
3EPIPEH II3BEIIITAJ 3A OCOEI,IHIITE HA JIEKOT

1. I'TME HA JIEKOT

Ilpeoenap 13 cycnen:r,rja sa uujexruparre
flHesr\,rororcHa floJrr{caxapn4ua rconjyrltpana BaKTIHHa (13-naneurua, arcop6upana)

2. KBAJIUTATIIBEH II KBAHT}ITATI,IBEH COCTAB

I rosa (0,5 ml) coApxr{:

IlnenuoxorceH noJrucaxapuA ceporun ll
flHesr'rororceH noJr[caxapraA ceporun 3 

I

flHesMororceH noJrucaxapu4 ceporun 4l
flHesMororceH [oJrncaxapu4 cepornn 5l
fluenuororeH [onucaxapu4 cepouln 6Al
flHesl.roxoreH noJrr{caxapu.u ceporr,rn 68 I

fluenuonoxeH noJrr,rcaxapu.u ceporun 7F 
I

flHes[,roxoreH fioJrucaxapug cepornn 9V 
I

fluesl"{oxoxeH [onucaxapra4 ceporun 141

flHesl,{oxoxeH rronucaxapu4 ceporun 1 8C 
I

flxenuoxoxeH rronucaxapu4 ceporun 19Al
flHesMoxoreH [oJrucaxapug ceporun 19Fl
flnesMoxoxeH noJrnczxapu4 ceporran 23Fl

2,2ltg
2,2ltg
2,2ltg
2,2ltg
2,2ltg
4,4 Ltg
2,2ltg
2,2ltg
2,2 ttg
2,2ltg
2,2 Ltg
2,2ltg
2,2 pg

rKoHjyrxpan 
3a Hocer{Kr,ror npore}rH CRMreT u arcop6upaH oA aJryMr.rHuyrra $oc$ar (0,125 mg

a-r1'rrunr.ryru).

ExcuunueHru co nosHar e$exr
3a xorrn,rersara Jrucra Ha eKcuHrrueHTHTe Br,rAere ro Aeror 6. l.

3. OAPMATIEBTCKA OOPMA

Cycnensuja sa unjexrupane.
BaxqnHara npercraByBa 6ena xouoreua cycneHsuja.

.r. KIr{Hr{qKpr [oAAToIItI

4.1 TepanenrcrcHllrrArrrcarlllrl

ArrnsHa urr,ryur,rsaquja 3a [peBeHrlwja oa r{HBzl3r{BHa 6olecr, nneamoHnja n oA aKyreH or}rruc rtre4nja
npeAH3BHKau og Streptococcus pneumoniae xaj AoeHirr{rLa, raj .ueua u raj aAorecrleHrlr Ha Bo3pacr oA

6 HeAean Ao 17 roAnHu.

ArmgHa nuynnsaqrnja 3a [peBeHrluja o4 r,rHBa3HBHa 6onecr n nHenuonuja rpeAr43BrrKaHa oA
Streptococcus pnanmoniae rcaj Bo3pacHr{ Ha Bo3pacr 2 18 ro,quHH n nocrapr{ nHrla.
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Bugere rLI AeJIoBLITe 4.4 u 5.1 sa unQopnaa\hv ga3arrrrnTa o4 cnequsur{Hu nHeBMoKoKHH ceporr{noBn.

Ynorpe6ara ua llpeneuap l3 rpe6a ga6uge AerepMraHrdpaua Bp3 ocHoBa na oQraqujarHr4 rrperopaKr,r,
seuajftu to [peABI,IA pH3I,IKor Ha [HB€l3LrBHara 6orecr u nuenuouujara xaj pa3rr.rr{Hr.r Bo3pacHr,r rpyrrr4,
gefte nocroer{Kure KoMop6ugureru, KaKo H naprEja6umrocra Ha e[r,rAeMuonorujara Ha ceporr4rroBlrre
Bo pa3nrlqHr,r reorpa$crcu o6lacru.

4.2 lorupame rr HaquH na ynorpe6a

Pacnope4or 3a HMyHLI3aqIaja sa flpeaeHap l3 'rpe6a 4a 6uge 6azupan na oQuqujaJrHr{ nperopaxr.r.

,Ilosnpalbe

,IloeH.{r.tba u,4eua Ha sogpacr oA 6 He.{enu no 5 roAr.rHr.r

Ce npenoparlyBa AoeHr{I,I}bara rxro npr.rMrrJre npBa Ao3a llpenenap 13 .qa ro KoMnnerupaar rleJruor
qurJryc Ha BaKr{r,rHarlula co flpeaeHap 13,

.IloeHqrarra ua sogpacr o,{ 6 Herern,uo 6 N{eceu[

Ilpuuapua uuyuusaquja co mpu dosu
Ilpenopauauara cepuja 3a r.rMyHr.r3arluja ce cocrou og4 4osn, cercoja o4 0,5 ml. flpuuapuara
unaynr.r:aquja 3a AoeHqHtba ce cocror.r oA rpr{ Ao3H, npBara Ao3a noo6prqaeHo ce AaBa ua sospacr o4 2
Meceul4 LI Bo I4HTepBal o4 Hajuarry I ueceri ueiy 4oanre. flpnara Ao3a Moxe najpaHo Aa ce AaAe Ha
Bo3pacr oA 6 seAerI,t. tlernprara (6ycrep) Ao3a ce npenopar{yBa Aace AaAe Ha Bo3pacr noueiy I 1 a l5
Meceuu.

Ilpunapua wyuusaquja co dee dosu
ArrepuarunHo, Kora llpenenap l3 e la"uen KaKo AeJr oA pyrr.rHcKa nporpaMa 3a HMyHr.r3arIuJaHa

AoeHr{I.IIbara, Moxe Aa6u1e AaAeHa cepr.rja cocraBeHa oA rpu 4osll, cercoja o4 0,5 ml. llpsara,qoaa
Moxe Aa ce AaAe Ha Bo3pacr o4 2 ueceqn, a Bropa Aosa2 MecerIH noAorlHa. Tperara (6ycrep) Ao3a ce
rpe[opar{yBa Aa ce AaAe Ha Bo3pacr norr,reiy I 1 n 15 MecerIH (au4ere ro 4enor 5. 1).

IIpe.qBpeMeHo poneHu ,[oeH,{HrLa (< 37 recraur,rcKa Heaera)

Kaj npe4npeMeHo poAeHI,Ire AoeHr{I,tlba npenopar{auara cepuja 3a HMyHr,r3arluja ce cocrou oA r{erupu

4osu, ceroja og 0,5 ml. IlplarraapHara HMyHr,rsaqr,rja 3a AoeHqr4[La ce cocror,r oA rpu Ao3u, npu [rro
npBara Ao3a ce AaBa Ha Bo3pacT oA 2 r'recerln r,r Ha r{HTepBar o.q Hajualry I rr,recerl nouefy .[o3HTe.
flpaara Ao3a Moxe najpaHo Aa ce AaAe Ha Bo3pacr o4 6 Hegenu. r{eraprara (6ycrep) Ao3a ce
rperopar{yBa Aace AaAe Ha Bo3pacr noveiy 11 u 15 MeceuH (nn4ere rH AeJroBr4re 4.4 u 5.1).

HesaxurrHrrpaHu ,[oeH,{r4Fba H neua Ha so:pact 2 7 rueceu[

,[oeuuurua Ha sospacm od 7 do 11 uecequ

,{ne 4oan, cercoja oA 0,5 ml, so HHrepBaJr o4 Hajrvrarry eAeH Meceq norraefy Ao3Hre. Tperara Ao3a ce
npenopaqyBa Aa ce AaAe Bo Bropara roAHHa oA xr,rBoroT.

,\ec1a na so3pacm od 12 do 23 uecequ

,{ne gosl.r, cexoja oA 0,5 ml, no r{HrepBaJr ol najuanrcy ABa MecerIH nouefy A

,\eqa u adonecyeumu Ha sospacm od 2 do 17 zoduuu
E4ua e4uorcparHa Ao3a o.q 0,5 ml.
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Pacnope: ra saxuuHr.rpalbe co flpeseHap l3 Kaj roeH.{I.{rba LI rcaj aeua nperxo.{Ho earuuHupauu co

lloezeaao ,7-aanelreH) (Streptococcus pneumoniae - ceoorutosu 4. 68.9Y. 14. l8C.79F u 23F\
llpeneHap l3 rn cogpxu t4crure 7 ceporunoar,r BKryqeHI,I no flpeeeHap, xopucrejku ro IIcrI,Ior
HoceqxH nporeuH CRM1e7.

.f,oeuqrrmara v Ae\ara [rro 3anoqHirJre LrMyHn3aquja co flpeaenap Moxe Aa ce npeQpnar na llpeneuap

13 eo xoe 6u,ro npeue oA pacflopeAor.

}laru deqa (12 - 59 uecequ) KowmemHo u"nyHusupaHu co llpeeeuap (7-earcumeu)

\lanH :eu4 3a Kou ce cMera AeKa ce KoMnJrerHo r.rMyHlr3npaHu co flpeneuap (7-ra-neHreu), rpe6a ga

nprr\rar e.rHa ro3a oA 0,5 ml flpeaeuap l3 ea Aa ce co3AaAe LIMyHonouKI.{ oAroBop KoH recre
-tono.-rHgreJrHu ceporrlflosu. Osaa 4osa llpeaeuap l3 rpe6a Aa ce rpHMI4 uajrraa.lrxy 8 ueAenu oA

roc.'re.rHara Ao:a llpeneuap (7-aanenreH) (ar.r4ere ro aenor 5.1).

Jetla u adotecqeumu Ha lnpacm od 5 do 17 zoduuu

.(euara Ha Bo3pacr o.q 5 ,qo l7 roAraHu Moxe Aa rrpr.rMar eAI..IHLIT{Ha 4osa flpeoeuap 13 ar<o rperxoAHo

5lr.re saxuurrvpalr co eAHa r{Jrr4 co nosefte 4osu flpenenap. Onaa qosa flpeneuap l3 tpe6a Aa ce AaAe

Hajrralxy 8 HeAelu no nocJreAHara Ao3a llpeaenap (7-aaleureH) (araaere ro genor 5.l).

BorpacHu Ha eo:Dacr > l8 roAuHH Ia nocrapH ruua

E.lua ersoxparHa Ao3a.
florpedara 3a peBaKuuHaqrlja co AoIIoJIHI,ITeJIHa Ao3a llpeneHap 13 ne e yrBpAeHa'

He:aeHcHo oA rrperxoAHuor nHeBMoKoKeH BaKrIr.rHiIJIeH craryc, axo yuorpe6araHa23-eaterr*ara
nHeB\roKoKHa nonucaxapuAHa BaKr-urHa ce cMera 3a cooABerHa, npBo tpe6a aa ce AaAe llpeneuap 13

(Bx.lere rr.r AenoBure 4.5 u 5.1).

floceSsrr nonv:rauuu

HHllrnuJy'lrre Korrrrrro raMaar sefte nocroeuxu :a6oryralLa LIMazIr npeAltcno3lluuia la pasnr,rjar

SHB€BHBHa rrHeBMoKoKHa 6olecr (rcaro ruro ce 6orecr Ha cp[ecrl.Ire KJIeTKI,I uttuXLIB-uH$eruraja),
BL-rlqHrejrHo H oHHe Kor.rlrrro nperxoAHo 6t,tne saxquHLIpaHH co eAHa HJII,I co nosefte Ao3I.{ Ha

l3-ganeHrgaTa rrHeBMoKoKHa noJrr,rcaxapl.{AHa BaKIII,IHa H rl{e Moxar Aa rIpIrMaT najrr.ranry eAHa Ao3a

Ilpesexap l3 (snaere ro 4enor 5.1).

Kaj .ruuara co rpaHcnJrauraquja Ha xeMaronoercKl,I MarHr{HI.I KJIeTKH (HSCT) npenopar{aHara cepuja

3a g\r\t{H3arrnja ce cocrou ol 4 4osr,r flpeneuap 13, cexoja og 0,5 ml. Ilpr,rrr,lapHara LIMyHI4saquja ce

cocroH o.r rpg Ao3H, npn rrrro rrpBara Ao3a ce Aasa3 Ao 6 rraecequ no HSCT H Ha LIHTepBan oA

uajrranxl' I neceq r'.refy Aoanre. I{emprara (6ycrep) Ao3a ce npe[opaqyBa Aa ae lale 6 MeceIIH rto

Tperara :o:a (su4ere ro genor 5.1 ).

\lero: Ha an,ruxaunja

Bariuuuara rpe6a 4a 6r.rAe AaAena co HHrpaMycKyJIHa r.rujerqllja. Ilpenopauaull Mecra 3a rlpuMal+e ce

aHreponarepzrJrHr,ror AeJr oA 6yruara perr.rja (musculus vastus lateralis) rcaj Aoeuuurra uln
re-'rron,{Hnor MycKyJr Ha ropHuor AeJI oA paKara rcaj 4eua n raj nospac
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XunepceusurnBHocr Ha aKTr4BHr,rre cyncraHrlr,nr, na uexoja oA noMolxHHre cocrojru HaBeAeHI,I Bo

AeJror 6.1 urru Ha 4uQrepurrHl,Ior roKcoI,IA.

Karco u Apyrrre BaKrlr.rHr,r raKa r,r npr,rMeHara Ha flpeneuap 13 rpe6a Aa ce oAnoxlt raj lnqa rou
crpaAaar oA aKyrHo re[rxo Qe6pr,rnno sa6orynarre. Ho, npucycrBoro Ha uala uH$ercqnja, xarco

HacrlrHKa, ue rpe6a Aa pByJIrI,Ipa co oAJIoxyBaILe Ha narquuaqnjara.

4.4 Iloce6nn npeAy[peAyBalra lr Meprlr Ha [perna3JrlrBocr

llpenenap 13 He rye6a Aa ce AaBa HHrpaBacKyrlapHo.

Karco u 3a cr{Te Apyru BaKrlr.rHrr rxro ce unjerrupaar, ceKoraIII rpe6a ga }.rMa noArorBeHo cooABereH

MeAr,rrJr,rHcKr4 rperMaH 14 HaA3op no clyvaj Ha peAoK aHaQunaxruqeH HacraH 3a BpeMe Ha npuMarbero

HA BAKIII,IHATA.

Oaaa rarquua se 6u tpe6a-no Aa ce AaBa KaKo HHrpaMycKyJIHa nujexquja naj maqa co

rpou6oqn:roneHnja ilIftt co Apyro Hapy[ryBarbe Ha KoatyJlaqr,rjara, Koellrro 6u 6ulo
KoHrpar,rHAr,rqnpaHo 3a r{HTpaMycKyJrHo uujerrnpane. Ho, uoNe Aa ce AaAe cy6ryrano AoKoJIKy

noreHqr,rjaluara xopucr jacHo rI,I HaAMuHyBa pLt3LIqLIre (nr,I.qere ro 4enor 5.1).

flpeaenap l3 sannuryna caMo oA ceporr,rfloBr,rre Ha Streptococcus pneumoniae BK,IytIeHH Bo

BaKur,tHara r,r HeMa Aa o6es6e.{u 3arurr{Ta oA Apyrr.rre MI,IKpoopraHI,I3MI{ KoHIIrro [peAH3BI,IKyBaar

r,rHBrr3r,rBHr,r ra6onynarra, nnenuouuja r.rJrr,r orrrruc ue.qr,rja. Karo u Apyrl.Ire BaKqITHH a llpeneuap l3
uoxe6u HeMa Aa rr{ 3arrrrrrrrr,r oA nHeBMoKorHa 6onecr cvre vHAt4Bt4AyH KoLIIxro ja npuuule
BaKrlr,rHara. 3a uajuonnte enIIAeMI,IoJIoIIIKH r.rH$oprraaqnn so Bamara ApxaBa rpe6a 4a ce

KoHcynrr,rpare co cooABerHara HaIIuoHaJIHa oprauusaquja.

JIurIa co Hapy[reH HMyHono[rKu oAroBop, 6es pasnnrca A{uIH roa ce AoJIxH ua ynorpe6ara Ha IrMyHo-

cynpecr.rBHa repanr.rj4 reHercKI,I 4eSercr, Xl4B-r.rn<lerquja unr,r nopaALI Apyrr rpHqHHI'l, Moxe Aa

r{Maar HaMaJIeHo co3AaBaILe aHTI{TeJIa KaKo oAroBop Ha aKTI'IBHara uuyHusaquja.

floAaroqute ga 6eg6eAsocra r.r 3a uMyHoreHocra ce Aocra[Hrr 3a orpaHnveu 6poj JILIqa co 6olecr sa

cpnecrr,rre KJrerKr,r, co Xl{B-r.rH$exqr,rja r,rJru co rpaHcnJlaHTaqujauaxeMaronoercKll MarHr{HI,I KIIeTKI,I

(ar,r4ere ro AeJror 5.1). Herraa AocrarrHrr noAarorln sa 6es6eAHocra I{ 3a I,IMyHoreHocra Ha flpeneHap 13

xaj uH4nau4ylr oA Apyrr,r cnequQnuuu r.rMyHoKoM[poMuTr,rpaHpr rpyfiu (Ha np., ill{qa co MzInHrHLIrer

r{Jrr,r co neQporcrn cuH.qporra) u earcquuaqujara raj oBLIe rpynu rpe6a.qa ce 3eMe rIpeABLtA

I,IHAI,IB}IAYAJIHO.

Onoj irex coApxr.r noManKy o.q I mmol Harpr.ryM (23 mg) no.{o3a, r.e. BcylxHocr e ,,6e3 Hatpuytrl".

.IloeHqurra u,u.eua Ha sogpacr or 6 He.[ertn ro 5 roauHI,I

Bo rluHuqrcr.rre cryAr,ru, flpeneHap 13 ososr\,roxn I,IMyHonouKI,I oAroBop Ha cnre rpllHaecer
ceporr,rnoBr,r BKJrf{eHr,r Bo BaKrlr,rHara. HuyHororrrKr,ror oAroBop 3a ceporllnor 3 no Ao[oJIHHTeJIHara
(6ycrep) Ao3a He 6ul groleueH Ha.q Hr.rBoarq oa6erexauu no cepuja eaxqunaquja raj Aoeuvuna.
Klunuqxoro 3Har{e}Le Ha oBa Ha6my4ynarre 3a I.{HAyKIIujararua I,IMyHoJIoIxKara Me

3 se e no:Haro (nu4ere ro 4enor 5..1).

OAsocor Ha Jlr,rua KoH co3Aare QyurcquonalHl{ aHrI,ITeJIa (OPA-rurpn > l:8)
6ur nucor. Cenar, OPA-cpeaHr,rre reoMerpI,IcKH TlITpI,t 6ule nouucKlt oA oHH

ocraHarr,rre AonoJTHHTeJIHLI cepoTHnoBI,I Ha BaKquuara. Klngur{Koro 3Haqe}be

3arrrrurHara eQuxacuoct He e no3Haro (nngere ro 4enor 5.1).
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OrpaHnueHu noAaroIIH [oKtDKaa gexa flpereuap 7-raleuren (nprarr,rapua HMyHrt3arluja co rpn gosn)
HH{ruHpa npuQarauo LIMyHonornKH oAroBop xaj Aoerrrr.rma co cpnecroKJreror{Ha 6olecr, co
6er6eaxocen npo$un cJIrIqeH na ouoj ua6rsygynaH raj uenucoropr,r3r,rqHr,r rpyru (nngere ro AeJror
s.l ).

Aeua noualvt ol,2 ToAI,IHI.I rpe6a Aa ce BaKrI[HHpaar co flpenenap l3 cnopea meMara ua rarcquuaquja
cooABerHa 3a Bo3pacra (nu4ete ro AeJIor 4.2).Yrcrpe6ara Ha nHeBMoKoKHa roHjyrupaHa BaKrlr,rHa He
ja:aueHyaa ynorpe6ara naZ3-aalreurHara nHeBMoKoKHa rronncirxapugHa narqnua raj
,reua > 2 roAuuu co coctoj6n (xarco uro ce cpnecroKJreroqHa 6olecr, acnleuuja, Xl,IB-uH$ercqnja,
xpoHLIr{Ho sa6oryoarre I,IJILI oH}Ie IIITo ce HMyHoKoMnpoMI,ITr,rpaHH) xonurro rH }r3JroxyBaaar Ha
noBHcoK pH3HK 3a I,IHBa3HBHa 6orect, [pHqI,IHera op, Streptococcus pneumoniae, Cercorarrr Kora e

flpenopar{aHo, AeIIara co pIr3IrK, Kolrrrrro ce> 24 Meceq[ l,t sefte [pLrMHne llpenenap 13, rpe6a 4a
3eMar H 23-aaneurHa [HeBMoKoKHa noJlr{caxapr,rAHa BaKrIHHa. Hurepearor nouefy 13-narenruara
nHeBMoKoKHa roHjyrnpaHa BaKrIr,IHa (flpereuap 13) w 23-satteHrHara nHeBMoKoKHa noJrrrcaxapr.rAHa

BaKIIHHa ue rpe6a Aadqe noMiul oA 8 seAenu. Heua AocranHu noAarour, 3a Aa noKiDttar Aann
npllMaBero HaZ3-sanel/lTHara nHeBMoKoKHa noJrr{caxap[AHa BaKrIr{Ha raj aeqa, KoHrrrro He ce [rJrH ce
rrperxoAHo r,rMyHr,r3[rpaHra co flpeneHap 13, uoxe Aa pesynrupa co nocla6 oAroBop KoH

noHaraMorxHure Ao3r.r llpeoeHap 13.

lloreuqr.rjanHr.ror pr.r3uK o4 anHeja n norpe6ara 3a pecrrparopeH MoHr.rropHHr ga 48 - 72 uacarpe6a
Aa ce 3eMe rpeABr,rA Kora ce a[Jrrrrlnpa npr,rMapHa Hnaynnsaquja Bo cepult, raj npe4npeMeHo poAeHLr

aeqa (po.qeuu <28 recraql,IcKa He,qena) u oco6eso 3a oHr,re co nperxoAHa ucropr.rja Ha HeAopa3Br4eHocr

Ha pec[HparopHr{or crrcreM. Enaejkn Kopucra oA BaxrluHarlwlarae roJreMa raj ooaa rpyna AoeHqr,rma,
earqnHaqujara se 6u rpe6ano Aa ce oA6rae ilr,v Aace oAnoxu.

OA ceporunoBHTe Ha BaKrIHHara ce orreKyBa 3arrrrr.rrara oA orHTr4c rr,reguja.qa 6rE.qe nocla6a oA
3aIrITHTara oA LIHBa3I,IBHara 6olecr. flopagu roa rrrro orl,tTlrc rtreguja e npeAH3Br,rKaHa r.r oA MHory
IpyrH opraHlr3MH, ocBeH oA rrHeBMoKoKHr.rTe cepoTl{noBr.r coApxaHH Bo BaKrIHHaTa, 3a[rTr{TaTa npu
raa 6orecr ce oqeKyBa Aa 6uAe cra6a (augere ro 4elor 5. I ).

Kora llpereuap l3 ce AaBa LrcroBpeMeHo co Infanrix hexa (DTPa-HBV-IPV/Hib), cranrara ua

Qe6puuu peaKur.ru e cJrHqHa Ha oHaa sa6erexaHa nppr HcroBpeMeHa rpr,rMeua ua llpeoeuap
(7-naneHreH) co Infanrix hexa (eu4ere ro AeJror 4.8). IIpu ucroBpeMeHa ynorpe6a na flpeneHap l3 co
Infanrix hexa sa6erexaHa e 3roJreMeHa cranxa na nprnjasyaarle KoHBynsnu (co wtts 6es rpecrca) u
xunomHHqHo-xnnopeaKrlrBHr,r enr,r3oA[ (XXE) (nuaere ro aenor 4.8).

AurunxperuqKara repannja rpe6a Aa 3alor{He clopeA JroKaJrHure BoAHqH 3a rperMaH Ha Aerla co
xoHB!'J3HH (rpvean) r,rJrr,r co ucropuja ua Se6punHr,r KoHByJT3HH r,r 3a cure Aerla Kor{rrrro flpr,rMr,rJre

IlpeeeHap l3 ucroapeueHo co BaKr{raHa nporr,rB neprycr{c, rxro coApxr{ ueJru KJrerKrr.

{.5 llurepaxunH co Apyrr JreKoBr{ rr Apyrrr Qopnau Ha HHTepaKrIHu

.loeuqr*sa H leua Ha sogpacr o,r 6 ue.{err,r ro 5 rorr,rnr,r

tlpeeenap-I3 uoxe Aa ce AaBa r.rcroBpeMeHo co roja
\ronoBa.rrenTHa HJrH KaKo xou6uHupaus BSKrIr{Hnt AH

uelu KrerKH 3a neprycnc, Haemophilus influenzae -
E (anaere.ro Aenor 4.4 sa Infanrix hexa), MeHHH

BapEqerra u BarsIUHa [porHB poraBr,rpyc.

BAKIII,I HAJIH I.{ AHTI,ITEHH, KAKO

- arleJryJrapHa vJil4 co
IIoJIHOMHeJII,tTI,IC, XenaTHTI'IC

i$,6utru, 3ayrrrKr.r, py6eora,



flpenenap 13, ucro rara, Moxe Aace AaBa Ha Bo3pacr noruefy 12 -23 Meceur r4croBpeMeHo co
nonucaxap[AHa BaKrIr{Ha rrporr4B MeHrrHtoKoKH OA Cepofpynure A, C, w u Y, roujyrnpaHH co
roKcol'IA Ha reraHyc rcaj AeUa, rcaj xouur:ro 6ura cooAserHo c[poBeAeHa rrpuMapHa BaKuuHaunja co
flpeneHap 13 (corlauro co JroKaJrHlrre npenoparcr.r).

IloAaroqure oA [ocrMapKeruH[IKara KrrrHHqKa cryAlaJa, npoqenysajftu ro alujaHnero Ha
npoQrzlartnqKara ynorpe6a sa aHrl.Inuperr{qare (r,r6ynpoQeH u naparleraMon) nps HMyHonouKr.ror
oAroBop ua flpeneuap 13, yxaNyBaar Ha roa AeKa npr.rMeHara Ha [apaueraMoJror r.lcroBpeMeHo r,rJru Bo
Hcr AeH co BaKIII4Haqujara uoxe Aa ro HaMaIJrr.r HMyHoJrorxKr.{or oAroBop xon flpenenap l3 no
Ittrlyur.rsaqnjata rcaj AoeHrlurba. O4ronopltre ua 6ycrep Ao3ara, AaAeHa Ha.qeqa ua no:pacr o4 l2
MeceIII4, 6ule uenponleHerll. Kluuuqrcoro 3Haqeme Ha oBaa oncepnauuja He e rro3Haro,

.Ileua H a"(orecuenrpr Ha sogpacr o.{ 6 no l7 ro.[uHu

Bo uotuesroB HeMa AocraIIHH [oAarorlu 3a r.rcroBpeMeua ynorpe6a co Apyrr4 BaKrIlrHrl.

BospacH[ rraua Ha sospacr o,[ l8 ao 49 roauHr,r

Heua gocraflHU noAaror.Ir{ 3a rrcroBpeMeHa ynorpe6a co Apyru BaKrrHHH.

Bo:pacHH Ha eogpacr on 50 ro.{uHr.r H nocrapu

Ilpeneuap 13 r,roxe Aa ce AaAe IacroBpeMeHo co ce3oHcKara rpxBzrJreHrHa HeaKrHBHa BaKuHHa rrporr,rB
rpun (TIV).

Bo Ase cry!.rrt, c[poBeAeHH raj nospaculr Ha Bo3pacr oa 50 ao 59 roAunr.r u oa 65 roArlHrl H rrocrapr{,
6ulo goraxaHo AeKa llpeaeHap l3 uoxe Aa ce AaBa r.rcroBpeMeHo co rpuBirneHrHara HeaKrHBHa
BaKIII,IHa rIporLIB rpun (TIV). O4ronopure Ha cr,rre rpr.r TIV-aHrHreHr,r 6nle cnope4 rrnBt4, tptl
cauocroj Ha ynorpe6a na TIV rlJrrl tpr4 r.rcroBpeMeHa ynorpe6a co flpeneHap I 3.

flpu ncrorpeMeHa ynorpe6a Ha llpenenap 13 co TIV, uuyHoJrorrrKuor oAroBop xou flpeaeHap 13 6u,r
rocla6 no cnope46a co oAroBopor Kora flpeseHap 13 6utt AaAeH caM, Ho HeMzrno 4olrorpajHo
nnnj auue Bp3 H r.r Boara Ha rlr{pKyJr r,rpaqKr.rre aHTr.rreJra.

Bo rpera cryguja co Bo3pacHH norvreiy 50 - 93 roAr4Hrr 6ulo noxaxaHo AeKa llpenenap l3 lroxe Aa ce
AaBa l{croBpeMeHo co ce3oHcKara KBaApr,rBaJIeHTHa HHaKTHBr.rpaHa BaKr.lr.rHa [porr4B rpun (QIV).
I4rrayHolourrure oAroBopLI Ha clIre rlerr.rprz BHAoBrr QIV 6une ueltrsepuopHu Kora flpeseuap 13 ce
AaBaJr r4croBpeMeHo co QIV, no cnopeg6a co roa xora QIV ce AaBirJra cauocrojHo.

I'Iuyuonourxure o.uoBopu ua llpeaeHap l3 6uae neunQepuopHn Kora llpeneuap l3 ce aasa,'r
LIcroBpeMeHo co QIV, ao cnope46a co roa xora llpeaeuap 13 ce.qaBaJr caMocrojuo. Karo n xaj
I4croBpeMeHara ynorpeoa co rpI{BaJIeHTHT{ BaKIIHHr.r, r{MyHoJtorxKr4Te oAfoBopH Ha HeKor.I
TIHeBMoKoKHI4 cepoTu[oBu 6ute [oHLIoKI4 Kora ABeTe BaKqLTHH ce AaBzure HcroBpeMeHo.

Hcronpeueua ynorpe6a co Apyrlr BaKrIr{HH He e r{cnr,rraHa.

unjextuparre ceKoraur tpe6a ga ce AaBaar Ha pa3rr,rrrHHPagr[qHra BaKIlI,IHr4 3a

uHjexruparre.

I,IcrorpeueHara ynorpe6a na flpereuap
He e flpo]qena. Bo KJrlrHrrqKHTe cryAur.r

13 u 23 -ameHrHara nHeBMoKoK

xora flpeneuap 13 6un AaAeH

w
Ebl t't UF
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nHeBMoKoKHa rIoJIHcaxapI,IAHa BaKrIr.rHa, r,rMyHoJrouKuor oAroBop 6un nocna6 3a cl,tTe ceporr,rnoBfl Bo
oAHoc Ha roa rora flpeaeuap 13 6wn AaAeH Ha JII,rqa Kor{ nperxoAso He 6nle BaKurrHupaHr4 co
23-eareHrHara rIHeBMoKoKHa floJrr,rc€xapn1Ha BaKrIHHa. Krnsuqroro 3Harreme Ha oBa He e rro3Haro.

,1.6 (Depru.nurer, 6peueuocr rr Aoerre

EpeueHocr

Heua no4aroqll 3a ynorpe6ara Ha nHeBMoKoKHara 13-sareHrHa roujyrupaHa BaKqr,rHa xaj 6penaeHu
xesu. 3aroa, ynorpe6a ua flpereHap l3 eo reKor Ha 6peueuoc'ra rpe6a 4a ce n:6eruyaa,

.IIoerse

He e nosHaro AaJIH nHeBMoKoKHara 13-sareHrHa xonjyrlrpaHa BaKTIHHa ce r{3Jraq}tsa no uaj.uuoro MJreKo.

fhonnocr

Hcnurynana rcaj Nuaornu He yKaxyBaar Ha Ar.rpeKTHu Htr4 Ha r.rHAHpeKTHr.{ [rrerHr eQexrn Bo orHoc
Ha penpoAyKrrBHara roKcr,rqHocr (eugere ro genor 5.3).

1.7 EQerru npr cnoco6nocra 3a Bo3erbe r{ 3a paryBarbe co MarrrrrHrr

[peneHap l3 nerua vrv vua 3aHeMapJrr,rBo alnjauue rps cnoco6uocra 3a Bo3ebe r{ 3a ynpaByBarbe co
\taIIHHH. Ho, uexou og 4ejcrnara cnoMeHarr.r Bo Aenor 4.8 ,,Hecarcauu gejcrna" Moxe [pr4BpeMeHo Ia
a.rrrjaar np: cnoco6uocra 3a Bo3e[be r.rJlr,r 3a yrrpaByBame co Mar.r]HHH.

4.8 Hecaxauu qejcrna

AHarnsnre Ha cra[KHTe Ha npujanynalle HecaKaHn 4ejcrna Bo [ocrMapKerr.rHrrrKlror nep[o.q
yKar(yBaar Ha noreHqnjarlHo 3roJIeMeH pr{3r,rK o4 nojana Ha KoHByJBur,r co I,I 6es rpecra n Ha
xr{noroHnqHG-xs[opeaKrllBHu e[r.r3oAr.r (XXE) Kora e HanpaBeHa cnope46a rtaefy rpynnre rcaj xouurro
6nna npxjaneua ynorpe6a Ha flpeneuap 13 co Infanrix hexa n rpynr.rre raj xoururo 6nla npujaaeua
lnorpe6a caMo Ha flperenap 13.

Hecaxaurrre peaKIII{lI sa6erexaHu Bo KJrr.rHr.rqKure cry1ttlt r,rJrr,r oA rrocrMapKerl{HruKoro HcKycrBo 3a

clrre Bo3pacHLI rpyflIa ce HaBeAeHr.r no oroj AeJr cnopeA opraHcKr,r cprcreMr,r u no peAocneA Ha
HaMa.,ryBa}6e ua Qpercreuqnjara u Ha cepr{o3Hocra. Opexrenqujar:a e ge$unvpala KaKo: MHory qecrH
(> l/10), uemu (og > l/100 ao < 1/10), noM{rrrKy .recru (o4 > 1/1 000 4o < 1/100), perxn
(o: > l/10 000 ao < l/1000), MHory perKLI (S l/10 000), uenosnara QpexneHqr.rja (ue Moxe Aa ce
npoueHn o.( AocranHure noga:roqu).

.IloeHqnba H aeua Ha sogpacr o,u 6 Heaerr,r.uo 5 ro.{uHr,r
Egr6e:xocra Ha BaKrIHHara6wta orleHera Bo KoHTpoJrlrpaHr,r KJrr,rHIrqKr,r cryAr.ru, Ka.{e rxro 14.267 tosu
6n-re .l4reHn sa 4.429 3ApaBr.r AoeHrrr.rrba Ha Bo3pacr o4 6 ue4enu 3a npBara rlau aa Bo3pacr
o: I I :o 16 lreceun 3a AorroJrHr.rreJrHara (6ycrep) Aosa. Bo cure cryAu peoeHap 13
5u-: xcronpeMeHo yrorpe6eu co pyrrrHcKa negujarpucxa narcquHa (n

Hcro raxa, 6erj6eiHocra 6ula ucnnrasa u
7 xecequ ao 5 ro.quxu).

354 nperxo4uoKaj
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Hajvecro sa6enexaHn HecaKaHLI peaKrlr.ru raj geqa Ha Bo3pacr oA 6 HeAelu 4o 5 ro4unn 6ule
peaKIItI[Te Ha Mecroro ua nujexrr,rpane Ha BaxrluHara, TpecK4 pa3Apa3Jrr.{Bocr, HaMurJreH anernT H

3roJreMeHa u/ nnu gaualeHa coHJlr,rBocr.

Bo r.uuuuqraracryrnja xaj 4oenvuna Barrlr.rnr.rpaHr,r Ha Bo3pacr oA2,3 u ol 4 ueceqn 6ura
npnjanena noxatleHa reMneparypa (rpecxa) > 38 oC, co noBr,rcoKa cranxa xaj AoeHunrra Korrrrro
npLIMLIne flpenenap (7-na:renren) ucronpeueno co Infanrix hexa (28,3 oh to 42,3 oZ) orrcomy raj
AoeHqHILa KoI{IIrro [pLIM{uIe carvto Infanrix hexa (15,6 yo po 23,1 %).IIo AonoJrHurennara (6ycrep)
Ao3a Aa,qeHa Ha AoeHqI,IBa Ha Bo3pacr oa 12 ao 15 rraecequ 6r,rna npujaneHa noKar{eHa reMneparypa
(rpecxa) > 38 oC xaj 50,0 o% o4 4oeuuvruaraKor,rrrrro r.rcroBpeMeHo npr.rM{rne flpenenap (7-nanenreu)
co Infanrix hexa so cnopeg6a co 33,6 o/o o.q.qoeuuvtharaKoHrrrro npr,rMHne cauo Infanrix hexa.
flonekero oA oBI,Ie peaKqllu 6u.ne yuepenn (rerraneparypa [oHr,rcKa r.rJrr.r eAHaKBa Ha 39 oC) 

r.r MLrHJrr.{Br,r.

3a rpeue Ha npl,IMapHara I{MyHr{3aquja co lpenenap 13, 6une ga6elexaHn peaKrlr{u Ha Mecroro Ha
uujerrupane Ha BaKrlr,rHam xaj Aerla fiocrapu ol 12 Meceq[, no cnopeg6a co AoeHqHrLa.

Hecarcauu peamluu od wtuuuvrcu cmyduu
Bo rlunuqxvre cry4ltu,6es6eAHocunor npo$nn Ha flpeneuap 13 6ul cJrr.rqeH co oHoj Ha flpeneHap.
CleAHnre Spexneuquu ce 6asupauu Ha HecaKaHu peaKrlr{u, 3a Kourrrro 6nno yrnp,ueHo AeKa ce
[oBp3aHr,r co KJrr,rHr,rqxure cry4r4lt sa Ipeaenap l3:

HaDyuysarba Ha r,rrvryHr,ror c[crervr :

Perru: xfinepceH3r.rrr{Bua pearcqnj 4 arcnyvyeaj rfu,r eAeM Ha Jrr.rrlero, 1r,rcnnej a,
6pouxocnasau.

Hapvurynarra Ha HepsHr,ror cprcreru :

floua-nry qecrr.r: KoHByJr3r.ru (nrcrryvynajr(u Qe6punHr.r rounylenu).
Perru: XTINOTOHIII{HO-XIINOPCAKTHBHI,I CIIH3OAI,I.

lacrpou Hrecrt,tHamru Hapyruysama:
Mnory qecrr.r:
tlecru:

9ecru:

HAMUIEH ANCTI4T.

noapa(ame, aujapeja.

Hapyurysarba Ha xoxara u Ha norKoxHoro rrcHgo:
r{ecru: vlct4lf.
Iloua"nry qecrr{: ypmrcapuja vltu vcvr: cJrr..rrreH Ha ypuErapuja.

Onurrt,t HaDyurysa]La u cocroj6[ Ha N,tecroro Ha annurauuja:
Mnory qecrlr: nuperccr,rja; pa3Apa3JtrBocr; KaKoB 6uno epnreu Ha Mecroro Ha BaKrIHHr,rpaBe,

r4[AypaMja/oroK r4Jrr,r 6olxa,/vyncrBr..rreJrHocr; couHoleuquja, HeKB(urHrereH coH.
Epureu Ha Mecroro Ha BaKrIHHHparse vltu uugypa\uja/oroK oA 2,5 cm Ao 7 cm
[no 4onolHr.rreJrHara (6ycrep) Ao3a e Boor{eHo r,r rcaj nocrapu Aerla (Ha ao:pacr o4
2 lo 5 rogr.rHn)1.
nupexcnja > 39"C, HapyrxyBarbe Ha ABuxeriara Ha Mecroro Ha BaKrrr{Hnpabe
(nopa4u 6olra), epr.rreM Ha Mecroro Ha BaKuuHr,rpalLe HJrn ualypa\uja/oroK oA
2,5 cm.qo 7 cm (no ureuara 3a BaKuuHarlr,rja sa goenunrsa).

lloua.nry qecru: epI.ITeM Ha Mecroro Ha BaKrlr,rHr.rpalbe, HHAypaqr.rjalorox > 7 cm, [Jrar{e}be.

Hecaxauu peaKquu ua lfpeeeuap 13 od nocmnapKemuHruKomo uctg)cmso
llaxo cne4ur{re HecaKaHu peaKrlwr He 6ure sa6erexaHu npr4 KruHr,rqKr,rre cryAr,r
AoeHqurba r,r KaJ Aeqa, THe ce cMeraar sa HecaxaHr,r peaKqr4u Ha llpeneHap 13 6
Bo reKor Ha nocrMapKerr,rHtxKoro prcKycrBo. Enaejrtn oBne peaKrlr4u ce 6asv
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npliaBIt. QpercaeHunjara He Moxe.qa ce o[peAeJrn il nopa1r4 roa ce xracr.r$raqupaar KaKo co
..Heno3Hara $pexaeuquj a".

Hap)'ru.vnarra Ha rcpsra r,r Ha rr.rMdHlror cucrer\4:
Jlnrra$a4euonatnja (roxanusupaua no perujara Ha Mecroro Ha BaKrruHuparre).

Hapvruyearba ua u rvryHr.ror cucreN,t :

AHa$ Iuaxr utaa/ awa$uJlaKrol,rAHa pearquj a, eryvyaaj ft a H rxoK ; aH rH oeAeM.

HaD)'ur]-sarba Ha xoxara u Ha norrcoxuoro rxuso:
Epnrerr,ra uynruQopue.

Onurru HapyurysalLa n cocroj6u Ha N,recroro Ha anruxauuja:
Yprr,rrcaplrja, AepMarr{rr,rc u [pypurr,rc Ha Mecroro Ha BaKq[rHWpan,e; rlpBeHr,rJro.

,Ilonornurer Hu r.r u6oDuauuu rcaj noce6un nonylauuu
Ansea xaj npe4apeMeHo poAeHr,r AoeHqnrra (< 28 recraurcKa HeAerra) (suaere ro 4enor 4.4).

.Ileua H aronecueHru Ha eogpacr on 6 .(o 17 ro,u.{Hr,r

Enra uanpaBeHa rpoqeHxa ua 6es6egHocra xaj 592 rc\a (294 rcua Ha Bo3pacr o.q 5 ao 10 roAusl.r
nperxoAHo LIMyHLI3HpaHI,I co Hajua;rKy eAHa gosa flpereu ap u 298 Aerla Ha Bo3pacr oa l0 ao I 7
ro.fHHH KOHIUTO He npr.rMr,rJre TTHeBMOKOKHa narquua).

Hajuecru HecaKaHH HacraHH xaj aeua u raj a4olecrleHrr,r Ha Bo3pacr o.q 6 .qo l'7 rogunu:

Hapyruysalba Ha Hepeuuor cucreN,r:

9ecrlt: rraso6omu.

facrpoHHrecruHa:lHl.t uaDyruysarba:
Muor.v qecrn: HaMzureH arrerr,rr.
rlecru: noepaftame, .{ujapeja.

HaD)'ur)'sarba Ha roxara H Ha norxoxHoro rxuso:
r.rcan, ypruKapnjautru ucun crr.rr{eH ua yprrarapraja.

Onurru HaDlrut'sama H cocroj6n Ha Naecroro Ha ann[rauuia:
\{uor1- qecrr.r: pa3Apa3Jrr.rBocr, KaKoB 6ulo epureu Ha Mecroro Ha BaKr.luHr,rpame,

nn gy p aryq a/oroK HJrr{ 6olxa/vyecrBr,rreJrHocr, cotrl aoleuquj 4 H eKBzrn HrereH coH,
ocerJruBocr Ha Mecroro Ha BaKr.IHHHparre (uruyuureJrHo H HapyuryBalLe Ha

,louxersara).
nnpexcrja.

I:... ;tre HecaxaHn HacraHH, Kor{ulro nperxoAHo 6rare sa6ereNauu raj AoeHqHBa n raj 4eqa ua
: -- -ra.ac: c. 6 rreceult .lo 5 ro.qnuH, Moxar 4a ce nojanar n xaj oBaa fpyfla, Ho He ce sa6e,'rexaHr.r ao
: : - J:-.:;r : uat aepojarHo nopaAH MzrJrr.{or rrpr.rMepoKoT.

-- -:...,r:e...-lr lruQoprrauurt :a noce6Hu nonyla[uu

-.-=.. ,: 1-r-.r3Cl.t€HTHTe co 5orecT Ha cpnecrlrre KJrerKH, co XIIB-uuQercquja vrrr4 co
-::::*.,:H::.,II-iA HA \C\IATOIIOCTCKH MATAT{H,I KJIETKH VMAAT CJII,IqHa SpeKneuq[Ja Ha HecaKaHH
:"::::' ;:i1. ,:r33:.{ nTO r.rasoSo.rKHre, nonpakanero,4ujapejara, nupercnjara,3aMopoT, aprpalrujara ll
't ",.. z' ,',,. =:: t1;l-:e \lHor.\ qecTH.

6*h
99"ffi"'t=d
w,.ffi.f9L x;nr9
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BospacH[ Ha Bo3pacr > l8 ro.[HHu ]r nocraDn rl.lIta
Bes6e4uocra 6uta olleHera so 7 rcrr,rHr,rqKu cryAlrr, nmyvynajrfu,r 91 593 Bo3pacHH ua aoapacr o4 18
Ao l0l roALIHa. flpenenap 13 6un Aa.AeH na 48 806 nospacnv ;rar\a,2 616 (5,4 o/o) ua Bo3pacr oa 50 ao
64 ro4nHn u 45 291 (92,8%) Ha Bepacr o4 65 roguuu u nocrapu. E.qHa oa7 crygun BKrrf{yBana
rpyna Bo3pacHLI JILIqa (n: 899) Ha Bo3pacr o.q 18 Ao 49 roguruu Korarrrro rpr,rMr.rire flpeneuap l3 r.r

nperxoAHo He 6ule BaKIII,IHITpaHr co 23-sateHrHa nHeBMoKoKHa noJrHcaxap[AHa BaKrIHHa. Oq luqara
KoHIIrro IpI,IMI,IJIe flpeaeHap 13, | 916 BmpacHr,r .nuqa 6nre nperxoAHo BaKrlr,rHr,rpaHu co 23-na.neurHa
nHeBMoKoKHa noJII{caxapI,IAHa BaKq[Ha najrraalxy 3 roguuu npeA BaKrlHHHpaBero ao cry4ujara, a
46 890 se 6ure BaKIILIHI,IpaHn co 23-sareHrHa rrHeBMoxoKHa noJrlrcaxapuAHa BaKrI[Ha.

TpeH4or Ha HaMirJlyBalbe Ha $perneuqrjara Ha HecaxaHr{re peaKrlrrr4 ce rroBp3yBa co 3roJreMyBarbe Ha
Bo3pacra; Bo3pacHI,I JIIrqa > 65 roAnHu (6es orneg Ha nperxoAHr,ror craryc 3a rHeBMoKoKHa
aarquuaqr,rja) npr.rjanr.rne [oManKy HecaKaHH peaKrlr,rH oA noMnaAr,rre Bo3pacHH ilu\a, a Hajuecrure
HecaKaHI4 pearqllu reHeptuHo ce nojanure xaj Hajrranaqr,rre Bo3pacHu Jrr,rua Ha Bo3pacr oa l8 ao 29
roAuHH.

leuepaluo, Kareroprlure Ha Qperneuqnjara6une cJrr,rr{Hr,r 3a cr,rre crapocHr.r rpynu, co HcKJr)tr{oK Ha
nonpaftarrero Koellrro 6uno uuory uecr:o (> l/10) xaj Bo3pacHr4 Ha Bo3pacr oa l8lo 49 rognnuu
uecro (> l/100 ao < l/10) Bo cplre Apyrn crapocHr.r rpynn, a nuperccujara 6ula uuory uecra raj
Bo3pacHH JIHI{a Ha Bepacr oa 18 ,qo 29 roAuttu n qecra Bo cr,rre Apyrrd crapocHr{ rpyflH. Culsara
6onra/6oruara qyBcrBureJlHocr Ha Mecroro Ha BaKrIHHarIuja r cepuosHoro orpaHuqyBarbe Ha

ABl4xelbero Ha paKara 6une uuory .recru xaj Bo3pacHr,r Jrr{rla Ha Bo3pacr oa l8 ao 39 roAnu r.r qecrr.r

xaj cure Apyrr4 Bo3pacur.r rpynu.

Hecarcauu pearuluu od xnuuurtxu cmyduu
Jloralsu peaKIIHlI H cIIcreMcKI{ HacraHI,I 6ule cregeHn AHeBHo, no cexoja aaxqnuaqnja, so rex Ha 14

AeHa Bo 6 cryluu u 7 gena Bo rpeocraHaram cryyuja. CreAsure $perneuqxr.r ce 6aupaun ua
HecaKaHlI peaKUI,I[, npol{eHeru Bo KJILIH[rIKilre cry4ltv co llpereuap l3 xaj nospacHr,r:

HaDyruysaFba Ha r\,reta6orr,rsrvror ra Ha r.rcxpaHara:
Muory qecrr.r: HAMIUICH ANCTHT.

HaDyllysarba Ha HepsHr.ror cucreN{ :

Mnory qecrrr: rrano6orrcu.

f acrpouHrecrtlHarH r{ Hapyurysama:
MHory qecru:

Hecru:
gilapeja, nonpaftarre (xaj nospacur lvl\aHa Bo3pacr oa I 8 ao,
nonpa(arre (rcaj no:pacHu nr,rqa ua 50-ro4r.rruHa Bo3pacr HJu{

Ilouarryqecrr,r: nay:eja.

HaDyuysarba Ha r,rNayunor cucreN,r :

Ilouanxy qecrr.r: xunepceH3rrrr4BHa peaxquja, ax,ryuynajkr.r eAeM Ha Jruuero,
6poHxocnasau.

Hapyruvsalba Ha rcoxara l,t Ha norxoxHoro rxuso:
MHory qecrr,r: ucnfl.

Onruru Hapy[ygarba u cocroj6u Ha N.recro Ha anrflxau[ja:
MopH[rIu, 3aMop, eplrreM Ha Mecroro Ha BaKqr.rHHpaBe, r,rHAypaquja/oror Ha

Mecroro Ha BaKrIHHHpame, 6ona./uyBcrBureJrHocr Ha Mecroro Ha BaKuHHHparbe
(cnrHa 6onxa./6olHa qyBcrBr,rreJrHocr Ha Mecroro Ha BaKrIHHHpaBe ce nojanyna

..(. _
.j

I
:

rr,
<.
a,*

(')

Muory qecru:
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MHory qecro Kaj Bo3pacHr.r Jrrdrla oA l8 ao 39 ro4uun), orpaHuqyBarbe Ha

rBHxebero Ha paKara (cepuorno orpaHr.rrryBarbe Ha ABuxetrero Ha paKara ce
nojaayna MHory vecro rcaj Bo3pacHr,r Jrr.rqa o,( l8 ao 39 ro4unu).t{ecrx: nrapexcuja (uHory uecra raj Bo3pacHr,r Jrr.rrla Ha Bo3pacr o.q 18 ao 29 roguau).

flortanxl' qecru: rl.tt'rQa4eHonaruja, noKairr..r3r.rpana no perujara Ha Mecroro Ha BaKrIHHaqr.rja.

Hap) u)'sarba Ha r'.rycrcyrHocxererHraor cucrer\4 r,r Ha crDgHr,rre rKr.rsa:

\lnoryqecru: aprpalruja,rrauja;rruja.

feHepanuo. se 6ure:a6elexauu 3Har{HTeJrHr.r pa3nr{Kr.r no $pexnenqujataua HecaKaHu peaKrrr.rr4 Kora
flpeaeHap l3 6ur AaAeH Ha Bo3pacHu Jrr{qa, [perxoAHo BaKrIHHupaHu co nHeBMoKoKHa
no_'rlrcaxapHAHa BaKrI[Ha.

J on o-t u um e.t u u uu Q o p u aquu 3 a n o c e 6 u u n onyr aquu
Bo:pacuure JIHua co Xl4B-nH$exqnja rauare cnuqHa $perneuuuja Ha HecaKaHure peaKqr4ri, caMo rrrro
nllpexcujara u noapaftanero 6rale MHory qecrr,r, aruayzejaraqecra.

Bo:pacuure nuqa co rpaHcnJlaHTaquja ua xeMarorroercKu MartlqHH KJrerKH HMaJIe cJu,IrtHa

SpexneHqnja Ha HecaKaHLIre peaKIIHI{, ocBeH rxro rrupeKcujarau nonpatamero 6ule MHory qecru.

flosacoxa $percnenqrnja Ha HeKoI{ oA oqeKyBaHr4re cHcreMcKH peaKrrr4r.r 6ura sa6erexaHa Kora
Ilpenenap l3 6ur AaAeH HcroBpeMeHo co rpr{BirJreHrHa HeaKrrrBHa BaKTIHHa rtporuB rpun (TIV), ro
cnopel6a npu cauocrojHa ynorpe6a Ha TIV (uaoo6o.ur<4 MopHr.rqu, ucr4rr, HaMuLrreH arrerur,
aprparrHja uu:lilar.rlz..la)utrur,pu cauocrojHaynorpe6a uaflpeaeuap 13 (rnaro6oJrKa,3aMop,
\ropHHuH, HaMrureH aneTLIT r,r aprpanruja).

flp uj as.r'salb e cyc n e rcrH r.r HecaraHr,r peax[ a H

Baxiso e .ra ce npnjaaar cycrreKrHlrre HecaKanlr peaKrlnr.r ruro rte ce nojanar orKaxo lercor (e 6u4e oo
npoller. Taxa ce oBo3MoxyBa cJleAelbe Ha oAHocor rcopucr/pu:uqrrre oA JreKor. Cure s4pancrBeHu
paSorultult rpe6a 4a ru npujanar cure cycneKTHr.r HecaKaHH peaKrlr,rn npeKy Harlr{oH€urHrror ctrcreM 3a
npujanvaame.

Hecaxaunre peaKIrHH oA JIeKoBIare Moxe Aa rut npujaeure no HaquouaJrHr4or rreHTap 3a

QaprraxoaurunaHua npu Areuqwjara sa JreKoBr,r r4 MeArrrlr,rHcKlr cpeAcrea (yn.Cu.Kupttl a
\lero:llj 6p.54 Kar l) utru ro eneKTpoHcKr4 rar npeKy ne6 crpauuta Ha Arenqr,rjara
hnp: /malmed.gov.mk/.

{.9 llpe4oruparre

flpe:o:uparre co flpeneuap 13 e HeBo3MoxHo 6wpjku e naKyBaH KaKo rrperxoAHo HanoJrHern ru[puu.
Cenax. xaj .{oeuvurra u xaj Aerla, 6ure npujaneuu cJryqau Ha npeAo3upame co flpenenap 13,

-:e$xuupauu KaKo nocJreAoBareJrHr..r Ao3r..r AaAeHr.r [opaHo oA npeflopaqaHoro BpeMe oA nperxoAHara
:ora. feuepa,'rHo, HecaKaHHre peaKrlr,ru npujaneHr.r npu [peAo3rrparLe cooABecrByBaar co rr,re urro
6x.re npajaoeHu npu Ao3r,r, flpr,rMeHerr{ c[opeA flpenopaqaHure [eAr.r. ea llpenenap 13.

5. OAPMAKOJTOTTTKIT TTOAATOTII

5.1 OapuaxoguHaMcxn cnojcrna

OapvariorepaneBTcKa rpyfla: BaKTII,IHH, nHeBMoKoKHH BaKTIHHH.

.{TC-xo:: l07AL02
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Ilpeneuap 13 cogpxr.r 7 nHesN{orcoKHI4 KalcyrapHu noJrucaxapr.rAH rxro ce ao flpeneuap (4,6B., gY, 14,
l8c, l9F, 23F)roryc 6 AonoluureJrHr,r noJrr4caxapu1v (1, 3, 5, 6A,7F,19A), cr.me roHjyrr.rpauu sa
HoceqKr,ror nporer4H CRMI e7.

PacnpocrDauerocr ua 6orecra

,[oeuuurua u rcaj deqa Ha lnpacm od 6 uedetu do 5 zoduuu

Bps ocHona Ha cJIeAerLe Ha ceporunot no Enpona, H3BprxeHo rrpeA BoBeAyBarLero Ha llpenenap,
flpeneuap I 3 e npe4augeH Aa roKpLI e 7 3 - 100 % (ao eaaucuocr oA ApxaBara) og ceporurroBHre rrrro
npeAH3BLIKyBaar LIHBa3I4BHa IIHeBMoKorura 6olecr (I4lE) raj leqa rroMrrJrn oA 5 roAuur.r. Bo osaa
Bo3pacHa rpyna, ceporr,rrroBr,rre l, 3, 5, 64,, 7F u l94. npeAu3BnxyBaar oA 15,6yo lo 59,7 o/o ol
I'lHBzI3IIBHara 6olecr, Bo 3aBI,IcHocT oA ApxaBaT4 IlepfioAor Ha r{cn}rryBarbe r,r o.q ynorpe6ara Ha
flpeneuap.

Arcyreu orlrrrlc nre4uja (AOM) co pzBnr,rrrHa eruororuja e qecro :a6orynarse xaj 4euara. Eaxreprajara
Moxe Aa 6uAe oArosopHa 3a 60 -70 Yo ogrctuHwqKr{re err}r3oAn na AOM. S. pneumoniae e eAes oA
Hajvecru're npuqrrHr.rreJru ua 6amepracxu AOM HH3 rleJruor cBer.

Ce npoqenyBa AeKa llpeaeHap l3 norcpuna HaA 90 0% og cepornnoBr4re ruro rrpeAH3BHKyBaar
auruHl nrpo6Ho-pe3rrcreHrna I4[IE.

,[et1a u adotecqeumu Ha 6o3pacm od 6 do ]7 eoduuu

Kaj aeqa u xaj a4oneclleHrl{ Ha Bo3pacr oa 6 .qo 17 rol'wnw r.rHrlr{AeHrlara Ha nHeBMoKoKHa 6o,recr e
HHCKa, Ho, ceflaK, I4Ma 3roJIeMeH pI.I3I{K O4 rraOp6I.r4r.rTeT LI oA MopTiuIHTeT rcaj ouue JrHUa co nocToeqKr.r
xol,rop6r.rgurern.

Bospacuu Ha sospacm > 18 zoduuu u nocmapu rut4a

Ilneauonrajara e Hajuecrara KTI,IHHT{Ka rrpe3eHrarlujaaa rrHeBMoKoKHa 6olecr xaj nospacuure.
PerracrpupaHara 3aqecreHocr Ha nHenlrouuja creKHara Bo 3aeAHr,ruara (IIC3) H r{HBrur,rBHara
rHeBMoKoKHa 6olecr (I,I|IE) no Eapona Bapupa cnope,{ seujara r ce 3toJreMyBa co Bo3pacra oa 50
ToAHHI{, a e Hajroleua xaj lnqa Ha Bo3pacr > 65 roAraHr.r. S.pneumoniae e naluecrara npHqHHa sa lIC3
H ce rpolleHyBa AeKa e oAroBopHa 3a oroJry 30 oh ol cr.rre cryr{au sa IIC3 xora 6prla norpe6ua
xocn lrrzuru3 aryuj a rua Bo3pacH r.r Jrrrrla Bo pa3Br,reHr.rre aeruj ra.

Eaxrepucrara nHenuouuja (oxony 80 % oa I,llIE xaj ao:pacHure), Garcrepueuuja 6es xapr4rxre 14

MeHHHrl.trlIc ce Hajuec'rute uaHllQecrar\r4r4 Ha ZfIE xaj Bo3pacHr.rre. Bps ocuona Ha floAarorlr4re o.I
cJleAelLero no BoBeAyBamero llpeeeHap, Ho npeA Aa ce BoBeAe llpeneHap 13 eo nporpaMHre 3a
aarqnuaquja Bo AercrBoro, nHeBMoKoKHlrre ceporr.rnoBn so flpeneuap l3 nepojarHo ce oAroBopHr{ 3a
najua-rrxy 50 - 76 o/o (yo zasucHocr oA ApNanara) oa I4fIE rcaj nospacuure.

PtlsuKor oa fIC3 ukIfIB rcaj nospacHure ce 3roJreMyBa H co xpoHr,rr{Hr.rre nocroeqKn
cocroj6n, oco6eso xaj mlqa co aHaroMcKawfit co $yHrqlronanna acnneHnj4 4uj
acrMa, xpoHHqHo KapAHoBacxynapHo,'nynMoHaJIHo, 6y6pexno HJrH co rIpH
uajroreu e rcaj mlqa co r.rMyuonorrrta cynpecr.rja, raro oHr.re co M€urrrrHr.r

LIJrr{ co Xl4B-un$erquja. :

'strKug '
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3aururHara e$nracHocr Ha flpeneuap l3 nporr,rn I,IIIB ne 6utamcnurana.
Karo mro e flpeloparraHo oA crpaHa Ha Csercxara 3ApaBcrBeHa opraHr,rsaqr,rja (C3O), [porleHKara Ha

noteuqujarHata eQuracHocr rrporr,rB HfIB xaj AoeHrrarba u xaj uaau Aerla ce 6asupa na cnope46ara Ha

HMyHonorxKr,rre oAroBopu KoH ceAyMre 3aeAHrrtrKr{ ceporr.r[oBu Ha flpeoeuap 13 u ua llpeoeuap, sa
KoHLIITo e AoKaKaHa 38lrr1s1114tu eSuxacuocr (sa eQuxacuocra Ha flpeaeHap (7-oaneHteH) 4qi
,{oenqnna u neua npr.4ere no.{ory). I4cro rarca, 6ure MepeHH r,rMyHoJrorxKr,rre oAroBopr{ 3a

AorronHr.rrensure 6 ceporr,rfloBu.

HMvHorouxn onrogopu raj ,{oeHqr,r}La no npprrlaDHara r,rl,ryuusauuja o.{ rpn .[osu

Bo roreu 6poj enponcru seuju u no CA,{, 6ure cnponeAeHu KJrr.rHr4trKu cryAHH rxro Koprrcrene
pa3nnr{HH ueMH 3a aarcqnHaquja, nrnyuynajr(r,r ABe paHAoMu3r,rpaHu neun$eplropHr cry1ltv
(fepruaHuja KopHcrena 2-,3-, 4-uecerrHa ilpuMapHa r.rMyHu3aqHja (006) u CAI KopHcrena 2-, 4-, 6-
Mecer{Ha [pHMapHa uivryuusaqnja (004)). Kaj onne ABe cryAr,rH, rHeBMoKoKHr,rre [rMyHoJroIxKL{

oAFoBopH 6ure cnope4yBaHr,r ynorpe6yaajftt,t HHsa ueuuSepuopHr,r Kpr,rrepr{yrrrr.r, nrnyryrajftu:
nporleHr Ha Jrr,rqa co cnequQuqeH cepWcKH aHrunoJrr.rcaxapuAeH ceporr,rfl IgG > 0,35 pg/ml, e4eH

Meceq tro npuMapHara r{MyHr,r3a\ujau cnopeAyBame Ha cpeAHr,rre reoMerpucxr,r IgG-roHrleHrpauu[
(ELISA GMCs). .{onoruurerHo, 6r,ure cnopeAyBaHr,r rr,rrpure ua Qyurcqr,roHaJrHr{re aHrr.rreJra (OPA)
uefy ruqara uro npr,rM[Jre flpeneuap l3 u flpenenap. 3a uecre AonoJrHnreJrHr.r cepornrroBr.r, oBlre

BpeAHocrr,r 6ule cnope4yBaHr,r co uajcla6uor oAroBop nrefy cure ceAyM 3aeAHr{qKH ceporuuoru rcaj

oHHe trrro [pHMHJre flpenenap.

Cnopea6ara na neuuSepuopHr,rre HMyHoJrorrrKH oAroBopr.r sa cry.uujara 006, 6asupaHa Ha nporleHror
Ha AoeHr{H}ba Kourrlro Aocrr,rrHiure KourleHrpaquja na aHrr,rrroJrucaxapuA IgG > 0,35 pdml, rpuKa:KaHlt
ce so Ta6era L Pesynrau.rre oA cryanjara 004 6nne cJrHqHH. Kaj flpeneHap 13 neraHrfepuopHocra
(aolHa rpaHnua r,a95 %o CI sa npoqeHrHara pa3JrilKa Ha oHHe nnrla rrrro oAroBopr{Jre ua repanujara
npn 0,35 pglml nolrery rpyrlrre 6uta> -10 %) 6una AenaoucrpupaHa 3a cr.rre 7 gaeAHuqrcn

ceporunoBn, ocBeH 3a ceporunor 68 so crylujara 006 u sa cepornnoBure 68 rE 9V so cry.arajata 004,
KaAe rxTo 3a ManKy He e nocTr.rrsara. cure ceAyM 3aeAHr.rr{KH cepoTHnoBH oArcBapaar Ha npeTxoAHo

.ueQHHHpaHHre Kpr,rrepr.ryl',ru sa ueuuSepuopHocr sa IgG ELISA GMCs. flpeneuap l3 so.ry.qo
c[opeAnHBH, HaKo 3Harrr{TeJrHo noH}rcKr,r, HHBoa Ha aHTr,rreJra orKonKy llpeoeuap, sa7-te 3aeAHLIqKL.I

ceporu[oBn. Kruunqrcoro 3Haqerbe Ha oBr,re pa3Jrr,rKu He e [o3Haro.

HenHQepnopHocra 6nra sa6erexaHa 3a 6 AonoruurenHu ceporurroBu, Bp3 ocHoBa Ha npolleHror Ha

.f,oeHr{H}ba Kor,r Aocrr.rrHane KoHrIeHrparIHja Ha aHrHreJra > 0,35 pg/ml u Bp3 ocHoBa Ha cnope46ara ua
IgG ELISA GMCs no crygnjara 006 u ga 5-re oA 6-re ceporLInoBLI, co rIcKJIyr{oK Ha ceporllno:r 3 oA

cry.rnjam 004.
3a cepornnor 3, npoqeuror Ha nprrMarerrrare na flpesenap 13, co IgG Bo cepyMor > 0,35 pg/m|6un
98.2% (cryauja 006) u 63,5 Yo (cryanja 004).

Ta6era l: Cnopea6a Ha rrpoueHTor Ha Jrrrrlara, Korrrrrro AocrurHaJre KoHrleHTpaqnja ua IgG-
aHTHTe,'ra 3a [HeBMoKoKHrrre auTrrrroJrrrcaxaprrArr > 0135 pglml rro rperara Ao3a oA

HMyHrr3arlnjara ra AoeHrrnrba - cryauja 006

-sfiKu?' -
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l8c 97,2 98,6 -1.4 G4.2:1.2\
l9F 95.8 96,0 -0,3 (-3,8; 3.3)
23F 88,7 89,5 -0,8 (-6,0; 4,5)

flono.nnnreJrHrr ceporurroBu Bo Ilpenenap I3
I 96,1 87,1* 9,1 (4,5;13,9)
J 98,2 87,1 I 1,2 (7,0; 15,8)
5 93,0 87. I 5,9 (0,8; I I,I

6A 91,9 87. r 4,8 (-0,3; 10,1
7F 98,6 87,1 17,5 (7,4:, 16,l)
l9A 99,3 87.1 12,2 (8,3;16,8)

* Cepounor so Ilpeseuap co uajHusor nporleHr Ha cranKa Ha oAroBop 6Hn 68 ao crygHiara 006 (87,1 %).

flpenenap l3 Aone4yna go o6parynarre SyurcqnoHzurHr,r aHrrrreJra 3a cr,rre 13 ceporunoau ua
BaKIIIIHaTa Bo cryAI,II,Ire 004 u 006. 3a7-re 3aeAHr,rqKr,r ceporr.rnoBr,r HeMrrJro pa3JrHKa uefy rpynure no
npolleHror Ha ilulla co OPA-rr.rtpr.r > 1:8. 3a cercoj oA ceAyMre 3aeAHHr{Kr.r ceporrlrroBu ,> 96 yo

oAHocHo > 90 yo oA rIpI,IMareJIIIre Ha flpenenap 13 4ocrurua-ne OPA-rrlrap > l:8, eAeH Meceq no
npr,rMapHara r,rrtayHr,rsaquja, Bo cryAHr,rre 006 n 004.

3a ceroj oA 6-re AononHHreJIHLI ceporr.rnonu, flpeneuap 13 gonen lo OPA-rr.rrpn > I :8 no 91,4 Yo -
100 % oA BaKrllrHrrre, eAeH Meceq ro [pr,rMapHaranryHn3aqnja, no cryArrure 004/006.
(DyHrquonalHl,Ire aHrllrela (OPA) Bo cpeAHlrre reoMerpr,rcrkrrurpn 3a ceporr.tnoBnre l, 3 r.r 5 6r.rne
noHI,IcKLI orKoJIKy rl,Irpure sa cexoj oA AonoJrHr.rreJrHHTe ceporr,rfloBr.{. K-nltruqxoro 3Haqeme Ha oBa
Ha6rygynarre 3a nporeKTr,rBHara e$urcacuocr He e rro3Haro.

I4rt4yHorourxu olrosopu xaj aoeHqr,rrba no npuMapHara uMyHngauuja oa aee aost,t

HuyroreHocta rcaj AoeHqlrmara rto ABe 4osu 6una AoKyMeHr]rpaHa Bo qernpu cryAtt]1..(enor na
AoeHqLIIbara lxro AocrI,IrHaJIe KoHrleHrpaqnja ua IgG 3a nHeBMoKoKHHre aHruKa[cyJrapHr,t
noJlHcaxapH4u > 0,35 pglml egeH Meceq ro Bropara Ao3a, BapHpa o179,6 %o lo 98,5 o/o, za ll oA 13-re
ceporllnoBH Ha BaKIIHHara. flouaa Aen oA AoeHr{r,rrlara, ro AocrHrna.ne onoj flpar Ha xouqeurpaqujara
Ha aHrnrerlara 3a ceporunot 68 (og 27 ,9 Yo lo 57,3 %) u 23F (oA 55,8 %o lo 68,1 %o) sa cwre crytuLt,
ynorpe6ynaj ku 2-, 4-ueceqeH pexr.rM, cnopeAeHo co 58,4 %o sa ceporunor 68 n 68,6 o/o za23F sa
crygujara lxro Kopucreta3-,S-ueceqes pexuM. IIo Aonorsr,rreJrHara (6ycrep) Ao3a, cHre ceporuroBu
Ha BaKqI'IHara, nrclyuynaj ku rn u 6B w 23F,I,IMzIJIe HMyHonorxxlr oAroBopu Bo corJracHocr co
cooABerHoro HMyHH3I4parLe co npl,IMapHara urrayHusaquja co ABe Aosn. Bo e4Ha cryguja H3BeAeHa Bo
Belura EpuraHrEja, oAroBopllre Ha QynrquoH€urHlrre aHTHreJra (OPA) 6nre cnope4yBaHu 3a crrre
ceporHroBl4, orclyvyoajku tv t4 6B u 23F , Bo rpynrre co flpeneHap u flpeneHap I 3, no npr.rMapHara
uuyHusaquja, Ha Bo3pacr oA ABa u oA rlerlrprt Mecequ pr no AonoJrHr,rreJrHara (6ycrep) Ao3a Ha B6pacr
ol 12 naecequ. Kaj npnrraareJlllre ua flpeneHap 13, npoqeHror Ha oHr,re rxro oAroBopuJre co OPA-rurap
> I :8 6r,rn najrraanxy 87 %o no IrMyHl43arl[crcara cepnja Ha AoeHrrH[ba u uajualxy 93 %o no
AonoJIHI4reJInara (6ycrep) 4osa. CpegHI,rre reoMerpr.rcKu OPA-rnrpH 3a ceporHnonure 1, 3 r.r 5 6une
noHI,IcKLI orKonKy rI{TpHTe sa cexoj oA Apyrllre AonoJIHr,rTeJrHH ceporr,rnosH. KrrrHHqxoro 3Haqerbe Ha
oBa r.rcrpaxyBaBe He e no3Haro. , 1te,t

ilo gonolu rErenuara (6ycrep) 4osa, KoHrIeHTparI LtH:aTe Ha aHrr.rreJrara ce
ceporrrnoBu, cnopeAeHo co HHBoro npeA AonoJrHr,rreJrHara (6ycrep) aosa.
aHrureJrara no Ao[oJrHr.rreJrHara (6ycrep) 4oaa 6ule nosucorn ga 12
flocTr.rrHarr,r no npuMeHaTa Ha npr,rMapHaTa r.rMyHHaaquja 3a AoeHr{r,rrba. osl4e
corJlacHocr co cooABerHara npr,rMapH a r.rMyH r,r3arlnj a (uHgyxq uj a na r,rM yHoJrorr
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Huy'no.'tomxror oAroBop 3a cepornnor 3 no AonoJrHureJruara (6ycrep) aoga He ce 3roJreMtilHaA
HHBoar4 :a6elexauu xaj Aoeuuurrara tro cepr,rja BaKTIHHHpa]be. KruHr,r.{xoro 3Haqeme Ha oBa

Ha6.tsy.qraarre Bo BpcKa co uH4yrqnjara Ha uMyHorrorrrKara ueuopuja 3a ceporr.rnor 3, He e rro3Haro.

O.uroaopure Ha aHrureJrara KoH AonoJrHr,rreJrHr,rre (6ycrep) Ao3H no npuMapHara rarrayHusaqr,rja co ABe
H,'IE co rpH Ao3LI raj Aoeuvumat4 6urc cnopeAyBaHr.r 3a cure l3 ceporunoBrl Ha BaKrlr{Hara.

Kaj eeua Ha Bo3pacr oA 7 trreceqn Ao 5 roAusu, cooABerHHTe rrreMu 3a Bo3pacra 3a HaAorronHyBalbe Ha

uvynusaqujara (rcaro uro e onuuaHo Bo AeJror 4.2) perymnpilre co Hr,rBoa ua IgG-aHrr,rreJra 3a aHrH-
KancynapHl,Ire rtoJlllcaxapu4nsaceroj o4 l3-re cepornnoBu, KoH ce MiurKy cnopeAnr.rBr.r co oHr{e lrpu
npnMapHara uuyuusaquja co rpr,r 4osu raj AoeHrr[rbara.

IlepsucrnpalLero Ha aHrl{reJrara r.r Ha HMyHoJrorrrKara rr.rerr,ropuja 6ule oqesera no crygHjara npaBeHa
Ha 3ApaBH Aerla, Kor,ruro [pLrMr,rJre eAHa Ao3a flpereuap 13, uajrvranry 2 roAuntt orrcarco 6nne
[perxoAHo HMyHH3I,IpaHLI I,IJIH Kor{ [prrMr,rne 4 Aozu flpeoeHap, HJrr co cepnja oA TpH gosu flpeneHap
rpocneAeHo co flpeneuap 13 nat2-ueceqHa Bo3pacr,uItrr co 4 Aosll flpeaeHap 13.

EgHoxparHa 4osa flpereuap 13, rcaj Aerla Ha Bo3pacr oxony 3,4 ro nnu, HBaBHcHo oA rrperxoAHara
rrreMa Ha naxquuaqnja co IpeBeHap r.{JrH co flpereHap 13, npe.qusnuKrura cHJreH aHrr,rreJro-oAroBop,
KaKo 3a 7-re saeAHr.rr{Ku cepor[noBr{ TaKa usa6-re Ao[onHrrreJrHH ceporr,r[onn no flpeneuap 13.

OA soseAysarbero Ha 7-sareHrHuor flpeneHap Bo 2000 roar.rua, [oAarorlr,rre oA HaA3opor Ha

nHeBMoKoKHara 6onecr He noKa(aJre.qeKa Aocrr,rrHarr,ror I{Myur,rrer co llpeoeuap Bo paHoro AercrBo
ocra6er co reKor Ha BpeMero.

flpe.uspeMeuo poaeHr.r .uoeH.rr,rrba

Ees6eAHocra r.r r.rMyHoreHocra Ha flpeneuap I 3 aa.qeu Ha 2, 3, 4 u sa 1 2 ueceqn 6nne npoqeneru xaj
oKoJry 100 npeaapeMeHo poAeHr{ AoeHqnrba (cpeaHa nporleHera recrarlprcKa Bmpacr (EGA) - 3l
HeAena, oncer oA 26 lo 36 He4enH) r{ cnopeAeHr,r co oKony 100 .qoeH.rr,r}ba poAeHr,r Bo repMr,rH (cpeaHa
nporleHera recrarlHcKa Bo3pacr (EGA) - 39 ueAemr, oncer o.q 37 ao 42 neaenn).

Enre cnopeAynaHn LIMyHoJIorIrKr,rre oArcBopH rcaj upe4apeMeHo poAeHr,r AoeHqrrma H AoeHqr.rlba
poAeHH Bo repMHH, ynorye6yoajftu ro npoqeHror Ha r,rcnuraHr.rqu Kor.rrrrro [ocrurHture rcouqenrpaquja
Ha Bp3yBarrK[ IgG-aururera 3a [HeBMoKoKH[ noJrucaxapulu > 0,35 pdmL eAeH Meceq no
HnlrrH3arl[crcara cepuja Ha AoeHqrr]Lara; npucran ynorpe6eu 3a c[opeAyBarbe Ha r.rMyHoreHocra Ha

Ilpeeenap 13 co llpeeeuap, 6asnpaH Ha HacoKr.rre oa C3O.

Ilos€fte o.q 85 % Aocrr.rrHiure KoHrleHTparluja ua Bp3yBar{Klrre IgG-aHrureJra 3a [HeBMoKoKHr.r

noJHcaxapuan > 0,35 pglrnL eAeH Meceq no HMyHr,r3arlr{crara cepnja Ha AoeHqr,rrbara, co ucKJrf{oK Ha

ceporHnoBnre 5 (71,7 o ),6A(82,7 %)u6B (72,7 %) oo rpyuara co npeABpeMeHo poAeHr.r AoeHrrr.rrba.
3a osxe 3 cepornnosn, AeJror Ha npeABpeMeHo poAeHu AoeHqr{}La raj xouulro r{MaJro peaxquja 6un
3HarIHre,IHo noHH3oK orKoJIKy raj ouue poAeHr,r Bo repMHH. flpu6ruxno eAeH Meceq rto AaBa]Lero Ha

.rogTa salianu Aerra npoqeHTor Ha Hcnr{TaHr,rrlure no ceroja rpy[a Kor,r[To ro nocrr,rruale oeoj npar
Ha.KoHUeHTpaUnja ua aHrr{reJra 6un> 97o/o, co HcKJryqoK Ha ceporr,rflor 3 (71oZ xaj npeanpeMeHo

IDIeHH ,{oeHqu}ba u79 %o raj .uoeHvurra poAeHr,r eo reprranH). He e uognaro AaJru r,rMyHorrorrrKara
ueuopnja KoH cnre cepornnoBr{ ce HH.qyqltpa rcaj npe4apeMeHo poAeHr,rre

ceporxn<neuuQn.Igrre IgG GMCs 6une noHucrur raj npegnpeMeHo
oH[e poAeHH Bo TepMHH.

flo' rvy-rur:aqucr@Ta cepuj a Ha .rloeHqHbar4 OPA GMTs 6nne
.IOeHr{E}64 BO CnO.IepOa CO JOenqHrMTa pOAeHH BO TepMHH, CO

HO,

0JrKy

'srrKu?.
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noHI,I3oK raj npe4npeMeHo poAeHr.rre.qoeHrrr.rna. OPA GMTs, rto Ao3ara AaAeHa raj uaau Aerla Bo
cnope46a co oHI,Ie no I,IMyHIr3aIIlIcKara cepuja Ha AoeHqr,rrba,6mte cJrr{rrHn uru noHucru ga 4
ceporl{noBl,I (4, 14, 18C u 19F) u 6nr,e crarr,rcrurrxu 3Haqr{reJrHo [oBucoKr,r sa 6 oA l3 ceporunonu (1,
3,5,7F,9V u 19A) xaj npe4rpeMeHo poAeHLIre AoeHqHrba Bo cnopeA6a co l0 o4 13 ceporunoau (1, 3,
4,5,6A,7F,9Y,18C, l9A u23F) raj Aoeuuurrara poAeHr.r Bo repMHH.

.Ileua (12 - 59 rr,receuu) xorr,rnnerHo ulrynusr.rpaHr.r co noeseHap (7-sareHreH)

flo annuraqujara na eAHoKparHa.qosa npeseHap 13 rcaj rct$(12 - 59 ueceulr), rou ce cMeraar 3a
KoMnnerHo LIMyHLI3LIpaHU CO flpeneuap (7-eanenren) (upurr,rapHa HMyHrr3aquja co 2 tnfir co 3 Aogr.r
nJlyc Ao[onHHreJIHa (6ycrep) 4osa), nporleHror Ha oHHe xor{rrrro nocrnrHilre cepyMcxr.r uneoa IgG >
0,35pg/ml u OPA-tr.rrpr.r > 1:8 6un 6aperra 90 Yo. Cenax, 3 (ceporun l, 5 u 6A) oA 6-re AonorrHurenHn
ceporxnoBl noKarane noHLIcKr.r IgG GMC u OPA GMT so cnopeg6a co Aerla, Konrrrro rpr.rMnne
6apeu eAHa nperxoAHa BarquHaqr,rja co flpeneuap 13. Knuuuqroro sHaqene Ha rroHlrcKure GMCs u
GMTs Bo MoMeHToB He e [o3Haro.

Hesaruuur.rpaHn aeua (12 - 23 rueceuu)

I4cnurynarra xaj nenaxql{Hl{paHr.r Ae\a(12 - 23 rrrecery.r) co flpereuap (7-aaaeHreH) noraxale AeKa ce
notpe6uu 2 losu 3a Aa ce [ocrlrHar KoHqeuTpaqnn na IgG Bo cepyMor sa 68 r 23F, ctrutwn Ha oHrre
r.rHAyur.rpaHr.r npu r{MyHr.r3aquja co 3 Aogu raj Aoeuuuma.

.Ileua u arorecueHrr Ha sospacr o.[ 5 ao 17 roruHu

Bo otoopeuacrylujar,a592 3ApaBr{ Aerla u aAoJrecueHrr{, BK,rf{r.rreJrHo r{ oHr.re co acrMa (17,4%)
KoI,IIIITo ce [peAHcnoHI,IpaHu KoH rrHeBMoKoKHa uu<[erqnja, flpeaenap l3 npe4r,rsnr.rKaJr HMyHonorxKH
oAroBopu KoH cure 13 cepotunonn. E4uuuvua Aosa flpeneuap 13 6um.(aAeHa Ha Aerla Ha Bo3pacr oA
5 no l0 roAI{H}I, uperxoAHo BaKIII,rHHpaHu co 6apeu eAHa Ao3a flperenap, H Ha Aeqa H aAoJrecrleHrr,r Ha
Bo3pacr oa 10.qo 17 ro ur,n, KoI,IIIrro HI{Korar[ He npHMrrJIe [HeBMoKoKHa BaKrIr,rHa.

H xaj .qeqata Ha Bo3pacr o.q 5 .qo 10 roAunn u xaj geuara u a,qoJrecrleHrr{re Ha Bo3pacr oa l0 ao 17
roAHHL IrMyHoJIoIuKlor oAroBop na flpereuap 13 6nn Her.rn$epuopeH Bo o1Hoc ua flpeoeHap sa 7
3aeAHHtIKH ceporLInoBLI u Bo oAHoc Ha flpeneuap 13 ga 6 AononHureJrHr,r ceporr{noBu Bo cnope,q6a co
IrMyHoJIoIuKI,Ior oAroBop Iro qerBprara Ao3a rcaj Aoen.rnra BaKrIr,rHrrpaHH Ha Bo3pacr og2,4,6, 12 u
oA 15 uecequ, corJracHo co rrMepeHrror cepyrrlcru IgG.

Kaj .qeuara u xaj agoneclleHrr.rre Ha Bo3pacr oa l0.qo 17 ro1lltr.u OPA GMTs eAeH Meceq ro
narquHaqujata6utrc ueIEnrlepr.ropHu Bo oAHoc na OPA GMTs xaj rpynara Ha Bo3pacr og 5 ao 10
roAHHr,r ga 12 o1,13 ceporunoeu (ocreu sa ceporunor 3).

HravHonourxu o.urosoDr,r no cy6rcyraHa npfirvreua

Cy6ryranara npr,rMeHa ua flpenenap 13 6um eBaJryupaHa Bo eAHa HeKoM

upaau janoHcKil AoeHqvr\aLt Aerla, Kor{rxTo npr,rMuJre 4 Aosr.r Ha Bo3pacr
185

Crypujaru noKzDrurJra gexa 6es6egHocra r{ r,rMyHorcHocra reHepaJrHo
*""u .

H a6rygynarrara HanpaBeHpr Bo cryAr.r r,rre 3a HHTpaMycKynHa anl u xaqnj

E0exrusHoQr Ha noeseHap 13

I,Ire asueua nH e BM oKoKHa 6ane cm
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Ilo.f,arouure IIIro fH o6jasu Arenqnjara sa jaeuo sgpaaje ua Aumuja (Public Health England), qeruppr

ro.f,HHH no BoBeAyBaILero Ha llpeeeHap KaKo rpr.rMapHa HMyHr,r3aquja xaj AoeHr{r,rrLa co ABe Ao3H r.r co
.fonoJHHrenua (6ycrep) .qo3a Bo Bropara roAHHa oA xr,rBoror tr co 94 %o npuua*e Ha BaKrlr,rHara Bo
AHr.rnja u ao Be.nc, roKtDKane AeKa Aorrrno rc 98 %o (95 % CI 95; 99) uarr,raryoalLe Ha 6olecra ropaAr,r
7-re cepornnoBn Bo BaKrlr,rHara. flocre4nuno, rrerupr.r roAr.rHH rro npeMr,rHor Ha flpeueuap l3
.tonoJIHHreJIHoro HaMaIryBarLe Ha 3ar{ecreHocra Ha HHBrr3r.rBHara nHeBMoKoKHa 6olecr (I4IIE) flopaAu
7-re ceporxnoBn Bo flpeneHap I,I3HecyBiuIo ol,76Yo raj Aeuara rroM.url,t oAZ roAwll't go 9l Yo rcaj

,reuara Ha Bo3pacr oa 5 aol4 roAr,rHrr. Haua"nynarrara rroBp3aHu co cneqn$HqHr.rre ceporr{[oBr.{ 3a
cexoj og 5-re Aouorur.rreJrHr{ ceporr.rnoBr.r no flpeneuap l3 (ne ce sa6erexaHr cryqar HIIB oa
ceporHflor 5) cnopea Bo3pacHH rpynu ce [pr.rKiDr(aHu go Ta6er a 2 vt ce Bo orcer ol, 68 o/o (ceporun 3)
ao 100 o/o (ceporr.rn 6,{) sa Aer{a rroMirJru o.q 5 roAHHr,r. 3uaqurerso HaMirJryBa}Le Ha 3aqecreHocra,
Hcro raKq e sa6erexaHo n rcaj flocrap]rre BospacHu rpy[u Kolrrrrro ue 6ule BaKTIHHHpaHH co
IlpeneHap l3 (HHgr.rpexruo nnujaune).

Ta6e.na 2: Epoj cJryqar no cnequQuqH[ cepornnoBrr r HaManyBarba Ha 3aqecreuocra na IIIIE no
20l3ll4 r. Bo cropeA6a co 2008/09-2009/10 r. (2008/10) cropeA Bo3pacra noAur.nuja r so Berc

Borpacr < 5 roAunu oa 5 ao 64 ro4uuu Borpacr > 65 roAuuu

2008-
l0$

20t31
l4$

%
HaMaJryBarbe

HA

3aqecreHocra
(es%cv)

2008-
l0$

2013t
l4$

%
HaM{UryBarse

HA

3aqecreHocra
(es%cv)

2008-
10$

20131

l4$
%

HaManyBarbe
HA

3aqecTeHocTa
(95%Cr*)

.Iono;rsureJ.rHH ceporrrnonu onQareHrr co flpeneuap 13

I 59
(54)

s (s) 91%

(98%;68
%o1**

458
(382)

77
(71)

83%

(88%;74
Yo1**

102
(8e)

l3
(13)

87%

(94%;72
Yo1+*

3 26
(24)

8 (8) 68%

(89 %;6%)

178
(148)

73
(68)

s9%

(72%;38
Yo1**

256
(224)

143
(146)

44%

(57 %;27
oh1**

6{ l0 (e) 0 (0) 100 %

(100 %;62
%o1**

53
(44)

5 (s) 90%

(97 %;56
%olxx

94
(82)

s (s) 95%

(99 %;81
o/o1**

TF 90
(82)

8 (8) 91%

(97 %;74
o/o1**

430
(361)

160
(148)

63%

(71%;50
o/o1** 

l,ffi 56%

N;'t'
1,\ 85

(77)
7 (7) 9t%

(97 %;75

225
(lel)

104
(e7)

,r;;:r\ i?j.eB
rQq

F *os'z
ltlE'
I .)liiti,o/o:53
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%o1** %o1** o/o1**

rlonpaneno 3a nporleHTor Ha ceporr.rnkr:;upaHl npuMepoqu, Bo3pacra r.xro HeAocr acyBa,
AeHoMHHaropor cnopeAeIc. co 2009110 I'I 3a rpeHAor Ha BKynHara r.rHB€t3HBHa nHeBMoroxsa 6olecr
lo 2009/10 r. (no roj reproA He e npr.rMeHero norpaBalLe Ha rpeH4or).
95 % CI3roJIeMeH co Poisson-oBuor I{HrepBruI rxro ce 6asupa ,u ,p".or"rara Ar.rcnep3 uja og2,l,
Ixro ce I'JIeAa OA MOAeJII{pa}bero Ha cr{re noAarorlr.r 3a r,rHBa3r.rBHa nHeBMOKOKHa 6Olecr (HIIB) oa
2000 r. 4o2006 r. npeA flpeneHap.
p < 0,005 rojruro ro on0arta 6A, npu u:ro p = 0,002.

Omumuc ueduja (OAI)
Bo o6janenata ctyguja.uzBplxeHa ao l4spaer, rcoprEcrejrfu.r nplrMapHa uuyuusaquj a co 2 gozw rutyc
AoroJIHlIreJIna (6ycrep) Ao3a Bo Bropara roAI{Ha oA xr{Boror, naujaHuero Ha flpeneuap l3 nps bM
6nno 4or<yueHTlrpaHo Bo noflyJlallnjara nps ocHoBa Ha cr,rcreMor 3a aKruBHo cJreAe]be co 3acaAyBa6e
Kynrypa Ha rerlHocra oA cpeAHoro yBo npeKy rr.rMnaHoqeHresa rcaj H3paeJrcKHre Aerla [oMaJrn ol2
roAr,rHu co OM.

flo ooae4ynalbe Ha flpeoeuap, a floroa u ua flpeneuap 13, Aorrno Ao HaMaJryBabe Ha 3aqecreHocra oA
2,1 wa0,l cnytau na 1.000 aeqa (95 %) sa ceporr.rnonpme ua llpeaenap rJryc ceporunor 64 n
HaM{InyBaILe Ha 3aqecreHocra oA 0,9 rta 0,1 clytan Ha 1.000 Aerla (89 o%) sa gonorHr.rreJrHgre
ceporl'IloBH 7, 3, 5, 7F vt 19 A ro flpeaeHap I 3. Brynnara roAr{rxHa nHeBMoKoKHa 3aqecreuocr sa OM
ce HaMarIHrIa o4 9,6 ua2,l cttytalr na 1.000 AeIIa (78 %)uefy jynn2004 r. (npe4 BoBeAyBalbero Ha

flpeeenap) u jynu2013 r. (no nonegynarlero ua llpeeeuap 15). 
-

Ifuee.ntouuja
Bo uy-nruqeHrplrqHara oncepBallucrca cryguja r.r3BprrreHa ro Opanquj 4 \puxoja e uanpanena
cnope46a Ha neproAr.rre npeA r.r no rpeMnHor og flpereuap na rpeneuap 13, aorro 4o ,*-yru*.
ol16Yo (oa 2 060 nal725 cnyrau) Ha cllre cnr{ar co rHeBMoHr.rja crercHara Bo 3aeAHraqara thc3; no
cayx6ute 3a I'IrHa MOAI{III,IHcKa noMoln xaj leqa o4 l-uece.rHa.qo l5-rolr.urrHa Bo3pacr.
Hauaryaamata 6ute 53 % (ol167 sa79 ctytau) (p < 0,001) 3a cnyqar.rre co lIC3 co rrreBpirrrHa
erlysr'rja u 63 %o (oa 0+ na24 ctyuan) (p < 0,001) si r,rr.rxpo6r.rorrorrrKr.r norBpAeHr.rre cJrf{an co
nHeBMoKoKHa IIC3. Bo ntopara roAI,IHa no BoBeAyBalLero Ha llpeaenap 13, ercynHraor 6poj cryr{a1a co
fIC3 ce HaMuuIHJI ol27 sa7 usotrupanu cryr{au (74%)6laro4apeHr.re Ha 6-re AonoJrHr.rrerrHg
ceporrrfloBr,r Ha BaKrlr,rHara ro flpeneuap 13.

HauaaynaBero Ha cnyqal{re co nHeBMoHuja npegusu,rxaHa og rcoja 6ulo npu.runa 6ulo HajNspaseuo
BO rpyHl'Ire co [oMJIaALI BaKqr,rHr,rpaHr{ flarlr{eHrr{ co HaM{rnyBa}be oA 3l ,8 yo (o1,7 57 ua 5 I 6 cnyvan)
rcaj nospacuara rpyaa <2 rogunu u 16,6 % (ot 833 ua 695 clyran) ,<aj aospacHara Fpyna oa 2 ao 5
roAr'rHr,r. 3aqecreuocra raj nocrapr,rre, nperexHo HeBaKrIr,rH ilpaHnaeqa (, 5 roauuu;i ," ." .r.rrnu
Bo reK Ha rpaerbero r^acrygujara.

Bo axrusHlaor cllcreM 3a cneAelLe (o12004 rc 2Ol3 ro4uxa) 3apa1lAoKyMeHrr,rparbe Ha n.nujauuero
ua flpeaeHap, a noroa u ua flpeoenap 13 nps IIC3 raj Aerlara ,oram ol 5 roanHr.r ao JyxeH Llzpael,
co KopHcrer6e npr,rMapHa uuyullsaqraja co ABe Ao3r.r u gono.nuurelua (
oA xnBoror, Aorrrrro Ao HaMarryBarre oA 68 % (9 5 % Cl 7 3 ; 6 I ) rcaj
(9 5 % g 39 ; 22) xaj xocnural vsa\ur4 3apaAr.r arrBeorrapHa IIC3 no
cnopeg6a co nepuoAor npeA BoBeAyBabero Ha flpeaenap.

Edercr sps Ha3odap[HrearHoro rrr,ruoHocr.rrercrso

Bo cry.qprjara 3a cJreAeBe r.r3BeAeHa no @paHquja raj 4eua co aKyrHo
6ule npoqeuyBaH, npoMeHrdre Ha nasosapu H reaJrHoro KJrr{rloHocr,rr(

ry14e;flocg:ru u ot32o/o
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cepornroBn rro BoBeAyBaBero Ha flpenenap (7-oaneHren) n noroa ua flpeaeuap 13. Bo cnope46a co

flpeneuap, flpeneHap l3 sHaqr.rrerHo ro HaMUrun HasoQapuHreuurHoro KJrr{rIoHocI,IreJIcrBo sa 6-re
AoroJrHHreJrHH ceporurorr,r (u cepormnor 6C) so Korvr6r.rHaqr.rja u vHAuBlaAyaIrHo Ha ceporlrnorure 6C,
7F u l9A. Hauarynarre Ha Knr,rrloHocrdreJrcrBoro, r.rcro rarca, 6uno sa6erexaHo u sa ceporunot 3

(2,5 oA Hacrporu l,l %o; p = 0,1). He 6r.rno ga6erexauo KJrr,rrloHocureJrcrBo 3a ceporll[osure 1 u 5.

EQercror Ha nHeBMoKoKHara xoujyrupana BaKqHHa nps naso$apuHreurHoro KJrr{IloHocl,trercreo 6I,uI

Hcnr.rryBaH ao Llspaen ilpH paHAoMlt3vpa*a4aojno cJrera cryauja no rcoja AoeHr{HILara npnMzule I,IJIH

Ilpeneuap 13 vll'u flpeneHap (7-nanenren) Ha nospacr o92,4,6 u ol, l2 rraecequ. Ilpeneuap l3 ro
cnope46a co flpeaeuap 3HaqlrreJrHo ro HaMairr.rJr HoBor.rAeHrrdQurcynaHoro HasoQapuure,ulHo
KnuuoHocr,rreJrcrBo ua 6-re Ao[oJrHr,rreJrHu ceporuflonu (u ceporunor 6C) ro rou6nnaryuiau
r.tHAr.rBHAyanHo Ha ceporunoBr,rre 6A,6C,7F, l9A. He 6uro sa6ereNaHo HaMaJIyBalLe xaj ceporunor
3, aza ceporr,rlor 5 rcoroHr{saqnjara 6um [peMHory perKa 3a Aa ce npoqeHu nrltjauuero. 3a 6 o.q

[peocraHarure 7 zaeAsuqKr,r ceporlrnosu 6r.ure sa6erexauu cJrr,rqHn cranKI,I Ha uaroQapuHreulJlHo

KJrr.rrloHocr,rreJrcrBo raj Anere BaKr.Ir,rHHpaHH rpynn. Kaj cepornnot l9F 6ulo sa6erexaHo 3HaqHreJIHo

HaMaJryBarbe.

Bo osaa cnyguja, AoKyMeHrHpaHo e HaMaryBarbe Ha ceporunonure 19A, l9F tE 6,4, ua S. pneumoniae
[rro He ce ocerJruBr,r Ha oApeAeH 6poj anru6uorurll,r. Hauarynarrero ce ABHxeJIo nouefy 34oh u 62%,

Bo 3aBr.rcHocr oA ceporuuor u aHrIa6HorHKor.

3aurHrnara eduxacHocr Ha flpeseHap (7-naneurHa saruuHa) rcaj aoeHqurra H xaj aeua

EQuxacHocra Ha 7-sarenrHr{or llpeneHap 6rura ouesera rplr ABe TJIaBHH cryAlrLt -Northern Califomia
Kaiser Permanente (NCKP) u Finnish Otitis Media (Fin OM). ,(rere cryAltv 6nne pan4otvtursvpar,la,

.laojHo cJrenn, aKTlrBHo KoHTpoJrr,rpaHr{, Bo Kor,r AoeHr{Llrsata 6ure paHAoMI{3rIpaur4 Aa rlpnMaar HJIH

IlpeneHap HnH KoHrpoJrHa BaKrlr.rHa (NCKP; MeHr,rHroKoKHa ceporpyna C, CRM-ronjyrrEpaua (MnCC)
BaKuHHa; FinOM, BaKIII,IHa 3a xerlarnr E) no cepnja oA qernpn Ao3I,I Ha Bo3pacr o92,4,6 u 12-15
\recerru. Pe:yrrarure sa e$uxacHocra oA oBr,re cryAr,ru (sa uunasunHa nHeBMoKoxHa 6onecr,
nuenuoHuja H 3a aKyreH orLIrLIc ue4nja) ce npercraBeHH noAony (Ta6ela 3).

Ta6ena 3: PesuMe na eQnxacnocra Ha 7-eareHreH flpenenapl

Tegr N VE' 95"h Cl
\CKP: BaKuHHa - ceporlrn IPD' 30 258 97 v, 85, 100

NCKP: KJn{HHqKa nueruouuja co naroJIoIuKH HaoA Ha

DEHTIEH HA TPAAHI,IOT KOIII
23 746 35% 4,56

\CtiP: Axlreu orurlac rr,re4nja (AOM)-
Bx1'neu 6poj enrEso4lr

Pexl'penren AOM (3 erI.{3oALI ga 6 ueceqlt lul.t
-l enu:o.Irl :a 1 ro4uHa)
Pexl'peHreH AOM (5 enI43oAI{ sa 6 Mecequ IrrLI
6 enu:o.lll :a I ro4una)
Txrr nasocrou n i a co [ocrulByBame .rIpeHiDKa

23 746 7%
9%

23%

20%

4, l0
3, 15

7,36

2.35

Bx1'neH ffi enuso4n '

Cure c,r1'vau Hg rrHeBMoKoxes AOM
AO\1 o,u naxuusa.nnure ceporHrIoBII ffiNJ;,&.

4,16
\r. 21,45
l'.,.M.67

n*".W,"trry
tEquxacuocr xa drql.rHara
-'O: orirouepx 1995 roar.ao.20 anprn 1999 roa.
'O: orrrorrnpn 1995 ro.& flo 30 anpun 1998 ro.q.
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E0exrxsHocra Ha flpesenap (7-sareHreH)

E$errnruocm (4nara, LI Al{peKrHuor H HHAr{peKrHr,ror e<}ercr) Ha7-sanertnuor llpeoeHap npornB
nHeBMoKoKHam 6olecr 6uta esatryupaHa Bo ABere nporpaMu 3a uuyrusaqnja rcaj 4oeuvnrlq r.r roa
[pHMapHa rarraynusaquja co rpLI Ao3r.r H npr{MapHa nuyHr,rsaquja co ABe gosra, ceroja oA Hr.rB co
AonorrHurerrHa (6ycrep) 4osa (Ta6ena 4). Cre,qejrful ja urr.rpoxam ynorpe6a ua flpeneuap,
3aqecreHocra oa HIE 6una 4ocle4Ho H 3Haqr,rreJrHo HaMulrreHa.

Ynorye6yaajftn ro crpuul{Hr-MeroAor, cepor}IlcKara cneqr,r$nuua eSerruauocr npoqeHetaza2 gosu
Ha Bo3pacr no4 I ro4uua so Berr.rxa Epr.rranr.rja 6una 66 yo (-29,91 yo), oAHocHo 100 % (25, 100 %o) za
ceporunoBr.rre 6B u 23F.

Argmen omumuc ueduja
EQercrunuocra ua flpeneHap rpu paclopeA 3 * l, nporuB aKyreH orurr,rc rrle4r.rja H rrporuB
nHeououuja, Hcro raKa, 6r,rna na6ry.uyBaHa no uej:uuoro BoBeAyBalbe Bo Har1uoHzrJrHara

IlMyHo3aIIHcKa nporpaMa. [Ipn perpocneKruBHa eranyaqlrja Ha roneMa ocurypnrenua 6a:a Ha

roAarorln o4 CA[,.nojaByBarlara na AOM 6une pe4yqupaHu 3a 42,7 oh (95 % CI; 42,4 - 43,1 %o), a
peqerrr,rre ea AOM - za 47,9 oZ rcaj aeua noMaJrr{ oA 2 roArlsu, cnopeAeHo HOTO HHBO llpel
Jrr4rleHqr,rparbeto (2004 vs. 1997 - 99). Bo crr.rqHa aHarrv3a, xocrr.rrtrJr
[oceru aa nuenuounja, npeAH3Br{KaHa oA cr,rre npuqr,rHutetu,6ute
cooABerHo. 3a cocroj6ure, cnequQnuuo u4euruQuKyBaHr,r KaKo n
sa6ereNanar-a pe4yrqnja Bo xocnr{raJrusaqr,rjara u eo au6ylarH
cooABerHo, rej aeqa noMaIIK oA 2 to/'uHu, no cnopeg6a co no

FQ1lraHrHure

W.l(ry]Ha4r,toh

nli:
.$ i.'.f*t;

,//
2"'

Ta6e.na 4: Peg[Dre ua eQexerr[BHocra ua 7-nalenren [penenap rlpornB HHBa3nBHa
nHeBMoKoKna 6o.uecr GmE)

flpxana (roguua ua
none4yname)

Ilpenopauan
pacropeA

Pe.qymq[ja rut 6otec'ra, oh 95 o/o Cl

Berura BplrraHuja
(AHrnuja u Benc)r
(2006\

2, 4, + l3 trleceuu CeDot[nosu Ha saxuuHara:
ABe AGr,r Ha Bo3pacr noA I roAuua:
85%

49,95 yo

cAI (2000)

Ieqa < 52

Jlr.rqa > 653

2,4,6, +
12-15 rraeceqra

Ceporunonu Ha BaKqr.rHara: 98 o/o

Cnre ceporuilostr:77 Yo

Ceporunonu Ha BaKqHHara:76 Yo

Cnte ceporr,rnosu: 38 Yo

97,99 0/o

73,79 0/o

HII
HTI

KasaAa (Kne6er)*
(2004)

2, 4, + 12 ueceqn Cure ceporunosu'.73 Yo

Cepornnonu Ha sarcuraHara:

2-AosHa rrreMa 3a goexuuwa:99 o/o

KorrrurereH pacnopeA: 100 %

tilI

92,
82,

100%
100%

'I.,Iu.2-ro.quruua Bo3pacr. llpecueraHa eQerruauocr Ha BaKultHara og jyHu 2008 roa. (Broome
method).
2lloAaroqu oa 2005 roa.

'[oAaroqu oa 2004 roa.
oA",,u < S-roAlnuHa Bo3pacr. 04 jaHyapu 2005 roa. Ao AeKeMBpr.r 2007 roa. Kounlersara
e$ercmnuocr 3a pyrr{HcKr4or pac[opeg2 + 1cd yune He e AocranHa.
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nHIIeHIIa 3a ynorpe6a (2004 vs.1997 -99).,{npexrnara nprquHcKo-rocreAr.rqHa BpcKa He Moxe Aa ce
3aKJIfIn oA oncepBall[cKHre aHutusrr oA oBoj rtnn. Osne HaoAH cyrepnpaar 4era flpeaenap Hrpa
3Har{HreJIHa yJlora Bo peAyrl[parbero Ha rexr.rHaraHasa6onynarrara Ha MyKo3ara (AOM n
nHenuoHnja) ro qeluara nonynaquja.

Cr.vauja sa e0uracHocr rcaj sogoacHn Ha sospacr oa 65 roar.rHn u nocrapu

EQnrcacHocta nporlrB fIC3 u I,IIIB npegu3Br,rKaHr,r oA rnn nHeBMoKoKH ttpucyrHn Bo BaKrlr.rHara (TB)
ce npoueHyBaJla Bo ollcexHa, paHAoMr,r3npan4 grojno cne[4 nraqe6o KoHrponupaua cryluja
(I4cnnryearre Ha LIMyHIr3aquja sa nuenuoHuja creKHara Bo 3aeAHrarlara rcaj aospacua [Community-
Acquired Pneumonia Immunization Trial in Adults]{APiTA) no Xonau4nj a.84 496 nurla Ha Bo3pacr
oA 65 roluurr u nocrapl{ nppIMrIJIe eAHa BaKTIHHa co flpeoenap 13 uttu nnaqe6o no cJrfraeH us6op ao
oAsoc 1:1.

Cry4njam CAPiTA onQatura BoJIoHrepH Ha Bo3pacr ) 65 ro,qnnu qrurrro geuorpaQcrn n
3ApaBcrBeHI.r KapaKrepr,rcrr,rKu ce pa3JruKyBaJre oA oHr.re Ha Kou uu 6uta norpe6ua earcquuaqnja.

flpoara enI,I3oAa Ha xoclr,rraJrr,r3upaHu Jrr{qa co rrorBpAeHa nHeeuouuja [peKy peHrreH Ha rpaAHuor
roru 6una n4eu'ruor.rxyaaHa raj oKoJIy 2 %o ol, oBaa ronyJraqnja (n : l814 nuqa) o,q rcou 329 cryrrau
HM€uIe norBpAeHa rIHeBMoKoKHa tIC3 u 182 tmuar{MrrJre rHeBMoKoKHa fIC3 TB xaj nonynaquja
cnopeA rporoKoJror u nonynaqrEjara co r.r3MeHer rJraH 3a rperMaH (mITT).

EQurcacuocradwtaAeMoHcrpr.rpanasa rpr.rMapHure r.r ceKyHAapHure rcpajun roqKpr rcaj nonynaqujara
cnopeA nporoKonor (Ta6era 5).

Ta6e,'ra 5: EQerrunnocr Ha BaKIIITHa (EB) ra [pruapHn H cer(yHAapHn xpajnu rorrxrr oq crygujara
CAPiTA (uony.naquja cnopeA npororco.nor)

Kpajna roqra Ha eQerrnanocr

Clyvau
EB (%)

(95'20/" Cl) p-BpeAHocTBrynn
o

Ipyna
llpenenap 13

Ipyua co
n.raqe6o

ITptmapua xpajua moqKa

llpna enusoga Ha norBpAeHa
rHeBMoKoKHa IIC3 TB

139 49 90 45,56
(21,82,62,49)

0,0006

C e xy u d apnu xp aj uu moqKu

Ilpua enuroAa Ha norBpAeHa
HE/HIII nHeBMoKoKHa tIC3
npeAr.r3Br,rKaHa oA Trrn
IIHeBMOKOKH rrpr4oyrHr.r BO

BAKIIHHATA

93 JJ 60
45,00

(14,21,65,31)
0,0067

llpna enuro.qa Ha I4IIB-TB2 35 7 28 75,00
(41,06,90,87)

0,0005

tfIE-fIH - ne6amepucra/ Heunaagnsna

'trfIB-TB - r.rHBanr.rBHa rHeBMoKoKHa 6onecr EpeALI3BI,IKaHa oA TLIn

BaKqI{HaTa

lHeBMOKOKr,r npHCyTHH BO

z.ffi\
t':r.::

Bper,rerpaerrero ua sdurryrrlarp eQnracuocr nporr,rB npBara enn
FD/I{I4 rHeBMoKoKHa nCl TB n HIIE TB ce npo4olxnla nNs 4
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Crygujam se 6ula 3aMLIcJIeHa 4a ja genroncrplrpa eQnxacnocm Bo noArpyrure n 6pojor Ha JrHrIa Ha
Bo3pacr > 85 roAuul,t ne 6ul AoBoJIeH 3a Aa ce AeMoHcrpr,rpa eSuxacuocra Bo oBaa crapocHa rpyna.

Kopncteua e post-hoc aneufi4sa 3a Aa ce npecMeraar cneAnrrre r,rcxoAr,r o4 januoro 3ApaBcrBo Hacnporr.r
KJII{HIrqKara CAP (raro Irlro e geQunupano no crygnjara CAPiTA n Bp3 ocHoBa Ha K[HHHrrKHre
HaoAH 6es orleg Ha paAlloJlourcuot nuSurrpar rrnn eruoJrorrrKara norop4a): e$uxacuocr Ha BaKrIr.rHa
(EB), uauaayBalLe Ha crarKa Ha 3arrecreHocr (IRR) n 6poj norpe6en 3a BaKqr.rHarlnja (EIIB) (Ta6ena
6).

IRR, nosnato H KaKo HHIIIIAeHIIa ua 6onecru rrrro Moxe Aa ce c[peqar co BaKrIr.rHq ro npercraByBa
6pojot Ha cJIfIar ro roj 6olecra Moxe Aa ce cnpequ co BaKrIr.rHa npu 100 000 qoseqru roAr4HH Ha
oncepeaqr.rja.

Bo Ta6ena 6, BIIB npercraByBa MepKa co rcoja ce raaHtuSnrcyna 6pojor ua nyfe rou rpe6a 4a ce
BaKrtrr,rur.rpaar co rleJr Aa ce cnpeqlr eAeH KJrr,rHt4trKr,r crryvaj co CAP.

Cryauu sa I,INayHoreHocra xaj sospacHr.r Ha gosoacr 218 roar,rHr,r H rcaj nocrapr,r Jrr,rua

Kaj oospacHure He 6ur onpegeneH nparor Ha KoHueHrpaqnjara Ha ceporr.rn-cnequsuvHure
IIHeBMoKoKHLI noJlucaxapnAHpl Bp3yBaurcu IgG-aHrureJra, noBp3aHH co 3alrrrr,rrara. 3a cure rJraBHr.{

(pivotal) KTITHITIIKLI [cnl,IryBarba, ceporuncKu cnequ$uueH oncouoQaroqr.rro3eH recr (OPA) ce
Kopr..rcrr,r KaKo cyporar 3a orleHyBarbe Ha noreHrlwjatruata eSurcacHocr B€I3HBHA

rrHeBMoKoKlra 6olecr n nporr.{B nneauoHuja. llpecueraHu 6ute rr.rrpr.r (GMTs)
Ha OPA, r,r3MepeHu l: ueceq no cercoja naxquuaquja. OPA uunpoqHa
BpeAHocr Ha,uajrucoxoro ceprycxo pa3peAyBame, Koe to Ha
sa uajua.nry 50 %.

Table 6: EQerrnnnocr Ha BaKuuHa (EB) Hacnporu x.rrnnqra CAP'
Ennsogn EQercrnnnocr na

narqnna' o/o (gsoh
CD

(eAnocrpana p-
speaHocr)

3aqecrenocr npu 100
000 qoneqxn roArrHr.l

na oucepnaquja
(Jrro)

Harua.nyna
ILE HA

cTa[Ka Ha

3aqecTeHocr

'1ss,t cr1

Epoj
norpe6eH

3a

BAKUIIHAIII,l,3
Ja

rIpeaenap
13

IIraue6o llpereHap
13

IIraue6o

AHarusa
HA CHTE

enH3oAl.r

137 5 1495 8.1

(-0.6, 16.1)

(0.034)

819,1 891,2 72,2
(-5,3,149,6)

277

AHarusa
Ha npBa
enH3oAa

1126 1214 7.3

(-0.4,14.4)
(0.031)

670,7 723,7 53,0
(-2,7, 108,7)

378

* flaqnesrn co Hajruaaxy 2 oaategture: KaruJruua, nypyJreHTeH cnyryM, TeMneparypa >38oC rEar.r <36,loC;
nueauounja (aycxynmtopnu naogn); JIeyKoIrLITo3a; BpeAHocr Ha C-pearruaeH nporelrH >3 naru oa ropHara
HopManHa rpagurra; xnnoxceunja co AenyMeH npHTHcoK Ha Kr,rcJropoA <60 mm Hg npu AHrrrege na au6uenralen
Bo3Ayx.

'3a npecuerxa ua EB Kopr,rcreH e MoAerror ua perpecnja co cnyvajuu e$ercru Poisson.
'Xa.j t00 000 .{oneqru roAr.rHr.r na oncepraquja. tRn ce npecr.ryra *a*t rur""r"Hocr Bo rpynara co nraue6o ullHyc
3aqecreuocra Bo rpynara co BaKqIrHa LI MareMarHr{KH e eKBlrBtureHTHo Ha EB x saqecteHocra Bo rpynara co nlaue6o.
3 Bps ocuona na 5-rogltuua 3alurl,rra. EIIB ne flpercraByBa cranKa, TyKy, Harporr.{B, ro o3Haqyra'6pojor na
cnpeqerru cr,yqav 3a AaAeH 6poj fl,rqa Kor,r ce BaKrIr.rHHpaHu. EIIB r,rcro mxa ja onQafta AoJrxrrHara Ha HcnuryBamero
I,IJII,I BpeMerpaerbero Ha 3aluruTara H ce flpecMeryBa KaKo I no4eleu co npor,r3BoAor oa IRR r{ BpeMsrpae}sero Ha
3aruruTara (ulu 4olxuua Ha r{cnr.rryBarrero) (:I(IRR x speil,rETpaene).

's66$9'
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frasHn (pivotal) ncnnryBarba sa flpeoeuap 13 6une 4usajuupaHu Aa roKaxar 4erca tpyHrquoHrulHll
o.uroBopH Ha OPA-aHrnrenara sa 13-re ceporu[oBr,r ce Heuu$eprropHr,r, a 3a HeKoH ceporI,InoBI,I

nolo6pu oa l2-re ceporunoBr{ 3aeAHutrKr,r co Jrr,rrleHrlr,rpaHara 23-sailelfiHa nHeBMoKoKHa

nonrcaxapHAHa BaKTIHHa (1, 3, 4 , 5,6B.,7F,9V, 14, l8C, l9A, l9F, 23F), eaeu Meceq no ynorpe6ara
Ha BaKrrHHara. O4ronopor KoH ceporunor 6,4', roj e yuurcareH:a flpeaenap l3,6nr onpe4ereH [peKy
AoKaxyBarbe ua 4-xparuo 3roneMyBarbe Ha cnequSuvHrlor OPA-rnrap Bo oAHoc Ha Hr.{Boara [peA
ur',ryul.rsaqujara.

Bo Enpona n no CAI 6une cnponeAeHn ner KnrrHrrrrKn cryAVLr, rouurro ja orIeHyBiIJre HMyHoreHocra
ua flpeneuap l3 xaj pasnr.rqHr.r Bo3pacHu rpynn, Kor4 Bapnpuue oA l8- Ao 95-roAuruHa Bo3pacr.

Kluunqxure cry4lt4 co flpeneHap l3 no uorrteuror o6es6eAyBaar rroAarorlr.r 3a uuyHoreuocra rcaj

Bo3pacHr,r Ha Bo3pacr oA 18 roAr,rnla h r,ocrapv, nrclyrynajr(u r,r Bo3pacHH Ha Bo3pacr oa 65 roAHHr,r u
flocrapu, nperxoAHo BaKrlr.rHr.rpaHr.r co eAHa LrJrr{ co nosefte AosuZ3-aaileHrHa [HeBMoKoKHa

[onucaxapuAHa BaKrIrrHa, 5 ro4uHr,r npeA BKnyr{yBa}bero Bo r.rc[rrryBamero. Cexoj a cryllalla BKJI]tr{yBa

3ApaBH BupacHr,r Jrr..rqa u r,rMyHoKoM[ereHTHr{ Bo3pacHlr nHrla co cra6uttuu, seke nocroeurlt, coctoj6u,
3a Korr ce 3Hae AeKa rrMaar flpeAr,rcflo3utryjaza nHeBMoKoKHa uHrfexuuja (ua np., xpoHI,IqHa

KapAuoBacKynapHa 6orecr; xpoHnqHa 6eno.qpo6ua 6orecr, arcnyryoajftu v acrMa;6y6pexura
HapyrxyBarba u 4uja6erec MeJrr4Tyc; xpoHr{rmo sa6onyBarbe ua qpulror Apo6, nrny.ryrajftra x sa6orryname Ha

upHuor apo6 [peAr.{3BnKaHo oA a.flKoxoJr) u soapacuu Jtr{qa co pr.rsux<[arroprr, KaKo [ylxe]Le n anoynorpe6a
Ha aJrl(oxon.

Hr'.ryuoreuocra u 6eg6eAnocra Ha flpeneuap 13 6rutlaAoKiuxaHa xaj noepacuu Ha Bo3pacr oA l8 roAuun u
rrocrapu, eruryuynajrtlr rlr r{ oHr{e [pETxoAHo BaKrIr,rHr,rpaHH co nHeBMoKoKHa noJII{caxapHAHa BaKIII,IHa.

Bospacuu ttuqa, Konutmo npemxodruo ue 6ute saKquHupaHu co 23-eaneHmHa nHe*JttoKoKHa

n o-'t uc ca apud u a e arcquu a
Bo rounapau.rBHo HcrrurryBarbe cnpoBeAeHo raj aospacHu Ha Bo3pacr oa 60 ao 64 rogutu,
)'r{ecHnur.rre rrpr.rMraJre eAHoKparHa Ao3a ltJrn flpeoeuap 13 unu23-saneqrqa nHeBMoKoKHa

ronxcaxapuAHa BaKuHHa. Bo ucrara cryguj4 Apyra rpyna Bo3pacHH y"IecHuIIu oa 50 ao 59 roAusu u
.rpyru crapocHu rpynu Ha Bo3pacr nouefy l8 - 49 roAr.rHH rpnMr.rJre eAHoKparHa 4osa flpenenap 13.

Tade:ra 7 ru cnope4yna OPA GMTs, 1 ueceq no Ao3ara, rcaj 60 - 64-ro.qprurnv uHALtBLtAyr.r, Kourrrro
npHunne HJrr,r eAHoKparHa Ao3a flpenenap 13 u:l.u 23-sareHrHa nHeBMoKoKHa noJrucaxapuAHa BaKr{r.rHa

ru xaj 50 - S9-roanruHr,r r4HAuBr,rAylr, Kor.r npuMrrJre eAHoKparHa gosa flpeaeHap 13.

Ta6sra 7: OPA GMTs maj nospacuu ua 60 - 64 roAunn, xaj xouurro e AaAeH [IpeneHap 13 n.rn
23-sa,reHrua rHeBMoKoKHa noJrrrcaxaprAHa BaKrIrrHa (PPSV23) u rcaj norpacHH Ha 50 - 59

KOHIIITO E AAACH an 13"!''
Ilpeaenap 13

crpena PPS\'23,
60 - 64 ro.rxHs

Ceporun

X):1.32
I,l9:2,13

llpenenap 13

50 - 59 crpeMa
60 - 64 roArrHrr

-'sHxu9-
Sxon9

0,93;1,62')

llpenenap
l3
50-59
fOAHHH
N:350 -
384
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6At 4328 2593 213 1.7 (1.30:2.15) l2,l (8,63; 17,08)
6B 3212 1984 788 1,6 (1,24;2,12) 2.s (1.82: 3.48)
7F 1520 tt20 405 1.4 (1,03; 1,79) 2.8 (1,98;3,87)
9V 1726 tt64 407 1.5 1,1 l; 1,98)

,)o (2,00;4,08)
4 957 612 692 1,6 l,16;2,12) 0,9 (0.64: 1.21)
8C 1939 1726 92s I,l (0,86;1,47) 1.9 (1,39;2,51)
9A 9s6 682 352 1.4 (1,16; 1,69) 1,9 (1,56;2,41)
9F 599 517 539 1,2 (0,87;1,54) 1,0 0.72 1.28)

23F 494 37s 72 i.3 (0.94: 1.84) \) (3,67;7,33)
u HenuSepnopHocra e 4e$raHupaHa KaKo AonHa rpaHr.rqa Ha ABocrpaHuor 95 Yo Cl, zaGMR noronEraa
oA 0,5.
b CrarucrHqrcu euauajuo [oroJIeM oAroBop 6un 4eQrauupaH KaKo AoJrHa rpaHr,rua Ha ABocrpaHr.ror 95
o/o CI, sa GMR noroleua oA 1.

" 3a ceporunot 6At, xojurrc e yHHKareH sa flpeneuap 13, crarucruurcn suavajHo noroJreM oAroBop
6un 4eQr,rHupaH KaKo AoJrHa rpaHlrr{a Ha ABocrpaHnor 95 o/o Cl, za GMR noroleua o!,2.

Kaj aospacHu lrv\a Ha Bo3pacr oa 60lo 64 roguuu, OPA GMTs sa flpeneHap l3 6une uenHQepr.ropul.r
Bo oAHoc Ha OPA GMTs sa 23-suteHrHara [HeBMoKoKHa noJrucaxapuAHa BaKrIr{H a, sa l2-re
3ae.(HI.ItIKH ceporI,InoBI,I 3a ABere BaKrIr{Hrr. 3a 9-re ceporr,rnoBr.r, ce noKax€Lno AeKa OPA-rurpr,rre 6ule
crarrrcrr.rqKr,r 3HaqHTeJrHo noBlrcoKr.r raj npuuareJrr,rre Ha llpeneHap 13.

Kaj nospacHn lrw\a Ha Bo3pacr oa 50 .qo 59 ro4unu, OPA GMTs 3a cr{re 13 cepornnoau ao flpenenap
13 6nne ueunSepuopHll Bo oAHoc Ha oAroBopr.rre KoH flpeneHap 13, rcaj Bo3pacHn nnrla oA 60 lo 64
roAHHI,I. I4uyuolouxl,Ire oAroBopu sa 9-te ceporr{noBr,r 6une nonpsaHu co Bo3pacr4 Bo3pacHr.rre Bo
rpynara oa 50,qo 59 roAnHI,t noKoKaJIe crarr,rcrlrrrKn 3Haqr,rreJrHo no4o6pu oAroBopn oA Bo3pacur,rre
Bo rpynara oa 60 ao 64 rogwuu.

Kaj cnre BGpacHLI JILIqa > 50 ro4uun, BaKrIr.rH[paHr{ co eAHoKparHa Ao3a flpeaenap 13, OPA-rr,rrplme
3a ceporHflor 6A 6rEne 3HatILIrerHo noBl,rcoKr,r orKonr(y xaj nospacHn > 60 roAusr,r, KoH rrpr.rMHJre

eAHoxparHa Ao3a oA 23-sanertnara nHeBMoKoKHa noJrucax apn4na BaKuHHa.

E4Ha rognHa no BaKrlr.rHaqrajara co flpeneuap 13, OPA-rr.rrpr.rre onaAHane no cnopeg6a co
BpeAHocrI,ITe eAeH Meceq no BaKrlr,rHarlnjara. Cenax, OPA-rurpnre 3a cHTe cepornnoBu ocranzrJre
[oBr,rcoKH oA noqeTH]rTe HuBoa:

Ta6ena 8 ro norcaxysa OPA GMTs 1 ueceq no npr.rMeHa Ha eAr{Hr,rr{Ha 13 xaj nuqa na
Bo3pacr ol l8 ao 49 ro4rlnu no cnope46a co Jrr,rqa Ha nospacr o4 60

^
:.)
t

IloqerHure HHBoa OPA GMT Hrsoa OPA GMT eAHa roAHHa
no flperesap l3

Bospacuu Ha Bcpacr oa 50 ao 59
ToAIIHH, KoI,IIrrro ge 6nne
nperxoAHo BaKrlrrHupaHH co
23 -r,arertqa nHeBMoKoKHa

noJrucaxapuAHa BaKrIr.{Ha

oa5ao45 ot20 to 1234

BospacHu Ha Bo3pacr oA 60 ao 64
roAnHrI, KoIIIITo ne 6nne
IrpeTxoAHo BaKrIr{Hr,rpaH,r,r co
23 -saileqr*a rrHeBMoKoKHa

rroJrr,rcaxap[AHa BaKuuHa

oa5ao37 oa 19 ao 733
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Ta6e.ra 8: OPA GMTs xaj norpacurr Ha Bo3pacr oa 18 Ao 49 roAuurr rr oA 60 ao 64 roArrHrr,
Korrrrrro rrpr{Mnne Ilpenenap 13u'b

18 - 49 roAuHrr
N=836-866

60 - 64 roArrurr
N=359-404

LB - 49 roArHrr
crrpeMa 60 - 64 roAuHu

Ceporun GMT' GMTb GMR (95 Yo Cl"\
I 353 146 2,4 (2,03;2,87)
J 9l 93 1.0 (0,84;1,13)
4 4747 2062 2,3 1.92:2.76\
5 386 199 1.9 (1,55;2,42)

6A 5746 2593 a1 (1.84:2.67\
6B 9813 I 984 4.9 (4,13;5,93)
7F 3249 1120 2.9 (2.41:3.49),

9V 3339 tt64 2,9 (2,34:3,52)
t4 2983 612 4.9 (4,01;5,93)

l8c 3989 1726 2,3 l,9l;2,79)
l94. 1 580 682 ')? (2.02:2.66\
l9F I 533 517 3,0 (2,44;3,60)
23F l 570 375 4.2 (3,31; 5,31)

u Henn$epuopHocra e 4e$uuupaHa KaKo Aonua rpaHr.rqa Ha ABocrpaHnor 95 oZ CI, sa GMR
noroJreMa o.q 0,5.
o Crarucrnqxn sHauajuo noroJreM oAroBop 6un 4e$nuupaH KaKo AonHa rpaH[rla Ha ABocrpaHuor 95

Yo Cl, za GMR noroleua oA l.
" HHrepsarure Ha AoBep6a (CI) 3a cooAHocor rrpercraByBaar noBparHn rpaHctpopMarlnu Ha

HHrepBiuror sa 4oeep6a, 3aocHoBaH ua t-4ucrpu6yuujara Ha cryAeHror 3a cpeAHara pa3Jrlrxa Ha

NOTADHTMHTE HA NAPAMCTPI,ITC.

Kaj noopacnu Ha Bospacr oa 18 ao 49 roprnu OPA GMTs 3{! cHre 13 cepo'rnnoou ro flpenenap 13 6rane

nexuQepuopHu Bo oAHoc Ha oAroBoprrre na flpeeenap 13 xaj aospacHr,r ntltla Ha Bepacr oa 60 ao 64 roluutl

E:xa roAuua ro BaKrIHHa4ujara co flpeneHap l3 OPA-rlrrpnre o[aAHaJre no cnope46a co
Bp€JHocrHTe eAeH Meceq lro BaKrlr,rHaqujara. Cenax, OPA-rrarpure 3a cHTe ceporr{noBl4 ocraHale
NOBHCOKH O,II NOI{CTHHTE HI{BOA.

. "i:.:: 9 ro cnope4yea OPA GMTs, I rueceq rro BaKr{r{Hrrparbero Ha Bo3pacHr,r Ha Bo3pacr or > 70

. .: -;1:lr. nperxoifHo'BaKrIr.rHHpaHlr co nHeBMoKoKHa noJlucaxaplrAHa BaKur{Ha- llpeneHap 13 ir;ru 23-
:' .3:.lHa nO--ItlCaXapUIHa BaKIII4Ha.

Iloqeruure Hr4Boa sa OPA
GMT

Husoa na OPA GMT eana
roAr4Ha no llpeseuap l3

I nopacxn Ha Bo3pacr oa 18 ao 49
Faa{uffi KoHrrrro He 6ule

F :ffiHTT##"
S;ftjf;I'rHa BaKuHHa

oa 5 .qo 186 ot 23 to2948

6 aKquHup aH u c o 2 3 - e an e Hm H a nH e alvt o Ko KH a n oruc ca apud u a e arcquu a
oAroBopr,r xou llpeaeuap 13 u rcoH 23-sareHrHara noJlltcaxapuAua sarquHa 6LUIe

Bo KoMnaparnBHo r,rc[rrryBarbe rcaj ro:pacHn Ha Bo3pacr > 70 roAuHu, Kor4rrrro rrpHMHJIe

nHeBMOKOKHa rroJrr,roaxapr.rAHa BaKur{Ha, uajuarry 5 roAI.tHlt IIpeA BaKulIHlrpa]bero

t<



Ta6e.na 9: OPA GMTs naj norpacnn na ) 70 ro4nun, BaKTIHHHpaHH co rrHeBMoKoKHa
noJrucaxapHAHa BaKIIITHa - Ilpenenap 13 n.nn 23-sareHrHa rroJrrrcaxapnAHa BaKuHHa

(PPSV23)",b,"

Ilpeneuap 13

N: 400 - 426
PPSV23

N=395-445
Ilpeaeuap OPA GMT-rHrprr

crrpeMa PPSV23
CeDornu OPA GMT OPA GMT GMR (9s % ct)

I 81 55 1,5 t.t7 1.88)
J 55 49 1,1 (0,91; 1.35)
4 545 203 )1 1.93 3,74)
5 72 36 2.0 (1,55;2,63)

6AT 903 94 9,6 (7,00; 13,26)
6B 1261 417 3,0 (2,21;4,13)
7F 245 160 1.5 (1.07:2.18)
9V 181 90 2,0 (1,36;2,97)
t4 280 28s 1,0 (0,73;1,33)

l8c 907 481 1.9 1,42:2,50)
19A 354 204 1,8 1,43;2,20)
l9F JJJ 214 1.6 l,l7;2,06)
23F 158 43 3,7 (2,69;5,09)

u HeuuQepnopHocra e geQnur,rpaHa KaKo AonHa rpaHr,rqa Ha ABocrpaHuor 95 %o CI za GMR noroleua
og 0,5.
b Crarucrn.Iru sHauajno noroJleM oAroBop 6un ,qe$r,rHr,rpaH KaKo AonHa rpaHr.rua Ha ABocrpaHr,ror
gsohcl, ga GMR noroleua og l.
" 3a ceporunor 6At, rcojurro e yHHKareH sa flpeneuap 13, crarucruvxlr sua.rajuo noroJreM oAroBop
6r.rn 4erfuuupaH KaKo AoJrHa rpaHr.rqa Ha ABocrpaHnor 95 %oCI, sa GMR noroleua oA 2.

Kaj nospacru4, BaKIII.,rHr,rpaH[ co [HeBMoKoKHa nonucaxapuAHa BaKTIHHa uajrr.ralxy 5 ro4uuu npe4
KJII{HHr{Kara cry[nja, OPA GMTs sa flpeneHap 13 6urc uenn$epnopHu oA oAroBopure ua 23-
BruIeHTHara [HeBMoKoKHa [onucaxapr4AHa BaKrIHHasal2-re 3aeAHur{Ku cepornnoBn. I4cro raKa, Bo
oraa cry4uja 6nne 4euoxcrpl,IpaHl,I crarncrr.rr{Kr.r 3Harrr,rreJrHo noBHcoKH OPA GMTs sa l0 oa l2-re
3aeAHI4r{KLI ceporplnoBl{. I4uyHororuKlror oAroBop KoH ceporunor 6,{ 6nl crarxcrHqKH 3Har{HTerHo
[oroJIeM no BaKIII,IHaIInjara co flpenenap l3 orrcomy no rrpuMa]bero Ha 23-saneHrHara [HeBMoKoKHa
noJII,ICaXapHAHa BaKrIr4Ha.

EAua roAllua no BaKIIHHI,Iparbero co flpereuap 13, rcaj Bo3pacHH Ha Bo3pacr oA 70 roAuuu.H nocrapu,
xou 6ule BaKIIHHI,IpaHr co 23-saneHTHara nHeBMoKoKHa noJrr.rcaxapuAHa BaKr.u.rHa Hajrraa.nxy 5 roAusr.r
[peA BKJIfIyBarLero no cry.qnjara, OPA-rurpr,rre onaAHarne Bo cnopeA6a co epe4Hocrr{re eAeH Meceu
IIo BaKIII{HaUr.tjara. Cenar, OPA-nrrpure 3a cHTe ceporHnoBH ocraHyBaar noBHcoKH oA noqerHHre
HLIBOa:

lloqerun HHBoa OPA GMT Hngoa OPA GMT eana
roAHHa no flpeseHap l3

Bospacuu > 70 roguHlr,
BaKrIHHr,rpaHu co 23-sareHrHa
IIHeBMOKOKHa nOnHCaXapr.rAHa

BaKuHHa uajuarrcy 5 roAusr.r
rpeA BKnyqyBalbe Bo cry4ujara

ot9 to 122 o.q 18 ao 381

@;,,
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HMyHonoumu o.4rosoor raj noce6HI,I nonyrauuu

Jlnuara co AoJIyHaBeAeH[re cocroj6u HMaar 3roJIeMeH

3Haqelbe Ha HI,IBoro Ha aHTHTeJIa Ao6ueun co [pI'IMeHa

He e no3Haro.

pH3r{K oA [HeBMoKoxna 6onecr. Kluuuqroro
Ha llpeneuap l3 raj onue noce6su rorynallnll

Eo-tecm Ha cpnecmutne KremKu
Ornopena cryguja Ha eAHa rpyra co 2 losu flpeneHap 13 ,qa.qenu ua pactojanue oA 6 uecequ 6ula
crpoBeAeHa ao Opauquj a,khatruj4 Bemrxa Epurauuja, CA,{, JL.r6aH, Eruuet u ao CayAucxa

Apa6uj4 xaj 158 Aeqa u aAonecrleHrr.r Ha Bo3pacr > 6 lo < 18 roAllsu co 6olecr Ha cprecrrlre KJIeTKI{,

KoHrrrro [perxoAHo 6nne naxquHnpaHr.r co eAHa r,rnu co nonette Ao3H oA 23-sareHtHara nHeBMoKoKHa

rro.'r11mlgpuAHa BaKrrr,rHa Hajrvramy 6 uecequ npeA BKIIyqyBaILero oo cty,uujara. IIo npnara

sax[HHaquja flpeneHap 13 rn norruKHaur HHBoara Ha aHrLITeJIa, [I3MepeHH u co IgG GMC u co OPA

GMT, Kogrrrro 6une craulcrr.rqxr.I 3Haqr,rreJlHo noBI{coKLI no cuopeg6a co HHBoara npeA

naxrq{Haqljara. HuyHolourKr.rre oAroBopr,r no Bropara Ao3a 6nle cuope4JIHBH co oHI'Ie no npBara

roga EAHa roAr.rHa rto nplrMeHara Ha BTopara Ao3a HHBoara Ha aHTI,ITeJIa H3MepeHI,I co noMoIrI na IgG

GMCs n na OPA GMTs 6nre uosucoKr.r oA HHBoara ga6erexaHll npeA npl'IMeHara Ha rlpBara Ao3a

Ilpeaenap 13, co l.rcxtryrroK Ha IgG GMCs 3a ceporl{nosurc 3 u 5, xoHtuto I,IMiuIe HyMepI,Ir{KLI oJII'Ir{HI{

Bpe.f,HocrH.

Jaaaanuneryuu nodomoqu 3a uilynozeHocma ua llpeoeruap (7-aateumeu): de4a co donecm rua

W*{"#:f,{ho"r"ruo fuutruucnnryBaHa Bo orBopeHa MynruqeHrpr.rvua cryauj arcai 49

.roeflq1rLa co 6orecr Ha cp[ecrr,rre KJrerK[r. Aeqara 6t,tre sarquuupanu co flpeneuap (3 .qosll Ha

pac.rojarure oA eAeH Meceq sanovHynajftra oA 2-ueceqHa Bo3pacr),46 ol, oBHe AeIIa ucro raKa npI'IMI'IJIe

E lignermra nHeBMoKoKHa noJrr{crxapr,rAHa BaKIII,IHa Ha Bo3pacr oa 15 ao l8 uecequ. flo

3a care ce$v cepornnoBr,r Kolr ce uaofaar ao flpeneuap. flo saxllnHl{parbero co noJlucaxap[AHara

la.rrrrrHa 6mo:a6enexaHo 3Haq[TejIHo 3roJleMyBarbe Ha KoHIIeHTpaII]I]ITe Ha aHTI'ITeJIara 3a ceAyMTe

cEporrmoB4 urro nocoqyBa Ha roa Aera 6una BocnocraBeHa 4o6pa HMyHoJIoIxKa rrrervropuja.

J*u y aozlncHu tuua. xouumo npemxoduo ue 6wte eawluuupauu co nueeilorcoxua earcquua

IildBmQxuxpaHu Aerla r.r Bo3pacHr.r Jrr{qa co CD > 200 rnetxu/pl- (cpegna npe4uocr 717,0

FB$f oo BHpaIrHo onroBapyBane < 50 000 ronuu/ml (cpeaua BpeAHocr 2090,0 rour'ru/ml), 6es

^€=flX; 
noBp3ana co cI,IIA r.r Kor.rrrrro rperxoAHo ne 6ure BaKIIHH,paHI,I co nHeBMoKoKHa

/ff ruililtmt nae 3 Aosr flpeneuap 13. Iloro4 Bo cKrraA co orlnrure rperopaKl,I, 6nna auuurpaHa

; J- lffi*ureQil oA 23-sareHrHara nHeBMoKoKHa noJlllcaxapuAHa BaKIIIIHa. Baxqunure 6une

;: fWGf;A;;r;;;;;.;, Meceq.I,Ir'ryronourrui. o4.ouop,6ure npoqeHyBaHLI xai259 -

i&EEffi ;"#f ff .TxnTJ#'x#fJ#Hffi ffi'jixrH3,l#T""[4"ffi [?I3,^La E Tffiprr;nap 13 nr florrlrKHrur HrrBoara Ha aHrureJlara, LI3MepeHH u co IgG GJ

p I't6fg lffilh 6ure crarncrurrxr, 3Har{r{reJrHo roBHcoKLI no cnope46a co HLIBoara npeAtDrlc -I,EIJD U urutt tilalltr,1t1.1^n 5r14.rrrrsJlnu lruDnw^r Dv wrrvl/wAv4 vv rruDv4rs rrl/vA

=i*ifr:ama- 
[Io BTopara H ro rperara Ao3a flpeneHap 13 utvtyHonollrKrlre oAroBopl{ 6ule cmlqsn

no npBara Ao3a HJII,I IOTOJIeML OA HI,IB.

&sfrrrr$y ruua nwmxoduo eaxuuuupauu co 23-eaJteumua nueeuoxorcua no,ilucaxapudua eattuuua

tgmmQrrypanx Bo3pacHH Jrr.rua Ha Bo3pacr > 18 roAuHtt co CD4 > 200 xnerxu/pl (cpe4ua

Teu6r 6O9.1 xlerru/pl) u co Br.rprrrrHo onroBapyBame < 50 000 xonuu/ml (cpeaHa npeguocr 330,6

ry.ml). xoglrrro 6ure'6es arcrr,rBHa 6onecr noBp3aHa co CI4[A udute [perxoAHo BaKITHHHpaHH co

l3+agETaa nHeBMoKoKHd nolucaxapr.rAHa BaKIII,IHa AaAeHa najuanxy 6 uecequ [peA BKnflyBalbero,
ilT r 3 :ex flpeeeHap l3 - upra BKryrryBabero, Ha 6 uecequ ulc.a12 Meceq[ ro npBara Ao3a

a1



flperenap 13. HrvrynonorrrKrlre oAroBopn 6une npoqeHyBaHLI rcaj23l -255 wcnuraHnl{I{ noAo6Ht{ sa

nporleHKa, npu6luxlro eAeH Meceq no ceroja 4osa flpeneuap 13. IIo npBara Aosa llpeneHap l3 ru
norrlrKHtur HHBoara Ha aHTrrreJrara, I,I3MepeHI,I r.r co IgG GMC u co OPA GMT, rouuro 6ule
crarrrcrr,rqKr, 3Harrr,rreJrHo noBr,rcoKu no cnopeg6a co HlrBoara npeA BaKuHHaIujam. IIo nropara u no

Tperara 4oaa flpeneHap 13 rauynoJror.rrxr{Te oAroBopr.r 6une cnope4JII4BH co oHHe no npBara Ao3avrfi4
noroJreMr4 oA Hr,rB. Bo cry.unjara 162 ncnutaHr,rrlu npHMI,IJIe eAHa [perxoAHa Ao3a 23-sar.errHa

nHeBMoKoKHa [oJrucaxapr,rAHa BaKrIr,rHa, 143 ucnutaHl,Iqu [pHMI{JIe no ABe nperxoAHl,I Aozu vt26

ucnr,rraHnr-lr{ - nosefte o4 2 nperxoAHr,r Ao3H 23-sareHrHa [oiIHciIxapHAHa BaKIIL'IHa. Hcnnrauuqure
Kor.rnrro flpr,rMlrJre ABe HJIr{ nosefte p.osu Z3-safieHTHara nHeBMoKoKHa noJII,IcaxapLIAHa BaKIIHHa

11oKg)t(aJre cJrlrqeH uMyHoJrotr]Kr{ oAroBop oo cnope46a co }IcnHTaHI,IuHre KoI,IIrlro nplrMHne eAHa

[perxoAHa Ao3a.

Tpaucnnaum aquj a ua xeuam onoemc Ku MamuqHu Kil emKu

Aeqa u Bo3pacHr,r Jrr{qa co €rJroreHa rpaHcnJraHTaquja Ha xeMaronoercKll MarI.IrIHI,I KJIeTKH (HSCT) sa

Bo3pacr > 2 ro1u:au, co KoMnJrerHa xeMaroJrouxa peuucnja Ha ocHoBHara 6olecr HJIH co MHory ao6pa

AeJryMHa peruncnja ao cnyraj Ha luu$ou pr Ha MHeJIoM, npHMHJIe 3 AosLI flpeneHap 13 ao nurepBaJl oA

najua"nrcy I ueceq Mefy Ao3r.rre. Ilpnara Aosa 6r,rra AaAeHa o.q 3 .qo 6 uecequ no HSCT. 9ernprara
(6ycrep) 4osa flpeaeuap 13 1umAaAeHa 6 ueceqn no rperara Aoga. Bo cKnaA co orlxrnre
npenopaKu, eAeH Meceq tro qerBprara goaa flpeneuap l3 6una AaAeHa eAIrHer{Ha Aosa o.{ 23-

BaJreHTHara [HeBMoKoKHa noJrr,rcaxapr.rAHa BaKr{HHa. I4uyHonoll]Kure oArcBopH H3MepeHH co IgG

GMCs 6ule npoqeuyBaHpr xaj 168 -2ll ucnuraHurtrr{ noAo6utt 3a npoIIeHKa, npu6luxuo eAeH Meceq

1ro BaKrlnHr,rparbero. flperenap l3 nomursar 3roJIeMyBaIre Ha HLIBoara Ha aHTurela no cexoja 4o:a
Ilpesenap 13. I4uyuonoruKure oAroBopra no qerBprara Ao3a llpenenap l3 6rane 3Har{LIreJIHo

3roJreMeHr.r 3a cr{re ceporu[oBr,r no cnopeg6a co HMyHoJIoITIKLITe oAroBopu tro rperara 4o:a. Turpure
na SynxqnoHaJrHrrre aHrHreJIa (OPA-rnrpu) ne 6une H3MepeHI,I Bo oBaa cryauja.

5.2 (DaprrarorcrrHercrrr cnoj crna

He e npulreHnuoo.

5.3 [Iperr.nnunrlKr noAaroIlr sa 6es6eAHocra

HexrnHuqrcr4re noAaroIIH He noKiDl(ysaar noce6eH pIl3I'IK :a lyiero nps 6asa ua

KoHBeHrILroHaJrHr.tre SapuaronourKu cryAr,rn :a 6es6eAHocra, 3a roKcltr{Hocra [p]I eAHoKparHo H npH

noBropeHo Ao3lrparbe, 3a JroKaJrHara rorepanqltja I,I 3a roKcllqHocra Bp3 penpoAyruujara u pa:nojor.

oAPMATIEBTCKII TIOAATOUI,I

Jlucra Ha eKcrI[nIreHTH

Harpnyu xJIopI,IA

Kulu6rapHa KHceJIHHa

Ilonr.rcop6ar 80
BoAa sa unjexquu

3a a4jysantllTe, BLIAere ro Aeror 2.

6.2 Llnrcounaru6n;nrocr

Bo orcycrno Ha cryAr.r[ sa rcorunaru6uJrHocra, oaoj rvre4uqnHcKu rlpoAyrcr He rpe6a Aa ce Melxa co

Apyf I,I MeAITIILIHCKH npoAyKrI.I.

6.

6.1
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6.3 Porc na rpaerbe

3 roAuur,r.

6.4 Haqun Ha qyBarbe

,{a ce vyna no SpnNr.r4ep (2 "C - 8 "C). .{a He ce 3aMp3HyBa.

Jlercor flpeneuap 13 e cra6uneH Ha reMreparypa Ao 25 "C so reK Ha 4 Aesa. [o xpajor na onoj repaoA
,rexor flpeneuap 13 rpe6a4a ce ynorpe6u wta ra ce orcrpaHu, AoKoJrKy He e ynorpe6eH. Oslie
lroAarorln cJrylrar KaKo HacoKa 3a 3ApaBcrBeurare pa6orHr.rulr Bo cryuaj Ha npHBpeMeHH reMrreparypHl,I
oTcTarryBalsa.

6.5 llpupoaa r coAp)KrrHa Ha rraKyBarbero

0,5 ml cycneHsuja sa unjenrupame Bo HaroJrHer unjercqucxll turpuq (crarcro run I) co KJIHTI

(xnopo6yruJrHa ryMa ltrro He coApxr.r rarercc) n co 3arrrrr,rrHo Kanaqe Ha BpBor (rl:onpen
6por',ro6yrrllHa ryMa rxro He coApxr.r larexc).

Ilaxynama o.q I ra oA 10 Hanorueru uujexqucKu IxrIpHIIoBrI co I{IJII,I.

Cure naxynarba He ce ceKora[ AocrarrHu Ha [a3apor.

6.6 floce6nu Mepnrr Ha nper[a3JrrrBocr rrpn orcrpaHyBarbe Ha Heyrrorpe6enure npolr3BoAlr,
oAHocHo orrraAHrrre nrarepuja.nu

3a nperrre Ha qyBalbero, Moxe qa ce uojann 6er raror u 6ucrpa rer{Hocr HaA ranoror (cynepuaraHr).
Osa He npercraByBa 3HaK Ha paclrrryBalbe.

flpel ynorpe6a, saKrluHara rpe6a go6po Aa ce nporpece 3a Aa ce Ao6ue 6ela xouoreua cycneH:uja
npe.l Ia ce r{crHcHe Bo3Ayxor oA rx[pfirlor rr Br.{3yeJrHo Aa ce [perJreAa 3a eBeHryaJrHo rrpucycrBo Ha

rr fu qecruqxu ptlwtu npoMeHlr no Susuvxuor r.r3rJreA. ,{a ne ce ynorpe6yaa aKo [Iro 6u,ro oA
HaBe.leHoTo e flplrcyTHo.

noce6uu yrrarcrBa 3a orcrpaHyBame.

MeAr,rqr.rHcKr,r npor,r3BoA lrJrlr or[aAeH uarepr,rjal rpe6a aa 6n4e orcrpaHer Bo

co JroKurnHr,rTe npoflHcr,r.

HA OAOEPEHIIETO 3A CTABAIbE HA JIEKOT BO TTPOMET

AOOEn Cronje,
6p.5I4anHAeH,

1000 Cxonje, Peny6rurca CenepHa Marcegouuja

t. EPOJ(-EBII) HA OAOEPEHLTETO(-JATA) 3A CTABAT5E HA JTEKOT BO IIPOMET
IPEBEILA,P 13, I uanoruer nHjercqucKu rxnprq co nma:l l-7136/2 ot 24.09.2018
|IPEBEFIA,P 13, l0 HarorrHer nnjerrlucxu runpuq co urna:l l-713712 ot24.09.2018
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9. AATyM HA IIPBOTO OAOEPEHIIE 3A CTABAIbE HA JIEKOT BO IIPOMET I',I

aLrvrvr HA IIOCJIEAHOTO OEHOBEHO OAOEPEHI',IE

2s.09.20121 I 6.03.20 1 8

I0.AATyMHAIIOCJIEAHATAPEBII3LIJAHATEKCToT

Maj 2020 roa.

6%_K"--€!"'ffiN b-e
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