10 6 Mecela ciesl TPaHCIUIAHTAlUATa U HHTEPBATBT MEKAY
nosute e MuHUMYM 1 Mecen. [IpenopbuBa ce U 4eTBbpTa MHKEKIH (YCHIIBAIla UMYHHHSI OTTOBOP) 6
Mecela ciesl TpeTaTa HHKEKIHUS.

4. Bb3MOKHH HesKeJIAHH peaKIuu

Karo Bcuuku BaKCHHH, Prevenar 13 moxe Ja NpCAU3BUKa HCXKCIJIAHU PCAKIIUH, BBIIPCKU Y€ HC BCCKU
T IoJIy4aBa.

CiienHuTe HEKeTaHU PeaKIMH BKJIIOYBAT chbo0maBannTe 3a Prevenar 13 npu kppmadera u
aena (Ha Bb3pacT OT 6 ceAMHULM 10 S rOAUHU):

Haii-yecTuTe He:KeTaHM peakiuy (MOTAT J1a HACTHITAT IpH NoBeue oT 1 Ha 10 1031 OT BakcuHAaTa)
ca:

. Hamanen anetur

o Bucoka temneparypa; pa3apazHUMOCT; 00JKa, 00JIE3HEHOCT, 3aUepBsIBaHE, IOLyBaHE WU
BTBBPSBAaHE Ha MJICTOTO Ha BAKCHHHUPAHE; 3aMastHOCT; HECIIOKOEH ChH

. 3ayepBsiBaHe, BTBbPASBaHE, IOJyBaHE HA MACTOTO Ha BaKCHHHUpaHe oT 2,5 cm - 7,0 cm (cnex

OycTep 103a U PH MO-TOJIEMH Jielia — Ha Bb3pacT OT 2 10 5 TOJMHN)
YecTu HexkeIaHHM peakuuM (Morat aa HacTeiAT npH 1o 1 Ha 10 go3u oT BakcuHaTa) ca:

o IloBpbiane; nuapus

. Bucoka temneparypa nag 39°C; 601e3HEHOCT Ha MSICTOTO Ha BaKCHHHMPAHE, peyela Ha
JBIKEHHUETO, 3aUEpBsIBaHe, BTBBP/ABAHE, TOJyBAaHE Ha MACTOTO Ha BAKCHHUPAHE OT 2,5 cm —
7,0 cm (cnen TbpBOHAYATHUS KYPC WHXKEKLIUH )

o Oo6pus

HeuecTn He:kesaHu peakumuu (MoraT a HacTBIAT npu Ao 1 Ha 100 103U OT BakcrHaTa) ca:

o I'bpuoBe (MK MpUNIAABIN), BKIIOYUTEIHO TE3U, IPUIMHEHH OT BUCOKA TEMIIEpaTypa
o KonpusHa Tpecka (ypTukapus uin nogo0eH Ha ypTHKapusi OOpHUB)
o 3ayepBsiBaHe, IOAYBaHE WM BTBBPASBAaHE HA MSICTOTO HA BAKCUHUPAHE OT MOBEYE OT 7 cmy;

miiag
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Peaxu Hexxenanu peakuuu (Morat aa HacTwIAT npu 10 1 Ha 1 000 1o3m ot BakcuHara) ca:

L4 Konarc mim HO,I[O6HO Ha IIOK CbCTOAHUEC (enmo;[ Ha XUIIOTOHYC-TIOHWIKCHA peaKTI/IBHOCT)
L4 AneerqHa pcaKkuusa (peaKLu/m Ha CBp’BX‘IYBCTBI/ITGJ'IHOCT), BKIIFOUMUTCIIHO IMOAYBAHC HaA JIULICTO
W/WIn YCTHHUTC, 3aTPYAHCHO JUIIIAHC

CiiefHuTe HeKeTaHU PeaKIMH BKJIIOYBAT cho0maBannTe 3a Prevenar 13 npu nena u oHOIIM
(na Bb3pact 6 10 17 ronuum):

Haii-yecTn He:keJIaHM peakuuu (MOraT J1a HACTBIAT MpH moBede oT 1 Ha 10 103u OT BakcHHATA) ca:

° Hamanen anetur

° PaznpasnuTennoct; 6onka, 00JIE3HEHOCT, 3aUepBsBaHe, TI0{yBaHe WA BTBBP/ISIBaHE HA
MACTOTO Ha BAKCUHUPAHE; 3aMasiHOCT; HECIIOKOECH ChH; YyBCTBUTEIHOCT HA MSICTOTO Ha

BAKCHHHPAHC, IMPCUYCIIA Ha IBUKCHUCTO

YecTH HexkeJIaHU peaknuu (Morat Ja HacThIIT Ipu 710 1 Ha 10 1031 OT BakCHHATA) ca:

o I'maBoGomnus

o [loBpbiane; auapus

o OO0puB; KonpuBHA Tpecka (YpTUKapus WK og00eH Ha ypTUKapHs 0OpuUB)
. Tpecka

I[euaTa 1 IOHOIIHUTE, KOUTO Ca UJIN C HIV—I/IH(beKI_[I/IH, HJIN CbC CHPIIOBUAHO-KIICThYHA AHCMUS, WA C
TpaHCIUIaHTAallud Ha Kp’BBOOGpaB»yBaH_[I/I CTBOJIOBU KJICTKH, UMAT CXOJHU HCKCIIAHU PCAKIIUA, HO
qyeCToTara Ha FJ'IaBO6OJ'II/I€TO, MOBPBUIAHCTO, AUAPUATA, BUCOKATA TEMIICpATypa, OTIIAAHAJIOCTTA,
CTaBHUTC U MYCKYJIHUTC OOJIKU € B Kareropus ,,MHOTO yecTu'.

CJleqHUTE JONMBJIHUTEIHU HEXKEJIAHH Peakuunu ca Ha0uawaaBanu npu Prevenar 13 npe3
MOCTMAPKETHHIOBHS MEePHO/ MPU KbpPMAayeTa M Jela A0 S-roaMiiHa Bb3pPacT:

o Texka anepriuyHa peakuus, BKIIOYUTETHO MOK (ChPAESYHO-CHIOB KOJIAIC); aHTHOETEM
(momyBaHe Ha yCTHUTE, JTULETO U I'BPIOTO)

o KonpusHa Tpecka (ypTukapus), 3auepBsiBaHe U Bb3MaJICHUE (IEPMAaTHUT) U CbpOeXK (IIPypUTYC)
Ha MSCTOTO Ha BaKCHHHPAHE; 3a4ePBsIBaHE

o VYronemenn muMGHA BB3IH WK J1e3u (JIuMbaneHonaTys) B 0JIM30CT A0 MACTOTO Ha
BaKCHHHMpPAHE, KaTO HAIpUMep IO MUIIHUIATA WK B CIAOWHUTE

o OO0puB, NpuUKHSBAIL CHPOAIIN YEPBEHHU IeTHA (epuTeMa MynTugdopme)

HpI/I 6e6eTaTa, POACHU MPEKACBPEMCHHO MHOI'O ITPEANU TCPMUHA (Ha " npeau 28 réCTallMOHHAa
CG,I[MI/II_[a), MOrart Aa CC Mo4BAT MO-ABJTU May3u MCKAY HOPMAJIIHUTC BAUIIIBAHUSA 3a 2-3 JHH CJICN
BaKCHHaNuATAa.

CiieqHuTe HeKeTaHU PeaKIMH BKJIIOYBAT cho0maBannTe 3a Prevenar 13 npu Bb3pacTHu:

Haii-yecTuTe He:KeTaHM peakiuu (MOTAT J1a HACTHITAT IpH NoBeue oT 1 Ha 10 1031 OT BakcuHAaTa)
ca:

° Hamanen anerut; rimaBo6osve; quapust; noBpbinane (3a 18- o 49-roguniante)

. Brpucane; ymopsiemoct; 00puB, 00JKa, 3a4epBsBaHe, BTBBPACHO IMOAYyBaHe W O0JIE3HEHOCT
Ha MSCTOTO Ha BaKCHHHUpaHe, MPeYenio Ha IBIKEHUETO Ha pbKara (CritHa O0JKa HiTh
00JIE3HEHOCT Ha MSCTOTO HAa BaKCHHUpPaHe 3a 18- 10 39-roguiHuTe U TEXKKO OTpaHUYCHHE Ha
JIBUKCHHUETO Ha pbKarta 3a 18- mo 39-rogunraure)

. Bromasane um HoBa Oojka B craBuTe By, BiiomaBane wim HoBa Oonka B Myckynute Bu
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. Bucoka temneparypa (3a 18- 1o 29-rogumnure)
YecTuTe HEKeTAHH peakuuu (Morart Aa HacThILT npu 10 1 Ha 10 1o3u oT BakcHHATA) ca:

. [oBpbimane (mpu Bb3pact 50 1 moBede roOAMHM); BUCOKA TeMmepaTypa (mpu Bs3pacT 30 u
MoBeYe TOIMHN)

HeuecTuTe HexkeJIaHU peakuuu (MoraT na HacThIAT rpu A0 1 Ha 100 103u OT BakcuHAaTa) ca:

° Tanene

. AneprudHa peakuus (peaknys Ha CBPbXYyBCTBHTEIHOCT), BKIFOUUTEITHO MOTyBaHE Ha JIUIIETO
W/WH yCTHUTE, 3aTPYTHEHO JHIIaHE

° Yronemenu muMQpHA BB3ITU WU JKJIe3U (TUMQaaeHonaTrs) B 0JU30CT 10 MSICTOTO Ha

BAKCHMHHPAHC, KaTO HAIIpUMCEP IO MHUIIHHUIIATa

Bu3pactaute ¢ HIV nHbeknns uMaT cX0HH HEeXEIIaH! peakliy, HO YeCTOoTaTa Ha TpecKara u
MOBPBILIAHETO € B KATETOPHs ,,MHOTO YECTU , @ Ha TaJIEHETO — B ,,4YECTH ",

BBSpaCTHI/ITe C TpaHCIJIAaHTAallUA Ha KpTxBOO6pa3YBaH_[I/I CTBOJIOBH KJICTKH UMAT CXOAHH HCXKCIIaHH
PCaKnun, HO YCCTOTATa Ha TPECCKATA U MMOBPBIIAHCTO € B KATCTOpHUA ,,MHOT'O yecTu'.

Cpol0maBaHe Ha HesKeJIaHHW PeaKkIuu

Axo Bue win Bamiero fere nonyuure HIKaKBH HEXEJIaHU JIEKAPCTBEHH PEAKINY, yBenoMeTe Bamms
nekap, (papmaleBT WM MEAUIMHCKA cecTpa. ToBa BKJIIOYBA BCUYKH B3MOKHH, HEOIIUCAHH B Ta3H
JIMCTOBKA HEXXEJIaHU peakuu. MoXkeTe ChIO Ja ChOOIUTE HEXKENaH! PeaKkMy AUPEKTHO Ype3
HallMOHAJHAaTa CUCTEMa 3a choOIaBaHe, mocoyena B [Ipunoxenne V. Kato cpobaBare Hexenanu
peaxkuu, MOXKeTe 1a JaeTe CBOsI IPUHOC 32 ITOJIyYaBaHe Ha roBeye HH(POPMAaLus OTHOCHO
0e3o0macHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansBarte Prevenar 13

I[a CC CbXpaHsiBa HAa MACTO, HCAOCTHIIHO 34 AClaA.

He u3nonssaiiTe ToBa JICKApCTBO CJIe CpOKa HAa TOAHOCT, oTOeNsA3aH BBPXY KapTOHCHATA OIIAKOBKA U
CTHUKETA CIC ,,FO,I[GH ,I[OZ“. CpOK’BT Ha TOAHOCT OTTOBaps Ha MOCICAHUSA ACH OT IOCOYCHUS MCCCII.

Ja ce cpxpansiBa B xnaguiauk (2°C—8°C).

a He ce 3ampa3ssba.

He u3xBbpasiiTe IekapcTBaTa B KaHAIM3aUUATa WM B KOHTEIHEpa 3a TOMAIIHU OTHAAbLIH.
[Tonmratite Bamms hapmaineBT Kak J1a U3XBBPIISATE JIEKapCTBaTa, KOUTO BeUue He u3IoiisBare. Te3u
MEPKH L€ CIOMOTHAT 3a Olla3BaHE Ha OKOJIHATA Cpela.

6. Chbabp:kaHne HA ONIAKOBKAaTa U AONbJHATEIHA HH(POPMALIHA

Kakso ceabpaxa Prevenar 13

AKTHUBHUTE BellecTBa ca noiauzaxapua-CRM;q; KOHIOraTH, ChCTOSIIU CE OT:

° 2,2 ng monuzaxapuz 3a ceporunose 1, 3,4, 5, 6A, 7F, 9V, 14, 18C, 19A, 19F u 23F
. 4,4 ug nonuzaxapun 3a ceporun 6B
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1 no3a (0,5 ml) ceabpxa npubnuzutenHo 32 pg CRM,¢; HOcew 6enThK, aacopOoupan BbpXy

anmymunueB gocdar (0,125 mg anymunuii).

Jpyrure cbcTaBKM ca HATpUEB XJIOPH, STHTapHA KUCeNnHa, nonrcopdar 80 u Boja 3a HHXKEKIIHH.

Kak H3rJjexaa Prevenar 13 u xakBo CbABbPiKa OIMaKOBKaTa

Bakcunara e 0sij1a MH)KEKIIMOHHA CYCIICH3Hs, TIpeJyIaraHa B ¢H01030B (aakoH (0,5 ml).

Omnaxkorka ot 1, 5, 10, 25 u 50 ¢akona. He Bcuuky BU0BE OMMaKOBKKM MOTAT jJa ObJaT MyCHATH Ha

naszapa.

HpI/ITe)KaTe.Tl Ha PaspeieHueTo 3a yn0Tpe6a U IIPOU3BOIUTEJL

[IputexkaTen Ha pa3pelIeHUETO 3a YIIoTpeoa:
Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles

benrus

ITpousBoauTe, OTTOBOPEH 3a OCBOOOKIaBaHE Ha

MapTUIHU:

Wyeth Pharmaceuticals
New Lane

Havant

Hampshire, PO9 2NG
O0erHEeHO KpaJCTBO

Pfizer Manufacturing Belgium N.V.
Rijksweg 12

B-2870 Puurs

benrus

3a nombJIHUTETHA HH)OPMAITHSI OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
NPECTaBUTEN HA PUTEXKATEIS Ha pa3pelIeHueTo 3a yrnoTpeoba:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: + 32 (0)2 554 62 11

Buarapus

[aiizep Jrokcemoypr CAPJI, Knon
brarapus

Ten: +3592 970 4333

Ceska Republika
Pfizer PFE, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: + 45 44 201 100

Deutschland
Pfizer Pharma GmbH
Tel: +49 (0)30 550055-51000

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

Lietuva
Pfizer Luxembourg SARL filialasLietuvoje
Tel. + 370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: + 35621 344610

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Norge
Pfizer Norge AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

122



EArGoa
Pfizer EAAGG ALE.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
Télf:+34914909900

France
Pfizer
Tél +33 1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

island
Icepharma hf
Simi: + 354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog
Pfizer EAMGG AE. (Cyprus Branch)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal

Pfizer Biofarmacéutica, Sociedade
Unipessoal Lda

Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZnica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386(0) 152 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom
Pfizer Limited
Tel: +44 (0) 1304 616161

I[aTa Ha MOCJECIHO NMpepasriiekaane Ha JUCTOBKaTa.

JApyru u3rouyHunu Ha nHGoOpManus

Hoz[p06Ha HH(bOpMaHHH 34 TOBa JICKAPCTBO € NPCAOCTAaBCHA Ha ye6caﬁTa Ha EBpOHCfICKaTa arcHus

10 JIekapcTBarta http://www.ema.europa.eu.

ITocouenara 1mo-10J0y I/IH(l)OpMaIIHﬂ € nMpeJJHasHa4YeHa caMo 3a MCIMIIHHCKHA CIIeUAIUCTH:

[Ipu cpxpanenne Moxe Aa ce HabmoaaBaT Osta yTaiika u OucTpa HagyTaeuyHa TeYHOCT. ToBa He €

IMPU3HAK 34 BJIOIIIaBAHC HA Ka4CCTBOTO.

I[a CC Iperiicaa BU3yajaHo 3a CBCHTyaJIHU YaCTUIIU H/WIH IMPOMCHU BbB BBHIIIHUSA BU. He
H3HOH3BaﬁTe, aKO CbABPIKAHUCTO U3TJICKIA PA3TIUYIHO.
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Hpezm yrIOTpe6a TpH6Ba Ja €€ pasKjaTu z[06pe, 34 J1a CC MOJYYHU XOMOI'CHHA Os11a CYCIICH3UH.

I[a CC IIpuJjiara nsjaTta a03a.

Prevenar 13 e camo 3a HUHTPAMYCKYJIHO IIPHUIIOXKCHUC. I[a HC CC IpuJiara BbTPECCHAOBO.

Prevenar 13 ne Tpﬂ6Ba Ja €€ CMECBA C KAKBUTO U Aa € APYr'd BAKCHHHU B €JHA U ChIlla CIIPUHIIOBKA.

Prevenar 13 moxe Ja Cc€ npujiara CAHOBPEMCHHO KAKTO OCTAHAJIUTC ACTCKU BAKCUHU, HO B TO3U
cnyqaﬁ TpH6Ba Ja €€ U3M0J3BaT pa3JInIHu MECTAa Ha BAKCUHUPAHC.

Prevenar 13 Moxe na ce mpuiara Ha Bb3pacTHU Ha 50 u Hax 50 roJUMHU MO CHLIOTO BpEME KaTo
TpPUBAJICHTHATA WK KBaJAPUBAJICHTHA UHAKTUBHPAHA IPOTUBOIPUITHA BAKCHUHA.

Hewnsnonssanust MOPOAYKT WIX OTHAABYHUTE MATCPHUAJIU OT HET'O TpSI6Ba Ja CC U3XBBPJIAT B
CBbOTBCTCTBHUEC C MCCTHUTC N3HMCKBAHU.
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JIncroBka: mHpopManms 3a morpeduTesst

Prevenar 13 uHKeKIMOHHA CYCIIEH3HsSl B MHOI0030Ba ONIaKOBKA
[THeBMOKOKOBa NOJIM3axapuaHa KOHIOraTHA BakcuHa (13-BajeHTHa, ancopOupana)
[Pneumococcal polysaccharide conjugate vaccine (13-valent, adsorbed)]

IIpouyeTeTe BHUMATEJHO USJIATA JIMCTOBKA, npean Bue nin Bamero nere na npueMere Tasu
BAKCHHA, Thil KaTO TH ChAbpP:Ka Ba:kHa 3a Bac nagopmanmus.

- 3amasere Ta3u JIMCTOBKA. MoXKe Jja c€ HAJIOKH Ja g IPOYeTeTe OTHOBO.

- AKO UMaTe HIKAKBU JOIBIHUTEIHH BBIPOCH, MONUTalTe Bamus nexap, GpapmManeBT Hiu
MEAMIMHCKA CECTpa.

- Tas3u BakcuHa € IpeAnucana eIMHCTBEHO U Tu4HOo Ha Bac mnu Bamero nete. He s
MIPEOTCTHIIBANTE HA APYTHU XOPA.

- Axo Bue win Bamero nete noiayunre HIKaKBH HEXEJIaHU peakuy yBegomere Bamms ekap,
(hapManeBT WM MEIUIIMHCKA cecTpa. ToBa BKIIIOUBA U BCUYKH Bb3MOKHH HEXXETaHU PEaKiyH,
HEOIMCaHM B Ta3M JHMCTOBKA. BrxkTre Touka 4.

Kakso ChAbpPiKa Ta3u JUCTOBKaA:

Kaxso npencrasnsasa Prevenar 13 u 3a xakBo ce u3nomn3sa

Kakso Tps6Ba na 3naere, npenu Bue unu Bamero aere na npuemere Prevenar 13
Kax ce nmpunara Prevenar 13

BBb3MOXkHM HeXeNNaHN peakuu

Kax na cpxpanssare Prevenar 13

ChbabppkaHue Ha OTIAKOBKATa U IOMBJIHUTEIHA HHPOPMALIUS

A

1. Kakso npeacrasiasisa Prevenar 13 u 3a KakBO ce H310J13Ba
Prevenar 13 e THEBMOKOKOBa BakCHHA, KOATO C€ IIpUJIara Ha:

o aeua ot 6 cexmuuu 10 17 roguHu 1a nmomara fa ce npeanasst oT 00NeCTH KaTo: MCHUHTHUT
(BB3MANIEHNE Ha MO3bYHATA OOBUBKA), CETICUC WM OakTepueMus (0aKkTepuu B KPHBTA),
nHeBMOHHA (MH(EKLus Ha OenuTe IpoOoBe) U YIIHU HH(EKLIUH;

o BB3pacTHH Ha 18 u Hax 18 roamHu 1a nomara aa ce npeanassrt ot 60JeCTH KaTO MTHEBMOHHUS
(uaexuus Ha 6enure 1podoBe), cerncuc Wi 6akrepueMus (0akTepuu B KpbBTa) 1 MEHHUHTHT
(BB3MajzeHue Ha MO3bYHATa 0OBUBKA), MpuuuHEeHH OT 13 Tuna 6akrepuu Streptococcus
pneumoniae.

Prevenar 13 ocurypssa 3amuTa cpeuty 13 tumna 6akrepun Streptococcus pneumoniae u 3aMeHs
Prevenar, koliTo npenocTassmle 3alUTa Cpemly 7 THIA.

Bakcunara geiicTBa, KaTo IoMara Ha opraHusma Ja u3paboTu cBOM cOOCTBEHH aHTUTEINA, KOUTO
ocurypssar 3amuta Ha Bac unu nerero Bu ot te3u 6onectn.

2. Kakso Tpa6Ba na 3naere, npeau Bue niu Bamero nere na npuemere Prevenar 13
Prevenar 13 He Tpa0Ba 1a ce npuJara:

o ako Bue unu nerero Bu cre anepruynu (CBpbX4yBCTBUTEIHN) KbM aKTHBHUTE BEIICCTBA WIN

KBM HAKOS OT OCTaHAJINTE ChCTABKM Ha TOBA JIEKapCTBO (M30POCHU B TOUKA 6), WIIM KbM HSKOS
Jpyra BaKCHHA, KOSATO ChIbpKa AU(TEPUCH TOKCOUI.
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. ako Bue unu nerero Bu nmare texka nHdexnus ¢ Bucoka remneparypa (Hag 38°C). Ako ToBa
ce oTHacs 3a Bac wim Bamero nete, ToraBa BakcMHaLusTa 11e ObAe 0TI0XKEHa, JokaTto Bue
win Bamero nete ce mouyscTBate mo-goope. Jlekara nHpeKus KaTo MpocTyaa He TpaOBa 1a e
npobiemM. Bernpeku ToBa, mbpBo roBopete ¢ Bammus nekap, papManeBT Win MEIUIUHCKA
cecrpa.

Ipenynpe:xaenusi 1 npeana3sHul MepKH

I'oBopere ¢ Bammus nekap, ¢papMarieBT MM MEIUIIMHCKA CECTpa MPEAN BaKCHHANIUATA, ako Bue mim
nereto Bu:

o uMarte Wik CTe UMaJIi 3APaBOCIOBHH NPoOJIeMu clies Ipuiarane Ha go3a Prevenar wim
Prevenar 13 kaTo anepruyHa peakuus Wid NpoOJIeMH ¢ AUIIAHETO.

o yuMare HIKaKBH MPOOJIEeMH C KpbBOCHCHPBAHETO WIIN JIECHO CE€ HACHUHSBATE.

o umare otciabena uMyHHa cuctema (karo npu HIV undexuus), Bue/Ts/Toit Mmoxe na He
MOJTy4UTe IIBJIHATA 10d3a OT Prevenar 13.

o CTE UMaJI I'bPUOBE, Thi KaTO MOXeE Jja C€ HAJO0XKU Ipean NpuiIokeHneTo Ha Prevenar 13 na ce

IIpHeMar JIEKapCTBa 3a MIOHM)KaBaHE Ha BHCOKATa TeMIepaTypa. Ako nereto Bu He oTroBaps Ha
CTHMYJIM WJIH MOJYYH I'bpuoBe (MPHUIAAbLH) CII BAKCHHALMATA, BEAHATA CE CBBPKETE C
Bamms nekap. Bukre cbio Touka 4.

T'oBopere ¢ Bammst nekap, papmaneBT Win MEIWIMHCKA CECTpa NPeAr BaKCUHALUATA, aKO AETETO
Bu e poaeno TBBpIE NpeKAEBPEMEHHO (Ha MK peau 28-Ta TecTallMOHHA CEAMHIA), Thid KaTo 3a
2-3 mHY cieA BAKCMHUPAHETO MOraT Jja Bb3HUKHAT MO-MIPOABIDKUTEIHN OT HOPMaJTHHUTE Nay3H
MEXly BAMIIBaHUATA. BHKTe ChIllo ToUKa 4.

Kaxkto Bcska npyra BakcuHa, Prevenar 13 HAMa qa ocurypu 3amura Ha BCHUKH BaKCHHHUPaHH X0pa.
Prevenar 13 ocurypsiBa 3ammunTa camo cpelly yIrHA HHQEKIUY IpH Jela, IPUUYMHEHN OT TUIIOBETE
Streptococcus pneumoniae, 3a KOUTO € pa3paboTeHa BakcuHata. Toil HAMa Ja Mpeanasu Cpemry
Opyry MH(GEKIUO3HU areHTH, KOUTO MOTaT 1a MPUYUHAT YITHA HHQEKINH.

JApyru aexapcrea/Bakcunu u Prevenar 13

BammsaT nekap moxe 1a Bu noMonu ga nagere Ha JETETO CH MAapaneTaMol WK APYTH JIEKapCTBa,
KOHMTO CBaJIAT TeMIIEpaTypara, peau aa My 0bae npuioxeH Prevenar 13. ToBa e nomorte aa ce
HaMaJIAT HAKOM HEXKEJIaHU JIEKApCTBEHU peakuuu Ha Prevenar 13.

Undopmupaiite Bamus nexap, GpapmaneBT uin MEAUIUHCKA cecTpa, ako Bue niu nereto Bu
IpHeMare, HaCKOpO CTe MPUEMAIIN MITU € Bb3MOXKHO Ja IIpHeMaTre APYTH JIEKapCTBa, WIM HACKOPO
Bu/My e npaBeHa HiKaKBa Ipyra BaKCHHALHSL.

BpemeHHOCT M KbpMeHe

Axo cte 6p€MeHHa WM KBPMUTEC, CMATATC, Y€ MOXKC J1a CTC 6p€MeHHa WJIK TUIaHUpaTe 6peM€HHOCT,
IOCHBETBaNTE ce ¢ Bamms JICKap Win (bapMaueBT npeau y1'IOTp€6aTa Ha TOBa JICKAPCTBO.

Ilo¢gupane n padora ¢ MAIIMHHA

Prevenar 13 He moBnusiBa WM NOBIHsIBA MPEHEOPEKUMO CIIOCOOHOCTTA 32 modupaHe U padoTa ¢
MmamuHy. Hsikoun ot edextute, ynomeHaru B Touka 4 ,,Bp3MOXKHN HEKEJIaHU PEakUuu‘‘, Morat obaue
Jla 3acerHaT BpEMEHHO CIIOCOOHOCTTA 3a modupane 1 paboTa ¢ MalIuHH.

Prevenar 13 cbabp:ka HATpUH

To3u nexkapcTBeH MPOAYKT ChABPKa Mo-Mayko oT 1 mmol (23 mg) HaTpwii Ha 1032, T.€. MPAKTUIECKH
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HE ChABPKA HATPUIL.

3. Kak ce npuiara Prevenar 13

JlexapsT WM MEIUIMHCKATA CECTpa e MHXXEKTUPAT npenopruBanaTa 1o3a (0,5 ml) or BakcuHara B
MYCKYJI Ha pbKaTa Bu unu B MycKyJ Ha pbKaTa Wwin Kpaka Ha Bamiero nere.

KbpMaueTa Ha BB3pacT ot 6 ceaMunu o 6 Mecena

OOukHOBeHO BareTo JCTEC TpSI6Ba Ja MOoJIy4Yr Ha4daJICH KypC OT TPU MHIKCKIUU OT BAKCHUHATA,
MocCJICABaH OT yCWJIBAIlla 103a.

o IIspBaTa HHXKEKIMA MOXKeE J1a ce MpuiIara oT mecT CeAMUYHA Bb3pacT.

o Besika nHykeknys 1mie ce npuiara ¢ HHTEpBall OT IOHE 1 Mecel MeXay MHKEKIUNTE.

. YerBbpTa HHXKEKUUS (yCHIIBAILA) II€ Ce Mpuiiara Ha Bb3pacT Mexay 11 u 15 mecena.

o IIle Bu 6bae ka3ano xora Barero aere TpsioBa na Ob1e JOBEACHO 3a ClICABALATA HHKCKIIHSL.

CpbriacHo O(l)I/ILII/IaJ'IHI/ITe MMPCIOPBKU BB Bamrara CTpaHa MOKEC 1a CC U3II0JI3Ba AJITCPHATUBHA CXEMa
ot Bamms MCIUIMHCKH CIICOUATIHUCT. MOJ'ISI, O6’BpHeTe ce kbM Barmms JICKap, q)apMaueBT nin
MCIUIMHCKA CECTPa 3a JOIIbJIHUTCIIHA I/IH(i)OpMaLII/IfL

HDC)KI[eBDeMeHHO POACHHU

Jlereto Bu 1ie monyyu mMbpBOHAYATICH KYPC OT TPH UHXKEKIUH. [IbpBaTa MHKEKIUS MOXKE J1a ObIe
MPUJIOKEHA OIIE Ha Bh3PACT MISCT CEIMHIIM C HHTEPBAN OT HalW-MaJIKO eIMH Mecell Mexay Ao3ute. Ha
BB3pacT Mexay 11 u 15 mecena neteto By 1ie momyyu 4eTBbpTa HHKEKIHS (YCHIBAIA UMYHHUS
OTTOBOD).

HeBakcunupanu KbpMa4dcTa, AC1d U IOHOIIIHW Ha BB3PAaCT Hal 7 MeEcena

KLpMaquaTa Ha BB3pacT 7 b1 (1] 11 Mecena TpSI6Ba Ja noJry4daT ABC MHIKCKIIUU. Bcesxka HWHXKXCKIHUA IC CC
npuwjiiara ¢ UHTCpBaJ OT IIOHC 1 MCECCI MCIKAY MHIKCKIIUUTC. TpeTa HWHKCKIUA LIS CC ITpujiara npe3
BTOpaTa roavHa OT KUBOTA.

Jemnara Ha BB3pacT 12 0 23 mecena TpsOBa 1a Moxyvar ABe HHKEKIUU. Besika HHKEKIUS 1Ie ce
MpUiIara ¢ THTEPBaJl OT MOHE 2 Mecela MKy UHKEKIUUTE.

Jemnara Ha BB3pacT 2 A0 17 roqunu TpsOBa ja MoTydaT €THa HHKEKIIUS.

KLpMaqua, AC€1a ¥ TOHOIIIHM, KOMTO IIPEAX TOBA Ca BAKCMHHMPAHH C Prevenar

KLpMaqua " Acla, KOUTO IMPpEaAr TOBA Ca MOJTYyYnUIN Prevenar, MOrar Aa nojy4dar Prevenar 13, 3a Ja
3aBbpIIAT KypCa MHKCKIUU.

3a JAcnia oT 1 a0 5 TOJAUHH, KOUTO ITPEAU TOBA Ca BAKCUHHUPAHU C Prevenar, Bammsar JICKAp Wi
MCIUIMHCKA CECTpa HIC NpCopbia KOJIKO MHIKCKIIUN Prevenar 13 ca HYXHH.

Jlena u roHOIIM Ha BB3pacT 6 10 17 roguum TpsOBa /1a MOTyYaT eHa HHKEKITUS.

Baxno e Ja C¢ Clla3BaT YKa3aHUATA Ha neKapﬂ/(l)apMaueBTa Wi MCAUIIMHCKAaTa CeCTpa, Taka 4
Bamero ACTC a 3aBbPIIN KypCa MHIKCKIIUU.

Axo 3a6paBHTe JAa OTUACTEC OTHOBO B OIMMPEACICHOTO BPEMC, IIOIUTANTE JICKaps, (I)apMaueBTa N
MCIUIMHCKAaTa CECTpa KaKBO Jia IIPAaBUTC.
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Bn3pacTHu

BT»BpaCTHI/ITC TpSI6Ba Ja nmoJrydaTt €iHa WHKCKIUA.

Kaxere na Bamms JICKap, (bapMaLIGBT HJIKn CECTpa, ako Mpeaun Bue npujaraHa MHCBMOKOKOBa
BaKCHHa.

Axo0 nmare HIKaKBH AOI'BJIHUTCIIHU BBIIPOCU OTHOCHO yHOTpe6aTa Ha Prevenar 13, MOMHUTANTE
Bamms JICKap, (bapMaLIGBT WM MCIUIIMHCKA CECTpa.

CHeLII/IaJ'IHI/I nonyJiannnun

Xopara, Mpu KOUTO CE CUNTA, Y€ MMa ITOBUIIICH PUCK OT ITHEBMOKOKOBA HH(EKIHs (KaTo HAIIPUMEpP
TE3W ChC CHPIIOBUAHO-KIeThYHA aHemust uiau HIV uH(exius), BKIFOYNTETHO BAKCHHUPAHUTE TIPETU
TOBa ¢ 23-BaJICHTHATa MHEBMOKOKOBA MOJU3axapyuiHa BAKCMHA, MOTaT J1a MOIy4aT Hail-MajIKo

enHa nmo3a Prevenar 13.

Jluua ¢ TpaHCIIAaHTALMsI HA KpBBOOOpa3yBallly CTBOJIOBH KJIETKH MOKE J1a TTOMyYaT TPU HHKEKIHH,
KaTo I'bpBaTa OT TSIX ce Ipuiara ot 3 10 6 Mecela ciel TPaHCIUIAHTALUATa U HHTEPBaTBT MEXILY
nosute e MuHUMYM 1 Mecen. [IpenopbuBa ce U 4eTBbpTa MHXKEKIH (YCHIIBAIla UMYHHHSI OTTOBOD) 6
Mecela el TpeTaTa HHKEKIHUS.

4. Bb3MOKHH He/KeJIAHH peaKIuu

Karo Bcuuku BaKCHHH, Prevenar 13 moxe Ja NpCAU3BUKa HCXKCIJIAHU PCAKIIUH, BBIIPCKU Y€ HC BCCKU
T IoJIy4aBa.

CiienHuTe HeKeTaHU PeaKIMM BKJIKYBAT cho0maBannTe 3a Prevenar 13 npu kppmadera u
aena (Ha Bb3pacT OT 6 ceAMHULM 10 S rOAUHHU):

Haii-yecTuTe He:KeTaHM peakiuu (MOTAT J1a HACTHIAT IpH noBeue oT 1 Ha 10 1031 OT BakcuHAaTa)
ca:

. Hamanen anerur

o Bucoka temneparypa; pa3apazHUMOCT; 00sKa, 00JIE3HEHOCT, 3aUepBsIBaHe, MOLyBaHE HIIH
BTBBPBAaHE Ha MJACTOTO Ha BAKCHHHUPAHE; 3aMastHOCT; HECIIOKOEH ChH

. 3ayepBsiBaHe, BTBBbPASBAHE, IOJyBaHE HA MICTOTO HA BaKCHHUpaHe oT 2,5 cm - 7,0 cm (cnex

OycTep 7032 U TpY TIO-TOJIEMH JieTia [Ha Bb3pacT OT 2 10 5 TOAMHH))
YecTu HexkeJTaHHU peakuuu (Morat aa HacTeiAT npH 1o | Ha 10 go3u oT BakcuHaTa) ca:

o IloBpbiane; nuapus

. Bucoka temneparypa nag 39°C; 601e3HEHOCT Ha MSICTOTO Ha BaKCHHHMPAHE, pevela Ha
JBIKEHHUETO, 3a4EpBsIBaHe, BTBBP/ABAHE, TIOAYBAHE HA MACTOTO Ha BAKCHHUPAHE OT 2,5 cm —
7,0 cm (cnex mbpBOHAYATHUS KYPC WHKEKLIUH )

o O06pus

HeuecTn He:kesaHu peakuuu (MoraT a HacTBIAT npu Ao 1 Ha 100 103U OT BakcrHaTa) ca:

o I'bpuoBe (MK MpUNIAABIN), BKIIOYUTEIHO TE3U, IPUIMHEHH OT BUCOKA TEMIIEpaTypa

o Konpusna Tpecka (ypTukapus uin moJo0eH Ha ypTUKapusi 0OpHB)

o 3ayepBsiBaHe, IOAYBaHE WM BTBBPASBAaHE HA MSICTOTO HA BAKCUHUPAHE OT MOBEYE OT 7 cmy;
iay
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Peaxu Hexxenanu peakuuu (Morat aa HacTwIAT npu 10 1 Ha 1 000 1o3m ot BakcuHara) ca:

L4 Konarc nim HOILO6HO Ha IOK CbCTOAHHEC (61'[1/130,[[ Ha XUIIOTOHYC-IIOHUKCHA peaKTI/IBHOCT)
L4 AneerqHa pcaKkuusa (peaKLu/m Ha CBp’BX‘IYBCTBI/ITGJ'IHOCT), BKIIFOUMUTCIIHO IMOAYBAHC HaA JIULICTO
W/WIn YCTHHUTC, 3aTPYAHCHO JUIIIAHC

CiiefHuTe HeKeTaHU PeaKIMH BKJIIOYBAT cho0maBannTe 3a Prevenar 13 npu nena u oHOIIM
(na Bb3pact 6 10 17 ronuum):

Haii-yecTn He:keJaHHM peaknuu (MOraT J1a HACTBIAT MpH moBeve oT 1 Ha 10 103u OT BakcHHATA) ca:

° Hamanen anetur

° PaznpasnuTennoct; 6oKa, 00JIe3HEHOCT, 3aUepBsABaHe, TI0lyBaHEe WA BTBHP/IIBaHE HA
MACTOTO Ha BAKCUHUPAHE; 3aMasiHOCT; HECIIOKOEH ChH; YYBCTBUTEIHOCT Ha MSCTOTO Ha

BAKCHHHPAHE, MMPCYCIIA Ha IBUIKCHUCTO

YecTH HexkeJIaHU peaknuu (Morat Ja HacThIIT Ipu 710 1 Ha 10 1031 OT BakCHHATA) ca:

o I'maBoGomnus

o [loBpbiane; auapus

o OO0puB; KOpuBHA Tpecka (YpTUKapHUs MU 0100eH HA YPTUKAPHS OOpUB)
. Tpecka

I[euaTa 1 IOHOIIHUTE, KOUTO Ca UJIK C HIV—HH(bCKHPISI, WU CbC CHPIOBUAHO-KIICThYHA AHCMUS, NN C
TpaHCIUIaHTAlHUd Ha Kp’LBOO6pa3YBaH.II/I CTBOJIOBU KJICTKH, UMAT CXOAHU HCKCIIAHU PCAKIUH, HO
qyeCToTara Ha FJ'IaBO6OJ'H/I€TO, MOBPBUIAHCTO, ANAPUATA, BUCOKATA TEMIICpATypa, OTIIAAHAJIOCTTA,
CTaBHUTC U MYCKYJIHUTC OOIIKU € B KaTeropus ,,MHOI'O gecTu'.

CJleqHUTE JONMBJIHUTEIHU HEXKEJIAHH Peakuunu ca Ha0uawaaBanu npu Prevenar 13 npe3
MOCTMAPKETHHIOBHS MEePHO/ MPU KbpPMAayeTa M Jela A0 S-roaMiiHa Bb3pPacT:

o Texxka anepruyHa peakuus, BKIIOYUTEIHO OK (ChPACYHO-CHIOB KOJIAIC); aHTHOCTAEM
(momyBaHe Ha yCTHUTE, JTULIETO U T'BPIOTO)

o KonpusHa Tpecka (ypTukapus), 3a4epBsiBaHe U Bb3NaJCHUE (I€PMAaTHUT) U ChbpOEX (IPYypUTYC)
Ha MSCTOTO Ha BaKCHHHPAHE; 3a4ePBsIBaHE

o VYronemenn muM(HI BB3IH WK XKJIe3u (JIuMbaneHonaTys) B OJIM30CT A0 MICTOTO Ha
BaKCHHHMpPAHE, KaTO HAIIpUMeEp MOA MUILHHUIIATA UK B CIAOWHUTE

o OO0puB, NpUUMHABALL CHPOSAIIN YEPBEHHU TIETHA (€puTeMa My lITUOpME)

HpI/I 6e6eTaTa, POACHU MPEKACBPEMCHHO MHOI'O ITPEANU TCPMUHA (Ha " npeau 28 réCTallMOHHAa
CG,I[MI/II_[a), MOrart Aa CC MoABAT MO-ABJITA May3u MCKAY HOPMAJIIHUTC BAUIIIBAHUSA 3a 2-3 JHH CJICN
BaKCHHaNuATAa.

CiienHuTe HeKeTaHU PeaKIMH BKJIIOYBAT cho0maBannTe 3a Prevenar 13 npu Bb3pacTHu:

Haii-yecTuTe He:KeTaHM peakiuu (MOTAT J1a HACTHITAT IpH NoBeue oT 1 Ha 10 1031 OT BakcuHAaTa)
ca:

° Hamarnen anerut; rimaBo6osve; quapust; moBpblinane (3a 18- o 49-roqunianre)

. Brpucane; ymopsiemoct; 00puB, 00JKa, 3a4epBsBaHe, BTBBPACHO IMOAYyBaHe W O0JIE3HEHOCT
Ha MCTOTO Ha BaKCHHHUpaHE, MPEeYenio Ha IBIKEHUETO Ha phKaTa (CHITHA O0JIKa HITH
00JIe3HEHOCT Ha MSCTOTO HAa BaKCHHUpPaHe 3a 18- 10 39-rogumrHuTe U TEXKKO OTpaHUYCHHE Ha
JIBUKCHHUETO Ha pbKarta 3a 18- mo 39-roauntaure)

. Bromasane um HoBa Oojka B craBuTe By, BiiomaBane wim HoBa Oonka B Myckynute Bu
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. Bucoka temneparypa (3a 18- 1o 29-rogumnure)
YecTuTe HEKeTAHH peakuuu (Morart Aa HacThILIT npu 10 1 Ha 10 1o3u oT BakcHHATA) ca:

. [oBpbmane (mpu Be3pact 50 1 moBede roAMHM); BUCOKA TeMnepatypa (mpu Bs3pact 30 u
MoBeYe TOIMHN)

HeuecTuTe HexkeJIaHU peakuuu (MoraT na HacThIAT rpu A0 1 Ha 100 103u OT BakcuHAaTa) ca:

° Tanene

. AneprudHa peaknus (peakiys Ha CBPbXUyBCTBHTEIHOCT), BKIFOUUTEITHO MOTyBaHe Ha JIUIIETO
W/WH yCTHUTE, 3aTPYTHEHO JHIIaHE

° Yronemenu muMQpHA BB3ITU WU JKJIe3U (TUMQaaeHonaTrs) B 0JU30CT 10 MSICTOTO Ha

BAKCHMHHPAHC, KaTO HAIIpUMCEP IO MHUIIHHUIIATa

Bu3pactaute ¢ HIV nHbeknus nmaT cX0THU HEKENaHN peaKIny, HO YeCTOTaTa Ha TpecKaTa u
MOBPBILAHETO € B KATErOpHsl ,,MHOTO YECTU , @ HA TaJICHETO — B ,,4Y€CTH".

BBSpaCTHI/ITe C TpaHCIJIAaHTAallUA Ha KpTxBOO6pa3YBaH_[I/I CTBOJIOBH KJICTKH UMAT CXOAHH HCXKCIIaHH
PCaKIun, HO YCCTOTATA Ha TPCCKATA U MMOBPBIIAHCTO € B KATCTOpHUA ,,MHOT'O gecTu'.

Cpo0maBaHe Ha HesKeJIaHW PeaKkIuu

Axo Bue win Bamiero fere nony4uure HIKaKBH HEXEJIaHU JIEKAPCTBEHH PEAKIINHY, yBenoMeTe Bamms
nexap, (papmaieBT WIM MEAUIMHCKA cecTpa. ToBa BKIIIOYBA BCUYKH Bb3MOKHH, HEOIIMCAHH B Ta3H
JIMCTOBKA HEXEJTaH! peakuu. Mo)keTe ChIIOo Ja ChOOIIUTE HEXKENaH! PEakuy AUPEKTHO Ype3
HallMOHAJHATa CUCTEMa 3a choOIaBaHe, mocoyena B [Ipunoxenne V. Kato crobiaBare Hexenanu
peaxkuu, MOXKeTe a JajieTe CBOsI IPUHOC 32 MOJIydyaBaHe Ha moBeye HH(popManus OTHOCHO
0e3o0macHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cbxpansBare Prevenar 13

I[a CC CbXpaHsiBa HAa MACTO, HCAOCTHIIHO 34 AClaA.

He u3nonssaiiTe ToBa JICKApCTBO CJIe CpOKa HAa TOAHOCT, oTOeNsA3aH BBPXY KapTOHCHATA OIIAKOBKA U
CTHUKETA CIIC ,,FO,Z[CH ,I[OI“. CpOK’LT Ha TOAHOCT OTTOBaps Ha MOCICAHUS ACH OT IOCOYCHUS MCCCII.

Ja ce cpxpansiBa B xnamuiauk (2°C—8°C).

a He ce 3ampa3ssBa.
Crnen mppBarta yrnoTtpeda MpoayKTHT MOXKE J1a C€ ChXpaHsABa B XJIQJAWIHUK Haii-MHOTO 32 28 JTHU.

He u3xBbprasiiTe iekapcTBaTa B KaHAIM3AUUATA WIM B KOHTEHHEpa 32 TOMAIIHU OTHAAbLIH.
[Tonmratite Bamms (apmaneBT kak 1a U3XBBPIISTE JeKapCcTBaTa, KOUTO BeUue HE U3IoiisBare. Te3u
MEPKH L€ CIOMOTHAT 3a Olla3BaHE Ha OKOJIHATA Cpela.

6. Chbabp:kanne HA ONIAKOBKAaTa U AONbJHATEHA HH(POPMALIHA

Kakso ceabpaxa Prevenar 13

AKTHUBHUTE BellecTBa ca noiausaxapua-CRM;q; KOHIOraTH, ChCTOSIIM CE OT:

° 2,2 ng monuzaxapuj 3a ceporunose 1, 3,4, 5, 6A, 7F, 9V, 14, 18C, 19A, 19F u 23F
. 4,4 ug nonuzaxapun 3a ceporun 6B
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1 no3a (0,5 ml) ceabspska npudnusutento 32 ug CRM,y; HOCe OenThK, aJcOpOrpaH BEPXY

anmymunueB gocdar (0,125 mg anmymuHmii).

Jpyrure cbcTaBKU ca HATPUEB XJIOPH, SHTapHA KUCENIHnHA, mojucopobar 80, 2-heHoKCueTaHo u Boja

3a HHXKCKIMH.

Kak m3riexna Prevenar 13 u KakBO CbIbpika ONMMAKOBKATA

Baxcunara e 0s51a HH)KEKIIMOHHA CYCIICH3HS, TIpe/iaraHa B MHOT0/1030Ba onakoBka (4 x 0,5 ml no3wn).
OmnaxkoBka ot 1, 5, 10, 25 u 50 ¢makona. He Bcuuky BUAOBE OIMMAKOBKHM MOTAT Ja OBJIAT ITyCHATH Ha

nasapa.

IIpurtexaTtesn Ha pa3pelieHHETO 3a ynoTpeda U MpPOU3BOAUTET

[IpurexaTen Ha pa3pemeHUeTo 3a yrnoTpeoa:
Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles

benrusa

HpOI/IBBO,I[I/ITeJ'I, OTTOBOPCH 3a OCBO60)K)_'LaBaHe Ha

napTuau:

Pfizer Manufacturing Belgium N.V.
Rijksweg 12

B-2870 Puurs

benrus

3a JOII'BJIHUTCIIHA I/IH(I)OpMaI_II/IH OTHOCHO TOBa JICKAPCTBO, MOJIA, CBBPIKETC CC C JIOKATTHUA
MNPEACTABUTCII HAa IPUTCKATCIIA HA pa3pCUHICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbarapus

[aiizep JlrokcemOypr CAPJIL, Kinon
bovarapus

Ten: +359 2 970 4333

Ceska Republika
Pfizer PFE, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: + 45 44 201 100

Deutschland
Pfizer Pharma GmbH
Tel: +49 (0)30 550055-51000

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EXrGoa
Pfizer EAAGG ALE.
TnA.: +30 210 6785 800

Lietuva
Pfizer Luxembourg SARL filialasLietuvoje
Tel. + 370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: + 35621 344610

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Norge
Pfizer Norge AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska

Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00
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Espaiia
Pfizer, S.L.
Télf:+34914909900

France
Pfizer
Tél +33 1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

island
Icepharma hf
Simi: + 354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog
Pfizer EAMGG A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

Portugal

Pfizer Biofarmacéutica, Sociedade
Unipessoal Lda

Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruZnica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386(0) 152 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom
Pfizer Limited
Tel: +44 (0) 1304 616161

I[aTa Ha MOCJECIHO NMpepasriiekaiane Ha JUCTOBKaTa.

JApyru u3rouynunu Ha nHGoOpManus

Ho;[p06Ha I/IH(i)OpMaL[I/Iﬂ 3a TOBa JICKAPCTBO € NPCAOCTAaBCHA Ha ye6caﬁTa Ha EBpOHCﬁCKaTa arcHuus

10 JiekapcTBarta http://www.ema.europa.eu.

ITocouenara 1mo-10J0y I/IH(l)OpMaIIHﬂ € nMpeJJHasHa4YeHa caMo 3a MECIMIIHHCKHA CIIEUAIUCTH

[Ipu cpxpanenne Moxe Aa ce HabmomaBaT Osita yTaiika u OucTpa HagyTaeyHa Te4HOCT. ToBa He €

IMPU3HAK 34 BJIOIIIABAHC HA Ka4CCTBOTO.

I[a CC Iperiicaa BU3yajaHo 3a CBCHTyaJIHU YaCTUIIU H/WIH IMPOMCHU BbB BBHIITHUSA BU. He
H3HOH3BaﬁTe, aKO CbABPIKAHUCTO U3TJICKIA PA3JIUYIHO.

Hpe,Z[I/I yHOTpe6a TpH6Ba Ja C€ pasKjaTu z[06pe, 34 [1a CC MMOJYYHU XOMOI'CHHa Osma CyCIICH3UA.

I[a CC IIpuJjiara nsjaTta a03a.
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Prevenar 13 e camo 3a HHTpaMycKyIHO npuioxeHue. Jla He ce mpuiiara BETPeChA0BO.
Prevenar 13 He TpsiOBa 1a ce cMecBa C KAKBUTO U Ja € IPyTU BaKCHHU B €IHA U ChIIIa CIPUHIIOBKA.

Prevenar 13 moxe Ja Cc€ npujiara CAHOBPEMCHHO KAKTO OCTAHAJIUTC ACTCKU BAKCUHU, HO B TO3U
cnyqaﬁ TpH6Ba Ja €€ U3M0JI3BaT pa3JInIHU MECTAa Ha BAKCUHUPAHC.

Prevenar 13 mMoxe na ce mpuiiara Ha Bb3pacTHU Ha 50 u Hax 50 rOJMHU MO CHLIOTO BpEME KaTo
TPUBAJCHTHATA WX KBaAPUBAJICHTHA UHAKTUBHPAaHA IPOTUBOIPUITHA BAKCUHA.

CJ'IC,I[ obpBaTa yHOTpe6a OPOAYKTBT MOKEC Aa CC ChbXpaHABA B XJIAJJUITHUK Hali-MHOTrO 3a 28 JHH.

Hewnsnon3sanust MOPOAYKT WIX OTHAABYHUTE MATCPHUAJIU OT HET'O Tp$[6Ba Ja CC U3XBBPJIAT B
CbOTBETCTBHUEC C MCCTHUTC N3N CKBAHU.
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