36upeH usBewTaj 3a 0COGUHUTE Ha NeKOoT
Priorix/ Npuopukec
BakuyuHa npoTtus mopbunu, napotutuc n pybeona

1. UME HA JIEKOT

Priorix / Mpuopuke - Npallok 1 BEXWKYNYM 3a pacTBop 3a WHjeKTupame
Mop6unu, napotutuc m pybeona sakuuHa (Kuea).

2. KBANUWTATUBEH N KBAHTUTATUBEH COCTAB
Mo pekoHcTUTyUMja , 1 fosa (0,5 ml) coapxm:

XWBU aTeHyupaHn Bupycu Ha mopbunu' (Schwarz coj)

He nomanky og 10%° CCIDs®
XKNBU aTeHyupaHu Bupycu Ha napotut ' (RIT 4385 coj, aepusart og Jeryl Lynn coj)

He nomarnky of 10*” CCIDs’

MBI aTeHyvnpaHu Bupycu Ha pybeona? (Wistar RA 27/3 coj)
He nomariky of, 10 CCIDs;’

' NpoAyUMpaHo BO KNETKM Ha NUMeLK eMBpUoH
npogyuvpaHo o yoseukn avnnonaHn(MRC-5) kneTtku
* uHpexTMBHA fo3a 50% BO KyNTypa Ha KneTku

Osaa BakunHa cogpxu Tparm o HeomuumH. Buau cekumja 4.3.

EkcUunueHcu co nosHaT edexT:
BakuuHaTa cogpxun 9mg copbuTon, Buan aen 4.4

3a uyenocHa nnucTa Ha ekcunnrMeHcn Buan cekuuja 6.1.
3. PAPMALIEEBTCKA ®OPMA

Mpallok n BEXVKYNyM 3a Npurnpema Ha pacTBOp 3a UHjeKTupare.

NuodunusnpaHata mopGunu-napotTutuc-pybeona komnoHeHta e 6Gen Ao cnabo
PO3EHWKaB NPaLUIOK.

PactBopyBauoT e 4AcT 1 He3boeH pacTsop.

4. KNIMHNYKK NMOOATOLU
4.1. TepaneBTCKW UHOUKALUU

Priorix e uHAMUMpaH 3a akTMBHA UMyHU3aLUWja Ha Aela of © meceyHa BO3pacT unn
nocTapu, agonecLeHTn 1 BO3pacHW NpoTue Mopbunu, napotuTuc 1 pybeona.
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KopucremweTto Ha Priorix Tpeba aa ce Basvpa Ha odvLmjanHuTe npenopaxi.

Jivua 12 meceuHa BO3pACT W NOCTapH

Dosata coppxu 0,5 ml. Bropata gosa tpeba aa ce Aafe cornacHo oduuujanHurte
npenopaku.

Priorix moxe ga ce ynotpefysa u Kaj nvua xon Burie npeTxoaHo BakUMHUpaHW co apyra
MOHOBaNEHTHa N KOMBUHUPaHa BaKuMHa 3a mopduin, napotTutuc u pybeona.

HosopogeHunrsa nomery 9 -12 meceun

HosoposeHunibaTa BO HMBHATA NPBa rOAUHA, MOXE Aa HE ce passve 3af0BOfMTeneH
CArOBOP KOH KOMMOHEWTWTE of BakuuHata. Bo cnydaj wWa notpeba nopagy
enuaeMuonoLLIKa cutyauwja, HoBopofeHummwara Tpeba fja ce BakuMHvpaaT BO npsarta
rofuHa of XMBOTOT (NP. ennaemuja Wi natyBame BO eHAEMCKW pervolu), a sropara
A03a Ha Priorix Tpe6a Aa ce pane BropaTta roguHa of XMBOTOT, N0 MOXHOCT TPYU Meceum
o npsata A4o3a. Bo HWKOj cry4aj He cMee MHTepBanoT nomely aoanTe 4a Buae noman og
YyeTupu Hegenm (Buav gen 4.4 n 5.1).

HoeopogeHuMa nomanu o4 9 meceum
EdukacHocTa n 6eabegHocta Ha Priorix He e yTBpaeHa Kaj HoBopoAeH4YnHa nomanu og 9
Meceuu.

HauwH Ha ynotpeba

Priorix ce wHjekTMpa cyBkytaHO, nmako MCTO Taka Moxe Aa 6uge agMUHUCTPUpaH u
VHTPaMYCKYHO BO ASNTOVAHMOT PEruoH KN BO aHTeponaTepanHmnoT aen Ha ByToT (Bnan
cekumja 4.4 n 5.1).

BarumHara no moxeocT Tpeba ga Gupe agMuHncTprpaHa cybkyTaHo, kaj nauneHTtih co
TpomBouunToneHnja UnKn Gpyro HapywyBate Ha Kkoarynauuvjata (suaw aen 4.4).

3a MHCTPYKUMMTE 38 PeKOHCTUTYLMja Ha NPOAYKTOT Npes agMuHKcTpaumja sman aen 6.6.

4.3. KoHtpanHaukaumm

Priofix e KoWTpavHauuvpaW Kaj nuua Ko vumaaT XWNepceH3UTUBHOCT Ha axkTuBHaTa
CYNCTaHU@a, Ha HeKoM of excuvnuedcutTe HaeeaeHW B0 gen 6.1 wnn Ha HeOMWMLMH.
AHamHesa 3a NpPeTXoAeH KOHTAKTeH LEepMaTtuTUC KOH HEeOMWMUWH He npeTcrasyBa
KOHTPanHgvKaumja. 3a xunepceHcUTBHA peakumja Ha jajua, Bugm cexuuvja 4.4,

Tewka xymopanHa wnv uenynapHa (npumapHa Wiy CTexkHaTta) UMyHogeduumnesunja, Ha
np. Tewka komBuHupaHa wvMyHopedwueMumja, aramarnobynuHemuja, n CWOA wnu
cumntomatcka XUB wuHdexunja unv sospacHo-cneunctmnyer CD4+ T-numcbouuten
npouenT Kaj Aeua nox 12 meceun: CD4+ <25%; peua nomery 12-35 meceuw: CD4+ <
20%; peua nomery 36 — 59 meceuy; CD4+ < 15% (Buan ,qen 4.4).
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4.4. Mepku Ha NpeTNa3NUBOCT U NoceGHU NpeaynpenyBat-a

Kako u kaj cuTte uHjekTabnuHu sakumHn, Tpeba cekoraw ga bwae pocTaneH cooABeTeH
MeAMUNHCKU Haa3op W TPeTMaH, Nopagv eBeHTyaneH pusuk o4 passBuBake Ha peTka
aHadunakTuyka peakumja no BakUMHUPabETO.

Mpea vHjekTupare Ha BakyMHaTa Mopa Aa ce 403BOMW ankoxornoT v Apyrute cpeacTsa 3a
Ae3nHtbekumja fga ucnapaT of MEeCTOTO Ha WHjekTupamwe, Buaejku Trne moxat ga v
NHaKTUBMpaaT aTeHyupaHu BMPYCcH BO BaKumHaTa.

Kaj Hekoun 6ebura BO NpBaTa rogvHa of, XWBOTOT MOXE Aa He ce passue 3af40BONUTENEH
OAroBOP KOH KOMMOHEHTUTE O BaKkuWHaTa, LWTO HajBepojaTHO ce AO0MKU Ha MOXHO
nHTEepcepnparme co aHTUTENa o4 Majkata (suan aen 4.2 wn 5.1),

Tpeba pa ce npeB3eMaT MepKU Ha NPETNasnMBOCT NPV agMUHUCTpauMja Kaj nvua co
HapywyBawe Ha LIHC (ueHTpaneH HepBeH cucTem), npegucnosuvumja koH hebpunHu
KOHBYM3UW UNW CEMEjHa UCTopWja Ha KOHBYN3UW. BakumHMpaHuTe nvua co ucrtopuja Ha
hebpunHu konsynsun Tpeba aa 6uaaT BHAMATENHO CriefeHu.

KomnoHeHTUTE Ha BakuuHaTa NpoTue Mopbunu 1 napoTUTUC ce npoayuupaHu BO KyNTypu
Ha KNeTKW o4 NUNELLKX eMOPUOH U 3aT0a COAPKAT TPparn o4 NPOTEeNHU Ha jajue.

NMuua co ucropuja Ha aHadunakca, aHacUnakTougHa peakuuja unu utTHY coctojou (Ha np.
reHepanusnpada yptukapuja, oTekyBakbe Ha ycraTa U BpaToT, NOTELLKOTUW BO SULLIEHETO,
XUMNOTEH3Nja UMK LWOK) HENOCPEAHO MO BHEC Ha jajue MoXe fla nMmaaT 3ronemeH pusuk oj
XUNEPCEH3NTUBHA peakuumja Koja ce jaByBa BeaHall No BaKUMHUPaHETO Mako Te TUNOoBK
Ha peakuun ce MHory peTku. MHAMBMAYW KOW WCKycure aHadunaktuiHa peakuuvja no
BHecyBawe Ha jajue Tpeba fa 6mpaar BakUMHUpPAHW CO EKCTPeMHO BHUMarue, Cco
npvnpemMeH ageksaTeH TpeTMaH 3a eBeHTynaHa aHadunakTuiHa peakuuja.

Moxe ga ce gobue orpaHudeHa s3awTuta of Mopbunu 72 yaca no U3noxysare Ha
npupoaHN Mopdunu

CuHkona (ryberwbe Ha cBecta) MOXMe jAa Ce nojaBu nocrnefdosaTtenHo Wi npeg
BaKUMHaumWjaTa nocebHO Kaj agonecLUeHT Kako NCUXoreH O4roBop Ha UHeKLUuMjaTa co urna.
OBa moxe ga OGuae NPUAPYXKEHO CO HEKOSIKY HEBPONOLWKM 3HAUWM Kako TPaH3WTOPHU
BM3YernHW HapyllyBaka, Napecresnja U TOHNYHO-KNOHUYHO ABWKEHE Ha eKCTpeMuTeTuTe
3a Bpeme Ha pexabunutaunjata. MHory e BaxHo ga Gupgat 3anaseHu npoueaypute U aa
ce naberHe nospega o4 rybeweTo Ha cBecTa.

Kako u 3a 6uno Koja BakuuHa, 3alTUTEH VUMYH OATOBOP MOXeE Aa He € W3HyAeH Kaj cuTe
BaKLUHW.

Priorix BO HUeaeH crny4aj He cMee Aila ce fane UHTpaBacKynapHOo.

TpomboumToneHuja

Cnyyau Ha Bnowysake Ha TpombouuTOoneHnja W cny4yan Ha nosTopyBake Ha
TpombBouuToneHunja Kaj naumeHwﬁﬁhﬁ?‘E, agaat oj TpombounToneHuja no npsara [osa
buno 3abenexaHo nocnen@ﬁé’f?ébmm pﬁﬁ MHaLWHWpakbe CO XMBM BakuWHW NpoTWB
MopBuny, napoTuTne u pybena.: MR-_I'J;OB/"\ 2\ TpomGouuToNeHWja e peTka U reHepanHo
camo-orpaHudysadka. Bo a‘%éﬁ cnyyal j\_\Tpeﬁé- HUMaTesHo Aa ce eBanyupa COOAHOCOT
Ha PU3UK M KOPUCT Of BAKKMHMP: ‘o Bridfx. BaksuTe nauveHTu Tpeba aa Gugar
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NMYyHOKOMAPOMUTUPAHMN NaLMEHTI

Tpeba pa ce 3eme BO npeasud BaKuvsHauvuaTa Kaj nauyveHT CcO CenexTupaHu
UMyHOpeMOMLMEHLMN  Kaae KopucTa ro HaaMuHyBa pPuavMkoT (Ha np. nuuda ¢o
acumnTomarckn XUB, geduumeHumn Ha nogknaca Ha IgG, KoHreHWTanHa HeyTponeHuja,
XPOHUYHO rpaHynomaTosHo 3abonysare n geduuuT Ha KOMNNEMEHT).

MMyHOKOMMPOMUTUPAHW MauWeHTX KOW HemaaT KoMTpavHAMkauuja 3a oBaa BakLyvHa
(suan gen 4.3) Moxe Aa He AanaT OAroBOp Kako UMYHOKOMMETEHTHUTE NaUMEHTU U Kako
pesyrtar Ha Toa HeKou of HMB, BO CRy4aj Ha KOHTaKT, MOXe ga ce 3gobujat co mopbunu,
3aywkn n pybeona u Mokpaj coopaBeTHa agMUHMCTPauWja Ha BakuuHaTta. Baksute
nauueHTn Tpeba BHMMaTENHO Aa ce CneaarT 3a 3Hauw Ha mopbunu, saywku n pybeona.

Tpaucmucuja
MNpeHecyBatbe Ha BUPYCOT Ha MOPOMAM W 3ayWwKn Of BaKUMHUPaHUTE Ha NMua CO Kou

foaraar BO KOHTaKT He GMNO HWKoraws JOKyMeHTMpaHo. dapuHreanHata ekckpeuuja Ha
BUPYCOT Ha pybeona wn mopbunn € nosHaTo pOexka ce Nojasyea 7-28 fgeHa no
BaKuiHauujaTa co nuKk Ha ekckpeuujata okony 11-vor geH. Ho w nokpaj toa Hema
nofaTouun 3a TpaHCMUCKHja Ha eKCKPeTUPaHUTE BUPYCH Of BaKUMHaTa Ha N1ua cO Kow WTo
poarfaar Bo KoHTakT. [peHecyBake Ha BUPYCOT Ha pyBeona Ha HOBOPOAEHYMHE NpPEKy
MIIEKOTO Kako U TpaHCrnnaueHTapHa TpaHcMucuja, e AoKyMeHTUpaHa, Ho 6e3 gokasu 3a
KnuHuudka 6onecrt.

4.5. WHTepakuuu co Apyru nekosu unu gpyru coopMm Ha MHTepakiiuja

KnuHnuknte ctygum gemoHcTpupane aeka Priorix Moxe ga ce gasa cumynTaHo co 6uno
KOj oA cneaHuBe MOHOBaNEHTHU UNK KoMBUHUPaHN BakUMHK [BKYYyBajKN XeKcaBaneHTHN
BakuvHn (DTPa-HBV-IPV/HIB)]: audrepuja-TeTaHyc-auenynapHa NepTycuc BakuwHa
(DTPa), pepyumpad aHTUren AaudTepuja-Tetadyc-auenynapHa nepTycuc BakuwHa
(dTpa),Heamophilus influenza Tun 6 Bakumma (Hib), nHakTMBMPaKa nonuo sakumHa (IPV),
xernatut b sakunHa (HBVY), xenatut A BaxkumHa (HAV), MeHWHrokokHa cepotun B BakuvHa
(MenB), meHnHrokokHa cepotun L koHjyripaHa sakuvHa (MenC), MEHUHIOKOKHa CepoTun
A, CW-135 n Y kowyrupada sakuvsa (MenACWY), sapuuena-soctep sBakuuua (VZV),
opanna nonvo BakunHa (OPV) n nHeymOKOKHa KOHjyrpaHa BaKuyMHa BO COrMacHOCT CO
NoKanHWuTe Npenopaku.

3apaju 3ronemeH pUsnK of Tpecka, CTBpAHYBaba Ha MECTOTO Ha MHjeKTUpare, NpomeHa
BO HaBuMKuTe 3a XpaHetse W wuputabunHoct kora Bexsero 6una wuctoBpemeHo
agMuHuCTpUpaHa co KombBuHMpaHaTa BakuuMHa 3a Mopbunu-pyGeona-napoTuTuc-
sapudena (MMR-V), ce npenopadvysa opfenHo BakuuHWpawe co Priorix, kora Toa e
BO3MOXHO.

Hema nogatoum kou ja nopapkysaat ynotpebata Ha Priorix co BakuvHmn. Jokonky Tpeba
Priorix ga ce page B8O WCTO Bpeme co Apyra uHjekraburnHa BakuwHa notpebHo e
BakUvHWTe Aa 6uagaTa agMUHUCTPUPAHUN Ha PasnUYHU animKaunoHn mecra.
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MaKcUManHo 4o 6 Hegenu U Nopagu Toa TYGepKyIIMHCKMOT TecT He Tpeba Aa ce waseaysa
BO TOj Nepuos 3a Aa ce usberHart NaxHo HeraTUBHU pesynTaTti.

Kaj nuua kou npumune xymaH ramarnobynuH unu TpaHcdyauja Ha KpB, BakuvHauujaTa
Tpeba ga Guge oanoxeHa 3a Hajwanky 3 meceun unu nogonro (Ao 11 meceuun) Bo
3aBMCHOCT 0f Aos3aTa Ha agMWHUCTPUPaHUTE XyMaHu rnobynuvHu 3apagn MOXHOCTa Of
Heycnex Ha BakuuHauujaTa LITO Ce AO0MKW Ha MacUBHO CTEKHATUTEe aHTuTena npoTus
cunaHuum, saywwku u pybeona.

4.6. @eptunurter, 6pemMeHOCT U A0eH:e

®eprunuret
Priorix He e eBanyupaH Bo cTyaun 3a hepTunuTeT.

BpemeHocT
BpemeHu xeHun He Tpeba fa Bugat BakumHupanu co Priorix.

Bo cekoj cnyyaj He ce AOKYMEHTUPaHN OWTETyBama Ha (heTycoT Kora e flasaHa
BakuuHata 3a mopbunu, saywiky n pybeona Kaj xeHu Bo bpemMeHocT.

WNako TEOPEeTCKNOT PU3MK Ce YLITE HE MOXeE Aa Ce UCKYYW, He Bune npujaseHun cnyyaun Ha
KOHreHuTaneH pybeona cuHApom, Kaj noseke of 3500 xeHu Koun He 3Haene jexa bune Bo
paH cTaguym Ha BpeMeHoCT Kora Gune BakuMHUpaHU co BaKUWHa Koja coapku pybeona.
3aroa, BakunHaLumja Ha KeHW KoW He 3HaaT Aeka ce GpemeHn NpoTne MopBunu, 3ayiuku 1
pybeona He Tpeba fga 6uge npuynHa 3a nNpekuHyBatbe Ha bpemeHocTa.

Tpeba na ce nsberHysa 3abpemeHyBare 1 Mecew nocne BakuvHauuja. *KeHn kou
nnaHvpaat ga 3abpemeHat Tpeba ga ce coBeTyBaaTt 4a OANoXar.

Hoense

MocTon NUMUTUPaHO UCKYCTBO 3a NMpuMeHa Ha Priorix Bo TekoT Ha goeweto. CTyauure
nokax<ysaaT [eKa XeHWTe Kou f[ojaT no parawketo, a bune BakUMHWPaHW CO >KuBa
ateHyupaHa pybeona BakuuMHa, MOXe Aa ro usnavaT BUPYCOT BO MIIEKOTO W Aa ro
npeHecaT Ha HosBopoaeHoTo, Ge3 aokas 3a Buno kakoBo cuvmnTOMaTcko 3abonysate.
Camo BO cnyuyaj Kora Kaj AeTeTO € MNOTBPASGHO WM € CYCNneKkTHO [eka uma
nMyHopeduumeHumja, pusmumTe n 6eHecuUTUTe Of BaKUMHVpake Ha MajkaTa Tpeba aa ce
epanyupaat (euau gen 4.3).

4.7 BnujaHue Bp3 cnoco6HOCTa 3a BO3€ibe UIK pPaKyBake CO MallUHU

Priorix Hema nnu nMa He3HauYUTENHO BNujaHue Bp3 cnocobHOCTa 3a BO3EHE U paKkyBake
€O MaLLMHMW.

4.8 HecakaHu pejcTBa
CodpxuHa Ha 6e3bedHocHUom npoghun

BesbepnHocHWOT Npochun npukaxar nogony ce 6asnpa Ha BkyneH bpoj og npnbnwmkHo
12.000 nuua kaj kon e aaMUHUCTPUPaH-Priorix BO KNUHWYKKA CTYAUN.
f"w”‘"%&‘
V/ DA SIS
HecakaHuTe edekTnt KON MOXE, ae\%OJaBé’t,ne-
MPOTNB NapoTMTUC, MopBunm

QPUCTEHETO Ha kOMOVHVpaHa BaKkUnHa
paat co Tve Ha6rbyp,yBaHm no




Bo KOHTPOAMPAHW KIMHUYKA CTYAUM Bune akTUBHO CNeaeHu, 3HauuTe 1 CUMNTOMUTE BO
Tek Ha 42 feHa og BakUuyHupakeTo. Of BakUMHUpaHUTe ce oYekyBano Aa npujasaT 6uno
Kakea KnuHUUKa maHudecTauyvja 3a Bpeme Ha ctygujata.

HajuecTuTe HeckaHmn peaKumn Kow ce jaByBaaT NocneaoBaTenHo Ha agMuHucTpauvjaTta Ha
Priorix une LpBeHWNO Ha MECTOTO Ha annukaumja n Tpecka 238°C (pekranHo) unu

237,5°C (akcvnapHo/opanHo).

TabenapeH npukas Ha HecakaHu eghexkmu

anIjaBeHVITe HecaKaHuTe queKTm ce nanucraWn cnopen HUBHaTa CbpeKBeHLI,I/IjaZ

MHory yecTtn
Uectn

Momanky yectu (Momanky Boobu4yaeHn)

Petku

lModamouyu 00 KnuHUYKU ucriumyearka

(= 1/10)
(=1/100 go < 1/10)

(> 1/1000 g0 < 1/100)

(= 1/10.000 go < 1/1.000)

OpraHcku cuctemu

®pekBeHyMja

HeckaHu nejcTea

Uudekunn n nhdectaumm

Yectn

Momarnky vectu

MHEKUMM Ha ropeH pecnupaTopeH
TpakT

otitis media

MMopemeTyBake Ha KpBTa M
nMMmdeH cuctem

Momanky vectu

numdbageHonatuja

lMopemeTyBare Ha
UMYHOMOLWKNOT CUCTEM

PeTku

anepruckn peakumn

MeTabonHu n HyTPUTMBHK Momariky yecTn | aHopekcuja

nopemeTtysamwa

McvixujaTpucku nopemeTysata | Momanky yecT | HepBO3a, HEHOPManHO Mnavewe,
HecoHWLa

MopemeTyBake BO HEPBHWOT
cucrem

PeTiu

heBPUIHN KOHBYN3NK

MNMopemeTyBawe Ha OKOTO

Momariky Yyectn

KOHjYHKTUBUTHC

PecnupaTtopHy, TopakanHu u | Momanky yecTu | BpOHXMTUC, Kalunuua

MeaujacTUHanHM

nopemMetyeara

[acTPOMHTECTUHAHN Momarnky YecTu | aronemyBare Ha NapoTUAHWN XMe3au,

nopemMeTysatba Avjapeja, noppakarse

MopemeTtysate Ha Koxa W | Yecrw :

NOTKOXHO TKUBO

Onwtn  nopemetyBarba 1 | Muory u MECTOTO Ha

cocTojBii  HAa MecToTo  Ha Tpecka 238°C
nIn 237.5°C




agMuHUCcTpauuvja

(akcunapHa/opanHa).

Bonka u OTeKyBake Ha MeCTOTO Ha

VHjeKTupam-e, Tpecka 239,5°C |
(pekTanHa) unu >39°C
(akcunapHa/opanHa)

OnwTo 3emMeHo, YecToTaTa Ha HecakaHu peakuvu Guna crnwyHa no npeara v BTopaTta
Aosa. Ucknyvok buna GonkaTa Ha MecTo Ha annukauwja koja 6una “yecta’no npeara fo3a
04 BakuMHaTa M “MHOry Yecta” no BTopaTa A03a.

MNocT-MapkeTUHLLKA NoAaTOLN

3a Bpeme Ha NoCT-MapKeTUHLLKOTO UCNUTYBakE, cneaHuBe Hecakanu edektn bune
npujaBeHn PETKo Mo BakKUMHUPpakeTo co Priorix.

Buaejiv oBue HacTanu Gure npujaseHy Jo6pPOBONHO of nonynauujaTta co HenosHaT 6poj,
He € MOXXHO BepOoAOCTOjHO fa ce NpoLeHu dpekseHumjaTa.

Oprchxu CUcTemu

HeckaHu nejcTBa

WHekumn 1 nHdecTaumm

MeHWUHIMTUC, CUHAPOM KOj HanuKyBa Ha
MOopBunn, CUHAPOM KOj Hanukyea Ha
NapoTUTUC (BNYYMTENHO OPXUTUC,
ennauanuMuTC N NapoTATIC)

MopemeTyBatbe Ha KpPBTa ¥ NMMQHNOT
cucTeM

TpomGouuToneHuja, TpomboruToneHn4Ha
nyprypa

| MopemeTyBake BO UMyH CUCTEM

AHadunakTnyHa peakuuja

MopemeTyBake BO HEPBHUOT CUCTEM

EHuedanntuc*, uepebenuTic, CUMITOMM
CNUYHY Ha UepebenuTuc (BKNy4vyBajkun
TPaH3VTOPHO NopemeTyBate BO 040T U
TaHsupopHa atakcuja), Guillain Barre
CUHAPOM, TpPaHCBEP3eH MUENUTUC,
nepudepex HeypuTuc

BackynapHo nopemeTysame

Backynutuc

l"lopeMGTyBaH:e BO KOXa ¥ NOTKOMXHO TKNBO

Eputema myntndopme

MopemeTyBarbe BO MyCKyNHO 1 CBP3HO
TKUBO

ApTpanruja, apTpuTuc

*EHuedanuTtuc 6un npujaseH co dpexkeHuurja nog 1 Ha 10 MyunvoHu aosn. PusnkoT og
eHLedanuTic No agMMHUCTpaLMja Ha BakuuHaTa e ganeky nog pusukoT o4 eHuedanutue
npeausBuKaH oA NpupoaHoTo 3abonysawe (Mopbunu: 1 Ha 1000 Ao 2000 cnyvau,

napoTuT. 2-4 Ha 1000 cnyy4au, pybeona: n_p_y}éﬂ'
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Ho 1 Ha 6000 cnyqau).
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MNpujaByBate Ha HecakaHU peakuum

MpujaByBaeTO Ha HecakaHW peakuuu No perucTpauvjaTa Ha NekoT e BaxHo. Toa
OBO3MOXYBa KOHTUHYUPaAHO MOHUTOPUPakE Ha ofHOCOT BeHedunT/pnank. 3apaBcTeeHUTe
paGoTHUUM Ce 3amONneHn da r npujaByBaat HecakaHUTE peakuuu NPeky HauuoHamHuoT
LUeHTap 3a chapMaKkoBurmnaHua.

"HecakaHuTe peakuuu of nekosute Moxe Aa rv npujasute so HauwoHanHWoT UeHTap 3a
thapmakosurunaHua npu AreHumjata 3a nekosn N megnumHckn cpegctea (yn.Ce.Kupun un
MeTtoawj 6p.54 kat 1) wnm no enekTpoHCkM naT npeky Beb cTpaHata Ha AreHuujaTta
http://malmed.gov.mk/."

4.9 Npepo3upame
Cnyyan Ha npeposuparse (40 2 naTu of NpenopadaHaTa A03a) ce NpujaBeHn 3a Bpeme Ha

NOCTMapPKETUHILLKOTO UCMUTYBare. He ce noBp3aHn HecakaHn edeKkTi co
NpesosnpameTo.

5. S®APMAKOJIOLWKN NOQATOUMN

5.1 dapmakoguHamuja
dapmakoTepaneBTcka rpyna; BupycHa sakuuHa, ATC kog JO7BDS2
WmyH ogrosop kaj Aela 12 meceuu 1 nocrapu

Bo KnuHWYKKM CcTYAWKM Kaj Aella o4 12 meceuy 4o 2 rogunn Priorix nokaxkan Aeka e BUCOKO
UMYHOreH.

BakunHauuja co eagmHedHa go3a Ha Priorix uHgyumwpana aHTuTena npoTtuB Mopbunu kaj
98,1%, npoTtvB NapoTuT Kaj 94,4 n npoTtus pybeona kaj 100% og npeTxoaHo
CepoHeraTuBHUTE BaKUMHUPaHMU.

[Be roguHn No npeaTa BakuuHauuja CTENeHoT Ha CepokoHBepavja 6un 93,4% 3a
mop6unu, 94,4% 3a napotut u 100% 3a pybeona.

Wako Hema pacnonoxsimeu NoaaToUn Kou Ce ogHecyBaat Ha NpoTekTvBHaTa ePUKacHoCT
Ha Priorix, iMyHoreHocTa e npudarteHa Kako MHAMKaUWja 3a NpoTeKTBHA ePUKaACHOCT.
MefyToa, Hekou CTyauN n3secrysaaT aeka edeKkTuBHOCTa NPOTUB NAPOTUT MOXe Aa buae
MOHWCKa oTKomKy HabsbyayBaHaTa cTanka Ha CepoKoHBep3alvja 3a NapoTuT.

VIMyH oaroBop kaj geua og 9-10 meceum

EaHo knuHKWYKO ucnuTysawke Bikny4uno 300 3gpasu geua Ha | BO3pacT of 9-10 meceuu 3a

BpeMe Mo npsoTo nNpumakwe Ha gosata. Op HuB 147aﬂegam~’gym14ne Priorix nnn Varilrix

ncrospemeHo.Ctankata Ha cepoKoHBep3auuja 3 ,gﬁymm u py6eona Buna

92.6%, 91.5% n 100% cooppeTtHo. CtankaTta Ha 0! axgja 6una npnjaseHa

o BTOpaTa Ao03a fafeHa 3 meceum no npeara f.'ugq;;ﬁuﬁ 'UG% 3a W pounmn n 99.2% 3a
Pupe papeHa po 3
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besbegHocTta n umyHoreHocTa Ha Priorix kaj agonecueHTM U agynTu He e crneundudHo
06paboTeHa BO KIMHUYKUTE UCNUTYBaHA.

WHTpaMyckynapeH HauvH Ha agMWHUCTpaLma

OrpanndeH 6poj Ha uvcnuTaHuun npumune Priorix WMHTpPaMyckynapHO BO KIUHWUYKA
ncnutysarka. CTankiTe Ha CEpOKOHBEp3Wja ce CropeanvuBn co oHue Kou ce aobueHn no
cybkyTaHa agMUHUCTpaLmja.

5.2. ®apmakokuHeTUKa
Kaj BakymHuTe He e noTpebHa npouieHka Ha (haMaKOKUHETCKUTE KapakTepuCcTUKA.
5.3. MpeTKNUHUYKK NOAATOLM 3@ CUTYPHOCTA

MpeTkIMHUYKK nopaTouwn He oTkpusaaT nocebHM onacHocTw 3a nyreto 6asvpaHo Ha
onwitn 6esbegHOCHN CTyauN.

dapmaleBTCKM nogaTrouu

6.1. Jlucta Ha ekcumMnueHcu
MNpawok;

AMWHO KMCEeNnHK

NakTo3a (aHxugpoc)

MaruTton

Cop6uton

PacTtsopyBau: Boga 3a hHjekumm

6.2. NHkomnaTMGMNHoCT

Bo oTcycTBO Ha cTyavn 3a eBanyauuja Ha komnaTubunHocTa, 0Boj Nnpoussos He Tpeba aa
ce MeLla co Apyrin MegnLUMHCKA Npon3Boam

6.3. Pok Ha ynoTtpe®a, pok Ha ynoTtpefa no peKkOHCTUTyuMuja Ha NeKoT Wnu no
oTBapale Ha OprMHanHoOTO NaKyBaHke

2 rognHn

BakuuHata tpeba pa ce uvHjekTupa BeAHalWl No pekoHCTUTyuwjaTta. [Jokorky Toa He e
MOXHo, Tpeba Aa ce vyBa Ha Temnepatypa of 2°C — 8°C v aa ce uckopuct BO Tek Ha 8
Jaca no peKoHCTUTYLMja.

6.4. HauuMH Ha yyBame

[a ce yyBa 1 TpaHCNopTUpa BO cppmx(mp,ep__lja Temnepa'rypa op +2°C fo +8°C.
[a He ce 3amp3HyBa. TR Y MEy

[a ce 4yyBa BO OPUrHaNHoO Naky Q)&%&S’ﬂa’w {TWTW Of CBETIO.
R .

32 Ha4MHOT Ha YyBah»e no pe



6.5. MNakyBaHse (npupoaa u conpXuHa Ha NaKyBarbeTo)

Mpawuok Bo Brjana (Tun | cTakno) co 3anywyBad (ryMeHo Kanave).
0,5 ml og pacteBopoT Bo amnyna (Tun | ctakno)- nakyeara og 1,10,20,25, 40 unu 100

He cute nakysata ce NpUCyTHW BO AafeHa 3emja.
6.6 NMocebHM MepkK 3a paKkyBawe M YHULLITYBaH:€

PacteopyBadoT W PEKOHCTUTYMpaHaTa BakuuHa Tpeba pa ce npernepaat BU3YenHoO of
TYFU YeCTUTKN WK DUSNYKN NPOMEHW Npel PEeKOHCTUTYUMja unu agMmuHucTpaumja. Bo
cnyvaj ga ce sabenexar NpoOMEHW He ja KOPUCTETE PEKOHCTUTYWpaHaTa BakuuHa unu
pacTeopysau4oT.

BakuvHata TpeGa fda Ce peKkoHCTUTyMpa €O f[odaBake Ha UenaTta CoApkuHa Ha
pacTBOpyBa4oT Of amrynata BO BujanaTa koja coapxu npawlok. MukcTypata Tpeba
B06po fa ce npoTpece cé AofdeKa NPaLIoKOT KOMMSETHO HE Ce PacTBOPW.

Mpu mMHOry Mana npomeHa Ha pH, pekoHCTUTyupaHaTa BakuvHa Moxe Aa npomeHu Goja
04 Kajcuja 4o poseHukasa 6e3 owTeTyBawbe Ha NOTEHTHOCTa Ha BakuMHaTa.

MNoeneueTe ja uenaTta CoApPXWHAOA, BujanaTa.
Hoea urna tTpeGa aa ce KOpUCTU NpY agMUHUCTPaLUWja Ha BakuvHaTa.

KoHTaktu co gesuHduumneHcun tTpeba ga ce nsberdysaat (Buan cexunja 4.4).

Cekoj HeuckopucTeH NpoAuKT unu oTnag Tpeba Aa ce OTCTpaHaT BO COMMacHOCT Co
noKkanHuTe npenopaku.

7. Moparouy 3a HOCUTENOT Ha pelleHneTo 3a NpomeT

Espona Jlek ®apma HAOOEN, Yn. JagpaHcka Marucy, a)@'éf’ﬁ@,g1 1000 Ckonje,
Peny6nuka CesepHa MakegoHuja fo& e Dhe 9%,
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8. bpoj Ha pelueHune 3a cTaBate BO NPoOoMeT

9. [laTym Ha nocnepHa peBn3aunja Ha TeKCTOT
Jynvn 2021
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