MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. NME HA JIEKAPCTBEHUA ITPOAYKT

Prevenar HWHXKCKIIMOHHA CYCIICH3U

AncopOrpaHa MTHEBMOKOKOBA 3aXapHIHa KOHIOTaTHA BaKCHHA
[Pneumococcal saccharide conjugated vaccine, adsorbed]

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika mosa ot 0,5 ml ceappixa:
ITHEBMOKOKOB TIOJTU3axapu Il CEPOTHIT 4

(pneumococcal polysaccharide serotype 4)* 2 MUKporpaMa
[THeBMOKOKOB Monu3axapua cepotun 6B
(pneumococcal polysaccharide serotype 6B)* 4 MuKporpama
[THeBMOKOKOB MONU3axapu1 cepoTur 9V
(pneumococcal polysaccharide serotype 9V)* 2 MHKpOTrpama
ITHeBMOKOKOB TIONIM3axapu/] cepotun 14
(pneumococcal polysaccharide serotype 14)* 2 MUKporpaMa

[TneBMOKOKOB onurozaxapuj ceporun 18C

(pneumococcal oligosaccharide serotype 18C)* 2 mukporpama
[TneBMOKOKOB monu3axapua cepoturn 19F

(pneumococcal polysaccharide serotype 19F)* 2 MUKpOTpaMa
[THeBMOKOKOB nonuzaxapup cepotun 23F

(pneumococcal polysaccharide serotype 23F)* 2 MUKpOTpaMa

* Konrorupas ¢ 6entek-Hocuten CRMy; 1 agcopbupan Bepxy amymunues docdar (0,5 mg)

3a IIBJHMS CIIMCHK Ha IIOMOILHUTE BEIISCTBA, BIKTE TouKa 6.1.

3. JJEKAPCTBEHA ®OPMA
HNHkekMOHHA CyCIIEH3US.

Baxcunara npezcTaBnsiBa XOMOTeHHA OsiJ1a CyCIIeH3HSI.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHU MOKA3AHUS

AKXTHBHA UMyHH3aIHs cpelry 3a0ossiBaHe, IbJDKAIIo ce Ha Streptococcus pneumoniae ceporumnose 4,
6B, 9V, 14, 18C, 19F u 23F (BKiIrOYBaIO CENCUC, MCHUHTUT, THEBMOHHUS, OAKTEPUEMHSI U OCTPO
BB3MAJICHHE Ha CPEHOTO YXO0) IpH KbpMadeTa U Jiella Ha Bb3pacT OT 2 Mecella JI0 5 ToAnHU (BX.
Touku 4.2, 4.4 u 5.1).

3a 6p0$[ Ha JO3UTEC, KOUTO TpiI6Ba Ja €€ IpUJIOXKAT IPHU Pa3JIMIHUTEC Bb3PACTOBU I'PYIIH, BUIKTC TOYKA
4.2.

[Mpunoxxenuero Ha Prevenar TpsiOBa ia ce onpe/eny Bb3 OCHOBA Ha OUIIMATHUTE PEMOPHKH, KaTo Ce
B3eMe MPeIBU 3HAUCHUETO HAa MHBA3UBHUTE 3a00IABAHUS MIPU PA3IMYHUTE Bh3PACTOBH IPYITH, KAKTO
1 BapuaOMITHOCTTA Ha EMUICMHUOJIOTHATA Ha CEPOTUIIOBETE B pa3IMIYHUTE reorpad)cku odmacth (BxK.
touku 4.4,4.8 u 5.1).



4.2 Jlo3UpoOBKa M HAYUH HA NIPUJIOKEHUE

Bakcunara TpsiOBa J1a ce mpuiiara 4pe3 HHTpaMyCKyJIHO HHKeKTupane. [IpeamnountanuTe Mecra ca
aHTeposarepagHaTa gacT Ha 6emporo (musculus vastus lateralis) mpu kbpMadeTa WK TSITOUTHUSAT
MYCKYJI Ha MUIIHHAATA IIPU MaJIKUTE Iea.

CXeMH 32 UMYHHU3AIHS:
CxeMmure 3a UMyHHU3anus ¢ Prevenar TpssOBa 1a ce oCHOBaBaT Ha O(PHUIIMATHATE IPETIOPHKH.

Krpmauera Ha Bu3pacT 2 — 6 Mecena:

IIspBUYHATA IMYHH3AIHS TIPYU KbpMadeTa ce ChCTOH OT TPH HocieaoBarenHu po3u 1o 0,5 ml, kato
mbpBaTa 1032 0OMKHOBEHO CE€ TIpHJIara Ha Bb3pacT 2 Mecella, a MHTEPBATHT MEXKIY OTIETHUTE TO3HU €
Haii-manko 1 mecen. [IpenopbuBa ce 4eTBbpTA 1032 MPE3 BTOPATa FOJIMHA OT KUBOTA.

Karo antepHaTtuBa MOXKe /1a ce U3M0J3Ba U ABYA030Ba CXeMa Ha MMyHH3alusl, Korato Prevenar ce
mpujiara KaTo 4acTt OT IUTaHOBA MMYHU3aI[MOHHA MporpaMa 3a kbpmadeta. [IbpBaTta 103a MOXe Ja ce
NPUJIOXKH HE TIO-PaHO OT 2-MeceuHa Bh3pacT, BTOpaTa J03a Hali-Manko 2 Mecela Mo-KbCHO U TPeTa
(6ycrep) mo3a Ha BB3pacT 11-15 mecena (Bx. Touka 5.1).

HeBakcuHWpaHU I0-paHO MO-TOJIEMU KbpMaveTa | Jela:

Kbpmauera Ha Bb3pacT 7 — 11 Mecena: ase go3u 1o 0,5 ml, ¢ maTepBa) Hali-MaNKO 1 Mecer] HOMEXITy
uM. [IpeniopbuBa ce TpeTa j03a Impe3 BTopaTa rojinHa OT KUBOTA.

Jena na Bp3pact 12 — 23 Mecena: ase a03u 1o 0,5 ml, ¢ uHTEpBaN Haii-MaaKo 2 Mecena IMOMEKAY HM.
Jlenia Ha BB3pacT 24 Mecena — 5 TOAMHU: €aHa €IUHCTBEHA 1034a.

Heo0xomumocTTa OT perMyHH3aLus cie]] Te31 CXeMH Ha UMYHHU3alHs He € YCTaHOBEHA.
4.3 IIporuBomoka3zanus

CBpPBXYYBCTBUTEIIHOCT KbM aKTUBHUTE BEUIECTBA WIIH HAKOE OT IIOMOIIHUTE BEIIECTBA WA KbM
nudTepreH TOKCOMUI.

4.4 Chneuuajanu mpeaynpeskaeHus: U NpeAna3sHy MepKH NPU ynoTpeda

KakTo ¥ niput Ipyry BaKCHHHM, IPUIaraHeTo Ha Prevenar TpsOBa 1a ce OTI0XKH MPH JIKIIA, CTPAIAIH OT
OCTPO YMEPEHO TEIKKO HIIM TEKKO (PeOpHIIHO 3200 1BaHe.

KakTo npu BCHYKH MHKCKIIMOHHN BAaKCUHH, 32 PEIKUTE ClIydad Ha aHapUIaKTHIHA PEaKIHs CIIe]
HpnnaraHe Ha BaKCHMHaATa BUHAru TpH6Ba aa e OCI/IpreHO IoaxXoaa1o MEAUIIMHCKO JICUCHUC U
HaOJIIOCHHE.

[ToTeHIMANHUIT PUCK OT alHEsI © HEOOXOAMMOCTTA OT MPOCIEAIBaHe HA AUIIAHETO B MPOIBIDKCHIE
Ha 48-72 yaca TpsiOBa 1a ce B3eMaT MPeIBHU, KOTaTo ce Mpujlara MbpBUYHA UIMyHH3aLUs Ha
MIPEXAEBPEMEHHO pPOIeHH (posieHH < 28 recTaloHHa CeIMUIIa) U 0COOEHO MPH Te3H C MPEeANIITHA
aHaMHe3a 3a HeJJOpa3BUTHE Ha AMXaTelHaTa cucTeMa. Tbi KaTo Mmoj3aTa OT BAKCHHUPAHETO IPH Ta3u
rpyna HOBOPOZEHH € ToyiiMa, BAKCHHUPAHETO He TpsAOBa Jja c€ OTMEHS WJIM OTjara.

Prevenar He ocurypsiBa 3aiuTa cpeury Ipyrd CepoTHIIOBE Ha Streptococcus pneumoniae, ocBeH Te3u,
BKJIIOUEHH BbB BAKCHHATA, HUTO CPEILY IPYTd MUKPOOPTaHU3MH, IPUYHHSIBAILY HHBA3UBHH
3a00JsIBaHUS WIIM Bh3MIAJICHUE Ha CPETHOTO YXO.

Ta3u BakcuHa He TpsIOBa J1a ce Mpuiiara Mpyu KbpMadeTa WiH Jela ¢ TPOMOOIIMTOTICHHUS WITH JPYTO
HapyIIeHne Ha KPbBOCHCUPBAHETO, KOETO OM OWMIIO MTPOTUBOIMIOKA3aHUE 32 HHTPAMYCKYITHO
WHXXEKTHPaHe, OCBEH aKO MOTCHIIMAIHATA TI0J13a KAaTeTOPUYHO MPEBUINIABAa PUCKA OT MPUIIAraHEeTo.

Brnpeku ue Morxe na 1oBene 10 o0Opa3yBaHe Ha aHTHTEJNA Cpelly AM(TEpUeH TOKCOM I, UMYHU3ALHSTa
C Ta3W BaKCHHA HE 3aMeCTBA pyTHHHATA UMYHHU3AIHS CPEILy TUPTEPHS.



3a mena Ha BB3pacT OT 2 10 5 TOJIMHHM € U3II0NI3BaHa CXeMa Ha MIMYHH3allus ¢ €IHA CIUHCTBEHA 1034,
[Ipu nena Ha BB3pacT Hax 24 Mecena ce Ha0Jr1aBa 0-BUCOKA YECTOTA Ha JIOKATHH PEaKI|H
OTKOJIKOTO TIpX KbpMadeTa (BXK. Touka 4.8).

[pu nena ¢ HapylieHa IMyHHA PEAKTUBHOCT, HE3aBHCUMO JIAJIA BCJICIICTBUE HA TIpUJIaraHe Ha
HMYHOCYTIpECUBHA Teparwsl, reHeTndeH aedekt, nadekius ¢ HIV wam apyru npudnHu, Moxe 1a ce
Ha0mrogaBa mo-ciaabo odpa3yBaHe Ha aHTHUTENA B OTTOBOP HA aKTHBHATA UMYHHU3AIIHS.

OrpaHn4eHH JaHHU MOKa3BaT, 4e Prevenar (mbpBUYHA UMYHH3ALUs C TPU T03HM) HHIYLUPA IPUEMIIIB
AMYyHEH OTTOBOP IIPH KbpMadeTa ChC ChPIIOBUIHO-KIEThYHA OoecT, ¢ mpodui Ha 6€3011acHOCT,
noo0eH Ha HaOJr0JaBaHus IPU HE-BUCOKOPHCKOBH IpynH (BXk. Touka 5.1). Bee omie nuncear qanau
3a 6€30MaCHOCT M UMYHOTEHHOCT IIPH Jelia OT APYTH CIeUU(UYHH IPYIIN C BUCOK PHUCK 32 HHBAa3UBHO
ITHEBMOKOKOBO 3a00JIsIBaHE (HAMp. Iela ¢ Ipyra BpoJIeHa WM NPUI00UTa AUChYHKLUS Ha cle3KaTa,
3apazenu ¢ HIV, cbc 31m0kauecTBeH HOBOOOpa3yBaHus, ¢ HEPpO3eH CHHAPOM). BakcuHUpaHEeTO BHB
BHCOKOPUCKOBHTE TPYNH TPsAOBA Aa ce pas3riiexkaa HHANBHIYATHO 32 BCEKH OT/ENICH CIyqai.

Jena o 2-romuImHa BB3pacT TPSAOBA Aa ce BAKCHHUPAT ¢ Prevenar mo moaxoasimaTa 3a Bb3pacTTa UM
cxema (Bxk. Touka 4.2). Ynorpebara Ha THEBMOKOKOBA KOHIOTaTHA BAKCHHA HE 3aMECTBa
M3II0JI3BAHETO Ha 23-BaJIeHTHHU THEBMOKOKOBH MOJIM3aXapUIHN BaKCHHU TIPH Jlela Ha Bb3pacT = 24
Mecela ChC ChCTOSHHUS (KaTo HapUMep ChPIIOBHIHO-KIIEThYHA OOJIECT, acIICHU3bM, HH(PEKLHS C
HIV, xponnuHo 3a005151BaHe WX UIMyHOKOMIIPOMETHPAHH ), KOUTO T U3JIaraT Ha MO-BHUCOK PUCK OT
MHBA3MBHO 3a00JIsBaHe, IPUYMHEHO OT Streptococcus pneumoniae. BeB BcH4kH ciiyyan, KOrato ToBa
ce MpenopbyBa, AeLaTa ¢ pUCK Ha Bb3pacT > 24 Mecela, KOUTO ca IMyHH3UPaHH MO-paHo ¢ Prevenar,
TpsiOBa J1a mosyyar 23-BajJieHTHa THEBMOKOKOBA TTOJIN3aXapuIHa BaKCUHA. IHTEpBaIbT MEX Iy
MTHEeBMOKOKOBaTa KOHIOraTHa BakcuHa (Prevenar) u 23-BajieHTHaTa MHEBMOKOKOBA MOJIM3aXapUIHa
BaKCHHa TPsAOBa Aa Obe HEe MO-MaIBK OT § ceamMu. Hsama qaHHu nanu u3mosi3BaHeTo Ha 23-
BaJICHTHA ITHEBMOKOKOBA I10JIM3aXapyHa BAKCHHA IIPH Je11a, KOUTO HE Ca WM ca UMYHU3UPAHHU I10-
paso ¢ Prevenar, moxxe na goBene 10 mo-ciad OTroBOp KbM ClIeABalIH 103U Prevenar.

Korato Prevenar ce nmpuiara eZHOBpEMEHHO C IIECTBAJIEHTHA BAaKCHHA (BaKCHHA cpelry audTepus,
TeTaHyc, KOKIonI (Oe3kIeThuHa), XenatuT B, monrnomMuenut (MHaKTUBUpaHa) U XeMOQHUITyC THIT b
(xoHIOTaTHA ¢ HOCHTEN TETAaHMYEH TOKCOM)), JIEKapsAT TpsiOBa 1a MMa MpeIBUA, Y€ JaHHUTE OT
KJIMHAYHY TIPOYYBaHUs [TOKa3BaT I0-BUCOKA Y€CTOTa HA (eOPUITHUTE PEaKIMU B CPaBHEHHUE C
YyecToTaTa UM CJIe/l IpUaraHe caMo Ha [IeCTBaJICHTHH BakCHHU. [loBe4eTo OT Te3u peakiuu ca Ouiu
yMmepeHo TexkH (10 39 °C) u npexoanu (Bxk. Touka 4.8).

[IpunoxeHne Ha aHTUNMUPETHYHH JIEKAPCTBA TPSOBA /1a Ce TMPEAIprHeMe B ChOTBETCTBHE C
HAIMOHATHUTE YKA3aHHUS.

[MpenoppuBa ce mpoduIaKTHYHO MpUIaraHe Ha aHTHITUPETHIHH JIEKapCTBa:

- IpU BCUYKH JIe11a, NOTy4YaBaly Prevenar e THOBPEMEHHO C BAKCHHH, ChABPIKAIIN
ISUTOKJIEThYHA KOKJTIOLIHA ChCTaBKa, MIOPaIU MO-BHCOKATa YECTOTa Ha (heOPUITHH PeaKiuu (BXK.
Touka 4.8).

- NpY Jiena ¢ KOHBYJICUBHU HapYUICHUS HIIM ¢ aHaMHe3a 3a peOpUIHN T'bpUOBE.

He npunaraiite Prevenar uHTpaBeHO3HO.

[Momo6HO Ha Besika BakcuHa Prevenar Moske | a2 He Mpea3yu OT THEBMOKOKOBO 3a00JIIBaHEe BCUYKH
JIMLA, ONTyYru BakcuHaTa. OCBEH TOBA € 0YaKBa 3aIlIMTaTa CPelly Bh3NalIeHHE Ha CPEAHOTO YXO,
IPUIMHEHO OT CEPOTHUIIOBE, ChBPIKAILU CE BbB BAKCHHATA, J1a € 3HAUNTEHO I0-caaba OT 3aiuraTa
cpelly HHBa3uBHO 3a0oiaBaHe. Thit KaTo Bh3MaNeHNE Ha CPETHOTO YXO Ce MPUUUHSIBA OT peuiia
OpPTraHM3MH, PA3INYHU OT CHABPKAIINTE CE BbB BaKCHHATa THEBMOKOKOBH CEPOTHUIIOBE, 3alllUTaTa
Cpellly BCUYKH Bh3MAJICHU Ha CPEJHOTO YXO ce O4YakBa Ja e ciada (Bx. Touka 5.1).



4.5 Bs3aumopeiicTBHe ¢ APYrH JeKapPCTBEeHH NPOAYKTH U APYru (popmMu Ha B3auMojelcTBUe

Prevenar moxe Ja Cc€ npujiara CJHOBPEMCHHO C APYTH NEAUATPUYHU BAKCUHU B CbOTBETCTBUC C
IPENoOPbYaHUTE CXEMHU 3a UMYHU3AIINA. Paznmuanute MHXXCKIIMOHHN BAKCHMHH BUHAaru Tp?[6Ba Ja ce
mnmpuiiaraT Ha pas3sjiivdiHU WHXXCKIWMOHHU MECTa.

NMyHHHAT OTTOBOp KbM PYTHHHHTE TIETUATPUYHHA BaKCHHH, IPUIIOKEHU €THOBpEeMeHHO ¢ Prevenar
Ha pa3TUYH{ WHKEKIIMOHHHU MECTa, € U3CJIeBaH B 7 KOHTPOJIMPAHHU KIMHUYHA IPOYIBaAHUS.
AHTHUTSIO-OTTOBOPHT KbM KOHIOTaTHA BAKCHHA OT KaricyJeH nojim3axapua Ha Haemophilus influenzae
tun b ¢ Hocuten TeranndeH nporeuH (PRP-T), BakcuHa cpemry TeTaHyc ¥ BAKCHHA CpelLy XernaTuT B
(HepB) e mogo6eH Ha TO3M MTPU KOHTPOIHHUTE TPYITH. 3a KOHIOTaTHA BAKCHHA CPENTy XeMO(ITyC THIT
b ¢ Hocuten CRM B nMyHH3allMOHHATA CepHsl TPU KbpMaueTaTta € HaOro/1aBaH yBeJMUeH aHTHTSIIO-
ortroBop cpeury Haemophilus influenzae tun b u cpemty nudrepus. [lpu Oycrep nozara
(peuMyHM3aNUATA) € 3a0eA3aHO U3BECTHO MOTUCKAHE HA TUTPUTE HA aHTUTenara cperry Haemophilus
influenzae tum b, HO BcHukwM fela ca UMajK 3alUTHY TUTPH. HabmromaBaHo e HepaBHOMEPHO
orciaabBaHe Ha OTTOBOPA KbM KOKITIOIIHUTE aHTUT'CHH, KAKTO ¥ KbM WHAKTUBUPaHA BAKCHUHA CPEIILy
nonmmomuenut (IPV). KnuanyHata 3HaYMMOCT Ha Te3u B3aUMOJISHCTBHS He € n3BecTHa. OrpaHHYeHH
pe3yNTaTH OT OTKPUTH KIMHUYIHH MTPOYYBAHUS TIOKA3BAT IPUEMITUB IMYHEH OTTOBOP KbM BaKCHHH
cperry MOpOWIIM, TapOTUT U pyOeosIa U BAKCUHU CPEIy BapuIilena.

JlagHuTe 32 € THOBPEMEHHOTO Tprutarane Ha Prevenar ¢ Infanrix hexa (BakcuHa cpemry audTepus,
TeTaHyc, KOKIONI (0e3KIeTh4Ha), XeNaTuT B, noarmomMuenutT (MHAaKTHBUPaHa) U XeMO(UITyC THII b
(KOHIOTaTHA C HOCHTEJ TETAHMYEH TOKCOH)), IPHIIOKECHU KaTo MbPBUYHA UIMYyHH3aLus ¢ 3 103U, He
MOKAa3BaT KIMHUYHO 3HAYMMO B3aUMOJCHUCTBHE, MOBIUABAIIO aHTHTSIIO-OTTOBOPA KbM BCEKH OT/ICNICH
AHTHUTEH.

3acera HAMa JOCTATHYHO JaHHU OTHOCHO B3aMMOJCHCTBHUSATA IIpH Npuiarane Ha Prevenar
€THOBPEMEHHO C IPYTH MECTBATCHTHHN BAKCHHU.

[Ipu KIMHUYHO U3NHUTBAHE, PU KOETO CE CPABHSABAT CAMOCTOATEITHOTO U €THOBPEMEHHOTO MpHUJIaraHe
Ha Prevenar (Tpu 1031 Ha 2-pu, 3,5 u 6-Tu Mecen 1 OycTep 103a Ha MPUOIH3UTENTHO 12-TH Mecel) U
Meningitec (koHIOraTHa BaAKCHHA CpEIly MEHUHTOKOKY rpyma C; 1Be 031 Ha 2-pu B 6-TH Mecell 1
OycTtep m03a Ha mpUOIU3UTETHO 12-TH Mecelr), HAMa JTaHHU 32 UMYHHO B3aUMOJICHCTBHE MEKIY JIBETE
KOHIOTaTHM BaKCHHU Clie]l TbPBUYHATA MMYHH3ALUs WIH Clie OycTep JO3UTe.

4.6 bpeMeHHOCT U KbpMeHe

Prevenar He e mpenHa3HAYEH 3a MPUJIOKEHHE MTPH Bh3pacTHU. JIumnicBa nHOpManus 3a 6e30MacHOCTTa
IIpH TIpIJIaraHe Ha BaKCHHATA 110 BpeMe Ha OpPeMEHHOCT U KbpMEHE.

4.7 EdexTu BbpXy cioco0HOCTTA 3a mo¢upaHe n padoTa ¢ MAIIUHA

Henpunoxumo.

4.8 HexesaHu JeKaAPCTBEHHN PeaKUMU

be3onacHocTTa HAa BaKCHHATA € OLICHEHA B PA3IMYHU KOHTPOJIMPAHU KIMHUYHU POYYBAHUS,
BrurrouBamm Haja 18 000 3xpaBu kbpMmaveTa (Ha Bb3pacT ot 6 ceamunu Ao 18 mecena). OcHOBHaTa
4acT OT OTHTA M0 OTHOIIIEHHE Ha OE30ITaCHOCTTA € MOJTyYeH OT M3MUTBAHETO 3a €(PUKACHOCT, B KOETO
17 066 xppmaueta ca momyunin 55 352 no3u Prevenar. bezonacHocTTa € olieHeHa U TIPU

HCBAKCMHHPAHU IIO-PAHO MMO-TOJICMHU [CLa.

B®B BCcHUUKH IIpOoy4YBaHHd BaKCUHATa Prevenar e npuiaraHa €IHOBPEMEHHO C IPCTIOPHUBAHUTE
neauaTpuiH BaKCUHU.

Cpen Hali-uecTo ChOOIABAHUTE HEKEJIAHHU PEaKIUH ca PeaKI[Mi Ha HHKEKIIHOHHOTO MSICTO U
(hebpunurer.



He e ycTaHOBEHO KaTeropuyHO HApacTBaHE HA YeCTOTATa HA JIOKATHUTE UM CUCTEMHUTE PEaKIUH
IIpY NOBTOPHUTE NO03U B pPaMKHUTEC Ha IIbPBUYHATA UMYHH3AIUA WA ITPU 6yCTep Jo3arta, ¢ U3KJIIFOUCHUEC
Ha yCTaHOBEHATa Mpu OycTep /103aTa MO0-BHCOKA YeCTOTa Ha MPeX0iHa 00JIE3HEHA YYBCTBUTEITHOCT
(36,5%) u 6one3HeHa YyBCTBUTEIIHOCT, IIpeUelia Ha JBIKeHNeTo Ha KpaiHuka (18,5%).

[Ipu mo-ronemu Jera, moiydyaBaliyd €AMHCTBEHA J103a OT BAKCHHATA, € HA0JIF01aBaHa I0-BUCOKA
YeCcTOTa Ha JIOKAJTHH PEaKIMH, OTKOJIKOTO € OIIMCaHO IT0-paHo 3a KbpMadecKkaTa Bb3pact. Te3u
PeaKIiy ca MPeJrMHO IPEXOIHH M0 CBOETO €CTECTBO. B elHO mpoydBaHe, IPOBEACHO CIe]
pa3pelaBaHeTo 3a yIoTpeda Ha BaKCHMHATa, BKJIOYBAIIO 115 mela Ha Bb3pact OT 2 10 5 rouHu, 3a
0oJie3HeHa YyBCTBUTEIHOCT ce choOIaBa mpu 110 39,1% ot nenara; pu 15,7% ot nenara
0oJe3HeHaTa TyBCTBUTEITHOCT € Mpednya Ha ABIKeHneTo Ha Kpaitauka. [Ipu 40,0% ot nemata ce
croOIIaBa 3a 3auepBsiBane, a mpu 32,2% - 3a ymrsTHEHHE. 3a 3aUepBsIBaHe WK YIUTBTHEHHE C
THAMETBP = 2 cm ce choOIIaBa cboTBeTHO 1pu 22,6% 1 13,9% ot memara.

[Ipu npunarane Ha Prevenar eTHOBpEMEHHO C IIECTBAJICHTHN BaKCHHU (BaKCHHA Cpeuly AuQTepus,
TeTaHyC, KOKJIION (0e3KIeThIHA), XeNaTUT B, monroMuenuT (HHaKTUBUpaHa) 1 XeModrryc Trm b
(KoHIOraTHA C HOCUTEN TeTAaHWYCH TOKCOHUM)) 3a TeMiiepaTypa > 38 °C cies mpuiarane Ha J03a ce
cpoburaBa npu 28,3% 10 48,3% ot kppMaueTara B rpynara, mojyvaBalia eIHOBpeMeHHO Prevenar u
[ecTBaJieHTHATa BaKCHUHA, B cpaBHEHHE ¢ 15,6% mo 23,4% B rpynara, moiydaBaiia caMmo
IIeCTBAJICHTHATa BakcuHa. Temrepatypa Hax 39,5 °C cinen mpunarane Ha fo03a ce HaOIroaaBa Ipu
0,6% 1o 2,8% ot KbpMaueTaTa, NOJIYIHIN €IHOBPEMEHHO Prevenar u mecTBaneHTHa BaKCHHA (BXK.
TouKa 4.4).

PeakToreHHocTTa € MM0-BHCOKA MPH JIEeLIa, TOTYYaBalli €THOBPEMEHHO ISUIOKIEThYHN BAKCHHU CpEILy
KOKJIoII. B exHo mpoyuBane, BkiouBaio 1 662 gena, 3a remneparypa > 38 °C ce cpo0111aBa mnpu
41,2% ot nenara, monyuynian Prevenar eqHOBpeMEHHO ¢ afcopOupaHa BakcHHa Cpelly TupTepus,
TeTaHyC 1 KOKJIIOWI, B CpaBHEHUE ¢ 27,9% B KOHTpoONHaTa rpymna. 3a remmneparypa > 39 °C ce
cpobmaBa npu 3,3% ot genata B cpaBHeHue ¢ 1,2% B KOHTpOJIHATA TpyTIa.

Hexxenanute peakuuu, cb00IIaBaHN TP KIMHUYHUTE U3MUTBAHUS WM OT IOCTMAPKETUHIOBHS OIIUT,
ca n30poeHu B cieBalaTa TadluIa 1o OpraHHU CUCTEMH U II0 YECTOTa, 332 BCUYKH Bb3PACTOBU
rpynu. YectoraTa ce gepuHMApa KaKkTo ciefBa: MHOTO dectH: > 1/10, wectn: > 1/100 u < 1/10,
Hevectu: > 1/1 000 u < 1/100, peaxu: > 1/10 000 u < 1/1 000, maOTO peaxu: < 1/10 000.

HpI/I BCAKO I'pylpaHe B 3aBUCUMOCT OT YECTOTAaTa HEXKECIAHUTEC JICKAPCTBEHU PEAKIIUU CE I/I36pO$[BaT B
HU3XOOAI pea IO OTHOUICHUC Ha TAXHATAa CEPUO3HOCT.

Hapymenunss Ha KpbBTa U JUM(pHATA cUCTEMA:
MHoro penku: Jlumdanenonarus, Tokanu3upana B 0071acTTa Ha MHKEKIIMOHHOTO MSICTO

Hapyumenusi Ha MYMyHHaTa cucTeMa:

Penxu: Peakmuu Ha CBpBXUYBCTBUTEIHOCT KaTO aHa(WIAKTUYHN/aHA()UIAKTOUIHN
PeaKuyy BKII. IIOK, aHTHOHEBPOTHYEH OTOK, OPOHXOCIA3bM, 3a1yX, OTOK Ha
JIMLETO.

Hapyuienns Ha HepBHATA cUcTeMa:
Penxu: I'epuoBe, BKJI. peOPUIIHU I'BPUOBE.

CToMalIHO-4YpeBHH HAPYIIIEHM:
MHoro uyectu: IToBpbuIane, uapusi, HaMajeH arneTHT.

Hapymenusi Ha KoKaTa M MOJKOKHATA ThKaH:
Heuecru: OO0puB/ypTUKapHs.
MHoro penku: Erythema multiforme.



OO0mu HapymeHus: M e)eKTH HA MACTOTO HA NPUJIOKEHHE:

Mmuoro uecTu: Peakiivu Ha MHXEKIIHOHHOTO MSICTO (HAIp. EPUTEM, YILTBTHEHUE/TIOIy BaHE,
0omka/00Ie3HEHa UyBCTBUTEITHOCT); TeMmeparypa > 38 °C,
Pa3ApasHUTEIHOCT, T4, CHHINBOCT, HECTIOKOCH ChHH.

Yectu: ITonyBaHe/yIurbTHEHHE HAa HHXXEKLIMOHHOTO MSICTO U epuTeM > 2,4 cm,
0oJe3HeHa YyBCTBUTEIHOCT, OTPaHWYABAIla IBIKEHIETO, TeMIIepaTypa
>39 °C.

Penxu: Enu3oxn Ha XUIIOTOHMSA U XUIIOPEAKTUBHOCT, PEaKLMK Ha

CBPBXUYBCTBUTEIHOCT Ha MHKEKIIMOHHOTO MSICTO (HAIp. AEPMaTHT,
MIPYPUTYC, YPTUKAPHSI), 3aUEpPBIBAHE.

ATHes Ipyu IpeXIeBPEMEHHO poJieHH (< 28 recTaniMoHHa ceMHIIa) (BXK. Touka 4.4).
4.9 IIpepo3upane

Cro011aBaHo € 3a mpeno3upane Ha Prevenar, BKITIOYBAIIO ClIyyad Ha MHXKEKTUPAHE Ha IMO-BUCOKA OT
MperopbrYaHaTa J103a U ciaydyan Ha IpuiiaraHe Ha MOCIeIOBaTeTHH O3H, MTPe3 HHTEPBAI, T0-MalIbK OT
npenopbuanus. B moBeueTo OT ciiydanTe He ca ChOOICHN HUKAKBU HEXKeTaH! peakiuu. OO0IIo B3ETO,
CHOOIIEHUTE HEXKEIAaHU CHOUTHS NIPH MIPEI03UPaHE CE€ CHOOIABAT U MPH NMPEIOPHYAHUTE SAUHUIHH
no3u Prevenar.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 @®apmakoaMHAMHUYHU CBOICTBA

®dapmakoTeparneBTUYHA Tpyna: THeBMOKOKOBU Bakcuuu, ATC kox: JO7TAL02

HmyHoreHHoct

3HaunMO yBeNIMUYEHUE Ha aHTHTeNaTa (m3Mepenn upe3 ELISA) e ycTaHOBEeHO 3a BCHIKH CEPOTHUIIORE,
BKJIIOYC€HU BBB BaAKCHHATA, CJIC/ IIbPpBUYHA UMYHHU3AlUA C TPHU AO3U Prevenar IIpu KbpMade€Ta U CJIC
OycTep J03uTe, BBIIPEKH ue cpeaHoreomeTpuunute konneHnTpanuu (CI'K) ca pasznuunu 3a 7-te
ceporuna. Joka3aHo e ChIIo, Ye ciie]] IbpBUYHATA UMYHU3alKs Prevenar HHIyupa oOpa3yBaHe Ha
(YHKIIMOHAIHY aHTUTENa (M3MEPEHH Ype3 OMCOHO(AroIrTo3a) Cpelly BCHUKH CEPOTHIIOBE,
BKIIIOYCHH BHB BakcuHaTa. He € u3cneBaHa mpoAbDKUTETHOCTTA Ha MIEPCUCTUPAHE Ha aHTUTeNIaTa
CJIe/l IPUJIarane Ha MbPBHUYHA UMYHHU3AIMS IPU KbpMadeTa TToc OycTep WK ciie]] MpuiiaraHe Ha
M'bPBUYHA HMYHHU3AIHS C €THOKPATHU JTO3H Ha MO-TOJIEMHU Jiena. [IpunaraHeTo Ha HEKOHIOTUPaHH
ITHECBMOKOKOBH MOJIH3axapuaiu 13 Meccla CJIC MbpBUYHAaTa UMYHHU3alud C Prevenar MMpEaAN3BHUKBA
AHAMHECTUYEH aHTHTSJIO-OTTOBOP KbM 7-T€ CEpPOTHIIA, BKIIIOYCHH BhB BAKCHHATA, KOCTO €
MOKA3aTEeTHO 33 MPOTEKBI IbPBHYEH UMYHEH OTTOBODP.

HmyHoOreHHOCTTa Ha IBY1030Ba MbPBUYHA UIMYHH3aLUs IPH KbpMadeTa IUTIoC OycTep 103a Ha
BB3pACT OKOJIO | rofnHa € JOKyMEHTHpaHa B HAKOJIKO poyuBaHus. [loBedeTo naHHM MOKa3Bar, ue
MO-MaJIbK MPOIEHT KbpMaueTa MOCTHraT KOHIIEHTpaluy Ha antuTena > 0,35 pug/ml (pedepentHara
KOHIIGHTpAIUs Ha aHTUTeNa, Ipenopbuana or C30)' cpemty ceporunose 6B u 23F cien aByno3osa
I'bPBUYHA UMYHU3ALMS, TIPH MIPSIKO WIIM HENPSKO CPaBHEHHE C IbPBUYHATA UMYHU3ALHS OT TPU
no3u. Ocsed ToBa, CI'’K Ha aHTHTENaTa cpelly OBEUETO CEPOTHUIIOBE Ca ITO-HUCKH IIPHU KbpMaueTa
clie]] IByZI030Ba MbPBUYHA UMYHHU3AIMs, OTKOJIKOTO CJIEJ CepHsl OT TpH 103u. He3aBrcumo oT ToBa
o0aue aHTHUTAIO-OTTOBOPHT KbM OycTep AO3UTE B paHHA AETCKA Bb3PacCT CleA 2- WU 3- 030Ba
II'bPBUYHA UMYHH3ALUs B KbPMAdeCcKa Bb3pacT € CPABHUM 3a BCUUKHUTE 7 CEPOTHIIA OT BAKCHHATA U
M0Ka3Ba, ue ¥ MpH JIBETE CXEMH 3a KbpMaueTa ce Ch37aBa J0CTaThuHa UMYHOJOTHYHA TTaMeT.

" WHO technical report No 927, 2005; Appendix serological criteria for calculation and licensure of
new pneumococcal conjugate vaccine formulations for use in infants (Texauuecku noxnan va C30
No 927, 2005; IlpunoxkeHue cepoIOTUIHE KPUTEPUH 32 U3UMCIISIBAHE U pa3pellaBaHe 3a ynorpeda
Ha HOB ChCTaB Ha THEBMOKOKOBA KOHIOTaTHA BAKCHHA 32 MPHUIIAraHe MPU KbpMayeTa. )
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3HaynMMO yBeln4eHne Ha aHTuTenata (u3mepenu upe3 ELISA) cpenty BCHUKH CEpOTHUIIOBE, BKIIOUEHU
BBB BaKCHHATa, ce HalIroaBa ciel nmpuiaraHe Ha eJHOKpaTHH 103U Prevenar npu nema Ha Bb3pacT OT
2 1o 5 ronuHK. KoHIleHTpanuuTe Ha aHTUTEINA ca IOAO0OHN Ha JOCTUTHATHUTE CJIEN CEPHsl OT TPU 03U
MIpH KbpMaueTa 1 OycTep J03a MoJl 2-roAuIiiHa Bb3pacT. He ca mpoBexaanu N3MUTBaHUS 3a
e(pHKacCHOCT MPH MOMYJIAIKS Ha Bb3pacT OT 2 10 5 TOAMHHU.

EdukacHocTTa Ha ABY1030Ba MHPBUYHATA MMYHHU3AIMS HA KbpMadeTa IUToc OycTep 103a He €
YCTaHOBEHA MPHU KINHUIHUTE U3MUTBAHUS, & KIIMHHYHUATE TIOCIEACTBUS HA TIO-HUCKH KOHIICHTPAIIUU

Ha aHTUTCJIa Cpelly CEPOTUIIOBE 6B u 23F CJICe ABYyA030BaTa CXEMa 3a KbpMAa4y€Ta HE Ca U3BCCTHHU.

Ed)I/IKaCHOCT CpCily MHBa3HUBHHU 3a00J19BaHus

EduxacHocTTa cperty HHBa3uBHU 3a00IsIBaHuUs € oLeHeHa pH HaceneHueTo Ha CALL, kpaero
BakcrHaTa nokpusa oT 80% 10 89% ot ceporunosere. EnunemMuonornyante nanuu Mexay 1988 u
2003 roguHa okasBart, 4ye B EBpomna moKpuTHETO € TI0-MajKo U BapHpa B pa3IUYHUTE CTPAHU.
ITopanu ToBa Prevenar ce ouakBa aa mokpue Mexay 54% u 84% ot mamMoBeTe, H30JIUPAHU TIPH
WHBa3UBHU ITHEBMOKOKOBH 3abomsaBanus (MI13) cpex eBponeiickuTte aema moj 2-roJuimHa Bb3pacT.
IIpu eBpomeilickuTe nela Ha B3pacT Mexay 2 U 5 roauHu Prevenar ce ouakBa Jja mokpue okoio 62%
10 83% OT KIMHUYHUTE U30JIaTH, OTTOBOPHHU 32 MHBAa3UBHU THEBMOKOKOBH 3a0omnsBanus. Cmsta ce,
ye Hag 80% OT pe3nCTeHTHUTE KbM aHTUMUKPOOHH JIeKapCTBa MaMoBe Iie ObaaT 00XBaHATH OT
BKITIOUCHUTE BbB BaKCHHATa CepOTHIIOBE. [IOKpUTHETO OT BaKCHHATA HAa CEPOTUIIOBETE CPeJl IeTcKaTa
NOMyJIalys HaMalsBa C yBellMuaBaHe Ha Bb3pacTTa. HaOmogaBaHoTO HaMalleHHe Ha YecToTaTa Ha
UII3 cpexn mo-ronemMute Iema MOXKe OTYACTH J1a C€ IBJDKH Ha €CTECTBEHO MPUIOOUT UMYHUTET.

EduxacHoctTa cpenry MHBa3MBHU 3a00JsIBaHMs € OLIEHEHa B €IHO MIMPOKOMAIIa0HO paHIOMU3UPAHO,
JBOHHO-CIISINIO KIIMHUYHO U3MUTBaHE B MHOrOeTHHYecKa nomyiauus B CeBepHa Kanudopuus
(m3rmrBaneTo Kaiser Permanente). Ham 37 816 kppmadeTa ca IMyHH3UpPAHH WK ¢ Prevenar, wim ¢
KOHTpOJIHA BaKCHHA (KOHIOTaTHA BaKCHHA Cpely MeHHHToKokH rpymna C), Ha Bp3pacT 2,4, 6 m 12 - 15
mecena. [To BpemMeTo Ha IpOy4BaHETO CEPOTHIIOBETE, BKIIOUEHH BB BAKCHHATA, Ca MPUIHHSABAIN
89% ot UII3.

B 3acnenen nocnensam neprox Ha mpocieassane 10 20 ampui 1999 r. obmmar Opoit Ha ciyyauTe Ha
WHBa3UBHHU 3a00JI1BaHUs, IPUYUHEHH OT CEPOTHUIIOBE, ChIBPIKAIIN CE BbB BAKCHHATA, € JOCTUTHAT 52.
Wzuncnenara crierududHa e(pUKacHOCT CpeIly CEpOTUIIOBETE B ChcTaBa Ha BakcwHaTa € 94% (95%-en
noseputesicH uaTepBalt: [81%; 99%]) npwu intent-to-treat (ITT) rpynara u 97% (95%-eH noBeputenieH
uHTepBai: [85%; 100%]) npu rpynaTa ¢ HaI'bJIHO 3aBbpPILEHA CHIVIACHO MPOTOKONAa UMyHH3auus (40
ciyvas). B EBpoma ouakBaHaTta epuKacHOCT MpH Jle1a Ha Bh3pacT Mol 2 TOAHH Bapupa oT 51% mo
79%, xaTo ce B3eMe MpeABU]] TOKPUTHETO OT BAKCHHATA HA CEPOTUIIOBETE, MPUIMHABAIIN HHBA3UBHU
3a00JsIBaHUSI.

EdukacHocT cpely IHEBMOHUS

B usnutBaneto Kaiser Permanente edukacHocTTa cpelly OakTepueMUIHA THEBMOHUS, IPESIU3BUKAHA
OT BKJIFOUCHH BBB BaKCHHATa CEPOTHUIIOBE S. pneumoniae, e 87,5% (95%-eH noBepHUTE/ICH HHTEPBAT:
[7%; 99%)]).

OreHeHa € 1 epUKacHOCTTA Cpenly HebaKkTeprueMHUYHa ITHeBMOHUS (0e3 1a € N3BBPITBAHO
MUKpPOOHOJIOTHYHO MOTBBPKIEHUE HA AuarHo3ara). Thil KaTo MHOTO AaTOT€HH, Pa3IUYHU OT
MIPEJICTABCHUTE BbB BAKCUHATA THEBMOKOKOBH CEPOTHIIOBE, MOTAT J1a IPUYUHIBAT THEBMOHHUS MTPH
JieraTa, ce 0YakBa 3alUTaTa Cpelly BCIKAaKBa KIMHUYHO H3sSBCHA THEBMOHUS J1a € MO-HICKA
OTKOJIKOTO Cpellly THEBMOKOKOBO WHBa3MBHO 3abomsBane. [Ipu aHanmmi3a B rpymnaTa cbC 3aBbpIlieHa
CBIJIACHO MPOTOKOJIA UMYHU3AIUS HAMAJICHHETO Ha PUCKA, OLICHEHO 32 IIbPBa KJIMHUYHO U3SBCHA
MHEBMOHHMS C MATOJOIMYHA PEHTreHOrpadcka HaXoKa B IPhIHUS KOIII (TeUHUPaHA KATO HATNYIHE
Ha MHQWITPATH H3BBH OKOJIIOXWITyCHAaTa 00IacT, KOHCOMUAAIMs niH eMmmnuema), € 20,5% (95%-en
nmoBeputeneH uaTepsai: [4,4%; 34,0%]). HamanenueTo Ha MHEBMOHUUTE C MTATOJIOTHIHA
peHTreHorpadcka HaxojKa B IPbHUS KOIII € HAal-roJIIMO Mpe3 MbpBaTa roJuHa oT )kuBota (32,2%;



95%-en moseputeneH uHTEpBAI: [3,3%); 52,5%]) 1 1pe3 WepBUTE 2 TOAWHU OT XKBOTa (23,4%; 95%-
€H JIoBepuTeJIeH uHTepBai: [5,2%:; 38,1%)]).

EdukacHocT cpemry Bp3najieHue Ha CPSAHOTO YXO

OctpoTo BB3nasieHue Ha cpeaqHoTo yxo (OBCY) e decTo cpeniano AeTcko 3a00siBaHe ¢ pa3uvHa
etuonorus. bakrepun Mmoxe na ca npuuuHutenu Ha 60-70% ot knuHuuHKUTE enu3zoau Ha OBCY.
[TaeBMoxokuTe ca mpuanHuTenn Ha 30-40% ot Bcnuku Oakrepuanan OBCY u Ha mo-TossiMa 9acT oT
texxkure OBCY. Ha Teopus Prevenar moxe na npexorspatu OBCY ot oxomno 60-80% ot
MPUYUHSABAIINTE TO CEPOTUTIOBE MTHEBMOKOKH. CMsTa ce, 4ye Prevenar OM MOT'BJI J1a TpeAOTBPATH
6-13% ot Bcnuky ximHngHA ennsonn Ha OBCY.

Eduxacnoctra Ha Prevenar cpeury octpo Be3naneHue Ha cpeqHoto yxo (OBCY) e onieneHa B e1HO
PaHIOMU3UPAHO ABOMHO-CISNO KIMHUYHO U3NUTBaHe npu 1 662 kbpmadeTa BbB OunHmangus,
MMYHHM3UpaHU UM ¢ Prevenar, WM ¢ KOHTPOJIHA BaKCHMHA (BaKCHHA Cpelly XenaTuT B), Ha Bb3pacT 2,
4, 6 u 12-15 mecena. Ouenkara Ha epuKacHocTTa Ha BakcuHaTa cperry OBCY ot BakcuHaneH
CEepOTHII, KOETO € TJIaBHAaTa KpaiHa TOUKa B TOBa U3MUTBAHE, € 57% (95%-eH noBepuTeeH HHTEPBAL:
[44%; 67%]) pu aHanM3a Ha TpyIaTa ChC 3aBbpIIeHa ChITACHO IIPOTOKOJIA UMYyHHU3anus 1 54%
(95%-en noseputeneH unteppai: [41%; 64%]) npu ananusa Ha intent-to-treat rpynara. [1pu
UMYHU3UpaHHUTE ce HaOmonasa ysenuueHue ¢ 33% (95%-en noBeputenen unrepsai: [-1%; 80%]) Ha
OBCY, npmkarto ce Ha ceporpyIiy, HeBKIIIOUeH! BBB BakcuHaTa. OO1maTa moi3a odbadue ¢ HamaneHne
¢ 34% (95%-en noeputenen unrepsai: [21%; 45%]) na Bcuuku nmaeBMokokoBu OBCY.
Bw3aaeiicTBieTO HAa BaKCHHATA IO OTHOIIEHHE Ha OOLIHs Opoii enmMu30/11 Ha Bh3MaJeHUE Ha CPEAHOTO
yxo0 0e3 orjes Ha eTHoNoTHsATa € HamaneHue ¢ 6% (95%-eH moBeputeneH uaTepBal: [-4%:; 16%)).

I'pymna nema B ToBa mpoydBaHe ca MPOCIIEISHH JI0 JOCTUTaHe Ha 4- 10 S-rojuliHa Bh3pact. [Ipu ToBa
npocrnensBaHe e(hUKACHOCTTA HA BAKCHHATA M0 OTHOIICHUE HA YSCTH BB3MAJICHUS HA CPETHOTO yXO
(medmHMpann KaTo MUHUMYM 3 enu3o0/a B paMkuTe Ha 6 mecena) e 18% (95%-en noBepuresnex
unarepBai: [1%; 32%]), mo oTHOIIEHHE HAa XPOHUYHO BH3MAJICHIE Ha CPEAHOTO YXO ¢ u3nuB — 50%
(95%-en noBepurencH untepsal: [15%; 71%]), 1 o OTHOIIEHUE HA HEOOXOAUMOCTTA OT
TUMIIAHOCTOMHUS (TIOCTaBsiHE HAa TUMITAHOCTOMO3HA TphOmuka) — 39% (95%-eH noBepuresneH
uHTepBal: [4%; 61%]).

Edwukacnocrra Ha Prevenar cpenry OBCY e onieHeHa KaTo BTOpHYHA KpaiiHa TOYKA B U3ITUTBAHETO
Kaiser Permanente. Jleriata ca mpocieeHu 10 HaBbpIIBaHEe Ha 3,5-ToAMIITHA BB3pacT. Br3neficTBreTo
Ha BaKCHHATa BbpXY 0OLIHs Opoli enn30/11 Ha Bb3MaJICHHE Ha CPETHOTO yX0 Oe3 ories Ha
eThoJorusTa e HamaneHue csc 7% (95%-en nosepurenen uatepsai: [4%; 10%]). EfexTsT Ha
BaKCHHATAa IIPW aHAJN3a ChIJIACHO MPOTOKOJIA € HamaineHue ¢ 9% (95%-en moBepuTeneH HHTEpBAI:
[3%; 15%]) Ha perunuBupanute OBCY (nedunupanu kato 3 enus3oa B paMKUTe Ha 6 Mecera uiu 4
enu3oja 3a eHa rojauHa) uiv Hamanenue ¢ 23% (95%-en noseputenex unrepsai: [7%; 36%]) 3a
pernuBupamute OBCY (5 ermmzona B paMkuTe Ha 6 Mecena WM 6 enu30/1a 3a e/1Ha TO/INHA).
TumnanocroMmusTa e HamaneHa ¢ 24% (95%-en nosepurenex uaTepsair: [12%; 35%]) npu ananuza Ha
rpynara cbC 3aBbpIlI€Ha ChIVIACHO MPOTOKOIa UMyHM3aMs U ¢ 23% (95%-eH noBepuTesieH HHTEPBAIL:
[11%; 34%]) mpu ananm3a Ha intent-to-treat rpymara.

EdexruBHocT

EdextuBrnocTTa Ha Prevenar cpenry MII3 (mpemcraBnsaBamia 3anuraTa, OCUTYpeHa OT BaKCHHATA U OT
KOJICKTMBHHUS UMYHUTET, TBJDKAI CE HA HAMAJICHO Pa3lPOCTPAHECHUE CPE/l HACCIICHUETO Ha
CEPOTHIIOBETE, BKIIFOUCHN BB BAKCHHATA) € OLICHEHA B HAIMOHAIHA UMYHHU3AIIMOHHH MTPOTPaMHU, MTPH
KOHUTO C€ M3MOJI3BAT CXEMH HAa UMYHHU3AIHs TIPU KbpMAueTa ¢ TPH WK JIBE T03H U OyCTep A03U MPH
BCSIKA OT CXEMHTE.

IIpe3 2000 r. B CAILl e BbBeneHa MacoBa BakcuHaIUs ¢ Prevenar ¢bC cepus OT UETUPH 103U MIPU
KbpMaueTa U IIporpamMa 3a HaBaKCBallla UMyHHU3alKs 3a Jiela 10 S-roauiHa Be3pacT. EdextuBHOCTTA
Ha BakcuHata cpeury W13, npuunHeHu OT CepOoTUIIOBE, BKIIIOYEHH BbB BAKCUHATA, € OLIEHEHa MPHU
Jie1ia Ha Bb3pacT oT 3 10 59 Mecena npe3 IbpBUTE YETUPU TOAWHU Ha MpUIaraHe Ha nporpamMara. [Ipu



CpaBHsJBaHE C OTCHCTBUETO Ha BAKCHHALMS, TOUKOBUTE OLICHKH 3a €()eKTUBHOCTTA Ha 2, 3 uiu 4 1034,
MIPUIIOKEHH B UMYHHM3aIlMOHHA CXeMa 3a KbpMaueTa, ca CXOJIHU: CbOTBETHO 96% (95%-eH
noBeputelicH uHTepBal: [88%); 99%]), 95% (95%-en nmoeputenen uarepsai: [88%; 99%]) u 100%
(95%-en noBepurenen natepBai: [94%; 100%]). IIpe3 copmus nepuon B CALL] ce HabmoaBa
Hamanenue ¢ 94% ua UII3 oT cepoTUnose, BKIIOYCHN BHB BAKCHHATA, TIPH JIEIaTa MO S-TOTUTITHA
BB3PACT, B CPAaBHEHUE C U3XOAHHU JAaHHU OT IIepHOja Ipeu BbBeKAaHe Ha BakcuHanuarta (1998/99).
YcnopenHo ¢ ToBa € ycTaHOBEHO HaManeHue ¢ 62% Ha U113 ot cepoTunose, BKIIOUYEHU BHB
BaKCHHATA, [IPY JIMLATa HaJl 5-ToJuIIHa Bb3pacT. To3u KocBeH edeKT miu eekT Ha KOJCKTUBEH
UMYHHUTET ce ABJDKM Ha HaMaJIsIBaHE Ha MPEeAaBaHeTo OT UMyHH3UpPAaHUTE MAJIKH JIella Ha CEPOTHIIOBE,
BKJIIOYEHHU BbB BaKCHMHATa, KbM OCTAaHAJIaTa 4acT OT MOIyJIalKsATa U ChBIIa/la C HaMaJleHHE Ha
Ha30()apUHI€aTHOTO HOCUTEJICTBO HAa CEPOTHUIIOBE, BKIIIOUEHH BbB BAKCHHATA.

B Kgebek, Kanana, Prevenar e BbBeJieH ChC CXeMa Ha UMyHH3aIUs Ha BB3pacT 2, 4 u 12 Mecera u
Iporpama 3a HaBaKCBallla IMYHHU3aIl|s C eJHOKpaTHA J103a MU Jerara 10 S-roauirHa Bb3pact. [Ipe3
I'BPBUTE ABE TOAWHU Ha Mporpamara, pu UMyHH3annoneH ooxsar Han 90%, HabmoiaBaHaTa
edexruBHoCT cpeury UII3, npuyrHEHN OT CEPOTHUIIOBE, BKJIFOUECHU BB BakCHHATA, € 93% (95%-eH
JoBepuTenieH uHTepBal: [75%; 98%]) npu aByno3oBa cxema 3a kppmauera u 100% (95%-en
noseputenieH uaTepBal: [91%); 100%]) 3a mbpyiHATa CXema.

IpenBaputennn JaHHW OT AHINIMS W Yelc, ChOOIICHH MpPEAM MO-MalKo OT | ToJuHa cieq
BBBEXK/IAHETO HA TUIAHOBA MMYHU3aIMs Ha 2, 4 1 13 Mecena u porpama 3a HaBaKcBala UMYHH3aIUs
¢ eJIHOKpaTHa J103a 3a Jella Ha Bh3pacT oT 13 1o 23 Mecera, npeamnoarar, 4¢ eeKTUBHOCTTAa Ha Ta3H
cXeMa MOXeE JIa € I0-HUCKA CPEelLy CEpOTHIl 6B OTKOJIKOTO Cpelly qpyTruTe CEpOTUIIOBE OT BAKCHHATA.

EdextuBHOCTTA Ha ABY/1030Ba IPPBUYHA WMYHH3ANNS CPEIIy THEBMOHUS WM OCTPO BB3MaJeHHE Ha
CPEIHOTO yXO HE € YCTaHOBEHa.

AOHTJJ'IHI/ITCJ'IHI/I JaHHU 3a UMYHOTCHHOCT

NmyHorenHoctTa Ha Prevenar e u3cnenBaHa B €THO OTKPUTO, MHOTOLIEHTPOBO MpoyuBaHe Mnpu 49
KbpMadeTa ChC ChPIIOBHIHO-KJIEThYHA Ooect. JlemaTa ca Bakcuaupanu ¢ Prevenar (3 go3u ot 2-
MeceuyHa Bb3pPacT C HHTEPBAIH 1Mo 1 Mecen Mex Iy T03UTe) U 46 OT Te3u Aela ca MOIyqYHUIH U
23-BasieHTHA THEBMOKOKOBA TMOJIM3aXapuaHa BaKCHHA Ha Bb3pacT 15-18 mecena. Cneq mbpBUYHATA
umyHu3zanusa 95,6% ot nenara nMat HUBa Ha aHTHTENara Hail-manko 0,35 pg/ml cpemty Bceku oT 7-Te
cepoTwuIa, BKI04eH! B Prevenar. Cre mpriarane Ha MoJu3axapyIHaTa BAKCHHA € YCTaHOBEHO
3HAYMMO YBEJIMYEHUE Ha KOHIICHTPAIlUUTE Ha aHTHUTENA Cpellly 7-Te CEpOTHIIa, KOETO MpeAroiara, 4e
e Ona n3paboTeHa JocTaTbyHa UMYHOJIOTHYHA ITaMeT.

5.2 @apmakoKUHETHYHU CBOMCTBA

Hsma HanmnyHa oneHka 3a (hapMaKOKHHETUYHUTE CBOWCTBA 32 BAKCHHH.

5.3 IpeakJMHUYHU JAHHU 32 0€30MACHOCT

Enno npoyusane 3a TokcugaHocT (13 ceamunmy, 5 HHKEKITHH, 110 €IHA Ha BCEKU TPU CEAMUITH) TIPH
MHOTOKpPaTHO HHTPaMyCKYJIHO IPUJIOKEHNE HA THEBMOKOKOBA KOHIOTaTHA BAKCHHA IIPU 3alL HE
JlaBa HUKAKBU JJOKA3aTEJICTBA 32 HAKAKBU 3HAYMMU JIOKAJIHU WM CUCTEMHHU TOKCUYHU JICUCTBUSL.
[IpoyuBanus 3a TOKCHYHOCT MPX MHOTOKPATHO TMOJKOKHO MpHiiokeHue Ha Prevenar (13 ceamunu, 7
MHXXEKIMM OT KIIMHUYHATa /1034, [10 €Ha NPe3 CeIMULIa, TOCIeABaHM OT 4-ceMUueH

BB3CTAaHOBUTCIICH nepno;[) IIpU INTbXOBC U MaﬁMYHH HC JaBa HUKAKBH JOKAa3aTCJICTBA 34 HAKAKBH
3HA4YMUMH JIOKAJTHU UJIH CHCTCMHHU TOKCHYHHU HeﬁCTBHﬂ.
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6. DPAPMAIIEBTUYHU JAHHHA
6.1 Choucbk Ha NIOMOIIHHUTE BEUIECTBA

Harpues xnopun
Bopa 3a unxexknuu

6.2 HecbBMEeCTHMOCTH

[Ipu nunca Ha MpoyYBaHUS 32 HECHBMECTUMOCTH, TO3H JIEKAPCTBEH MPOIYKT HE TPSAOBA J1a CE CMECBa C
IPYTH JEKapCTBEHH MPOIYKTH.

6.3 Cpoxk Ha roaHocT
3 roguHU
6.4 CrnenuanaHu yc10BHA Ha CbXpaHeHHUe

Ja ce cpxpansBa B xnaaminHuK (2°C — 8°C).
a He ce 3ampassBa.

6.5 JlanHM 32 omakoBKAaTa

0,5 ml nHXEeKIIMOHHA CycIIeH3HsI BBB (JIaKOH (CTHKIJIO THT ) che CHBa 3amymanka oT OyTHIIOBa TymMa —
omakoBk# 110 1 1 o 10 ¢pnakona 6e3 cipuHoBKH/ M. OTIakoBKY 10 1 ()J1aKOH ChC CIIPUHIIOBKA H 2
urw (1 3a u3TerisHe, 1 3a HHKEKTHpaHe).

He Bcuuky BuoBe OnakoBKH MOTat ja ObAaT MyCHATH B poJaxoa.

6.6 CrnenuajHu Npeana3’Hu MePKU MPU U3XBHPJIsTHE

ITpu cexpaneHue Moxe Ja ce HabmoaaBaT Osna yTaiika n OucTpa HagyTae4Ha TEYHOCT.

IIpenu npunarane BakcuHaTa TpsAOBa J1a ce pa3KiaTu Jo0pe, 3a J1a ce MMoJIydd XOMOTeHHa Osiia
CYCIICH3HS, U Jja C€ MpEerJieia BU3yaIHO 3a €BEHTyaTHH YaCTULIX W/UIM IPOMEHU BbB BHHILIHHS BU.
He uznonszpaiite, ako ChAbPKAaHUETO U3IIIEK]IA PA3IUYHO.

Hewusnon3BaHuAT NPOAYKT WM OTIIAABYHUTE MaTepPHaId OT HErO TPSAOBA Aa Ce U3XBHPIIAT B
CHOTBETCTBHE C MECTHUTE N3UCKBAHMS.

7. MNPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.

Rue du Bosquet, 15

B-1348 Louvain-la-Neuve

benrus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/00/167/001

EU/1/00/167/002
EU/1/00/167/005
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9. JATA HA ITBbPBO PAZPEINABAHE/IIOJJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

[ara Ha mepBO paszpemaBane 3a ynorpebda: 02/02/2001

Jlata Ha MOCJeIHO MOTHOBSIBAHE HA pa3pelIeHUueTo 3a ynoTpeda: 12/04/2006

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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1. NME HA JIEKAPCTBEHUA ITPOAYKT

Prevenar HWHKCKIIMOHHA CYCIICH3U B MIPCABAPUTCIIHO HAITBJIHCHA CIIPUHIIOBKA
AncopOrpaHa MTHEBMOKOKOBA 3aXapH/IHa KOHIOTaTHA BaKCHHA

[Pneumococcal saccharide conjugated vaccine, adsorbed]

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika nosa ot 0,5 ml cpappixa:
ITHEBMOKOKOB TIOJTU3axapu ]l CEPOTHIT 4

(pneumococcal polysaccharide serotype 4)* 2 MUKpOTpamMa
[THeBMOKOKOB monU3axapua cepotum 6B

(pneumococcal polysaccharide serotype 6B)* 4 MuKporpaMa
[THeBMOKOKOB MONU3axapu 1 cepoTur 9V

(pneumococcal polysaccharide serotype 9V)* 2 MHKpoTpama
[THeBMOKOKOB TIONTM3axapu;] cepotun 14

(pneumococcal polysaccharide serotype 14)* 2 MHKporpama
[TueBMOKOKOB onuro3axapua ceporu 18C

(pneumococcal oligosaccharide serotype 18C)* 2 MHKpOTpaMa
ITneBMOKOKOB nonu3axapuj cepotun 19F

(pneumococcal polysaccharide serotype 19F)* 2 MUKpOTpamMa
ITueBmMoxokoB nonu3axapun ceportur 23F

(pneumococcal polysaccharide serotype 23F)* 2 MUKpoOTpamMa

* Konrorupas ¢ 6entbk-Hocuten CRMy; 1 afcopbupan Bepxy amymunues docdar (0,5 mg)

3a IIBJHMS CIIMCHK Ha IIOMOILHUTE BEIISCTBA, BIKTE TouKa 6.1.

3. JJEKAPCTBEHA ®OPMA
MNHxekMOHHA CyCIIeH3Us B IPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA.

Baxcunara npezncraBnsiBa XOMOTeHHA Os1J1a CyCIIeH3HSI.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHU MOKA3AHUS

AKXTHBHA UMyHH3aIHs cpelry 3a0ossiBaHe, IbJDKAIIo ce Ha Streptococcus pneumoniae ceporumnose 4,
6B, 9V, 14, 18C, 19F u 23F (BKiIrOYBaIO CENCUC, MCHUHTUT, THEBMOHHUS, OAKTEPUEMHSI U OCTPO
BB3MAJICHHE Ha CPEHOTO yXO) IPU KbpMadeTa U Jiella Ha Bh3pacT OT 2 Mecella JI0 5 TOAuHU (BX.
touku 4.2,4.4 u 5.1).

3a 6p051 Ha JO3UTEC, KOUTO Tpi[6Ba Ja C€ INpUJIOXKAT MPpU pa3IMIHUTEC Bb3PACTOBU I'PYIH, BUIKTC TOYKA
4.2.

[Mpunoxxenuero Ha Prevenar TpsOBa ia ce onpe/eny Bb3 OCHOBA Ha OUIIMATHUTE PEMOPHKH, KaTo Ce
B3eMe MPEJIBU 3HAUEHHUETO HAa MHBA3UBHUTE 3a00IABAHUS NIPU PA3IMIHUTE Bh3PACTOBH IPYITH, KAKTO
¥ BapHaOMIIHOCTTA Ha CMMHIEMHUOJIOTHITA Ha CEPOTUIIOBETE B PA3IMYHUTE Teorpadcku o0macTu (BXK.
touku 4.4,4.8 u 5.1).
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4.2 Jlo3UpoOBKa M HAYUH HA NIPUJIOKEHUE

Bakcunara TpsiOBa J1a ce mpuiiara 4pe3 HHTpaMyCKyJIHO HHKeKTupane. [IpeamnountanuTe Mecra ca
aHTeposarepagHaTa gacT Ha 6emporo (musculus vastus lateralis) mpu kbpMadeTa WK TSITOUTHUSAT
MYCKYJI Ha MUIIHHAATA IIPU MaJIKUTE Iea.

CXeMH 32 UMYHHU3AIHS:
CxeMmure 3a UMyHHU3anus ¢ Prevenar TpssOBa 1a ce oCHOBaBaT Ha O(PHUIIMATHATE IPETIOPHKH.

Krpmauera Ha Bu3pacT 2 — 6 Mecena:

IIepBUYHATA UMYHH3AIHS NP KbpMadeTa ce ChCTOM OT TPH mociemoBareaHu ao3u mo 0,5 ml, kato
mbpBaTa 032 OOMKHOBEHO Ce MpHiIara Ha Bb3pacT 2 Mecela, a MHTEPBATBT MKy OTIEITHUTE JO3H €
Haii-manko 1 mecen. [IpenopbuBa ce 4eTBBPTA 1032 MPE3 BTOPATa FOJIMHA OT KUBOTA.

Karo antepHaruBa MoXke /1a ce U3M0JI3Ba U ABYI030Ba CXeMa Ha MMYyHHU3aIusl, korato Prevenar ce
mpujara KaTo 4acT OT IUTAaHOBa MMYHHU3AI[MOHHA MMporpaMa 3a KbpMadera. [IbpBaTa 103a MOXe Ja ce
NPUJIOXKH HE TIO-PaHO OT 2-MeceuHa Bh3pacT, BTOpaTa J03a Hali-Manko 2 Mecela Mo-KbCHO U TPeTa
(6ycrep) mo3a Ha BB3pacT 11-15 mecena (Bx. Touka 5.1).

HeBakcuHWpaHU I0-paHO MO-TOJIEMU KbpMaveTa | Jela:

Kbpmauera Ha Bb3pacT 7 — 11 Mecena: ase go3u 1o 0,5 ml, ¢ maTepBa) Hali-MaNKO 1 Mecer] HOMEXITy
uM. [IpeniopbuBa ce TpeTa j03a Impe3 BTopaTa rojinHa OT KUBOTA.

Jena na Bp3pact 12 — 23 Mecena: ase a03u 1o 0,5 ml, ¢ uHTEpBaN Haii-MaaKo 2 Mecena IMOMEKAY HM.
Jlenia Ha BB3pacT 24 Mecena — 5 TOAMHU: €aHa €IUHCTBEHA 1034a.

HEOOXOIUMOCTTa OT PEMMYHH3aLUs CJIe]] Te3U CXeMH Ha UMYHHU3alHs He € YCTaHOBEHA.
4.3 IIporuBomoka3zanusi

CBpBXYYBCTBUTEIIHOCT KbM aKTUBHUTE BEUIECTBA WIIH HAKOE OT IIOMOIIHUTE BEIIECTBA WA KbM
nudTepreH TOKCOMI.

4.4 Cneuuajanu mpeaynpeskaeHus: U NpeANa3sHy MepKH NPU ynoTpeda

KakTo u niput Ipyry BaKCHHHM, MPUIaraHeTo Ha Prevenar TpsOBa /1a ce OTI0XKH MPH JIKIIA, CTPAJAIH OT
OCTPO YMEPEHO TEIKKO HIIH TEKKO (PeOpHIIHO 3200 1BaHe.

KakTo npu BCHYKH MHKCKIIMOHHN BAaKCUHH, 32 PEIKUTE ClIydad Ha aHapUIaKTHIHA PEaKIHs CIIe]
HpnnaraHe Ha BaKCHMHaATa BUHAru TpH6Ba aa e OCI/IpreHO IoaxXoaa1o MEAUIIMHCKO JICUCHUC U
HaOJIIOCHHE.

[ToTeHIMANHUIT PUCK OT alHEsI © HEOOXOAMMOCTTA OT MPOCIEAIBaHe HA AUIIAHETO B MPOIBIDKCHIE
Ha 48-72 yaca TpsiOBa 1a ce B3eMaT MPeIBHU, KOTaTo ce Mpujlara MbpBUYHA UIMyHH3aLUs Ha
MIPEXAEBPEMEHHO pPOIeHH (posieHH < 28 recTaloHHa CeIMUIIa) U 0COOEHO MPH Te3H C MPEeANIITHA
aHaMHe3a 3a HeJJOpa3BUTHE Ha AMXaTelHaTa cucTeMa. Tbi KaTo Mmoj3aTa OT BAKCHHUPAHETO IPH Ta3u
rpyna HOBOPOZEHH € ToyiiMa, BAKCHHUPAHETO He TpsAOBa Jja c€ OTMEHS WJIM OTjara.

Prevenar He ocurypsiBa 3aiuTa cpeury Ipyrd CepoTHIIOBE Ha Streptococcus pneumoniae, ocBeH Te3u,
BKJIIOUEHH BbB BAKCHHATA, HUTO CPEILY IPYTd MUKPOOPTaHU3MH, IPUYHHSIBAILY HHBA3UBHH
3a00JsIBaHUS WIIM Bh3MIAJICHUE Ha CPETHOTO YXO.

Ta3u BakcuHa He TpsOBa J1a ce Mpuiiara Mpyu KbpMadeTa WiH Jela ¢ TPOMOOIIMTONICHHUS WITH JPYTO
HapyIIeHne Ha KPBBOCHCUPBAHETO, KOETO OM OWMIIO MTPOTUBOIMOKA3aHUE 32 HHTPAMYCKYITHO

HWHKXCKTHUPAHE, OCBCH aKO IMOTCHIHAJIHATA [10J13a KATETOPUYHO IMMPEBUIIaBa PUCKaA OT MPUJIaraHeTo.

Brnpeku ue Morxe 1a noBene 10 o0Opa3yBaHe Ha aHTHTEJNA Cpelly AM(TEpUeH TOKCOU I, UMYHU3ALHSTa
C Ta3W BaKCHHA HE 3aMECTBA pyTHHHATA UMYHHU3AIHS CPEILy TUPTEPHS.

14



3a mena Ha BB3pacT OT 2 10 5 TOJIMHHM € U3II0NI3BaHa CXeMa Ha MIMYHH3allus ¢ €IHA CIUHCTBEHA 1034,
[Ipu nena Ha BB3pacT Hax 24 Mecena ce Ha0Jr1aBa 0-BUCOKA YECTOTA Ha JIOKATHH PEaKI|H
OTKOJIKOTO TIpX KbpMadeTa (BXK. Touka 4.8).

[pu nena ¢ HapylieHa IMyHHA PEAKTUBHOCT, HE3aBHCUMO JIAJIA BCJICIICTBUE HA TIpUJIaraHe Ha
HMYHOCYTIpECUBHA Teparwsl, reHeTndeH aedekt, nadekius ¢ HIV wam apyru npudnHu, Moxe 1a ce
Ha0mrogaBa mo-ciaabo odpa3yBaHe Ha aHTHUTENA B OTTOBOP HA aKTHBHATA UMYHHU3AIIHS.

OrpaHn4eHH JaHHU MOKa3BaT, 4e Prevenar (mbpBUYHA UMYHH3ALUs C TPU T03HM) HHIYLUPA IPUEMIIIB
AMYyHEH OTTOBOP IIPH KbpMadeTa ChC ChPIIOBUIHO-KIEThYHA OoecT, ¢ mpodui Ha 6€3011acHOCT,
noo0eH Ha HaOJr0JaBaHus IPU HE-BUCOKOPHCKOBH IpynH (BXk. Touka 5.1). Bee omie nuncear qanau
3a 6€30MaCHOCT M UMYHOTEHHOCT IIPH Jelia OT APYTH CIeUU(UYHH IPYIIN C BUCOK PHUCK 32 HHBAa3UBHO
ITHEBMOKOKOBO 3a00JIsIBaHE (HAMp. Iela ¢ Ipyra BpoJIeHa WM NPUI00UTa AUChYHKLUS Ha cle3KaTa,
3apazenu ¢ HIV, cbc 31m0kauecTBeH HOBOOOpa3yBaHus, ¢ HEPpO3eH CHHAPOM). BakcuHUpaHEeTO BHB
BHCOKOPUCKOBHTE TPYNH TPsAOBA Aa ce pas3riiexkaa HHANBHIYATHO 32 BCEKH OT/ENICH CIyqai.

Jerma mon 2-romuimHa BB3pacT TPSAOBA Aa ce BAKCHHUPAT ¢ Prevenar mo moaxoasimaTa 3a Bb3pacTra
UM cxema (BXK. Touka 4.2). YnorpebaTa Ha THEBMOKOKOBA KOHIOTaTHA BaKCHHA HE 3aMeCTBa
M3TIOJI3BAaHETO Ha 23-BaJIEHTHU MTHEBMOKOKOBH IOJIM3aXapuaHNA BaKCHHU TIPH Jielia Ha Bb3pacT = 24
Mecela ChC ChCTOSIHUS (KaTo HalpUMepP ChPIIOBUIHO-KIIEThYHA O0JIECT, acIUIeHU3bM, HH(EKIus ¢
HIV, xpornuHo 3a005151BaHe WX UIMyHOKOMIIPOMETHPAHH ), KOUTO T U3J1araT Ha MO-BHUCOK PUCK OT
MHBA3MBHO 3a00JIsBaHe, IPUYMHEHO OT Streptococcus pneumoniae. BeB BcH4kH ciiyyan, KOrato ToBa
ce MpenopbyBa, AeLaTa ¢ pUCK Ha Bb3pacT > 24 Mecela, KOUTO ca IMyHH3UPaHH MO-paHo ¢ Prevenar,
TpsiOBa J1a mosyyar 23-BajJieHTHa THEBMOKOKOBA TTOJIN3aXapuIHa BaKCUHA. IHTEpBaIbT MEX Iy
MTHEeBMOKOKOBaTa KOHIOraTHa BakcuHa (Prevenar) u 23-BajieHTHaTa THEBMOKOKOBA MOJIM3aXapHIHa
BaKCHHa TPsOBa Aa Obe HEe MO-MaIBK OT § ceaMui. Hsama qaHHu nany u3mosi3BaHeTo Ha 23-
BaJICHTHA ITHEBMOKOKOBA I10JIM3aXapyHa BAKCHHA IIPH [e11a, KOUTO HE Ca UM ca UMYHU3UPAHH I10-
paso ¢ Prevenar, moxxe na goBene 10 mo-cnad OTrOBOp KbM ClIeABaLIH 103U Prevenar.

Korato Prevenar ce nmpuiara eZHOBpEMEHHO C IIECTBAJIEHTHA BaKCUHA (BaKCHHA cpelry audTepus,
TeTaHyc, KOKIonI (Oe3keThuHa), XenatuT B, monrnomMuenut (MHaKTUBUpaHa) U XeMOQHUITyC THIT b
(xoHIOTaTHA ¢ HOCHTEN TETAaHMUYEH TOKCOM)), IEKapsAT TpsiOBa 1a MMa MpeBUA, Y€ JaHHUTE OT
KJIMHWYHY TIPOYYBaHUs [TOKa3BaT [0-BUCOKA Y€CTOTa Ha ()eOPUITHUTE PEaKIMU B CPaBHEHHUE C
4yecToTaTa UM cile]] IpujlaraHe caMo Ha IeCTBaJeHTHU BakCUHHU. IloBeueTo OT Te3u peakiuu ca Ouiu
ymepeno TexkH (1o 39 °C) u npexonnu (Bx. Touka 4.8).

[IpunoxeHne Ha aHTUNMUPETHYHH JIEKAPCTBA TPSOBA /1a Ce MPeANpreMe B ChOTBETCTBHE C
HAIMOHATHUTE YKA3aHHUS.

[TpenoppuBa ce npoduIakKTHYHO MpUIaraHe Ha aHTHITUPETHIHH JIEKapCTBa:

- IpY BCUYKH JIe11a, NOTy4YaBaly Prevenar e THOBPEMEHHO C BAKCHHH, ChABPIKAIIN
ISUTOKJIEThYHA KOKJTIOLIHA ChCTaBKa, MIOPaI MMO-BHCOKATa YECTOTa Ha (heOPUITHH Peakiuu (BXK.
Touka 4.8).

- NpY Jiela ¢ KOHBYJICUBHU HapYUICHUS HIIM C aHaMHe3a 3a GeOpUIHN I'bpUOBE.

He npunaraiite Prevenar uHTpaBeHO3HO.

[Momo6HoO Ha Besika BakcuHa Prevenar Moske | [a He Mpea3yu OT THEBMOKOKOBO 3a00JI1BaHEe BCUYKH
JIMLIA, ONTyYMid BakcuHaTa. OCBEH TOBA C€ 0YaKBa 3aIllMTaTa Cpelly Bh3NalIeHHE Ha CPEAHOTO YXO,
IIPUYIMHEHO OT CEPOTHUIIOBE, ChBPIKAILU CE€ BbB BAKCHHATA, [1a € 3HAUUTEIIHO 110-cj1ada OT 3aluuraTa
cpelry WHBa3MBHO 3a0oinaBane. Thit KaTo Bh3MaNEHNE Ha CPETHOTO YXO Ce MPUUUHSIBA OT peuiia
OpPTraHH3MH, PA3INYHU OT CHABPKAIINUTE CE BbB BAaKCHHATa THEBMOKOKOBH CEPOTHUIIOBE, 3alllUTaTa
Cpellly BCUYKH Bb3NAJICHUS Ha CPEJHOTO YXO ce O4YakBa Ja e ciada (Bx. Touka 5.1).
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4.5 Bs3aumopeiicTBHe ¢ APYrH JeKapPCTBEeHH NPOAYKTH U APYru (popmMu Ha B3auMojelcTBUe

Prevenar moxe Ja Cc€ npujiara CJHOBPEMCHHO C APYTH NEAUATPUYHU BAKCUHU B CbOTBETCTBUC C
IPENoOPbYaHUTE CXEMHU 3a UMYHU3AIINA. Paznmuanute MHXXCKIIMOHHN BAKCHMHH BUHAaru Tp?[6Ba Ja ce
mnmpuiiaraT Ha pas3sjiivdiHU WHXXCKIWMOHHU MECTa.

NMyHHHAT OTTOBOp KbM PYTHHHUTE TIETUATPUYHHA BaKCHHH, IPUIIOKEHU €THOBpEeMeHHO ¢ Prevenar
Ha pa3TUYH{ WHKEKIIMOHHHU MECTa, € M3CJIeBaH B 7 KOHTPOJINPAHHU KIMHUYHA TPOYIBaAHUSI.
AHTHUTSIO-OTTOBOPHT KbM KOHIOTaTHA BAKCHHA OT KaricyJieH nojim3axapua Ha Haemophilus influenzae
tun b ¢ Hocuten TeranndeH nporeuH (PRP-T), BakcuHa cpemry TeTaHyc ¥ BAKCHHA Cpely XermaTuT B
(HepB) e mogo6en Ha TO3M MPU KOHTPOIHHUTE TPYITH. 3a KOHIOTATHA BAKCHHA CPEITy XeMO(ITyC THIT
b ¢ Hocuten CRM B nMyHH3allMOHHATa CepHsl IPU KbpMaueTaTta € HaOro/1aBaH yBeJNUeH aHTHTSIIO-
ortroBop cpeury Haemophilus influenzae tun b u cpemy nudrepus. [lpu Oycrep nozara
(peuMyHM3aNUATA) € 3a0eNA3aHO U3BECTHO MOTUCKAHE HA TUTPUTE HA aHTUTenara cperry Haemophilus
influenzae tum b, HO BcHukHM Aela ca UMajK 3aluTHY TUTPH. HabmromaBano e HepaBHOMEPHO
orciaabBaHe Ha OTTOBOPA KbM KOKITIOIIHUTE aHTUT'CHH, KAKTO ¥ KbM WHAKTUBUPaHA BAKCHHA CPEIILy
nonmmomuenut (IPV). KnuanyHata 3HaYMMOCT Ha Te3u B3aUMOJICHCTBHS He € n3BecTHa. OrpaHHYeHH
pe3yNTaTH OT OTKPUTH KIMHUYIHH MTPOYYBAHUS TIOKA3BAT IPUEMITUB IMYHEH OTTOBOP KbM BaKCHHH
cperry MOpOWIIM, TapOTUT U pyOeosIa U BAKCUHU CPEIy BapuIilena.

JlagHuTe 32 € THOBPEMEHHOTO Tprutarane Ha Prevenar ¢ Infanrix hexa (BakcuHa cpemry audTepus,
TeTaHyc, KOKIONI (0e3KIeTh4Ha), XeNaTuT B, noarmomMuenutT (MHAaKTHBUPaHa) U XeMO(UITyC THII b
(KOHIOTaTHA C HOCHTEJ TETAHMYEH TOKCOH)), IPHIIOKECHU KaTo MbPBUYHA UIMYyHH3aLus ¢ 3 103U, He
MOKAa3BaT KIMHUYHO 3HAYMMO B3aUMOJCHUCTBHE, MOBIUABAIIO aHTHTSIIO-OTTOBOPA KbM BCEKH OT/ICNICH
AHTHUTEH.

3acera HAMa JOCTATHYHO JaHHU OTHOCHO B3aMMOJCHCTBHUSATA IIpH Npuiarane Ha Prevenar
€THOBPEMEHHO C IPYTH MECTBATCHTHHN BAKCHHU.

[Ipu KIMHUYHO U3NHUTBAHE, PU KOETO CE CPABHSABAT CAMOCTOATEITHOTO U €THOBPEMEHHOTO MpHUJIaraHe
Ha Prevenar (Tpu 1031 Ha 2-pu, 3,5 u 6-Tu Mecen 1 OycTep 103a Ha MPUOIH3UTENTHO 12-TH Mecel) U
Meningitec (koHIOraTHa BaAKCHHA CpEIly MEHUHTOKOKY rpyma C; 1Be 031 Ha 2-pu B 6-TH Mecell 1
OycTtep m03a Ha mpUOIU3UTETHO 12-TH Mecelr), HAMa JTaHHU 32 UMYHHO B3aUMOJICHCTBHE MEKIY JIBETE
KOHIOTaTHM BaKCHHU Clie]l TbPBUYHATA MMYHH3ALUs WIH Clie OycTep JO3UTe.

4.6 bpeMeHHOCT U KbpMeHe

Prevenar He e mpenHa3HAYeH 3a MPUJIOKEHHE MTPH Bh3pacTHU. JIumnicBa nHpOpManus 3a 6e30MacHOCTTa
IIpH TIpIJIaraHe Ha BaKCHHATA 110 BpeMe Ha OpPeMEHHOCT U KbpMEHE.

4.7 EdexTu BbpXy cioco0HOCTTA 3a mo¢upaHe n padoTa ¢ MAIIUHA

Henpunoxumo.

4.8 HexegaHu JeKapCTBEeHH PeaKUUU

be3onacHocTTa HAa BaKCHHATA € OLICHEHA B PA3IMYHU KOHTPOJIMPAHU KIMHUYHU MPOYyYBAHUS,
BrurrouBamm Haja 18 000 3xpaBu kbpMmaveTa (Ha Bb3pacT ot 6 ceamunu Ao 18 mecena). OcHOBHATa
YacT OT OTHTA M0 OTHOIIIEHHE Ha OE30ITaCHOCTTA € MOJTyYeH OT M3MUTBAHETO 3a e(PUKACHOCT, B KOETO
17 066 xppmaueta ca momyuniu 55 352 no3u Prevenar. bezonacHocTTa € olieHeHA U TIPU

HCBAKCHMHHPAHU MTO-PAHO MMO-TOJICMHU [ACLa.

B®B BCcHUukH IIpOoy4YBaHHsd BaKCUHATa Prevenar e npuiaraHa €THOBPEMEHHO C IPCTIOPHUBAHUTE
neauaTpuiHu BaKCUHU.

Cpen Haii-uecTo ChOOIABAHUTE HEKEIAHH PEaKIUH ca PeaKIMi Ha HHKEKIIMOHHOTO MSICTO U
(hebpunuTerT.
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He e ycTaHOBEHO KaTeropuyHO HApacTBaHE HA YeCTOTATa HA JIOKATHUTE UM CUCTEMHUTE PEaKIUH
IIpY NOBTOPHUTE NO03U B pPaMKHUTEC Ha IIbPBUYHATA UMYHH3AIUA WA ITPU 6yCTep Jo3arta, ¢ U3KJIIFOUCHUEC
Ha yCTaHOBEHATa Mpu OycTep /103aTa MO0-BHCOKA YeCTOTa Ha MPeX0iHa 00JIE3HEHA YYBCTBUTEITHOCT
(36,5%) u 6one3HeHa YyBCTBUTEIIHOCT, IIpeUelia Ha JBIKeHNeTo Ha KpaiHuka (18,5%).

[Ipu mo-ronemu Jera, moiydyaBaliyd €AMHCTBEHA J103a OT BAKCHHATA, € HA0JIF01aBaHa I0-BUCOKA
YeCcTOTa Ha JIOKAJTHH PEaKIMH, OTKOJIKOTO € OIIMCaHO IT0-paHo 3a KbpMadecKkaTa Bb3pact. Te3u
PeaKIiy ca MPeJrMHO IPEXOIHH M0 CBOETO €CTECTBO. B elHO mpoydBaHe, IPOBEACHO CIe]
pa3pelaBaHeTo 3a yIoTpeda Ha BaKCHMHATa, BKJIOYBAIIO 115 mela Ha Bb3pact OT 2 10 5 rouHu, 3a
0oJie3HeHa YyBCTBUTEIHOCT ce choOIaBa mpu 110 39,1% ot nenara; pu 15,7% ot nenara
0oJe3HeHaTa TyBCTBUTEITHOCT € Mpednya Ha ABIKeHneTo Ha Kpaitauka. [Ipu 40,0% ot nemata ce
croOIIaBa 3a 3auepBsiBane, a mpu 32,2% - 3a ymrsTHEHHE. 3a 3aUepBsIBaHe WK YIUTBTHEHHE C
THAMETBP = 2 cm ce choOIIaBa cboTBeTHO 1pu 22,6% 1 13,9% ot memara.

[Ipu npunarane Ha Prevenar eTHOBpEMEHHO C IIECTBAJICHTHN BaKCHHU (BaKCHHA Cpeuly AuQTepus,
TeTaHyC, KOKJIION (0e3KIeThIHA), XeNaTUT B, monroMuenuT (HHaKTUBUpaHa) 1 XeModrryc Trm b
(KoHIOraTHA C HOCUTEN TeTAaHWYCH TOKCOHUM)) 3a TeMiiepaTypa > 38 °C cies mpuiarane Ha J03a ce
cpoburaBa npu 28,3% 10 48,3% ot kppMaueTara B rpynara, mojyvaBalia eIHOBpeMeHHO Prevenar u
[ecTBaJieHTHATa BaKCHUHA, B cpaBHEHHE ¢ 15,6% mo 23,4% B rpynara, moiydaBaiia caMmo
IIeCTBAJICHTHATa BakcuHa. Temrepatypa Hax 39,5 °C cinen mpunarane Ha fo03a ce HaOIroaaBa Ipu
0,6% 1o 2,8% ot KbpMaueTaTa, NOJIYIHIN €IHOBPEMEHHO Prevenar u mecTBaneHTHa BaKCHHA (BXK.
TouKa 4.4).

PeakToreHHocTTa € MM0-BHCOKA MPH JIEeLIa, TOTYYaBalli €THOBPEMEHHO ISUIOKIEThYHN BAKCHHU CpEILy
KOKJIoII. B exHo mpoyuBane, BkiouBaio 1 662 gena, 3a remneparypa > 38 °C ce cpo0111aBa mnpu
41,2% ot nenara, monyuynian Prevenar eqHOBpeMEHHO ¢ afcopOupaHa BakcHHa Cpelly TupTepus,
TeTaHyC 1 KOKJIIOWI, B CpaBHEHUE ¢ 27,9% B KOHTpoONHaTa rpymna. 3a remmneparypa > 39 °C ce
cpobmaBa npu 3,3% ot genata B cpaBHeHue ¢ 1,2% B KOHTpOJIHATA TpyTIa.

Hexxenanute peakuuu, cb00IIaBaHN TP KIMHUYHUTE U3MUTBAHUS WM OT IOCTMAPKETUHIOBHS OIIUT,
ca n30poeHu B cieBalaTa TadluIa 1o OpraHHU CUCTEMH U II0 YECTOTa, 332 BCUYKH Bb3PACTOBU
rpynu. YectoraTa ce gepuHMApa KaKkTo ciefBa: MHOTO dectH: > 1/10, wectn: > 1/100 u < 1/10,
Hevectu: > 1/1 000 u < 1/100, peaxu: > 1/10 000 u < 1/1 000, maOTO peaxu: < 1/10 000.

HpI/I BCAKO I'pylpaHe B 3aBUCUMOCT OT YECTOTAaTa HEXKECIAHUTEC JICKAPCTBEHU PEAKIIUU CE I/I36pO$[BaT B
HU3XOOAI pea IO OTHOUICHUC Ha TAXHATAa CEPUO3HOCT.

Hapymenunss Ha KpbBTa U JUM(pHATA cUCTEMA:
MHoro penku: Jlumdanenonarus, Tokanu3upana B 0071acTTa Ha MHKEKIIMOHHOTO MSICTO

Hapyumenusi Ha MYMyHHaTa cucTeMa:

Penxu: Peakmuu Ha CBpBXUYBCTBUTEIHOCT KaTO aHa(WIAKTUYHN/aHA()UIAKTOUIHN
PeaKuyy BKII. IIOK, aHTHOHEBPOTHYEH OTOK, OPOHXOCIA3bM, 3a1yX, OTOK Ha
JIMLETO.

Hapyuienns Ha HepBHATA cUcTeMa:
Penxu: I'epuoBe, BKJI. peOPUIIHU I'BPUOBE.

CToMalIHO-4YpeBHH HAPYIIIEHM:
MHoro uyectu: IToBpbuIane, uapusi, HaMajeH arneTHT.

Hapyuienunsi Ha KoKaTa ¥ MOJAKOKHATA ThKaH:

Heuecru: OO0puB/ypTUKapHs.
MHoro penku: Erythema multiforme.

17



OO0mu HapymeHus: M e)eKTH HA MACTOTO HA NPUJIOKEHHE:

Mmuoro uecTu: Peakiivu Ha MHXEKIIHOHHOTO MSICTO (HAIp. EPUTEM, YILTBTHEHUE/TIOIy BaHE,
0omka/00Ie3HEHa UyBCTBUTEITHOCT); TeMmeparypa > 38 °C,
Pa3ApasHUTEIHOCT, T4, CHHINBOCT, HECTIOKOCH ChHH.

Yectu: ITonyBaHe/yIurbTHEHHE HAa HHXXEKLIMOHHOTO MSICTO U epuTeM > 2,4 cm,
0oJe3HeHa YyBCTBUTEIHOCT, OTPaHWYABAIla IBIKEHIETO, TeMIIepaTypa
>39 °C.

Penxu: Enu3oxn Ha XUIIOTOHMSA U XUIIOPEAKTUBHOCT, PEaKLMK Ha

CBPBXUYBCTBUTEIHOCT Ha MHKEKIIMOHHOTO MSICTO (HAIp. AEPMaTHT,
MIPYPUTYC, YPTUKAPHSI), 3aUEpPBIBAHE.

ATHes Ipyu IpeXIeBPEMEHHO poJieHH (< 28 recTaniMoHHa ceMHIIa) (BXK. Touka 4.4).
4.9 IIpepo3upane

Cro011aBaHo € 3a mpeno3upane Ha Prevenar, BKITIOYBAIIO ClIyyad Ha MHXKEKTUPAHE Ha IMO-BUCOKA OT
MperopbrYaHaTa J103a U ciaydyan Ha IpuiiaraHe Ha MOCIeIOBaTeTHH O3H, MTPe3 HHTEPBAI, T0-MalIbK OT
npenopbuanus. B moBeueTo OT ciiydanTe He ca ChOOICHN HUKAKBU HEXKeTaH! peakiuu. OO0IIo B3ETO,
CHOOIIEHUTE HEXKEIAaHU CHOUTHS NIPH MIPEI03UPaHE CE€ CHOOIABAT U MPH NMPEIOPHYAHUTE SAUHUIHH
no3u Prevenar.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 @®apmakoaMHAMHUYHU CBOICTBA

®dapmakoTeparneBTUYHA Tpyna: THeBMOKOKOBU Bakcuuu, ATC kox: JO7TAL02

HmyHoreHHoct

3HaunMO yBeNIMUYEHUE Ha aHTHTeNaTa (m3Mepenn upe3 ELISA) e ycTaHOBEeHO 3a BCHIKH CEPOTHUIIORE,
BKJIIOYC€HU BBB BaAKCHHATA, CJIC/ IIbPpBUYHA UMYHHU3AlUA C TPHU AO3U Prevenar IIpu KbpMade€Ta U CJIC
OycTep J03uTe, BBIIPEKH ue cpeaHoreomeTpuunute konneHnTpanuu (CI'K) ca pasznuunu 3a 7-te
ceporuna. Joka3aHo e ChIIo, Ye ciie]] IbpBUYHATA UMYHU3alKs Prevenar HHIyupa oOpa3yBaHe Ha
(YHKIIMOHAIHY aHTUTENa (M3MEPEHH Ype3 OMCOHO(AroIrTo3a) Cpelly BCHUKH CEPOTHIIOBE,
BKIIIOYCHH BHB BakcuHaTa. He € u3cneBaHa mpoAbDKUTETHOCTTA Ha MIEPCUCTUPAHE Ha aHTUTeNIaTa
CJIe/l IPUJIarane Ha MbPBHUYHA UMYHHU3AIMS IPU KbpMadeTa TToc OycTep WK ciie]] MpuiiaraHe Ha
M'bPBUYHA HMYHHU3AIHS C €THOKPATHU JTO3H Ha MO-TOJIEMHU Jiena. [IpunaraHeTo Ha HEKOHIOTUPaHH
ITHECBMOKOKOBH MOJIH3axapuaiu 13 Meccla CJIC MbpBUYHAaTa UMYHHU3alud C Prevenar MMpEaAN3BHUKBA
AHAMHECTUYEH aHTHTSJIO-OTTOBOP KbM 7-T€ CEpPOTHIIA, BKIIIOYCHH BhB BAKCHHATA, KOCTO €
MOKA3aTEeTHO 33 MPOTEKBI IbPBHYEH UMYHEH OTTOBODP.

HmyHoOreHHOCTTa Ha IBY1030Ba MbPBUYHA UIMYHH3aLUs IPH KbpMadeTa IUTIoC OycTep 103a Ha
BB3pACT OKOJIO | rofnHa € JOKyMEHTHpaHa B HAKOJIKO poyuBaHus. [loBedeTo naHHM MOKa3Bar, ue
MO-MaJIbK MPOIEHT KbpMaueTa MOCTHraT KOHIIEHTpaluy Ha antuTena > 0,35 pug/ml (pedepentHara
KOHIIGHTPAIINS HA aHTHTENa, npenopbuana ot C30)” cpery ceporunose 6B u 23F cen 1Byn0308a
I'bPBUYHA UMYHU3ALMS, TIPU MIPSIKO WM HENPSKO CPaBHEHHUE C TbPBUYHATA UMYHHU3ALHS OT TPU
no3u. Oced ToBa, CI'’K Ha aHTHTENaTa Cpelly IOBEUETO CEPOTHUIIOBE Ca IMO-HUCKH IIPHU KbpMayueTa
clie]] IBy030Ba MbPBUYHA UMYHHU3AIMs, OTKOJIKOTO CJIE] cCepHsl OT TpH 103u. He3aBucumo oT ToBa
o0aue aHTHUTAIO-OTTOBOPHT KbM OycTep AO3UTE B paHHA AETCKA Bb3PacCT ClIeA 2- WU 3- 1030Ba
II'bPBUYHA UMYHH3ALUs B KbPMAueCcKa Bb3pacT € CPABHUM 3a BCUUKHUTE 7 CEPOTHIIA OT BAKCHHATA U
M0Ka3Ba, ue ¥ MpH JIBETE CXEMH 3a KbpMaueTa ce Ch3/aBa J0CTaThuHa UMYHOJOTHYHA TTaMeT.

2 WHO technical report No 927, 2005; Appendix serological criteria for calculation and licensure of
new pneumococcal conjugate vaccine formulations for use in infants (Texauuecku noxnan va C30
No 927, 2005; IlpunoxkeHue cepoIOTUIHE KPUTEPUH 32 U3UMCIISIBAHE U pa3pellaBaHe 3a ynorpeda
Ha HOB ChCTaB HAa THEBMOKOKOBA KOHIOTaTHA BAKCHHA 32 TMPUIIaraHe MPU KbpMayeTa. )
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3HaynMMO yBeln4eHne Ha aHTuTenata (u3mepenu upe3 ELISA) cpenty BCHUKH CEpOTHUIIOBE, BKIIOUEHU
BBB BaKCHHATa, ce HalIroaBa ciel nmpuiaraHe Ha eJHOKpaTHH 103U Prevenar npu nema Ha Bb3pacT OT
2 1o 5 ronuHK. KoHIleHTpanuuTe Ha aHTUTEINA ca IOAO0OHN Ha JOCTUTHATHUTE CJIEN CEPHsl OT TPU 03U
MIpH KbpMaueTa 1 OycTep J03a MoJl 2-roAuIiiHa Bb3pacT. He ca mpoBexaanu N3MUTBaHUS 3a
e(pHKacCHOCT MPH MOMYJIAIKS Ha Bb3pacT OT 2 10 5 TOAMHHU.

EdukacHocTTa Ha ABY1030Ba MHPBUYHATA MMYHHU3AIMS HA KbpMadeTa IUToc OycTep 103a He €
YCTaHOBEHA MPHU KINHUIHUTE U3MUTBAHUS, & KIIMHHYHUATE TIOCIEACTBUS HA TIO-HUCKH KOHIICHTPAIIUU

Ha aHTUTCJIa Cpelly CEPOTUIIOBE 6B u 23F CJICe ABYyA030BaTa CXEMa 3a KbpMAa4y€Ta HE Ca U3BCCTHHU.

Ed)I/IKaCHOCT CpCily MHBa3HUBHHU 3a00J19BaHus

EduxacHocTTa cperty HHBa3uBHU 3a00IsIBaHuUs € oLeHeHa pH HaceneHueTo Ha CALL, kpaero
BakcrHaTa nokpusa oT 80% 10 89% ot ceporunosere. EnunemMuonornyante nanuu Mexay 1988 u
2003 roguHa okasBart, 4ye B EBpomna moKpuTHETO € TI0-MajKo U BapHpa B pa3IUYHUTE CTPAHU.
ITopanu ToBa Prevenar ce ouakBa aa mokpue Mexay 54% u 84% ot mamMoBeTe, H30JIUPAHU TIPH
WHBa3UBHU ITHEBMOKOKOBH 3abomsaBanus (MI13) cpex eBponeiickuTte aema moj 2-roJuimHa Bb3pacT.
IIpu eBpomeilickuTe nela Ha B3pacT Mexay 2 U 5 roauHu Prevenar ce ouakBa Jja mokpue okoio 62%
10 83% OT KIMHUYHUTE U30JIaTH, OTTOBOPHHU 32 MHBAa3UBHU THEBMOKOKOBH 3a0omnsBanus. Cmsta ce,
ye Hag 80% OT pe3nCTeHTHUTE KbM aHTUMUKPOOHH JIeKapCTBa MaMoBe Iie ObaaT 00XBaHATH OT
BKITIOUCHUTE BbB BaKCHHATa CepOTHIIOBE. [IOKpUTHETO OT BaKCHHATA HAa CEPOTUIIOBETE CPeJl IeTcKaTa
NOMyJIalys HaMalsBa C yBellMuaBaHe Ha Bb3pacTTa. HaOmogaBaHoTO HaMalleHHe Ha YecToTaTa Ha
UII3 cpexn mo-ronemMute Iema MOXKe OTYACTH J1a C€ IBJDKH Ha €CTECTBEHO MPUIOOUT UMYHUTET.

EduxacHoctTa cpenry MHBa3MBHU 3a00JsIBaHMs € OLIEHEHa B €IHO MIMPOKOMAIIa0HO paHIOMU3UPAHO,
JBOHHO-CIISINIO KIIMHUYHO U3MUTBaHE B MHOrOeTHHYecKa nomyiauus B CeBepHa Kanudopuus
(m3rmrBaneTo Kaiser Permanente). Ham 37 816 kppmadeTa ca IMyHH3UpPAHH WK ¢ Prevenar, wim ¢
KOHTpOJIHA BaKCHHA (KOHIOTaTHA BaKCHHA Cpely MeHHHToKokH rpymna C), Ha Bp3pacT 2,4, 6 m 12 - 15
mecena. [To BpemMeTo Ha IpOy4BaHETO CEPOTHIIOBETE, BKIIOUEHH BB BAKCHHATA, Ca MPUIHHSABAIN
89% ot UII3.

B 3acnenen nocnensam neprox Ha mpocieassane 10 20 ampui 1999 r. obmmar Opoit Ha ciyyauTe Ha
WHBa3UBHHU 3a00JI1BaHUs, IPUYUHEHH OT CEPOTHUIIOBE, ChIBPIKAIIN CE BbB BAKCHHATA, € JOCTUTHAT 52.
Wzuncnenara crierududHa e(pUKacHOCT CpeIly CEpOTUIIOBETE B ChcTaBa Ha BakcwHaTa € 94% (95%-en
noseputesicH uaTepBalt: [81%; 99%]) npwu intent-to-treat (ITT) rpynara u 97% (95%-eH noBeputenieH
uHTepBai: [85%; 100%]) npu rpynaTa ¢ HaI'bJIHO 3aBbpPILEHA CHIVIACHO MPOTOKONAa UMyHH3auus (40
ciyvas). B EBpoma ouakBaHaTta epuKacHOCT MpH Jle1a Ha Bh3pacT Mol 2 TOAHH Bapupa oT 51% mo
79%, xaTo ce B3eMe MpeABU]] TOKPUTHETO OT BAKCHHATA HA CEPOTUIIOBETE, MPUIMHABAIIN HHBA3UBHU
3a00JsIBaHUSI.

EdukacHocT cpely IHEBMOHUS

B usnutBaneto Kaiser Permanente edukacHocTTa cpelly OakTepueMUIHA THEBMOHUS, IPESIU3BUKAHA
OT BKJIFOUCHH BBB BaKCHHATa CEPOTHUIIOBE S. pneumoniae, e 87,5% (95%-eH noBepHUTE/ICH HHTEPBAT:
[7%; 99%)]).

OreHeHa € 1 epUKacHOCTTA Cpenly HebaKkTeprueMHUYHa ITHeBMOHUS (0e3 1a € N3BBPITBAHO
MUKpPOOHOJIOTHYHO MOTBBPKIEHUE HA AuarHo3ara). Thil KaTo MHOTO AaTOT€HH, Pa3IUYHU OT
MIPEJICTABCHUTE BbB BAKCUHATA THEBMOKOKOBH CEPOTHIIOBE, MOTAT J1a IPUYUHIBAT THEBMOHHUS MTPH
JieraTa, ce 0YakBa 3alUTaTa Cpelly BCIKAaKBa KIMHUYHO H3sSBCHA THEBMOHUS J1a € MO-HICKA
OTKOJIKOTO Cpellly THEBMOKOKOBO WHBa3MBHO 3abomsBane. [Ipu aHanmmi3a B rpymnaTa cbC 3aBbpIlieHa
CBIJIACHO MPOTOKOJIA UMYHU3AIUS HAMAJICHHETO Ha PUCKA, OLICHEHO 32 IIbPBa KJIMHUYHO U3SBCHA
MHEBMOHHMS C MATOJOIMYHA PEHTreHOrpadcka HaXoKa B IPhIHUS KOIII (TeUHUPaHA KATO HATNYIHE
Ha MHQWITPATH H3BBH OKOJIIOXWITyCHAaTa 00IacT, KOHCOMUAAIMs niH eMmmnuema), € 20,5% (95%-en
nmoBeputeneH uaTepsai: [4,4%; 34,0%]). HamanenueTo Ha MHEBMOHUUTE C MTATOJIOTHIHA
peHTreHorpadcka HaxojKa B IPbHUS KOIII € HAal-roJIIMO Mpe3 MbpBaTa roJuHa oT )kuBota (32,2%;
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95%-en moseputeneH uHTEpBAI: [3,3%); 52,5%]) 1 1pe3 WepBUTE 2 TOAWHU OT XKBOTa (23,4%; 95%-
€H JIoBepuTeJIeH uHTepBai: [5,2%:; 38,1%)]).

EdukacHocT cpemry Bp3najieHue Ha CPSAHOTO YXO

OctpoTo BB3nasieHue Ha cpeaqHoTo yxo (OBCY) e decTo cpeniano AeTcko 3a00siBaHe ¢ pa3uvHa
etuonorus. bakrepun Mmoxe na ca npuuuHutenu Ha 60-70% ot knuHuuHKUTE enu3zoau Ha OBCY.
[TaeBMoxokuTe ca mpuanHuTenn Ha 30-40% ot Bcnuku Oakrepuanan OBCY u Ha mo-TossiMa 9acT oT
texxkure OBCY. Ha Teopus Prevenar moxe na npexorspatu OBCY ot oxomno 60-80% ot
MPUYUHSABAIINTE TO CEPOTUTIOBE MTHEBMOKOKH. CMsTa ce, 4ye Prevenar OM MOT'BJI J1a TpeAOTBPATH
6-13% ot Bcnuky ximHngHA ennsonn Ha OBCY.

Eduxacnoctra Ha Prevenar cpeury octpo Be3naneHue Ha cpeqHoto yxo (OBCY) e onieneHa B e1HO
PaHIOMU3UPAHO ABOMHO-CISNO KIMHUYHO U3NUTBaHe npu 1 662 kbpmadeTa BbB OunHmangus,
MMYHHM3UpaHU UM ¢ Prevenar, WM ¢ KOHTPOJIHA BaKCHMHA (BaKCHHA Cpelly XenaTuT B), Ha Bb3pacT 2,
4, 6 u 12-15 mecena. Ouenkara Ha epuKacHocTTa Ha BakcuHaTa cperry OBCY ot BakcuHaneH
CEepOTHII, KOETO € TJIaBHAaTa KpaiHa TOUKa B TOBa U3MUTBAHE, € 57% (95%-eH noBepuTeeH HHTEPBAL:
[44%; 67%]) pu aHanM3a Ha TpyIaTa ChC 3aBbpIIeHa ChITACHO IIPOTOKOJIA UMYyHHU3anus 1 54%
(95%-en noseputeneH unteppai: [41%; 64%]) npu ananusa Ha intent-to-treat rpynara. [1pu
UMYHU3UpaHHUTE ce HaOmonasa ysenuueHue ¢ 33% (95%-en noBeputenen unrepsai: [-1%; 80%]) Ha
OBCY, npmkarto ce Ha ceporpyIiy, HeBKIIIOUeH! BBB BakcuHaTa. OO1maTa moi3a odbadue ¢ HamaneHne
¢ 34% (95%-en noeputenen unrepsai: [21%; 45%]) na Bcuuku nmaeBMokokoBu OBCY.
Bw3aaeiicTBieTO HAa BaKCHHATA IO OTHOIIEHHE Ha OOLIHs Opoii enmMu30/11 Ha Bh3MaJeHUE Ha CPEAHOTO
yxo0 0e3 orjes Ha eTHoNoTHsATa € HamaneHue ¢ 6% (95%-eH moBeputeneH uaTepBal: [-4%:; 16%)).

I'pymna nema B ToBa mpoydBaHe ca MPOCIIEISHH JI0 JOCTUTaHe Ha 4- 10 S-rojuliHa Bh3pact. [Ipu ToBa
npocrnensBaHe e(hUKACHOCTTA HA BAKCHHATA M0 OTHOIICHUE HA YSCTH BB3MAJICHUS HA CPETHOTO yXO
(medmHMpann KaTo MUHUMYM 3 enu3o0/a B paMkuTe Ha 6 mecena) e 18% (95%-en noBepuresnex
unarepBai: [1%; 32%]), mo oTHOIIEHHE HAa XPOHUYHO BH3MAJICHIE Ha CPEAHOTO YXO ¢ u3nuB — 50%
(95%-en noBepurencH untepsal: [15%; 71%]), 1 o OTHOIIEHUE HA HEOOXOAUMOCTTA OT
TUMIIAHOCTOMHUS (TIOCTaBsiHE HAa TUMITAHOCTOMO3HA TphOmuka) — 39% (95%-eH noBepuresneH
uHTepBai: [4%; 61%]).

Edwukacnocrra Ha Prevenar cpenry OBCY e onieHeHa KaTo BTOpHYHA KpaiiHa TOYKA B U3ITUTBAHETO
Kaiser Permanente. Jleriata ca mpocieeHu 10 HaBbpIIBaHEe Ha 3,5-ToAMIITHA BB3pacT. Br3neficTBreTo
Ha BaKCHHATa BbpXY 0OLIHs Opoli enn30/11 Ha Bb3MaJICHHE Ha CPETHOTO yX0 Oe3 ories Ha
eThoJorusTa e HamaneHue csc 7% (95%-en nosepurenen uatepsai: [4%; 10%]). EfexTsT Ha
BaKCHHATAa IIPW aHAJN3a ChIJIACHO MPOTOKOJIA € HamaineHue ¢ 9% (95%-en moBepuTeneH HHTEpBAI:
[3%; 15%]) Ha perunuBupanute OBCY (nedunupanu kato 3 enus3oa B paMKUTe Ha 6 Mecera uiu 4
enu3oja 3a eHa rojauHa) uiv Hamanenue ¢ 23% (95%-en noseputenex unrepsai: [7%; 36%]) 3a
pernuBupamute OBCY (5 ermmzona B paMkuTe Ha 6 Mecena WM 6 enu30/1a 3a e/1Ha TO/INHA).
TumnanocroMmusTa e HamaneHa ¢ 24% (95%-en nosepurenex uaTepsair: [12%; 35%]) npu ananuza Ha
rpynara cbC 3aBbpIlI€Ha ChIVIACHO MPOTOKOIa UMyHM3aMs U ¢ 23% (95%-eH noBepuTesieH HHTEPBAIL:
[11%; 34%]) mpu ananm3a Ha intent-to-treat rpymara.

EdexruBHocT

EdextuBrnocTTa Ha Prevenar cpenry MII3 (mpemcraBnsaBamia 3anuraTa, OCUTYpeHa OT BaKCHHATA U OT
KOJICKTMBHHUS UMYHUTET, TBJDKAI CE HA HAMAJICHO Pa3lPOCTPAHECHUE CPE/l HACCIICHUETO Ha
CEPOTHIIOBETE, BKIIFOUCHN BB BAKCHHATA) € OLICHEHA B HAIMOHAIHA UMYHHU3AIIMOHHH MTPOTPaMHU, MTPH
KOHUTO C€ M3MOJI3BAT CXEMH HAa UMYHHU3AIHs TIPU KbpMAueTa ¢ TPH WK JIBE T03H U OyCTep A03U MPH
BCSIKA OT CXEMHTE.

IIpe3 2000 r. B CAILl e BbBeneHa MacoBa BakcuHaIUs ¢ Prevenar ¢bC cepus OT UETUPH 103U MIPU
KbpMaueTa U IIporpamMa 3a HaBaKCBallla UMyHHU3alKs 3a Jiela 10 S-roauiHa Be3pacT. EdextuBHOCTTA
Ha BakcuHata cpeury W13, npuunHeHu OT CepOoTUIIOBE, BKIIIOYEHH BbB BAKCUHATA, € OLIEHEHa MPHU
Jie1ia Ha Bb3pacT oT 3 10 59 Mecena npe3 IbpBUTE YETUPU TOAWHU Ha MpUIaraHe Ha nporpamMara. [Ipu
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CpaBHsJBaHE C OTCHCTBUETO Ha BAKCHHALMS, TOUKOBUTE OLICHKH 3a €()eKTUBHOCTTA Ha 2, 3 uiu 4 1034,
MIPUIIOKEHH B UMYHHM3aIlMOHHA CXeMa 3a KbpMaueTa, ca CXOJIHU: CbOTBETHO 96% (95%-eH
noBeputelicH uHTepBal: [88%); 99%]), 95% (95%-en nmoeputenen uarepsai: [88%; 99%]) u 100%
(95%-en noBepurenen natepBai: [94%; 100%]). IIpe3 copmus nepuon B CALL] ce HabmoaBa
Hamanenue ¢ 94% ua UII3 oT cepoTUnose, BKIIOYCHN BHB BAKCHHATA, TIPH JIEIaTa MO S-TOTUTITHA
BB3PACT, B CPAaBHEHUE C U3XOAHHU JAaHHU OT IIepHOja Ipeu BbBeKAaHe Ha BakcuHanuarta (1998/99).
YcnopenHo ¢ ToBa € ycTaHOBEHO HaManeHue ¢ 62% Ha U113 ot cepoTunose, BKIIOUYEHU BHB
BaKCHHATA, [IPY JIMLATa HaJl 5-ToJuIIHa Bb3pacT. To3u KocBeH edeKT miu eekT Ha KOJCKTUBEH
UMYHHUTET ce ABJDKM Ha HaMaJIsIBaHE Ha MPEeAaBaHeTo OT UMyHH3UpPAaHUTE MAJIKH JIella Ha CEPOTHIIOBE,
BKJIIOYEHHU BbB BaKCHMHATa, KbM OCTAaHAJIaTa 4acT OT MOIyJIalKsATa U ChBIIa/la C HaMaJleHHE Ha
Ha30()apUHI€aTHOTO HOCUTEJICTBO HAa CEPOTHUIIOBE, BKIIIOUEHH BbB BAKCHHATA.

B Kgebek, Kanana, Prevenar e BbBeJieH ChC CXeMa Ha UMyHH3aIUs Ha BB3pacT 2, 4 u 12 Mecera u
Iporpama 3a HaBaKCBallla IMYHHU3aIl|s C eJHOKpaTHA J103a MU Jerara 10 S-roauirHa Bb3pact. [Ipe3
I'BPBUTE ABE TOAWHU Ha Mporpamara, pu UMyHH3annoneH ooxsar Han 90%, HabmoiaBaHaTa
edexruBHoCT cpeury UII3, npuyrHEHN OT CEPOTHUIIOBE, BKJIFOUECHU BB BakCHHATA, € 93% (95%-eH
JoBepuTenieH uHTepBal: [75%; 98%]) npu aByno3oBa cxema 3a kppmauera u 100% (95%-en
noseputenieH uaTepBal: [91%); 100%]) 3a mbpyiHATa CXema.

[penBaputennu naHHu OT AHIINS U Yelc, ChOOIICHU PN MO-MaJKO OT 1 rouHa ciies
BBHBEXK/IAHETO Ha TUIAHOBA MMYyHM3anus Ha 2, 4 1 13 Mecera 1 mporpama 3a HaBaKcBaIlla UMyHH3aIUs
C €HOKpaTHA J03a 3a Jiela Ha Bh3pacT oT 13 mo 23 Mmecena, mpeamnonarat, ue e(heKTHBHOCTTA HA Ta3u
cXeMa MOXeE JIa € IMO-HUCKA CPEelLy CEpOTHIT 6B OTKOJIKOTO Cpelly qpyTrUuTe CEPOTUIIOBE OT BAKCHHATA.

EdextuBHOCTTA Ha ABY/1030Ba MBPBUYHA HMYHH3AIHS CPEIy THEBMOHHS WIIH OCTPO BB3IMAICHNE Ha
CPEIHOTO yXO HE € YCTaHOBEHa.

AOHTJJ'IHI/ITCJ'IHI/I JaHHU 3a UMYHOTCHHOCT

NmyHorenHoctTa Ha Prevenar e u3cnenBaHa B €THO OTKPUTO, MHOTOLIEHTPOBO MpoyuBaHe Mnpu 49
KbpMadeTa ChC ChPIIOBHIHO-KJIEThYHA Ooect. JlemaTa ca Bakcuaupanu ¢ Prevenar (3 go3u ot 2-
MeceuyHa Bb3pPacT C HHTEPBAIH 1Mo 1 Mecen Mex Iy T03UTe) U 46 OT Te3u Aela ca MOIyqYHUIH U
23-BasieHTHA THEBMOKOKOBA TMOJIM3aXapuaHa BaKCHHA Ha Bb3pacT 15-18 mecena. Cneq mbpBUYHATA
umyHu3zanusa 95,6% ot nenara nMat HUBa Ha aHTHTENara Hail-manko 0,35 pg/ml cpemty Bceku oT 7-Te
cepoTwuIa, BKI04eH! B Prevenar. Cre mpriarane Ha MoJu3axapyIHaTa BAKCHHA € YCTaHOBEHO
3HAYMMO YBEJIMYEHUE Ha KOHIICHTPAIlUUTE Ha aHTHUTENA Cpellly 7-Te CEpOTHIIa, KOETO MpeAroiara, 4e
e Ona n3paboTeHa JocTaTbyHa UMYHOJIOTHYHA ITaMeT.

5.2 @apmakoKUHETHYHU CBOMCTBA

Hsma HanmnyHa oneHka 3a (hapMaKOKHHETUYHUTE CBOWCTBA 32 BAKCHHH.

5.3 IpeakJMHUYHU JAHHU 32 0€30MACHOCT

Enno npoyusane 3a TokcugaHocT (13 ceamunmy, 5 HHKEKITHH, 110 €IHA Ha BCEKU TPU CEAMUITH) TIPH
MHOTOKpPaTHO HHTPaMyCKYJIHO IPUJIOKEHNE HA THEBMOKOKOBA KOHIOTaTHA BAKCHHA IIPU 3alL HE
JlaBa HUKAKBU JJOKA3aTEJICTBA 32 HAKAKBU 3HAYMMU JIOKAJIHU WM CUCTEMHHU TOKCUYHU JICUCTBUSL.
[IpoyuBanus 3a TOKCHYHOCT MPX MHOTOKPATHO TMOJKOKHO MpHiiokeHue Ha Prevenar (13 ceamunu, 7
MHXXEKIMM OT KIIMHUYHATa /1034, [10 €Ha NPe3 CeIMULIa, TOCIeABaHM OT 4-ceMUueH

BB3CTAaHOBUTCIICH nepno;[) IIpU INTbXOBC U MaﬁMYHH HC JaBa HUKAKBH JOKAa3aTCJICTBA 34 HAKAKBH
3HA4YMUMH JIOKAJTHU UJIH CHCTCMHHU TOKCHYHHU HeﬁCTBHﬂ.
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6. DPAPMAIIEBTUYHU JAHHHA
6.1 Choucbk Ha NIOMOIIHHUTE BEUIECTBA

Harpues xnopun
Bopa 3a unxexknuu

6.2 HecbBMEeCTHMOCTH

[Ipu nunca Ha MpoyYBaHUS 32 HECHBMECTUMOCTH, TO3H JIEKAPCTBEH MPOIYKT HE TPSAOBA J1a CE CMECBa C
IPYTH JEKapCTBEHH MPOIYKTH.

6.3 Cpoxk Ha roaHocT
4 roguHu
6.4 CrnenuanaHu yc10BHA Ha CbXpaHeHHUe

Ja ce cpxpansBa B xnaaminHuK (2°C — 8°C).
a He ce 3ampassBa.

6.5 JlanHM 32 omakoBKAaTa

0,5 ml nHXEKIIMOHHA CyCIIEH3HsI B IPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA (CTHKIIO THI I) ¢ OyTano
(monmmponuieH), 3anynianka Ha OyTanoTo (HeChIbpKalia JIATEKC CHBa OyTHJIOBa TyMa) U Ipe/rna3Ha
Karadka 3a HakpaitHuka (HechabprKalla JJaTeKCc cuBa OyTHIOBa TyMa) — B OMakoBKU 1o 1 m 1o 10, ¢
win 0e3 UMK ¥ B TPYTOBa OMAKOBKa OT 5 omakoBKY 10 10 mpeaBapuTeIHO HATBITHEHU CIIPUHIIOBKH
6e3 urim.

He Bcuuku BUIOBE OMAKOBKH MOTAT Ja ObJaT IMyCHATH B TIPoaxoa.

6.6 CrhenmuajaHu Npeana3sHu MepKHU NP U3XBbPJIsIHE

[Ipu cpxpaneHne MoXxe na ce HabmonaBar Osy1a yraifka u OUCTpa HaJayTaeuyHa TEUHOCT.
IIpenn nmpunarane BakcuHaTa TPsOBa Ja ce pa3kiiatu Jo0pe, 3a 1a ce MOJTydYrd XOMOTeHHa Osi1a
CyCneH3us, U 1a C€ Nperiyic/ia BU3yaJlHO 3a €CBECHTYaJIHU YaCTUIIU I/I/I/IJII/I IMPOMCHU BB BHHIIHUA BUM.
He u3non3paiite, ako ChIbPKAHUETO U3TICIKIA PA3THIHO.

Hewsnon3BaHuAT NPOAYKT WK OTHAABYHUTE MAaTEPHAIH OT HErO TPSAOBA Ja Ce U3XBBPIIAT B
CHOTBETCTBHE C MECTHUTE M3UCKBAHUSI.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.

Rue du Bosquet, 15

B-1348 Louvain-la-Neuve

benrus

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/00/167/003

EU/1/00/167/004

EU/1/00/167/006
EU/1/00/167/007
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EU/1/00/167/008

9. JATA HA ITBbPBO PAZPEINABAHE/IIOJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

Jlara Ha mepBO pa3pemiaBane 3a ynotpeda: 02/02/2001

JlaTa Ha mocIeTHO TIOTHOBSIBAHE HA pa3pemieHneTo 3a ymorpeda: 12/04/2006

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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MNPUJIOKEHHUE I1
MMPOU3BOJAMTEJIN HA BUOJIOI'NYHUTE AKTUBHU BELIECTBA U
HNPUTEXATEJI HA PABPEIIEHUE 3A ITIPOU3BOACTBO, OTTOBOPEH
3A OCBOBOXJIABAHE HA ITAPTUAN

YCJIOBUSA HA PASPEHIEHUETO 3A YIIOTPEBA

24



A. TIPOU3BOJIUTEJIN HA BUOJOTMYHUTE AKTUBHU BEIIECTBA N
INPUTEXATEJI HA PASPEHIEHHUE 3A ITPOU3BOJACTBO, OTTOBOPEH 3A
OCBOBOXKJIABAHE HA ITAPTUIHN

HMe u agpec HA NPOM3BOAUTEINTE HA OMOJOTMYHUTE AKTHBHM BellleCTBA

CRM,y;, aKTUBUPAHHU 3aXaPHIH U KOHIOTATH

Wyeth Pharmaceuticals, Division of Wyeth Holdings Corporation
4300 Oak Park

NC 27330, Sanford, CAII]

ITHeBMOKOKOBY MOJIU3AXaAPUAH

Wyeth Pharmaceuticals, Division of Wyeth Holdings Corporation
401 North Middletown Road

NY 10965, Pearl River, CAIIL

HMmMe u agpec Ha NPOM3BOJAUTEISI, OTTOBOPEH 32 0CBOOOKIABAHE HA MAPTHUANTE

John Wyeth & Brother Ltd.
Huntercombe Lane South
Taplow, Maidenhead
Berkshire, SL6 0OPH
BenukoOpuranus

B. VYCJIOBUSA HA PASPEHIEHUETO 3A YIIOTPEBA

. YCJIOBUA UJIN OTPAHUYEHUSA 110 OTHOIMEHUE HA TOCTABKATA U
YIIOTPEBATA, HAJIOXKEHU HA TIPUTEXATEJIA HA PASPEIIEHUETO 3A
YIIOTPEBA

JlexkapcTBEHUSAT MPOIYKT C€ OTITyCKA II0 JIEKAPCKO MPEITHUCAHHE.

. YCJIOBUA NN OTPAHUYEHUS 110 OTHOINEHUE HA BE3OITACHATA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS TPOAYKT

Henpunoxumo.
° APYI'U YCJIOBUs

[TPY tpsi6Ba ma ocurypu HammaueTo Ha CrcTeMara 3a JekapcTBeHa 0e30macHoCT Bepcus 2. 1
npezacraBera B Moxyn 1.8.1. ot 3asBrneHneTo 3a paspelieHue 3a ynorpeda, KosTo 1a QyHKIHOHHpa
Ipeau MyCKaHeTo Ha MPOAYKTa Ha Mas3apa U J0KaTo TOH € Ha maszapa.

[Mepronnunu gokiaau 3a 6e3omacHocT: [IpuTexarensaT Ha pa3pelIeHHeTo 3a ynorpeda me mpoIbKH
Jla o/1aBa MePUOIMYHY JOKIIa 1 38 O€30MaCHOCT Ha BCEKH 2 TOTUHH.

Odunmanao 0cBOOOKIaBaHEe Ha MAPTHUIN: B CHOTBETCTBUE ¢ M3MeHeHHS Wwi. 114 ot JlupexkTrBa Ha
CnBera 2001/83/EC, opunmannoTo ocBoOOKIaBaHe HAa TAPTHIH CE U3BHPILBA OT JbPKaBHA
nabopaTopus WU OT JIabopaTopus, peJHa3HaueHa 3a Ta3H Iel.

Odunmanna JadopaTopus 3a KOHTPOJ Ha JeKapcTBa

Agence Frangaise de Sécurité Sanitaire des Produits de Santé
Direction des laboratoires et des controles

Avenue Jean Jaures, 321

F - 69007 Lyon

Opannus

25



NNPUJIOKEHHUE III

O3HAYEHMUS BbPXY OITAKOBKATA U JIMCTOBKATA
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A. JAHHH BBPXY OITAKOBKATA
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‘ Prevenar — eqHO1030B (hiakoH X 1 B omakoBKa

JAHHHU, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA

TEKCT 3A BTOPUYHATA KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Prevenar nH>XeKIMOHHA CyCIICH3UA
Aﬂcop6npaﬂa MHCBMOKOKOBA 3axapu/iHa KOHIOraTHAa BaKCHUHA

2. OBSBABAHE HA AKTUBHOTO/MTE BEINIECTBO/A

Besika mo3a ot 0,5 ml chabpika o 2 Mukporpama 3axapuj ot ceporunose 4, 9V, 14, 18C, 19F u 23F,
u 4 MuKporpama ot cepoturt 6B Ha f03a (00mo 16 Mukporpama 3axapuan), KOHIOTUPAHU C OeNThHK-
Hocutenmn CRM 97 11 anicopOupanu Bepxy amymuHueB docdat (0,5 mg).

3. CIIMCBK HA IOMOIIIHUTE BELIIECTBA

ChpIbpika ChINO ¥ HATPUEB XJIOPHI U BOAA 32 HHIKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxek1MoHHa CyCIeH3UsI
1 eqron0308B ¢urakon (0,5 ml).

5. HAYUH HA ITIPUJIATAHE U ITBT/MIIA HA BBBEXKIAHE

MHTpamMyCKyJIHO NPUIIOKEHUE.
Pasknatere nobpe npenu ynotpeba.
[Ipenu ynotpeba npovereTe NTMCTOBKATA.

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CbXPAHSBA HA MSICTO JAJIEY OT HOI'JIEJJA U JOCET'A HA IELHA

I[a CC ChbXpaHsiBa Ha MACTO HEAOCTHITHO 3a AC1A.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

Jla He ce MHXKEeKTHPa UHTPABEHO3HO.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIaJUIHUK.
[a He ce 3ampassBa.

10. CIHEHUAJIHHU TPEAITA3HA MEPKMU ITPU U3XBBPJISAHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/167/001

13. HNAPTHUJIEH HOMEP

ITaptugen Ne

14. HAYMH HA OTIITYCKAHE

.HCKapCTBeHI/ISlT MOPOAYKT C€ OTILYCKa I1O JICKAPCKO NPCANNCaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMHUYIHU
II'bPBUYHU OITAKOBKH

TEKCT BbPXY ®JAKOHA

1. HNME HA JIEKAPCTBEHUS NTPOAYKT U IBbT/MIINA HA BBbBEXX/IAHE

Prevenar nHXEKIIMOHHA CYCIICH3US
AncopbupaHa MTHEBMOKOKOBA 3aXapUIHa KOHIOTaTHA BaKCUHA
WHTpaMyCKyITHO TIPHUIIOKEHHE.

2. HAYHNH HA ITPUJIATAHE

Pazknatere mobpe mpenu ynorpeoda.

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

T'onen no:

4. ITAPTUJAEH HOMEP

ITaptunen Ne

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIN EJMUHUIIN

1 mo3a (0,5 ml)

Wyeth Lederle Vaccines S.A.

| 6. JIPYTO
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‘ Prevenar — emHo1030BH (hakonu X 10 B ormakoBka

JAHHHU, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA

TEKCT 3A BTOPUYHATA KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Prevenar nH>XeKIMOHHA CyCIICH3UA
Aﬂcop6npaﬂa MHCBMOKOKOBA 3axapu/iHa KOHIOraTHAa BaKCHUHA

2. OBSBABAHE HA AKTUBHOTO/MTE BEINIECTBO/A

Besika mo3a ot 0,5 ml chabpika o 2 Mukporpama 3axapuj ot ceporunose 4, 9V, 14, 18C, 19F u 23F,
u 4 MuKporpama ot cepoturt 6B Ha f03a (00mo 16 Mukporpama 3axapuan), KOHIOTUPAHU C OeNThHK-
Hocutenmn CRM 97 11 anicopOupanu Bepxy amymuHueB docdat (0,5 mg).

3. CIIMCBK HA IOMOIIIHUTE BELIIECTBA

ChpIbpika ChINO ¥ HATPUEB XJIOPHI U BOAA 32 HHIKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxek1MoHHa CyCIeH3UsI
10 ennomo3oBu (hiakona (mo 0,5 ml).

5. HAYUH HA ITIPUJIATAHE U ITBT/MIIIA HA BBBEXKIAHE

MHTpamMyCKyJIHO NPUIIOKEHUE.
Pasknatere nobpe npenu ynotpeba.
[Ipenu ynotpeba npovereTe NTMCTOBKATA.

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT NIPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEY OT HOI'JIEJJA U JOCET'A HA IELHA

I[a CC ChbXpaHsiBa Ha MACTO HEAOCTHITHO 3a AC1A.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

Jla He ce MHXKEeKTHPa UHTPABEHO3HO.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIaJUIHUK.
[a He ce 3ampassBa.

10. CIIEIMAJIHU MPEAITAZHU MEPKU ITPU N3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/167/002

13. HNAPTHUJIEH HOMEP

ITaptugen Ne

14. HAYMH HA OTIITYCKAHE

.HCKapCTBeHI/ISlT MOPOAYKT C€ OTILYCKa I1O JICKAPCKO NPCANNCaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA
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‘ Prevenar — C€AHOA030Ba MPEABAPUTCIIHO HAIIBJIHCHA CIIPUHIIOBKA 0e3 wuria X 1 B OIMaKoBKa

JAHHHU, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA

TEKCT 3A BTOPUYHATA KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Prevenar nH>XeKIMOHHA CYCIICH3UA B IPEABAPUTECIIHO HAITbJIHCHA CIIPUHIIOBKA
Aﬂcop6npaﬂa MHCBMOKOKOBA 3axapu/iHa KOHIOraTHAa BaKCHUHA

2. OBSIBABAHE HA AKTUBHOTO/MTE BEINECTBO/A

Besika mo3a ot 0,5 ml chabpika o 2 Mukporpama 3axapuj ot ceporunose 4, 9V, 14, 18C, 19F u 23F,
u 4 MuKporpama ot cepoturt 6B Ha f03a (00mo 16 Mukporpama 3axapuan), KOHIOTUPAHU C OeNThHK-
Hocutenmn CRM 97 11 anicopOupanu Bepxy amymuHueB docdat (0,5 mg).

3. CIIMCBK HA IOMOIIIHUTE BELIIECTBA

ChpIbpika ChINO ¥ HATPUEB XJIOPHI U BOAA 32 HHIKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

VHKeKnnoHHa CyCIIeH3Hs B IPEBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA.
1 ennono30Ba (0,5 ml) npeaBapuTeHO HAITBIHEHA CIPUHIIOBKA 0€3 UTJIa.

5. HAYUH HA ITIPUJIATAHE U ITBT/MIIA HA BBBEXKJIAHE

MHTpamMyCKyJIHO NPUIIOKEHUE.
Pasknatere nobpe npenu ynotpeba.
[Ipenu ynotpeba npovereTe NTMCTOBKATA.

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT NIPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEY OT HOI'JIEJJA U JOCET'A HA IELHA

I[a CC ChbXpaHsiBa Ha MACTO HEAOCTHITHO 3a AC1A.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

Jla He ce MHXKEeKTHPa UHTPABEHO3HO.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIaJUIHUK.
[a He ce 3ampassBa.

10. CHEHOUWAJHHU NPEAITA3ZHUA MEPKHU ITPU U3XBBHPJIAAHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HME U AJPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/167/003

13. HNAPTHUJIEH HOMEP

ITaptugen Ne

14. HAYMH HA OTIITYCKAHE

.HCKapCTBeHI/ISlT MOPOAYKT C€ OTILYCKa I1O JICKAPCKO NPCANNCaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMHUYIHU
II'bPBUYHU OITAKOBKH

TEKCT 3A HPEJABAPUTEJIHO HAITBJIHEHATA CITPUHLHOBKA

1. HNME HA JIEKAPCTBEHUS NTPOAYKT U IBbT/MIINA HA BBbBEXX/IAHE

Prevenar nHXEKIIMOHHA CYCIICH3HS B IIPEIBAPUTEIIHO HAITBJIHEHA CITPHHIIOBKA
AncopbrupaHa MTHEBMOKOKOBA 3aXapHIHa KOHIOTaTHA BaKCHHA
WHTpaMyCKyITHO TIPHUIIOKEHHE.

2. HAYMNH HA ITPUJIATAHE

Pazknatere mobpe mpenu ynorpeoda.

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

T'onen no:

4. ITAPTUJAEH HOMEP

ITaptunen Ne

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIN EJMUHUIIN

1 mo3a (0,5 ml)

Wyeth Lederle Vaccines S.A.

| 6. JIPYTO
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‘ Prevenar — C€AHOA030Ba MPEABAPUTCIIHO HAIIBJIHCHA CIIPUHIIOBKA 0e3 nria X 10 B omakoBKa

JAHHHU, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA

TEKCT 3A BTOPUYHATA KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Prevenar nH>XeKIMOHHA CYCIICH3UA B IPEABAPUTECIIHO HAITbJIHCHA CIIPUHIIOBKA
Aﬂcop6npaﬂa MHCBMOKOKOBA 3axapu/iHa KOHIOraTHAa BaKCHUHA

2. OBSIBABAHE HA AKTUBHOTO/MTE BEINECTBO/A

Besika mo3a ot 0,5 ml chabpika o 2 Mukporpama 3axapuj ot ceporunose 4, 9V, 14, 18C, 19F u 23F,
u 4 MuKporpama ot cepoturt 6B Ha f03a (00mo 16 Mukporpama 3axapuan), KOHIOTUPAHU C OeNThHK-
Hocutenmn CRM 97 11 anicopOupanu Bepxy amymuHueB docdat (0,5 mg).

3. CIIMCBK HA IOMOIIIHUTE BELIIECTBA

ChpIbpika ChINO ¥ HATPUEB XJIOPHI U BOAA 32 HHIKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

VHKeKnnoHHa CyCIIeH3Hs B IPEBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA.
10 eqromo3zoBu (1o 0,5 ml) mpeaBapUTETHO HAITBIIHEHU CIIPUHIIOBKH 0€3 WUTIIH.

5. HAYUH HA ITIPUJIATAHE U ITBT/MIIA HA BBBEXKIAHE

MHTpamMyCKyJIHO NPUIIOKEHUE.
Pasknatere nobpe npenu ynotpeba.
[Ipenu ynotpeba npovereTe NTMCTOBKATA.

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT NIPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEY OT HOI'JIEJJA U JOCET'A HA IELHA

I[a CC ChbXpaHsiBa Ha MACTO HEAOCTHITHO 3a AC1A.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

Jla He ce MHXKEeKTHPa UHTPABEHO3HO.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIaJUIHUK.
[a He ce 3ampassBa.

10. CHEHOUWAJHHU NPEAITA3ZHUA MEPKHU ITPU U3XBBHPJIAAHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HME U AJPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/167/004

13. HNAPTHUJIEH HOMEP

ITaptugen Ne

14. HAYMH HA OTIITYCKAHE

.HCKapCTBeHI/ISlT MOPOAYKT C€ OTILYCKa I1O JICKAPCKO NPCANNCaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA
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‘ Prevenar — €IHOJ030B (I)J'IaKOH X 1 B omakoBka chbe CHpI/IHI_IOBKa/I/IFJ'II/I

JAHHHU, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA

TEKCT 3A BTOPUYHATA KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Prevenar nH>XeKIMOHHA CyCIICH3UA
Aﬂcop6npaﬂa MHCBMOKOKOBA 3axapu/iHa KOHIOraTHAa BaKCHUHA

2. OBSBABAHE HA AKTUBHOTO/MTE BEINIECTBO/A

Besika mo3a ot 0,5 ml chabpika o 2 Mukporpama 3axapuj ot ceporunose 4, 9V, 14, 18C, 19F u 23F,
u 4 MuKporpama ot cepoturt 6B Ha f03a (00mo 16 Mukporpama 3axapuan), KOHIOTUPAHU C OeNThHK-
Hocutenmn CRM 97 11 anicopOupanu Bepxy amymuHueB docdat (0,5 mg).

3. CIIMCBK HA IOMOIIIHUTE BELIIECTBA

ChpIbpika ChINO ¥ HATPUEB XJIOPHI U BOAA 32 HHIKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxek1MoHHa CyCIeH3UsI

1 eqron0308B ¢urakon (0,5 ml).
1 oTHEIHA CIPUHIIOBKA.

2 OTIEJIHU UIJIH.

5. HAYUMH HA ITPUJIATAHE U ITBT/UMIIA HA BbBEXK/IAHE

WHTpaMyCKyITHO TIPUIIOKEHHE.
Pasknarere noOpe npenu ynorpeba.
[Ipenu ynotpeba npovereTe NMCTOBKATA.

6. CIHEHUAJIHO NPEAYHPEXJIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U JTOCET'A HA TEITA

I[a CC ChbXpPaHsBa Ha MACTO HECAOCTBHIIHO 3a AC1A.

‘ 7. APYI'N CHEHNUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

I[a HC CC MHIKCKTHUPA UHTPABCHO3HO.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

ﬂa CC CbXpaHsBa B XJIaAUJTHUK.
I[a HE C€ 3aMpa3siBa.

10. CIEINUAJIHU ITPEAIIA3HU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTITIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/00/167/005

13. NAPTHIEH HOMEP

ITaptunen Ne

14. HAYMH HA OTIIYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT CC OTILYCKa ITO JICKAPCKO NPCANNCaHUC.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA
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‘ Prevenar — €AHOA030Ba MPEABAPUTCIHO HAIIBJIHCHA CIIPUHIIOBKA C OTACIIHA UTJIa X 1 B ommakoBka

JAHHHU, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA

TEKCT 3A BTOPUYHATA KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Prevenar nH>XeKIMOHHA CYCIICH3UA B IPEABAPUTECIIHO HAITbJIHCHA CIIPUHIIOBKA
Aﬂcop6npaﬂa MHCBMOKOKOBA 3axapu/iHa KOHIOraTHAa BaKCHUHA

2. OBSIBABAHE HA AKTUBHOTO/MTE BEINECTBO/A

Besika mo3a ot 0,5 ml chabpika o 2 Mukporpama 3axapuj ot ceporunose 4, 9V, 14, 18C, 19F u 23F,
u 4 MuKporpama ot cepoturt 6B Ha f03a (00mo 16 Mukporpama 3axapuan), KOHIOTUPAHU C OeNThHK-
Hocutenmn CRM 97 11 anicopOupanu Bepxy amymuHueB docdat (0,5 mg).

3. CIIMCBK HA IOMOIIIHUTE BELIIECTBA

ChpIbpika ChINO ¥ HATPUEB XJIOPHI U BOAA 32 HHIKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

VHKeKnnoHHa CyCIIeH3Hs B IPEBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA.
1 ennomo3oBa (0,5 ml) npeaBapuTEHO HAITBIHEHA CIPUHIIOBKA C OTJENTHA UTJIA.

5. HAYUH HA ITIPUJIATAHE U ITBT/MIIA HA BBBEXKIAHE

MHTpamMyCKyJIHO NPUIIOKEHUE.
Pasknatere nobpe npenu ynotpeba. [Ipenn ynorpeda npoueTere IMCTOBKATA.

6. CIIEIMAJIHO NIPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U JOCET'A HA TEITA

I[a CC ChbXpPaHsBa Ha MACTO HCAOCTBHIIHO 3a ACLA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEKJIEHUSA, AKO E HEOBXOJUMO

I[a HC CC MHIKCKTHUPA UHTPABCHO3HO.

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

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIaJUIHUK.
[a He ce 3ampassBa.

10. CHEHOUWAJHHU NPEAITA3ZHUA MEPKHU ITPU U3XBBHPJIAAHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HME U AJPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/167/006

13. HNAPTHUJIEH HOMEP

ITaptugen Ne

14. HAYMH HA OTIITYCKAHE

.HCKapCTBeHI/ISlT MOPOAYKT C€ OTILYCKa I1O JICKAPCKO NPCANNCaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA
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‘ Prevenar — €AHOA030Ba MPEABAPUTCIHO HAIIBJIHCHA CIIPUHIIOBKA C OTACIIHA UTJIa X 10 B ommakoBka

JAHHHU, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA

TEKCT 3A BTOPUYHATA KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Prevenar nH>XeKIMOHHA CYCIICH3UA B IPEABAPUTECIIHO HAITbJIHCHA CIIPUHIIOBKA
Aﬂcop6npaﬂa MHCBMOKOKOBA 3axapu/iHa KOHIOraTHAa BaKCHUHA

2. OBSIBABAHE HA AKTUBHOTO/MTE BEINECTBO/A

Besika mo3a ot 0,5 ml chabpika o 2 Mukporpama 3axapuj ot ceporunose 4, 9V, 14, 18C, 19F u 23F,
u 4 MuKporpama ot cepoturt 6B Ha f03a (00mo 16 Mukporpama 3axapuan), KOHIOTUPAHU C OeNThHK-
Hocutenmn CRM 97 11 anicopOupanu Bepxy amymuHueB docdat (0,5 mg).

3. CIIMCBK HA IOMOIIIHUTE BELIIECTBA

ChpIbpika ChINO ¥ HATPUEB XJIOPHI U BOAA 32 HHIKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHkeKIMoHHa CyCIIeH3UsI B IPEABAPUTEIHO HATBIIHEHA CITPUHIIOBKA.
10 egaO0308BH (110 0,5 ml) mpeaBapUTETHO HAITBLIHEHHN CIIPUHIIOBKY C OTACTHU UTJIH.

5. HAYUH HA ITIPUJIATAHE U ITBT/MIIA HA BBBEXKIAHE

MHTpamMyCKyJIHO NPUIIOKEHUE.
Pasknatere nobpe npenu ynotpeba.
[Ipenu ynotpeba npovereTe NTMCTOBKATA.

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CbXPAHSBA HA MSICTO JAJIEY OT HOI'JIEJJA U JOCET'A HA IELHA

I[a CC ChbXpaHsiBa Ha MACTO HEAOCTHITHO 3a AC1A.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

Jla He ce MHXKEeKTHPa UHTPABEHO3HO.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

42



‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIaJUIHUK.
[a He ce 3ampassBa.

10. CHEHOUWAJHHU NPEAITA3ZHUA MEPKHU ITPU U3XBBHPJIAAHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HME U AJPEC HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/00/167/007

13. HNAPTHUJIEH HOMEP

ITaptugen Ne

14. HAYMH HA OTIITYCKAHE

.HCKapCTBeHI/ISlT MOPOAYKT C€ OTILYCKa I1O JICKAPCKO NPCANNCaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA
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Prevenar — EqHo030B1 peBapyuTEIHO HAITBJIHEHW CHPUHLIOBKY Oe3 urna X 10: onmakoBka 3a
rpynoBara ornakoBka ot 5 x 10 0e3 cuHsTa KyTHs

JAHHH, KOUTO TPABBA JIA CbIbPKA BTOPUYHATA OITIAKOBKA

TEKCT 3A BTOPUYHATA KAPTOHEHA OITAKOBKA

1. MNME HA JIEKAPCTBEHUS ITPOAYKT

Prevenar nH>xeKk1imoHHa CYCIICH3UA B IPEABAPUTCIIHO HAITbJIHCHA CIPHUHIIOBKA
Aucop6I/IpaHa IMTHCBMOKOKOBA 3aXapuHa KOHIOTaTHAa BaKCHHa

2. OBABABAHE HA AKTUBHOTO/UTE BEIIECTBO/A

Besika mo3a ot 0,5 ml cpappika mo 2 Mukporpama 3axapuj ot ceporunose 4, 9V, 14, 18C, 19F u 23F,
u 4 MuUKporpama ot cepoTun 6B Ha mo3a (06mo 16 MukporpamMa 3axapuin), KOHIOTHPaHU C OETITHK-
Hocuren CRMy; 1 afcopbupanu Bbpxy anymunues docdar (0,5 mg).

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

CobIbpika ChINO ¥ HATPUEB XJIOPHUI U BOJAA 32 HHXKECKITUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

I/IH)KCKHI/IOHHa CYCIICH3Us B IMMPEABAPUTEIIHO HAITbJIHCHA CIIPUHIIOBKA.

KoMmoHeHT 0T MHOT0/1030Ba OMaKOBKa, ChABPKallla 5 OMaKOBKH, BCSKa OT KOUTO Chabpika 10
enHomo308u (0,5 ml) mpenBapuTeTHO HAITBJIHEHN CITPUHIIOBKH O€3 UTJIa.

Huxoi nHAMBHyalIeH IAKET HE MOKE J]a CE NPOIaBa IMOOTAEIHO.

5. HAYMH HA ITIPUJIATAHE U ITBT/UIIA HA BBBEXK/IAHE

MHTpamMyCKyJIHO NPUIIOKEHUE.
Pasknarere nobpe npenu ynotpeba.
[Ipenu ynotpeba npovereTe NMCTOBKATA.

6. CHELHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CbXPAHSBA HA MSICTO JAJIEY OT HOI'JIEJJA U JOCET'A HA IELHA

I[a C€ ChbXpaHsiBa Ha MACTO HEAOCTHITHO 3a AC1A.

‘ 7. APYI'U CHELHUAJIHM NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

Jla He ce MHXEKTUPa UHTPABEHO3HO.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen no:
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‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

Jla ce cpxpaHsBa B XJIQAHITHUK.
[a He ce 3ampassiBa.

10. CHELOUWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

12. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/00/167/008

13. HNAPTUIAEH HOMEP

ITapTunen Ne

14. HAYUH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKA II0 JIEKAPCKO MPEIITHUCAHHE.

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA
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Prevenar — ETukeT Ha BhbHIIHATA O6BI/IBKa, KOKTO Ja €€ MOCTAaB! BHPXY MMPO3PAIHOTO (I)OJ'II/IO 3a
T'pynoBaTa OIIaKOBKa 5x 10, BKJIFOYHUTCIIHO CUHATA KYTHUA

JAHHH, KOUTO TPABBA JIA CbIbPKA BTOPUYHATA OITIAKOBKA

TEKCT 3A ETUKETA

1. MNME HA JIEKAPCTBEHUS ITPOAYKT

Prevenar nH>xeKk1imoHHa CYCIICH3UA B IPEABAPUTCIIHO HAITbJIHCHA CIPHUHIIOBKA
Aucop6I/IpaHa IMTHCBMOKOKOBA 3aXapuHa KOHIOTaTHAa BaKCHHa

2. OBABABAHE HA AKTUBHOTO/UTE BEIIECTBO/A

Besika mo3a ot 0,5 ml cpappika mo 2 Mukporpama 3axapuj ot ceporunose 4, 9V, 14, 18C, 19F u 23F,
u 4 MuUKporpama ot cepoTun 6B Ha mo3a (06mo 16 MukporpamMa 3axapuin), KOHIOTHPaHU C OETITHK-
Hocuren CRMy; 1 afcopbupanu Bbpxy anymunues docdar (0,5 mg).

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

CobIbpika ChINO ¥ HATPUEB XJIOPHUI U BOJAA 32 HHXKECKITUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WHXeKIMoHHa CYCIIeH3Us B IPEABAPUTENHO HAIbJIHEHA CIIPUHIIOBKA.

I'pynoBa onakoBka, BKIIIOUBaIla 5 OMAKOBKH, BCsika chabpskama 10 exnonozosu (0,5 ml)
IPEABAPUTEIHO HAIIbJIHEHH CIIPUHIIOBKU 0€3 Uria.

Huxoil nHIMBHyalIeH IAKET HE MOKE J]a CE NPOJIaBa IMMOOTAEIHO.

5. HAYUH HA ITPUJIATAHE U ITBbT/MIIA HA BBBEXK/IAHE

MHTpamMyCKyJIHO NPUIIOKEHUE.
Pasknarere nobpe npenu ynotpeba.
[Ipenu ynotpeba npovereTe NMCTOBKATA.

6. CHELHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CbXPAHSBA HA MSICTO JAJIEY OT HOI'JIEJJA U JOCET'A HA IELHA

I[a C€ ChbXpaHsiBa Ha MACTO HEAOCTHITHO 3a AC1A.

‘ 7. APYI'U CHELHUAJIHM NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

Jla He ce MHXEKTUPa UHTPABEHO3HO.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen no:
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‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

Jla ce cpxpaHsBa B XJIQAHITHUK.
[a He ce 3ampassiBa.

10. CHELOUWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

12. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/00/167/008

13. HNAPTUIAEH HOMEP

ITapTunen Ne

14. HAYUH HA OTITYCKAHE

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKA II0 JIEKAPCKO MPEIITHUCAHHE.

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA
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b. JUCTOBKA
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JIMCTOBKA: HHOOPMALIUA 3A IOTPEBUTEJIA

Prevenar HH:KEKIIHOHHA CYCIIEH3MS
AncopOoupaHa NHeBMOKOKOBA 3aXapH/IHA KOHIOTATHA BAKCHHA

(Pneumococcal saccharide conjugated vaccine, adsorbed)

IIpoyeTeTe BHUMATETHO ISAJ1AaTA JJUCTOBKA NMPeIH AeTeTo Bu 1a moryun Ta3m BakcuHa.

- 3amazeTe Ta3u JUCTOBKA. MOXKe Jia ce HAJIOXKH Ja S IPOYETEeTe OTHOBO.

- AKO UMare HIKaKBH JIOMBIHUTEIIHA BBIPOCH, TTonuTaiiTe Bamus nexkap uinn gapmarieBt.

- AKO HSKOS OT HEKETAHUTE JICKAPCTBEHH PEAKIIUU CTAaHE CEPUO3HA, WIIH 3a0€TeKUTE APYTH,
HEOMHMCaH! B Ta3U JICTOBKA HEXKEIaHU PeaKiliy, MOJIsl yBejoMeTe Bamus nekap uinu
(dhapmariesr.

B Ta3u ancroBKa:

Kakgo npencrasisaBa Prevenar u 3a KakBo ce U3I0/I3Ba
[Ipenn na m3mon3Bare Prevenar

Kak ma nznonssare Prevenar

Bb3M0OXXHU HEXENaHU peakluu

Kak na cexpansBare Prevenar

JlomrbiiHUTETHA UH(pOPMAITHS

AN

1. KAKBO IIPEJICTABJISIBA PREVENAR U 3A KAKBO CE U3I10JI3BA

Prevenar e nHeBMOKOKOBa BakcuHa. Prevenar comara na ce npexnmnasu jnerero Bu ot Oonectu kxaro:
MEHHMHTHT, CEICHC WM OakTepueMusi (0akTepud B KpPBBTA), MHEBMOHHS W YIIHA HHQEKIHSA,
NPUYMHEHH OT CeieM Tura OakTepuu Streptococcus pneumoniae.

BaxkcuHara meiicTBa, KaTo ITomMara Ha opraHu3Ma ja u3paboTH CBOM COOCTBEHH aHTHTENA, KOUTO
3allMTaBaT JAeTeTo BU OT Te3u OoecTH.

2. HPEU JA U3ITIOJI3BATE PREVENAR

He n3noa3Baiite Prevenar:
- aKO ICTECTO BI/I (] aﬂepquO (CBp’bX‘IYBCTBI/ITeHHO) KBbM aKTUBHUTC BC€IICCTBA, KbM HAKOS OT
OCTaHAINTE ChbCTABKU WM KbM JU(PTEPUEH TOKCOUI.

OO0bpHeTe crienMaJHO BHHMAaHHUe IIPH ynorpebdaTa Ha Prevenar:

- aKo JereTo Bu uMa unu e uMano 31paBoCiIOBHU IIpoOIieMH ciie] Ipuilarane Ha no3a Prevenar.
- ako aereto Bu nma npobiemMu ¢ KpbBOCHCUPBAHETO.

- ako nereTo Bu e 60J1HO ¢ BHCOKa TeMIleparypa.

Prevenar mpeana3sa camo ot yimHu uH(EKIMY, TPUIMHIBAHUA OT TUIIOBETe Streptococcus
pneumoniae, 3a KOUTO ¢ pa3paboTeHa BakcuHaTa. Ts He mpe/naspa OT APYrd HHPEKIIMO3HA areHTH —
MIPUYUHUTENN Ha YITHU HH()EKINH.

Ynorpebda Ha APYrH JIeKapCcTBA/BAKCHHM:

Moust uadopmupaiite Bamms nekap, cectpa wim papMareBT, ako AeTeTo Bu mprema mim HacKopo €
MpreMaso APYTH JeKapcTBa, BKIIIOYUTETHO U TaKUBa, OTITyCKaHU 0e3 pelernTa, Uil HaCKOpo My €
MpaBeHa HAKAKBa JApyra BaKCHHAIHUS.

3. KAK JJA U3IIOJI3BATE PREVENAR

JlexapsT wim cecTpara Ie HHKEKTUPAT Ipenophianara go3a (0,5 ml) BakcuHa.
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Prevenar Mmo’ke 1a ce maBa eTHOBPEMEHHO C APYTH JETCKH BaKCHHH, KaTO B TaKbB CITydai TpsOBa ma
Ce M3II0JI3BAT PA3IMYHU WHKCKIIMOHHU MECTa.
Prevenar He TpsiOBa 51a ce cMeCBa C HUKAaKBH JPYTH BAKCHHU B €JIHA U ChIIIA CIPUHIIOBKA.

Prevenar mie Ob1¢ MHXKEKTHPAH B MyCKyJI Ha BameTo nerte.

OOuKHOBEHO NieTeTo Bu TpsiOBa /1a moy4yn 4eTHpH T03U OT BaKCMHATa. B ChOTBETCTBHE C
odunHaIHATE IPEMOPHKY BHB BamaTa crpana, MEIUIIMHCKOTO JIKIIE, KOETO Tojiara Tprku 3a Bammero
JieTe, MOJKe J1a M3II0JI3Ba Ipyra cXeMa Ha BakcHHaIms. Bcska mo3a me 0be HHKEeKTUpaHa Imo
pasnuaHO Bpeme. BaxkHO e ja cieqBaTe yka3aHuUsATa HA JeKaps/cecTpara, Taka 4e qeteto Bu na
MIOJTyYHd TIBITHUS KYPC OT HHKEKITUH.

Axo 3a6paBI/ITC Ja MOCETUTE JICKaps WM CECTpaTa B ONPCACICHOTO BPEME, MHOIMUTANUTE TH KaKBO Ja
npaBUTC.

4. Bb3MOKHU HEXKEJIAHU PEAKIIMHN

Karo Bcuuku BaKCHUHU, Prevenar moxe Ja Npe€arn3BrUKa HEXKEIaHU pE€aKIIUU, BBIIPEKU Y€ HEC BCCKU I'
Imojry4ana.

HOHSITI/IHTa, HM3MO0JI3BAHU 3a OIIMCBAHC Ha YCCTOTAaTa Ha HCXKCIIAHUTC peaKlInu, UMaT CIICAHOTO
3HA4YCHHUC!

MHoro decTu: HeXelaHu Peakiui, KOUTO MOXKE J1a Bb3HUKHAT Mpu noBeye oT 1 Ha 10
MAIUEeHTH.

YecTH: HEXKEJIAaHU PEAKLUU, KOUTO MOJKE J1a Bb3HUKHAT IIPU MO-Majko oT 1 Ha 10 manueHTy.
HedecTu: HexenaHu peakimy, KOUTO MOXKE Jia Bb3HUKHAT MPpHU Mo-Maiko ot 1 Ha 100 mamueHTH.
Penxu: HeXxxenmaHu peaxiuy, KOUTO MOXe J1a Bb3HUKHAT MpH 1no-Majiko oT 1 Ha 1000 nmanuenTy.
MHoro penku: HexelaHu peakiui, KOUTO MOKe J1a Bb3HUKHAT NpH no-mainko ot 1 Ha 10 000

TIAI[NEeHTH.

. Hapyumienust Ha KPpbBTa M JuM@HATA cUCTEeMAa

MHoro penku: yBENMUYEHH JTUMQPHH BB3IHU (JTUMQaneHonaTus) B 00J1acTTa Ha HHKEKITMOHHOTO
MSICTO

o Peakuum oT cTpana Ha HepBHATa cHUCTeMa

Penxu: r'bPYOBE; THPUOBE C BUCOKA TEMITEpaTypa

. CToManiHoO-4YpeBHU peaKIuu

MHoro yectu: HaMaJIeH areTuT, MOBPhIIaHe, JHaAPHS

. Ko:xuu peakuuun

Heuecru: 0o0pHB/KOTIPUBHA TpecKa (YPTUKAPHSI)

MHoro penku: eputemMa Myitadopme

o Peaknuy Ha HHKEKIHOHHOTO MSICTO U O0LIH peaKInu

MHoro yectn: 6onka, OoNe3HeHa YyBCTBUTEITHOCT, 3a4epBsSIBaHe, TIOJyBaHe WX YILTFTHEHUE Ha

WH)XEKIIHOHHOTO MACTO; TemnepaTtypa 38 °C miu mo-BUCOKa, Pa3Ipa3HUTETHOCT,
TUIa4, ChHJIMBOCT, HECIIOKOCH ChH
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Yectu: 3a4yepBsBaHe, IOAYyBaHE WIN YIUIbTHEHHE Ha HHXXEKIIHOHHOTO MSICTO, O-TOJISIMO OT
2,4 cm; 60e3HeHa YYBCTBUTEIIHOCT HA MHXKEKIIMOHHOTO MSCTO, KOATO Mpedr Ha
JIBUKEHHETO; TemnepaTtypa 39 °C win no-Bucoka

Penxu: PEaKIry Ha CBPbXIYBCTBUTEIIHOCT Ha MHKEKIIMOHHOTO MACTO KaToO
0o0puB/KOTIpUBHA TpecKa (YPTHKAPHsI) MU ChPOEK Ha MHIKEKITHOHHOTO MSCTO;
€nu30/ Ha XUIIOTOHUS U XUTIOPEAKTUBHOCT (KOJIarc Wil ChCTOSIHKE, TOJO0HO Ha
II0K), 3a4epBsIBaHE.

. Peakuum oT cTpaHa HAa KMYHHATa cHCTeMA:
Penxu: TEXKH PEaKUUU Ha CBPBXUYBCTBUTETHOCT/aJIEPTUYHU PEAKLUH, KOUTO MOXE 1a
BKJIIOYBAT IIOAYBaHE Ha JIMLETO W/WIU YCTHUTE, 3aTPyIHEHO NUINAHE, U/WIH LIOK

(CBPIAEYHOCHIOB KOJIATIC)

[Ipu Gebera, poleHN MHOTO TIPEXKIEBPEMEHHO (Ha WU pean 28 TecTalllioHHa CeMUIIa), 2-3 THH
CJIe]l BAKCHHAITMATA MOKE J]a MUMa MO-ABJITH May3u OT HOPMATHUTE MEXIY BIUIITBAHUATA.

Mousi, pasroBapsiiite ¢ Bamms nexap uian papMareBT, ako UMaTe HIKaKBH BBIIPOCH HITH
MPUTECHEHHS. AKO HSIKOS OT HE)KEJIAaHNUTE JICKAPCTBEHH PEaKIMU CTaHEe CepHUO3HA, HITH 3a0eNeKnTe
JpYyTH, HEOMMCAHU B Ta3M JIMCTOBKA HEXKEIaHU PEaKIMy, MOJIsl yBeaoMeTe Bamus nekap uinu
(hapmarieBT.

5. KAK JA CbXPAHSIBATE PREVENAR

CoxpansiBaiiTe Ha MICTO, HEAOCTHITHO 3a JICTIa.

Ha ce cpxpansiBa B xnagmiauk (2 °C — 8 °C).
[a He ce 3ampassiBa.

He wsnom3eaiite Prevenar cien cpoka Ha TOAHOCT, OTOENsI3aH BBPXY KapTOHEHATa OMAKOBKA M
eTrkeTa. CpoKbT Ha FOJTHOCT OTIOBaps HA MOCIEAHUS AEH OT TOCOYEHUS MECEIL.

JlexapcTBaTa HE TpA0OBa /1a ce M3XBHPIIAT B KAaHAIM3AIMATA MITH B KOHTEIHepa 3a JTOMAITHU OTHaIbIIH.
[Tonmraiite Bamus dapmarieBT Kak Jja YHUIIOKUTE HEHYXKHUTe Bu nekapctpa. Te3n Mepku 1mie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpeia.

6. JAOIIBJIHUTEJIHA UTH®OPMALIUA

KakBo cbabpaxa Prevenar

AKTUBHHTE BEIECTBA
Bcska mo3a ot 0,5 ml ceappika:

[THEBMOKOKOB TOJIM3axapul cepoTH 4* 2 MHUKporpaMa
[THEeBMOKOKOB HOIM3axapua cepoTun 6B* 4 MuKporpama
ITHEeBMOKOKOB TIOJTH3axapy I CEPOTHUTT IV * 2 MUKporpama
[THEeBMOKOKOB TIONHM3axapu cepoTH 14* 2 MUKporpama
[THeBMOKOKOB onuro3axapua ceporun 18C* 2 MHKporpaMa
[THeBMOKOKOB monm3axapuz cepotun 19F* 2 MHKporpama
ITHeBMOKOKOB monu3axapu ceporur 23F* 2 MUKporpama

* Kontorupas ¢ 6entbk-Hocutenn CRM 97 1 ancopbupan Bepxy anymunues gocdar (0,5 mg)

prrI/ITe CBCTAaBKU Ca HATPUCB XJIOPHU U BOJA 3a MHIKCKIUU.
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Kaxk m3rie:xxnga Prevenar u kakBo CbhbAbpPiKa OlMMaKoOBKaTa

BakcuHara € HHXEKIIMOHHA CYCIICH3Us U ce Tpejyiara B eHo1030B ¢utakoH (0,5 ml).

OmakoBku 110 1 1 10 ¢urakona 6e3 CIIpUHITOBKA/UTIIH.

OnaxkoBka ¢ 1 ¢uiakoH cbe cpuHIoBKa 1 2 i (1 3a u3terisHe, 1 3a HUHKEKTUPaAHE).

IpuTeskaTes Ha pa3pelIeHHETO 32 YNOTPeda U MPOU3BOAUTE

[MputexaTen Ha pa3pelIeHHETO 3a yrnoTpeda:

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

HpHTC)KaTeJI Ha pa3pCHICHUETO 3a IMTPOU3BOJACTBO, OTTOBOPCH 3a OCBO60)K)Z[aBaHe Ha IapTuauTe:

John Wyeth & Brother Ltd.
Huntercombe Lane South
Taplow, Maidenhead
Berkshire, SL6 0OPH-UK
BenukoOpuranus

3a JOITBJIHUTCIIHA I/IH(pOpMaHI/ISI OTHOCHO TOBaA JIEKApCTBO, MOJIA CBBPIKETE C€ C JIOKATHUA

OPpEACTABUTECII HA IPUTECIKATEIIA HA pa3pCIICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien

Wyeth Pharmaceuticals S.A./N.V.

Tél/Tel: +32104947 11
Fax: +321049 48 70

Bbarapus

Wyeth-Lederle Pharma GmbH
Tenm: +43 189 1140

dakc: +43 189 114600

Ceska Republika

Wyeth Whitehall Czech s.r.o.
Tel: +4202 67294 111

Fax: + 4202 67 294 199

Danmark

Wyeth Danmark

TIf: +45 44 88 88 05
Fax: + 45 44 88 88 06

Deutschland
Wyeth-Pharma GmbH
Tel: +49 1802 299 384
Fax: +49 251 204 1128

Eesti

Wyeth-Lederle Pharma GmbH
Tel: +43 1 89 1140

Faks: +43 1 89 114600

Latvija

Wyeth-Lederle Pharma GmbH
Talr.: +43 1 89 1140

Fakss: +43 1 89 114600

Lietuva

Wyeth-Lederle Pharma GmbH
Tel: +43 189 1140

Faksas: +43 1 89 114600

Malta

Vivian Corporation Ltd.
Tel: + 35621 344610
Fax: + 35621 341087

Nederland

Wyeth Pharmaceuticals B.V.
Tel: + 31 23 5672567

Fax: + 3123 567 2599

Norge
Wyeth
TIf. + 47 40 00 23 40
Fax: +47 40 00 23 41

Osterreich

Wyeth-Lederle Pharma GmbH
Tel: +43 1 891140

Fax: +43 1 89 114600
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EALGOa

Wyeth Hellas A.E.B.E.
TnA: +302 10 99 81 600
@a&: +302 1099 21 994

Espaia

Wyeth Farma, S.A.
Tel: + 34 91 334 65 65
Fax: + 34 91 663 65 53

France

Wyeth Pharmaceuticals France
Tél: +33 1410270 00
Fax:+33141027010

Ireland

Wyeth Vaccines

Tel: + 353 1449 3500
Fax: + 35316793773

island

Icepharma hf,

Tel: + 354 540 8000
Fax: + 354 540 8001

Italia

Wyeth Lederle S.p.A.
Tel: +39 06 927151
Fax: +39 06 23325555

Kvnpog

Wyeth Hellas (Cyprus Branch) AEBE
TnA: +357 22 817690

®ag: + 35722 751855

Luxembourg/Luxemburg
Wyeth Pharmaceuticals S.A./N.V.
Tél: +32 10494711

Fax: +32104948 70

Magyarorszag
Wyeth Kft

Tel: +36 1453 33 30
Fax: +36 1240 4632

Polska

Wyeth Sp. z 0.0.

Tel: +48 22 457 1000
Fax: + 48 22 457 1001

Portugal

Wyeth Lederle Portugal (Farma), Lda.
Tel: +351 214128200

Fax: + 3512141201 11

Romania

Wyeth-Lederle Pharma GmbH
Tel: +43 189 1140

Fax: +43 1 89 114600

Slovenska Republika

Wyeth Whitehall Export GmbH,
organiza¢na zlozka

Tel: +42 12654128 16

Fax: +42 12654 128 17

Slovenija

Wyeth-Lederle Pharma GmbH
Tel: +43 1 89 1140

Faks: +43 1 89 114600

Suomi/Finland

Wyeth

Puh/Tel: + 358 20 7414 870
Fax: +358 920 7414 879

Sverige

Wyeth AB

Tel: + 46 8 470 3200
Fax: + 46 8 730 0666

United Kingdom
Wyeth Vaccines

Tel: + 44 845 367 0098
Fax: + 44 845367 0777

JlaTa Ha nocJieIHO 0100peHNne HA JTNCTOBKATA

IMocoyenara mo-go,1y uH(poOpMANHA € MPEeTHAZHAYEHA CAMO 32 MEIUIIHHCKHA CTIENHATINCTH:

[Ipenu npunarane BakcuHAaTa TpsIOBa J1a ce pa3kiaTy Jo0pe, 3a 1a ce MOoIyYH XOMOTeHHa Osiia
CYCIIeH3Us, 1 JIa C€ TperJie/ia BU3yaTHO 3a €eBEHTYAIHH YaCTUIM W/HUITH IPOMEHU BbB BHHIITHHS BH/I.
He uznonzpaiite, ako ChABPKAHUETO U3IJIEK 1A PA3IUYHO.

Prevenar e camo 3a HHTpaMyCKyJIHO IpuiIokeHue. Jla He ce mpuiara HHTPaBeHO3HO.
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Ta3u BakcuHa He TpsOBa J1a ce MpHiIara Mpu KbpMadeTa Wil Jlela ¢ TPOMOOIIUTOTICHHS HITH
HapyIIeHne Ha KPbBOCHCHPBAHETO, KOETO OM OMIIO MPOTHUBOIMOKA3aHUE 32 HHTPAMYCKYIIHO
HMHXXEKTHpaHe, OCBEH aKo MOTEHIMAIHATa [0J13a KaTErOpUYHO NpEBUIIaBa pUCKa OT IPUIIaraHeTo.

KbpMmaueTa Ha BB3pacT 2 - 6 Mecera: MbpBUYHATA IMYHH3AIUS 32 KbpMadeTa ce ChCTOU OT TPH J03H
o 0,5 ml, kaTo mbpBaTa 1032 OOMKHOBEHO CE MPHJIara Ha Bb3pacT 2 Mecella, a HHTEPBAIBT MEXKITY
OTIEIHHUTE A03U € Hall-Majko 1 mecelr.

IIpenopryBa ce UeTBBPTA 1032 TIPE3 BTOpATa TOJUHA OT KHUBOTA.

Karo antepHatruBa MOXke J1a ce U3MOJ3Ba U JIBY1030Ba CXeMa Ha MMYHHU3aIHsl, Korato Prevenar ce
mpujiara Kato 4acT OT IUTaHOBa MIMYHH3AIMOHHA ITporpaMa 3a Kbpmadera. [IbpBaTta 103a MoXe Ja ce
MPUJIOKU HE MO-PaHo OT 2-MecevHa Bb3pacT, BTOpaTa Ji03a Hali-MaJiko 2 Mecella Mo-KbCHO U TpeTa
(byctep) mo3a Ha BB3pact 11-15 mecena.

Kbpmauera Ha Bb3pact 7 — 11 Mecena: nBe a03u o 0,5 ml, ¢ uHTEepBa Hal-Manko 1 Mecel| MOMEXTy
uM. [IpenoppuBa ce TpeTa 103a mpe3 BTopaTa roJuHa OT KUBOTA.
Jemna Ha BB3pact 12 — 23 mecena: nee ao3u no 0,5 ml, ¢ mHTEpBaN Hall-MaKO 2 Mecela MOMEKIY UM.
Jena Ha Bb3pacT 24 Mecena — 5 roAMHU: €JHa €MHCTBEHA J103a.

H€O6XO,Z[I/IMOCTTa OT peUMYHHU3alud CJICA TE3U CXCMU Ha UMYHH3alUsl HE € YCTaHOBCHA.

KakTo u npu Ipyru BakCHHH, IpuiaraHeTo Ha Prevenar TpsOBa aa ce OTJIOKH MPH JIMIA, CTPAJAIIH OT
OCTPO YMEPEHO TEIKKO MU TEKKO PeOpriiHO 3a00sBaHe.

KakTo npu BCHYKH MHKCKIIMOHHN BAaKCUHH, 32 PEIKUTE ClIydad Ha aHapUIaKTHIHA PEAKIUs CIIe]
MpujiaraHe Ha BaKCHMHATA BUHATH TPSAOBA JIa € OCUTYPEHO MOIXOISII0 METUIIMHCKO JICUCHHUE U
HaOJIIOICHUE.

Prevenar He ocurypsiBa 3aIiuTa Cpemly Ipyrd CepoTHIIOBE Ha StreptocoCcCcus pneumoniae, ocBeH Te3u,
BKJTIOYEHHU BbB BAaKCHHATA, HUTO CPEIIy APYTH MHUKPOOPTaAHU3MH, TPUIMHSABAIIN HHBA3UBHU
3a00JISIBAHUS HITH Bh3MAJICHHE Ha CPEIHOTO YXO.

B’BHpeKI/I 9€ MOXKE Ja JOBECIAC N0 06pa3yBaHe Ha aHTUTECJIa CPCULY I[I/I(l)TCpI/ICH TOKCOUJ, UMYHU3allUATa
C Ta3W BAKCHMHA HC 3aMCCTBA PyTHHHATAa UMYHH3alUs CPCITY ,Z[I/I(I)Tepl/lﬂ.

3a ;era Ha BB3pAcCT OT 2 10 5 TOAWHU € U3MOJI3BaHa cXeMa Ha UMYHH3AIUs C eIHa SUHCTBEHA J103a.
[Ipu nena Ha BB3pacT Hax 24 Mecena ce HaOIIr01aBa MO-BUCOKA YECTOTa HA MECTHU PEaKIIHU
OTKOJIKOTO TPH KbpMadeTa.

PazanuHuTe HHXXEKIMOHHY BaKCUHU BUHATH Tpi[6Ba Ja CC npujiaraT Ha pasjindHu MHXKXCKIMOHHN
MECTa.

OrpaHu4eHH JaHHU MTOKa3BaT, 4e Prevenar mHIynnpa NpueMIIMB KMYHEH OTTOBOP IPU KbpPMadyeTa ChC
CHPIOBUIHO-KIEThUHA O0JecT, ¢ mpodui Ha 6e30MacHOCT, MOA00EH Ha HAOIOJABAHUS IPH He-
BHUCOKOPHCKOBH TPpYITH. Bee ollie MmicBar JaHHu 3a 0€30MacHOCT M UMYHOT€HHOCT IPH JIeTa OT IPYTH
crienn(UYHY IPYIH C BUCOK PHCK 32 MHBa3MBHO ITHEBMOKOKOBO 3a00JIsiBaHe (HATp. Jela ¢ qpyra
BpOJICHA WJIM MpUA0OHuTa TUCYHKIMS Ha cie3Kara, 3apaszenu ¢ HIV, cbe 310kauecTBeHn
HOBOOOpa3yBaHUs, C HePPO3EH CHHIPOM). BakCHHIpaHETO BHB BHCOKOPHUCKOBHUTE TPYITH TPsIOBaA 11a ce
pasriekaa MHIUBHIYaTHO 38 BCEKU OTIIENICH CITydai.

Jemna mox 2 roauimrHa Bh3pacT (BKIJI. M TaKWBA C BUCOK PUCK) TPsOBa Jja ce BakcHHUPAT ¢ Prevenar mo
MOJIXOSIIIIaTa 32 Bb3pacTTa UM cxema. Yorpedara Ha MHEBMOKOKOBA KOHIOTaTHA BaKCHHA HE
3aMECTBa U3IOJI3BAHETO HA 23-BaJICHTHU THEBMOKOKOBH MOJIM3aXapuaHU BAaKCUHU MIPH JIela Ha
BB3pacT > 24 Mecelia ChC ChCTOSHUS (KaTO HAPUMEDP ChPIIOBUIHO-KIEThUHA OOJIECT, aCITICHU3BM,
unpeknus ¢ HIV, xpoununo 3abosiBaHe WM UMYHOKOMIIPOMETHUPAHU ), KOUTO T'H U3JIaraT Ha I10-
BHCOK PHCK OT HHBAa3MBHO 3a00JsIBaHE, MPUYHHEHO OT Streptococcus pneumoniae. BsB Bcuuku
CJIy4ad, KOTaTo TOBAa Ce MPENopPbhUBa, JIelaTa ¢ pUCK Ha BB3pacT > 24 Mecela, KOUTO ca HMYyHU3UPaHU
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mo-paHo ¢ Prevenar, Tps0Ba ma momydar 23-BajeHTHA ITHEBMOKOKOBA TIOJTM3axXapyIHA BaKCHHA.
WHTepBanbT MeXly MHEBMOKOKOBaTa KOHIOTaTHA BakcuHa (Prevenar) u 23-BaneHTHaTa
ITHEBMOKOKOBA TTOJIN3aXapHIHa BaKCHHA TPsIOBa Aa ObJe He Mo-MarbK OT 8 ceamuuu. Hsama nanau
JIaJy U3M0J3BAaHETO Ha 23-BajJleHTHA MTHEBMOKOKOBA MOJIM3aXxapy/IHa BaKCHHA NIPU AELa, KOUTO HE ca
WM ca IMyHU3UpaHU Io-paHo ¢ Prevenar, Moxe J1a 10Bej€ 710 O-C1abd OTrOBOP KbM CIIEBAILHU 03U
Prevenar.

[IpemoppuBa ce MpoMUITAKTHYHO MIpHUIaraHe Ha aHTUITHPETHIHH JIEKapCTBa:

- TIPW BCUYKH JeIla, IoTydaBamiy Prevenar eTHOBpEMEHHO C BAKCHHHM, ChIBPIKAIIN ISTIOKICThYHA
KOKJIIOIITHA ChCTaBKa, OPaJX MO-BUCOKATa YeCTOTa Ha PeOPIITHU peakiinu

- TIpH JeTa ¢ KOHBYJICHBHH HapyIICHHS WX C aHaMHe3a 3a (eOpHITHA T'bPUOBE.

AHTHITUPETHYHO JIeueHHe TPsOBa Jja ce MPOBEXJa BUHATH, KOraTO UMa OCHOBAaHHUE, UIIM KOTaTo
TeMIiepaTypara ce nopuiu Hajg 39 °C.

IIpu nena ¢ HapyIIeHa IMyHHa peaKTUBHOCT BCJIEACTBHE Ha MPUJIaraHe Ha UMyHOCYIIPECUBHA
Tepanus, reneTudeH aedext, nadexuus ¢ HIV wim npyru npuunnm, Moxe na ce HabmoaaBa no-cnabo
o0pa3yBaHe Ha aHTUTeNa B OTTOBOP HA aKTMBHATA NMYHU3AIHSL.

[TomoOHO Ha Besika BakcrHA Prevenar Moxe U a He TIpeAIa3u OT THEBMOKOKOBO 3a00JIsIBaHE BCHUKH
JIUIIa, TOMYYHIN BakcnHaTa. OCBEH TOBa Ce OYaKBa 3alluTara Cpemly Bh3MaleHrne Ha CPeTHOTO YXO,
MPUYHMHEHO OT CEPOTHUIIOBE, CHABPIKAIIN CE BHB BAKCHHATA, J1a € 3HAUMTEINIHO 10-calda oT 3aIurara
cpelly WHBa3WBHO 3a0oisiBane. Thil KaTO Bh3MAJICHUE HA CPETHOTO YXO CE MPUUYUHSIBA OT PEAMIIA
OpPTraHW3MH, PA3IIUYHU OT ChIBPIKAIINTE CE BB BAKCHHATA THEBMOKOKOBY CEPOTHIIOBE, 3aIIUTaTa
Cpelly BCHYKH BB3MAJICHIS Ha CPETHOTO yXO ce 0OYakBa Ja € ciada.

55



JIMCTOBKA: HHOOPMALIUA 3A IOTPEBUTEJIA

Prevenar HH:KeKIHOHHA CYCIIEH3HsI B PEIBAPUTETHO HAITbJIHEHA CIIPUHIIOBKA
AncopOoupaHa NHeBMOKOKOBA 3aXapH/IHA KOHIOTATHA BAKCHHA

(Pneumococcal saccharide conjugated vaccine, adsorbed)

IpoyereTe BHUMATEIHO USJIATA JUCTOBKA Mpeau 1eTeTo Bu 1a mojiyun Ta3u BaKCHHA.

- 3amaseTe Ta3u JUCTOBKA. MOKe /1a Ce HAJIOKH J1a S IPOYETETE OTHORO.

- AX0 UMaTe HIKaKBU JOMBJIHUTEIIHNA BBIIPOCH, ONHUTaiTe Barms gekap win GapmaresT.

- AKO HSKOSI OT HEXKEJTaHUTE JICKAPCTBCHU PEAKIINK CTaHe CEPHO3HA, WIIN 3a0CNIeIKUTE IPYTH,
HCOIMMCaHU B Ta3W JIMCTOBKA HCXKCJIAaHU PCAKIIUHN, MOJIA YBEIOMETC Bamus JICKap Win
(dapmMaresT.

B Ta3u aucroBKa:

KakBo npencrasnsBa Prevenar u 3a KakBo ce M3I0I3Ba
IIpenu na n3nonssare Prevenar

Kak ma n3nonzsare Prevenar

BB3MOXHH HEXENAHU PEAKIIUU

Kak na cpxpansBate Prevenar

JombnanTeHAa HHPOPMAITHS

A e

1. KAKBO IIPEJCTABJISIBA PREVENAR U 3A KAKBO CE U3I10JI3BA

Prevenar e nHeBMOKOKOBa BakcuHa. Prevenar cmomara Jia ce npejnasu gerero Bu ot 6onectu karo:
MEHHHTHT, CEIICHC MU OakTepueMus (0akTepru B KPbBTa), MHEBMOHUS U YIIHA HH()EKIUS,
INPUYMHEHH OT cefieM THma Oakrepuu Streptococcus pneumoniae.

Baxkcunara ﬂeﬁCTBa, KaTo nomMara Ha opraHusma Jia I/I3pa6OTI/I CBOU COOCTBEHU aHTHUTECJIa, KOUTO
3almuTaBaT A€TETO Bu ot Te3u GomectH.

2. IPEJIU JA U3IIOJI3BBATE PREVENAR

He u3noassaiite Prevenar:
- ako geteto Bu e aneprudHo (CBpbX4yBCTBUTEIHO) KbM aKTUBHUTE BEIIECTBA, KbM HIKOS OT
OCTaHAJINTE ChCTABKU WJIH KbM JH(PTEPHEH TOKCOUI.

OO0bpHeTe crienaIHO BHUMAaHUe MPHU ynoTpedaTa Ha Prevenar:

- aKo JeteTo By MMa mim e uMaio 31paBOCIOBHU POOJIEMHU cliesl mpuiiaraie Ha jqo3a Prevenar.
- aKko nereto Bu mma mpo0OiieMu ¢ KpbBOCHCHPBAHETO.

- aKko neteto Bu e 007HO ¢ BUCOKa TeMIepaTypa.

Prevenar mpeamna3ssa camo OT YIIHU WH(EKIUH, TPUYMHIBAHU OT THIIOBETE Streptococcus pneumoniae,
3a KOMTO € pa3paboTeHa BakCHHaTa. 151 He mpeanas3Ba oT APYrH HHPEKIIMO3HU ar€HTH — IPUIMHUTEIH
Ha YIIHU UHQEKIHH.

Ynorpebda Ha ApyIH JIeKapCcTBA/BAKCHHM:

Most uHpOpMupaiiTe Bamms nekap, cectpa wiu GapmanesT, ako AeTeTo Bu mpuema mim Hackopo e
MpreMaio APYTH JeKapcTBa, BKIIOYUTEIHO U TAKUBA, OTIYCKaHHU 0e3 peLenTa, Hik HaCKOpPO My €
IIpaBeHA HAKAKBa Ipyra BaKCHHAIU.
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3. KAK JA U3TIOJI3BATE PREVENAR

JlexapsT unu cectpaTa Lie HHKEKTHpaT npenopbyanata ao3a (0,5 ml) BakcuHa.

Prevenar mo>ke 1a ce 1aBa €THOBPEMEHHO C APYTH JETCKU BAKCHHU, KaTO B TAKBB Cllydyail TpaOBa na
C€ M3MOJ3BaT Pa3INYHN HHKEKIIMOHHHA MECTa.

Prevenar He Tps0Ba a ce cMecBa ¢ HUKaKBHU IPyTy BaKCHHU B €JHA U ChILA CIIPUHIOBKA.

Prevenar me Oba¢ HHXKEKTHpPAH B MyCKyJI Ha Bamerto mete.

OOuKHOBEHO NleTeTo Bu TpsiOBa /1a MOTy4Yn YeTHPH JT03U OT BaKCHMHATa. B ChOTBETCTBHE C
odunHraIHUTE IPENOPHKY BHB Bamarta crpana, MEIUIIMHCKOTO JIKMIlE, KOETO TMoJiara rprxu 3a Bamero
JIeTe, MOXE JIa M3MOJ3Ba pyra cxeMa Ha BakcuHamms. Bceska go3a me 0b/1e MHXeKTUpaHa 1Mo
pasnuuHO Bpeme. BaxkHo e ja ciieqiBaTe yka3aHuUsATa HA JeKaps/cecTpara, Taka 4e JeTeto Bu na
TIOJTYYH ITHIHHS KYPC OT MHKEKITHH.

Axo 336paBI/ITe Ja MOCETUTE JICKaps UJIM CECTpaTa B ONPCACICHOTO BPEMCE, MHONUTANTE T KaKBO Aa
npaBUTEC.

4. BBb3MOKHU HEKEJIAHU PEAKIIUHN

Kato Bcuuku BaKCHUHU, Prevenar moxe Ja Mpe€aAn3BHKa HEXKECIaHU pE€aKIIMU, BBIIPEKHU Y€ HEC BCCKU I'
ojry4asna.

HOHHTI/IﬂTa, HM3II0JI3BAHU 3a OITMCBAHC Ha YE€CTOTaTa Ha HEXCIIAHUTEC p€aKIuu, UMaT CJICIHOTO
3HA4YCHHUC:

MHOTO YeCTH: HeXKETaH! PEaKIny, KOUTO MOXE J1a BE3HUKHAT IIpH moBede ot 1 Ha 10
TAIUEeHTH.

YecTu: HE)KENAaHU peaklMK, KOUTO MOXE J]a Bb3HMKHAT MPH Mo-Maniko oT 1 Ha 10 manueHTH.
Heuectun: Hexxenanu peakuy, KOUTO MOXe J]a BB3HUKHAT MpH mo-Maiko ot 1 Ha 100 maruenTn.
Penxu: HexxeaH! peakiuy, KOUTO MOKE Ja B3HUKHAT MPHU 1o-Majiko oT 1 Ha 1000 manueHTy.
MHoro peku: HeKeTlaHU peakIy, KOUTO MOXKE J1a Bb3HUKHAT NpH 1mo-mManko oT 1 Ha 10 000

TIAINEeHTH.

. Hapymienuss Ha kpbBTa ¥ JuMdHATA cUCTeMa

MHoro penku: yBENMYEHH JTUMQPHH BB3IH (JTUMQaneHonaTus) B 00J1acTTa Ha HHKEKITMOHHOTO
MSICTO

o Peaknuu oT cTpaHa Ha HEPBHATA cUCTEMa

Penxu: r'bPYOBE; T'HPUOBE C BUCOKA TEMIIEpaTypa

. CToMaNIHO-YPEeBHYU peaKIuu

MHoro yecTu: HaMaJIeH areTuT, MOBPhIIaHe, JHaPHs

. Koxun peakuuu

Heuectn: 0o0pHB/KOTIPUBHA TpecKa (YPTHUKAPHS)

MHoro penku: epuTeMa MynTudopme
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° Peaknnu Ha HHKEKIIHOHHOTO MSICTO M O0LIM pPeakuuu

MHoro yectu: 6oka, 60Je3HEHa YyBCTBUTEIHOCT, 3a4epBsBaHe, IIOJyBaHe WIN YIITFTHEHUE Ha
MHKEKIIMOHHOTO MACTO; TemnepaTtypa 38 °C miu no-BUCOKa, pa3ipa3HUTETHOCT,
IUIa4, ChHIMBOCT, HECIIOKOEH ChH

Yecru: 3ayepBsiBaHe, OyBaHe WIH YITbTHEHNE Ha HH)KEKIIMOHHOTO MACTO, TTO-TOJISIMO OT
2,4 cm; OoJie3HEeHa YYBCTBUTEIHOCT Ha WHXKEKIIMOHHOTO MSICTO, KOSITO MIPEYH Ha
IBUKeHUEeTo; TemrepaTtypa 39 °C uiu no-Bucoka

Penxu: peaKnuu Ha CBPbXIyBCTBUTEIHOCT HA MH)KEKIIHOHHOTO MSICTO KaTo
0o0puB/KONpUBHA TpecKa (YPTHKapHs) WK ChPOEK Ha HHXKEKIIHOHHOTO MSICTO;
eMM30/ Ha XUIIOTOHMS U XUIIOPEAaKTUBHOCT (KOJIAIIC UM ChCTOSIHUE, TOJOOHO Ha
IIOK), 3a9epPBSBAHE.

L4 PeaKIll/II/l OT CTpaHa HAa UMYHHaTa CUCTEMaA:
PG,Z[KI/IZ TCXKH PCAKIINN HA CBp’LX‘IyBCTBI/ITGHHOCT/aﬂepFI/I‘{HI/I peaKknur, KOUTO MOXKE J1a
BKJIIOYBAT IIOJYBaHC Ha JIUILICTO W/ WIIH YCTHHUTE, 3aTPYAHCHO JUIIIAHEC, H/VIIH IIOK

(cBpIAEYHOCHIOB KOJIATIC)

IIpu 6ebeta, poaeHN MHOTO TIPESKICBPEMEHHO (Ha WU TIpeau 28 TecTalloOHHa CeIMUIIA), 2-3 THH
CJIC BaKCHMHalMATa MOXE J1a UMa MO-ABJII' 1MMay3u OT HOPMAJIHUTE MCXKIY BANIIBAHUATA.

Mouts1, pasroBapsiite ¢ Bamms jgekap win ¢hapMareBT, ako IMaTe HIKAKBH BBIIPOCH A
MIPUTECHEHHS. AKO HIKOS OT HEXXeJlaHUTEe JIeKapCTBEHU peaKklliy CTaHe CEpUO3HA, WIN 3a0eNexnTe
JIPYTH, HEOMIMCAHU B Ta3U JUCTOBKA HEXXEJIAHU PEaKIUu, MOJIsl yBeaoMeTe Baus nexap uiu
(hapmarieBT.

5. KAK JJA CbXPAHSBATE PREVENAR

CrpxpaHsBaiiTe Ha MCTO, HEJOCTBITHO 32 JIela.

Ja ce cpxpansBa B xnaauwiHuk (2 °C — 8 °C). Jla He ce 3ampassBa.

He n3non3Baiite Prevenar cien cpoka Ha TOITHOCT, OTOEISA3aH BhPXY KapTOHEHATA OMTAaKOBKa M
eTukeTa. CpOKBT Ha TOTHOCT OTIOBApS Ha MOCIEAHUA JCH OT MOCOYECHHUS MECelIl.

JlexapcTBaTa He TpsiOBa a ce U3XBBPIIAT B KaHAIU3AMUATa UM B KOHTEIIHepa 3a JOMAIIHU OTHaIbLIH.
[MonuTaiite Bamus ¢papMaleBT Kak J1a YHUIIOKUTE HEHY)KHUTE Bu nexapctsa. Te3u Mepku e
CIIOMOTHAT 3a OIIa3BaHE Ha OKOJIHATA CPe/a.

6. JAOIIbJIHUTEJIHA UTHO®OPMALUA

KakBo cbabpxa Prevenar

AKTHBHUTE BEIIECTBA
Beska mo3a ot 0,5 ml ceappika:

[THEBMOKOKOB NOJIM3axapu cepoTu 4* 2 MHUKpoOrpaMa
[THeBMOKOKOB HOIM3axapu cepoTun 6B* 4 MuKporpama
[THeBMOKOKOB MonM3axapu cepoTun 9V* 2 MHUKporpama
ITHEBMOKOKOB TOJTU3axapua cepotuir 14* 2 MHKpoTrpama
[THeBMOKOKOB onMro3axapun ceporun 18C* 2 MUKporpaMa
[THeBMOKOKOB MTonM3axapuz cepotun 19F* 2 MHUKporpama
[TneBMOKOKOB mTonm3axapup cepotun 23F* 2 MUKporpamMa

* Konrorupas ¢ 6entbk-Hocuten CRMy; 1 afcopbupan Bepxy amymunues docdar (0,5 mg)
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Hpyrure cbcTaBKku ca HATPUEB XJIOPU U BOAA 38 MHXKEKIUU.

Kak u3raexnaa Prevenar m kakBo CbhAbpPiKa OIMMaKOBKaTa

Bakcunara e HHXEKIIMOHHA CYCIICH3UA U CC Mpeajiara B €AHOA030Ba NPCABAPUTCIIHO HAITbJIHCHA

cnpunoska (0,5 ml). OmakoBku o 1 1 mo 10 ¢ wm 6e3 ura.

I'pymnoBa omakoBka ot 5 onakoBku 1o 10 mpeaBapuTeTHO HATBITHEHH CIPHHIIOBKY 0€3 UIJIH.

IIpuTeskaTes Ha pa3pelIeHHETO 32 YIOTPe®a U MPOU3BOAUTE

IMputexaten Ha pa3penIeHHEeTo 3a yrnoTpeda:

Wyeth Lederle Vaccines S.A.
Rue du Bosquet, 15

B-1348 Louvain-la-Neuve
benrus

[purexaTen Ha pa3pelICHUETO 3a MIPOU3BOJICTBO, OTTOBOPEH 32 0CBOOOXKIaBaHE Ha MTAPTUIHTE:

John Wyeth & Brother Ltd.
Huntercombe Lane South
Taplow, Maidenhead
Berkshire, SL6 0PH-UK
BenukoOpuranus

3a JOITBJIHUTCIITHA I/IH(bOpMaIII/ISI OTHOCHO TOBaA JIEKApCTBO, MOJIA CBBPIKETE C€ C JIOKAJTHUA

MNPpEACTABUTCII HA MIPUTCIKATECIIA Ha PAa3pCIICHUCTO 3a yHOTpC6aI

Belgié/Belgique/Belgien

Wyeth Pharmaceuticals S.A./N.V.

Tél/Tel: +32104947 11
Fax: +32104948 70

bbarapus

Wyeth-Lederle Pharma GmbH
Tem: +43 189 1140

®axc: +43 1 89 114600

Ceska Republika

Wyeth Whitehall Czech s.r.o.
Tel: +4202 67294 111

Fax: + 4202 67 294 199

Danmark

Wyeth Danmark

TIf: + 45 44 88 88 05
Fax: + 45 44 88 88 06

Deutschland
Wyeth-Pharma GmbH
Tel: + 49 1802 299 384
Fax: +49 251 204 1128

Eesti

Wyeth-Lederle Pharma GmbH
Tel: +43 189 1140

Faks: +43 1 89 114600

Latvija

Wyeth-Lederle Pharma GmbH
Talr.: +43 1 89 1140

Fakss: +43 1 89 114600

Lietuva

Wyeth-Lederle Pharma GmbH
Tel: +43 189 1140

Faksas: +43 1 89 114600

Malta

Vivian Corporation Ltd.
Tel: + 35621 344610
Fax: + 35621 341087

Nederland

Wyeth Pharmaceuticals B.V.
Tel: + 31 23 5672567

Fax: + 3123 567 2599

Norge
Wyeth
TIf. +47 40 00 23 40
Fax: +47 40 00 23 41

Osterreich

Wyeth-Lederle Pharma GmbH
Tel: +43 1 891140

Fax: +43 1 89 114600
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EALGOa

Wyeth Hellas A.E.B.E.
TnA: +302 10 99 81 600
@a&: +302 1099 21 994

Espaia

Wyeth Farma, S.A.
Tel: + 34 91 334 65 65
Fax: + 34 91 663 65 53

France

Wyeth Pharmaceuticals France
Tél: +33 1410270 00
Fax:+33141027010

Ireland

Wyeth Vaccines

Tel: + 353 1449 3500
Fax: + 35316793773

island

Icepharma hf,

Tel: + 354 540 8000
Fax: + 354 540 8001

Italia

Wyeth Lederle S.p.A.
Tel: +39 06 927151
Fax: +39 06 23325555

Kvnpog

Wyeth Hellas (Cyprus Branch) AEBE
TnA: +357 22 817690

®ag: + 35722 751855

Luxembourg/Luxemburg
Wyeth Pharmaceuticals S.A./N.V.
Tél: +32 10494711

Fax: +32104948 70

Magyarorszag
Wyeth Kft

Tel: +36 1453 33 30
Fax: + 36 1 240 4632

Polska

Wyeth Sp. z 0.0.

Tel: +48 22 457 1000
Fax: + 48 22 457 1001

Portugal

Wyeth Lederle Portugal (Farma), Lda.
Tel: +351 214128200

Fax: + 3512141201 11

Romania

Wyeth-Lederle Pharma GmbH
Tel: +43 189 1140

Fax: +43 1 89 114600

Slovenska Republika

Wyeth Whitehall Export GmbH,
organiza¢na zlozka

Tel: +42 12654128 16

Fax: +42 12654 128 17

Slovenija

Wyeth-Lederle Pharma GmbH
Tel: +43 1 89 1140

Faks: +43 1 89 114600

Suomi/Finland

Wyeth

Puh/Tel: + 358 20 7414 870
Fax: +358 920 7414 879

Sverige

Wyeth AB

Tel: + 46 8 470 3200
Fax: + 46 8 730 0666

United Kingdom
Wyeth Vaccines

Tel: + 44 845 367 0098
Fax: +44 845 367 0777

JlaTa Ha MOCJIe[IHO 0100peHHe HA JINCTOBKATA

IMocoyenara mo-go,1y uH(poOpMANHA € MPEeTHAZHAYEHA CAMO 32 MEIUIIHHCKHA CTIENHATINCTH:

[Ipenu npunarane BakcuHAaTa TpsIOBa J1a ce pa3kiaTy Jo0pe, 3a 1a ce MOoIyYH XOMOTeHHa Osiia
CYCIIeH3Us, 1 JIa C€ TperJie/ia BU3yaTHO 3a €eBEHTYAIHH YaCTUIM W/HUITH IPOMEHU BbB BHHIITHHS BH/I.
He uznonzpaiite, ako ChABPKAHUETO U3IJIEK 1A PA3IUYHO.

Prevenar e camo 3a HHTpaMyCKyJIHO IpuiIokeHue. Jla He ce mpuiara HHTPaBeHO3HO.
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Ta3u BakcuHa He TpsOBa J1a ce MpHiIara Mpu KbpMadeTa Wil Jlela ¢ TPOMOOIIUTOTICHHS HITH
HapyIIeHne Ha KPbBOCHCHPBAHETO, KOETO OM OMIIO MPOTHUBOIMOKA3aHUE 32 HHTPAMYCKYIIHO
HMHXXEKTHpaHe, OCBEH aKo MOTEHIMAIHATa [0J13a KaTErOpUYHO NpEBUIIaBa pUCKa OT IPUIIaraHeTo.

KbpMmaueTa Ha BB3pacT 2 - 6 Mecera: MbpBUYHATA IMYHH3AIUS 32 KbpMadeTa ce ChCTOU OT TPH J03H
o 0,5 ml, kaTo mbpBaTa 1032 OOMKHOBEHO CE MPHJIara Ha Bb3pacT 2 Mecella, a HHTEPBAIBT MEXKITY
OTIEIHHUTE A03U € Hall-Majko 1 mecelr.

IIpenopryBa ce UeTBBPTA 1032 TIPE3 BTOpATa TOJUHA OT KHUBOTA.

Karo antepHatruBa MOXke J1a ce U3MOJ3Ba U JIBY1030Ba CXeMa Ha MMYHHU3aIHsl, Korato Prevenar ce
mpujiara Kato 4acT OT IUTaHOBa MIMYHH3AIMOHHA ITporpaMa 3a Kbpmadera. [IbpBaTta 103a MoXe Ja ce
MPUJIOKU HE MO-PaHo OT 2-MecevHa Bb3pacT, BTOpaTa Ji03a Hali-MaJiko 2 Mecella Mo-KbCHO U TpeTa
(byctep) mo3a Ha BB3pact 11-15 mecena.

Kbpmauera Ha Bb3pact 7 — 11 Mecena: nBe a03u o 0,5 ml, ¢ uHTEepBa Hal-Manko 1 Mecel| MOMEXTy
uM. [IpenoppuBa ce TpeTa 103a mpe3 BTopaTa roJuHa OT KUBOTA.
Jemna Ha BB3pact 12 — 23 mecena: nee ao3u no 0,5 ml, ¢ mHTEpBaN Hall-MaKO 2 Mecela MOMEKIY UM.
Jena Ha Bb3pacT 24 Mecena — 5 roAMHU: €JHa €MHCTBEHA J103a.

H€O6XO,Z[I/IMOCTTa OT peUMYHHU3alud CJICA TE3U CXCMU Ha UMYHH3alUsl HE € YCTaHOBCHA.

KakTo u npu Ipyru BakCHHH, IpuiaraHeTo Ha Prevenar TpsOBa aa ce OTJIOKH MPH JIMIA, CTPAJAIIH OT
OCTPO YMEPEHO TEIKKO MU TEKKO PeOpriiHO 3a00sBaHe.

KakTo npu BCHYKH MHKCKIIMOHHN BAaKCUHH, 32 PEIKUTE ClIydad Ha aHapUIaKTHIHA PEAKIUs CIIe]
MpujiaraHe Ha BaKCHMHATA BUHATH TPSAOBA JIa € OCUTYPEHO MOIXOISII0 METUIIMHCKO JICUCHHUE U
HaOJIIOICHUE.

Prevenar He ocurypsiBa 3aIiuTa Cpemly Ipyrd CepoTHIIOBE Ha StreptocoCcCcus pneumoniae, ocBeH Te3u,
BKJTIOYEHHU BbB BAaKCHHATA, HUTO CPEIIy APYTH MHUKPOOPTaAHU3MH, TPUIMHSABAIIN HHBA3UBHU
3a00JISIBAHUS HITH Bh3MAJICHHE Ha CPEIHOTO YXO.

B’BHpeKI/I 9€ MOXKE Ja JOBECIAC N0 06pa3yBaHe Ha aHTUTECJIa CPCULY I[I/I(l)TCpI/ICH TOKCOUJ, UMYHU3allUATa
C Ta3W BAKCHMHA HC 3aMCCTBA PyTHHHATAa UMYHH3alUs CPCITY ,Z[I/I(I)Tepl/lﬂ.

3a ;era Ha BB3pAcCT OT 2 10 5 TOAWHU € U3MOJI3BaHa cXeMa Ha UMYHH3AIUs C eIHa SUHCTBEHA J103a.
[Ipu nena Ha BB3pacT Hax 24 Mecena ce HaOIIr01aBa MO-BUCOKA YECTOTa Ha MECTHH PEaKIIUU
OTKOJIKOTO TIPX KbpMadeTa.

PazanuHuTe HHXXEKIMOHHY BaKCUHU BUHATH Tpi[6Ba Ja CC npujiaraT Ha pasjindHu MHXKXCKIMOHHN
MECTa.

OrpaHu4eHH JaHHU MTOKa3BaT, 4e Prevenar mHIynnpa NpueMIIMB KMYHEH OTTOBOP IPU KbpPMadyeTa ChC
CHPIOBUIHO-KIEThUHA O0JecT, ¢ mpodui Ha 6e30MacHOCT, MOA00EH Ha HAOIOJABAHUS IPH He-
BHUCOKOPHCKOBH TPpYITH. Bee ollie MmicBar JaHHu 3a 0€30MacHOCT M UMYHOT€HHOCT IPH JIeTa OT IPYTH
crienn(UYHY IPYIH C BUCOK PHCK 32 MHBa3MBHO ITHEBMOKOKOBO 3a00JIsiBaHe (HATp. Jela ¢ qpyra
BpOJICHA WJIM MpUA0OHuTa TUCYHKIMS Ha cie3Kara, 3apaszenu ¢ HIV, cbe 310kauecTBeHn
HOBOOOpa3yBaHUs, C HePPO3EH CHHIPOM). BakCHHIpaHETO BHB BHCOKOPHUCKOBHUTE TPYITH TPsIOBaA 11a ce
pasriekaa MHIUBHIYaTHO 38 BCEKU OTIIENICH CITydai.

Jemna mox 2 roauimrHa Bh3pacT (BKIJI. M TaKWBA C BUCOK PUCK) TPsOBa Jja ce BakcHHUPAT ¢ Prevenar mo
MOJIXOSIIIIaTa 32 Bb3pacTTa UM cxema. Yorpedara Ha MHEBMOKOKOBA KOHIOTaTHA BaKCHHA HE
3aMECTBa U3IOJI3BAHETO HA 23-BaJICHTHU THEBMOKOKOBH MOJIM3aXapuaHU BAaKCUHU MIPH JIela Ha
BB3pacT > 24 Mecelia ChC ChCTOSHUS (KaTO HAPUMEDP ChPIIOBUIHO-KIEThUHA OOJIECT, aCITICHU3BM,
unpeknus ¢ HIV, xpoununo 3abosiBaHe WM UMYHOKOMIIPOMETHUPAHU ), KOUTO T'H U3JIaraT Ha I10-
BHCOK PHCK OT HHBAa3MBHO 3a00JsIBaHE, MPUYHHEHO OT Streptococcus pneumoniae. BsB Bcuuku
CJIy4ad, KOTaTo TOBAa Ce MPENopPbhUBa, JIelaTa ¢ pUCK Ha BB3pacT > 24 Mecela, KOUTO ca HMYyHU3UPaHU
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mo-paHo ¢ Prevenar, Tps0Ba ma momydar 23-BajeHTHA ITHEBMOKOKOBA TIOJTM3axXapyIHA BaKCHHA.
WHTepBanbT MeXly MHEBMOKOKOBaTa KOHIOTaTHA BakcuHa (Prevenar) u 23-BaneHTHaTa
ITHEBMOKOKOBA TTOJIN3aXapHIHa BaKCHHA TPsIOBa Aa ObJe He Mo-MarbK OT 8 ceamuuu. Hsama nanau
JIaJy U3M0J3BAaHETO Ha 23-BajJleHTHA MTHEBMOKOKOBA MOJIM3aXxapy/IHa BaKCHHA NIPU AELa, KOUTO HE ca
WM ca IMyHU3UpaHU Io-paHo ¢ Prevenar, Moxe J1a 10Bej€ 710 O-C1abd OTrOBOP KbM CIIEBAILHU 03U
Prevenar.

[IpemoppuBa ce MpoMUITAKTHYHO MIpHUIaraHe Ha aHTUITHPETHIHH JIEKapCTBa:

- TIPW BCUYKH JeIla, IoTydaBamiy Prevenar eTHOBpEMEHHO C BAKCHHHM, ChIBPIKAIIN ISTIOKICThYHA
KOKJIIOIITHA ChCTaBKa, OPaJX MO-BUCOKATa YeCTOTa Ha PeOPIITHU peakiinu

- TIpH JeTa ¢ KOHBYJICHBHH HapyIICHHS WX C aHaMHe3a 3a (eOpHITHA T'bPUOBE.

AHTHITUPETHYHO JIeueHHe TPsOBa Jja ce MPOBEXJa BUHATH, KOraTO UMa OCHOBAaHHUE, UIIM KOTaTo
TeMIiepaTypara ce nopuiu Hajg 39 °C.

IIpu nena ¢ HapyIIeHa IMyHHa peaKTUBHOCT BCJIEACTBHE Ha MPUJIaraHe Ha UMyHOCYIIPECUBHA
Tepanus, reneTudeH aedext, nadexuus ¢ HIV wim npyru npuunnm, Moxe na ce HabmoaaBa no-cnabo
o0pa3yBaHe Ha aHTUTeNa B OTTOBOP HA aKTMBHATA NMYHU3AIHSL.

[TomoOHO Ha Besika BakcrHA Prevenar Moxe U a He TIpeAIa3u OT THEBMOKOKOBO 3a00JIsIBaHE BCHUKH
JIUIIa, TOMYYHIN BakcnHaTa. OCBEH TOBa Ce OYaKBa 3alluTara Cpemly Bh3MaleHrne Ha CPeTHOTO YXO,
MPUYHMHEHO OT CEPOTHUIIOBE, CHABPIKAIIN CE BHB BAKCHHATA, J1a € 3HAUMTEINIHO 10-calda oT 3aIurara
cpelly WHBa3WBHO 3a0oisiBane. Thil KaTO Bh3MAJICHUE HA CPETHOTO YXO CE MPUUYUHSIBA OT PEAMIIA
OpPTraHW3MH, PA3IIUYHU OT ChIBPIKAIINTE CE BB BAKCHHATA THEBMOKOKOBY CEPOTHIIOBE, 3aIIUTaTa
Cpelly BCHYKH BB3MAJICHIS Ha CPETHOTO yXO ce 0OYakBa Ja € ciada.
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