36upeH U3BelTaj 3a 0COBUHUTE Ha NeKoT
Infanrix Hexa/MHbaHpuke Xekca

1. WAme Ha nekoT

Infanrix hexa, NpaLLok 1 CycneHsuja 3a cycneHsuja 3a nHjektupatse.

KoHjyrmpaHa BakuwHa (aacopbupaHa) npotve ancbrepuja (D), TetaHyc (T), nepTycuc
(auenynapHa komnoHeHTa) (Pa), xematutnc b (rDNA) (HBV), nonvomuenuiuc
(HeakTuBupaH) (IPV) n Haemophilus influenza Tvn 6 (Hib).

2. KBpanuTtatnBeH U KBaHTUTAaTUBEH COCTaB

Mo pekoHcTUTyumja, 1 nosa (0,5 ml) coapxw :
Diphtheria toxoid"

Tetanus toxoid’

Bordetella pertussis aHTUreHn

He nomanky oa 30 U
He nomanky og 40 IU

Pertussis toxoid (PT)’ 25 MuKporpamu
Filamentous Haemagglutinin (FHA)' 25 muKporpamu

Pertactin (PRN)’ 8 mMuKporpamu
Hepatitis B noBpLUMHCKW aHTUreH (HBs)*® 10 mukporpamiu

Poliovirus (HeakTusupaH) (IPV)

Tun 1 (Mahoney coj)* 40 D-aHTUreHcKkn eguHuLn

™n 2 (MEF-1 coj)* 8 D- aHTUreHcK eAnHNLIn

32 D- aHTUreHckn egmnHnum

un 3 (Saukett coj)*
10 MuKporpamu

Haemophilus influenzae TN b nonucaxapua
(polyribosylribitol phosphate) ®
KOHjYrMpaH Ha TeTaHyC TOKCOMT, Kako HOCEeYKM NpoTenH npubnwkHO 25 Mukporpamu

'apcopbupaH Ha anyMUHUYM XUAPOKCUA, XuapartvupaH (AI(OH);) 0.5 munurpamm Al 3
ZnpoayumpaH BO KNEeTKK Ha kBaceu (Saccharomyces cerevisiae) co pexombuHaHTHa [JHK

TexHororvja
3afcopGupaHa Ha anymuHuym docdat (AIPO,) 0.32 munurpamu AI**

*npenecenn 8o VERO kneTku

BakuvHaTa MoXe fa Coapxu Tparu of chopMangexup, HeoMuUuH U
NOMMMVKCMH, KOM CE& KopucTaT 3a BpeMe Ha npouecoT Ha

npou3BOACTBO (BMAETE Aen 4.3).
EXCLMNMEHCH CO NO3HAaT ehekT \

BakuvHaTa cogpxv napa-amnHobeH3oesa kucenuHa 0,057 naxorpamui |
no gosa v ¢eHunanannd 0,0298 mukporpammn no Aosa (supete aen

4.4).
/
3a LenocHa nncTa Ha ekcunueHcu, suaeTe aen 6.1.

3. dapmaueBTcka chopma



Mpallok 1 cycneHauja 3a cycneHsuja 3a vHjeKTupame.

KOMMOHEHTTE Ha audTepuja, TeTaHyc, auenynapeH nepTycuc, Xenatutic B,
HeakTuupaH nonuomuenutuc (DTPa-HBV-IPV) ce samaTtena Bena cycneHsuja.

Nuocunuanpanata Haemophilus influenzae Thn 6 (Hib) komnoHeHTa e 6en NpaLlok.

4, KnnHW4kn nogaToLuu
41. TepaneBTCKU UHAWKaLUK

Infanrix hexa e wHAMLMPaHa 3a NprYiMapHa BakUuuHaumja u pesakumHauuja (6yctep [o3a)
Ha fdeua npoTuB AuddpTepuja, TeTaHyc, NEPTYCUC, XenaTuTuc B, nonuomuenuTuc W
sabonyBare npeanssukaHo og Haemophilus influenzae Tun 6.

Ynotpebata Ha Infanrix hexa Tpeba pa Bupge BO cornacHocT Co othuumjanHuTe
npenopaku.

4.2. [o3upaie 1 HauMH Ha ynoTpeba

Joaunpare

PacnopefoT 3a NpMMapHa BakUMHaLuja ceé COCTOM oA AiBe Unn Tpu poaut (og 0,5 ml), kon
Tpeba pa ce agMMHUCTpMpaaT BO COMMacHoOCT co odvumjanHuTe npenopaku (3a
pacropegu eBanyvmpaHu npyv KIMHWHKN TecTupakba, norneaHeTe ja Tabenata nogony,

kako v gernot 5.1).

PesakusHauuuTe unm 6Gyctep fosute TpeGa Aa ce Aasaat BO cornacHocT ¢co
ocuumjanHuTe Npenopaku Ho, Kako MUHUMYM, Tpeba fga ce annuuupa Ao3a Ha Hib
KOHjyrnpaHa BakuuHa.

Infanrix hexa Moxe fa ce 3eme BO npeagui kako Gyctep (peBakumHa) BOKOMKY
AHTUIEHCKUOT COCTaB € BO COrNacHOCT Co ouumjanHuTe npenopaxu.

MpumapHa PeBakuuHaumja OnwTtKn npenopaku

BakuuHaumja | (byctep —‘
BaKuuHaumja)

HaBpemeHo pogeHu Aeua

3-posa MNoTpebHa e o nomefy mMpumapHuTe A03u noTpebeH e
peBakuuHaumja uHTepBsarn oa Hajmanky 1 mecedl.
(BycTep BakumHauuja) e PepakuvHaumja (6yctep fosarta) Tpeba

ja ce page Hajmanky 6 meceuu no
nocnegHata npumeHa npumapHa Aos3a.
MpenopakaTta e Toa Aa 6upne npen 18-
MeceqHa Bo3pacT. |

2-posa MotpebHa e e omery mpumapHuTe Aosu notpebeH e
_—t pesakunHauMja WHTepBan of Hajmanky 2 mecela.
"+ V| (ByeTep BaKuMHaLmja) o PepakumHauvja (6yctep posarta) Tpeba

na ce aage Hajmanky 6 meceun no
nocnegHaTa npvMeHa npumapHa Afosa.

, MpenopakaTta € Toa Aa buae nomefy 11
\ , 1 13-meceuHa BO3pacT. -
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MpeaBpeMeHO poaeHU Aeua, HajManky no 24 recrauncka Hepena

3-pno3a

MoTpebHa e
peBakuHauuja
(BycTep BakuuHauuja)

nomery npumapHuTe A03n NOTpebeH e
uHTepBarn oA Hajmanky 1 meceLl.

PesakuvHaumja (6ycTep AosaTa) Tpeba
ja ce pape Hajmanky 6 meceun no
rocrneaHaTa npvMeHa fpumapHa A[os3a.
Mpenopakata e Toa Aa Guae npej 18-

MecedHa Bo3pacT.

PacnopepnoT cnopep MpowupeHaTa nporpama 3a uMyHusaumja (Ha sospact o4 6, 10, 14
Hefenn) MoXe Aa Ce criefn camo AOKOMKY Mpu camoTo parake e faaeHa Aosa of

BaKkLMHaTa npoTus Xenatutuc b.

[loKonKy npu camoTo parare e fafeHa A03a O BaKuMHaTa npoTuB Xenatnutme B, BO TOj
cnyyaj Infanrix hexa moxe Aa ce KOpUCTW Kako 3ameHa 3a JornonHuTenHa nosa of,
BakuMHaTa npotus xenatutuc B, Ha BospacT oA 6 Hepenw. Jokonky e noTpebHo
BTOpaTa f03a 04 BaKUuMHata npotus xenatwtuc b pa ce pane nmpea osaa BO3pacT,
Tpeba aa ce ynotpebu MOHOBaneHTHaTa BakUuHa NPoTvUB XenaTuTuc b.

Tpeba fa ce noyuTyBaaT nokarHO BOCNOCTaBEHWTE UMYyHONPOUNAKTUYKA  MEPKU
npoTus xenatutuc b.

[MeawjaTpucka nonynauwja
BesbeaHocTa U edmkacHocta Ha Infanrix hexa kaj Aeua Haa 36 meceqHa BO3pacT He

6una ncnuTysaHa. He nocrojaT pacnonoxnmem nNoaaToum.

HauunH Ha agMuHUCTPaUmia

Infanrix hexa e Hamereta 3a anaboka WHTpaMycKynHa annukaumja, nogobpo Ha

Pa3fNYHU CTPaHM 32 NocnefoBaTeIHN UHjEKLMM.
3a MHCTPYKLIMM OKOMY PEKOHCTUTYLIMja Ha NEKOT npea aAMUHMCTPauyja, BugeTe ro aen

6.6.
4.3. KoHTpamHaukKauumn

XMnepceHanbunHoCT Ha akTuBHaTa CyncraHua unu Ha OUNo Koj OR eKcunueHcuTe
HabpoeHu Bo Aen 6.1, unu Ha chopmangexn, HEOMULMH 1 NONNMUKCHH.

XunepceH3nbunHocT no NpeTxoaHa aaMUHUCTpaUMja Ha audTepuja, TETaHyc, NepTycuc,
xenatutuc b, nonno unu Hib BakunHw.

Infanrix hexa e KOHTpavHAMLMpaHa AOKONKY AETeTo umarno eHuedanonatnja co
HenosHaTta eTvonoruja, koja ce nojasuna Bo TEK Ha 7 AeHa No npeTxoaHa BakuvHauumja,
Of BaKuuHa Koja COApXKM nepTycuc. Bo Baken OKOMHOCTY BaKLuMHauuja og, neprycuc
Tpeba fla ce NPekvHe 1 BakuMHaumjata Tpeba Aa ce NPoAoIKN CO LA Tepuja-TeTaHyc,
xenatntuc B, nonuo u Hib BakuuHN.

Kako U cO OCTaHaTWTe BaKkUWHW, agMUHWUCTpauujata Ha Infanrix -hexa Tpeba- face
OANOXMK Kaj nvLia Kou CTpaaaat oA akyTHN TeLKN thebpunnu 3a6onysarka. [pucycreoTo

Ha MUHOPHMN WHEKLMU HE € KOHTpanHAMKaLMja.



4.4, MepKku Ha NpeTNasnNMBOCT U NoceGHU NpepynpeayBatba:

Ha sakunHaLuvjaTa Tpeba Aa u NpeTXoAM Npernej Ha meguuuHckara uctopuja (nocebHo
npernes Ha NPeTXOAHUTE BaKUMHALMM W MOXHM MOjaBu Ha HecakaHu peakuun)

KNUHWYKK npernea.

Kako WTO e cnydyaj CO CUTEe BakuuHM, MOXHO € Aa He ce passhe op6paHbeH
WMYHOJTOLUKW OAroBOp Kaj cuTe BakUMHUPaHW nuua (supeTe paen 5.1).

Infanrix hexa He cnpeuyyBa 3abonyBatba NPEAU3BMKaHN Of APYry NaToreH OCBeH o4
Corynebacterium diphtheriae, Clostridium tetani, Bordetella pertussis, hepatitis B BUpyc,
nonuosupyc unu Haemophilus influenzae Tvn 6. Cenak, MoXe fa ce ovekyBa geka co
nMyHusaumja Gu ce Cnpeyuna rnojasata Ha XenaTuTuc [, co ornep Ha TOa@ LWITO BO
OTCYCTBO Ha WHdekUuja co xenatutuc b BUpycoT, He goara fo nojaea Ha xenatutic [

(NnpeausBvkaH oa AenTa arexc).

[lokonky ce 3Hae feka ce nojasune Guno kou o4 CNeAHWBE HecakaHn peakuun Bo
BPEMEHCKV Neproa Koj e NoBp3aH Co BakuuHaLmjaTa o4 NepTycuc, oanykata aa ce Aane
noHaTamolHa A03a Ha BakuuHa Koja Coapxu nepTycuc Tpeba BHUMaTenHo Aa ce
pasrnepa:

e TemnepaTypa > 40°C Bo Tek Ha 48 yaca, o4 BaKLMHaLujaTa Koja He e noBp3aHa

cO Apyra npenosHaTnuea npuynHa.
e Konarnc vnm coctoj6a CnuYHa Ha LUOK (XWNOTOHMYHA- XUNOpPEeaKTNBHa enusoga)

BO Tek Ha 48 yaca no BakuMHauuja.
o [lOCTOjaHO, HEYTELLHO Mnayetbe koe Tpae 2 o 3 4aca, Koe ce nojasyea BO TeK

Ha 48 yaca oA BakUuHauujaTa.
o KoHBynauu co unu 6es nokadyeHa Temnepatypa kou ce nojaByBaaT BO TeK Ha 3

JeHa of BakuuHaumjaTta.

MocTojaT cocTojbu, kako BUCOKA MHLMAGHLA Ha NepTycuc, Kora noTeHUujanHaTa KoOpucT
ro HagMWHyBa MOXHUOT PU3NK.

Kako 1 co CMTE BaKLMHM KOV Ce annuuMpaat no naT Ha uxjexkTuparbe, Tpeba cekorall
6p3o Aa GuAaT Ha pacrionarake COOABETEH MEANLIMHCKN TpeTMaH 1 Haasop BO cryya;
Ha peTka aHacunakTuka peakumja koja cneaysa no aAMUHUCTpaLMja Ha BakUMHaTa.

3a 6uno Koja BakUmHaLmja, QAHOCOT PU3UK-KOPUCT Of umyHu3aumja co Infanrix hexa wnu
OONOKYBaKETO Ha BaKuuHauvjata Tpeba BHUMaTenHo Aa ce npoueHn  Kaj
HOBOpOAEHYMa U Jelia kou CTpajaaTt of HOB Hanaj WUnu nporpecuja Ha TELKO
HEBPOMOLLKO NMOPEMETYBatse.

Infanrix hexa Tpe6a Aa aagMMHUCTPUPa BHUMATENHO kaj nmua co TpomGoumToneHrja unn
CO MopemeTyBate BO KpBapeweTo, 3aToa WTo Moxe Aa ce nojaBu kpsaperse no
WHTpaMyckymnHaTa agMuH1cTpaluwvja kaj osve nuua.

BakuvHara He cMée Aa ce aaMUHUCTPYPa MHTPaBacKynapHoO iyt HTPaAepManto.

I/ICTopv'ija Ha /chebpunHa: KoHBynawja, amunujapHa ucTopuja Ha KOHBYN3u# Wnu
CVHAPOM Ha HeHazejHa CMpT Kaj peTe (SIDS) He npetcTasyBaaT KOHTpauHaukauuja 3a
kopucTetbeTo Ha_ Infanrix hexa. BakumHupaHute kou umaar uctopuja Ha cebpunHa
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koHBynawja Tpeba BHUMATENHO Aa ce CfepaT, 3aroa LUTO BaKeu Hecakahy peakumu
MOMe Aa ce nojasaT 2 4o 3 AeHa Mo BakumHauujaTa.

Nekapute Tpeba pa 3HaaT Aeka cTankaTta Ha ebpunHa peakuuja e noBucoka Kora
Infanrix hexa ce KO-agMWUHMCTPUpa CO MHEBMOKOKHa KOHjyrupaHa BakuvHa (PCV7,
PCV10, PCV13) unu co BakuuHa npoTus mopBunu-sayLuku-pybena-sapuqena (MMRYV),
Bo cropeaba co ¢ebpunHnTe peakuum Kom ce rnojasysaat no agMUHACTpauuja caMo Ha
Infanrix hexa. OBne peakuun Hajyecto Gune ymepeHu (Temriepatypa epHaksa Unu

nomana og, 39°C) n TpaHauTopHu (BugeTe Aen 4.5 1 4.8).
CoO KOHKOMWHaHTHa agMuHUCTpauMja Ha Infanrix hexa u Prevenar13, saGenexaHa e

3rofiemeHa cranka Ha npujaBeHu KoHByn3uu (co unmn 6es Tpecka), Kako 1 XUNoTOHWYHO-
xvnopecnoHanern ennsoan (HHE) (Buaete aen 4.8).

[laBarbeTo Ha aHTUNMpPEeTUUM BO npodmnakThyka uen npea viM HemocpeaHo no
aAMUHMCTpaLMjaTa Ha BakUMHaTa MOXe Aa ja Hamanu vHumaeHUaTa v MHTeH3UTETOT Ha
nocT-BakuuHanHute ebpunHu peakumn. KnuHudkute nopatouyn reHepupanv  co
napauetamon 1 uBynpocer ykaxysaaT [heKka MPOUIAKTUYKOTO KOpUCTEHE Ha
napaueTamor MOXe fa ja Hamanu crankarta Ha rokadyeHa TenecHa Temepatypa, A0AeKa
MPOUNakTUIKoTO Aasarbe Ha uOynpodeH nokaxano JMMUTUpaHu ecdextn BO
pedyLMpakeTo Ha nokadeHara TenecHa remneparypa.

MpoduNakTMYKOTO KOpUCTEHE Ha aHTUNMpeThUu ce npenopayysa Kaj Aeua co
KOHBYJI3WBHM MOPEMETYBatsa UIn o NPeTXoAHa UCTopuja Ha heBpunHN KOHBYN3UK.

Tpeba fga ce WHALMPA aHTUMUpeTU4eH TpeTMaH, BO COrNacHOCT CO JloKarHuTe
ynaTcTBa.

MocebHa nonynayuja

HIV uHdekUpMja He ce cmeTa 3a KoHTpauHaukaumja. OYekyBaHNOT MYHOJIOLIKV OAFOBOP
MOXe [a He ce MojaBu No BakLUWHauumja Ha UMyHOCYNPecUBHU NaLNEeHTH.

MopaTouuTe AOOMERN Of KNMMHUYKUTE UCTPaKyBara ykaXysaar Ha Toa Aeka Infanrix
hexa MOXe Aa ce fasa Ha npefBpeMeHo poaeHu geua. Cenak, Kako v WTo & o4ekyBaHo
kaj oBaa nonynauwja, 3a Hekon aHTureHu sabenexaH € NOHU3OK MMYHOMOLLIKA oArosop

(sugete gen 4.8 n gen 5.1).

Tpeba pa ce seme BO NpenaBuA v NOTEHUWjaNHUOT pUsMK o anHea u notpebata og
pecnupaTopeH Haa3op of 48-72 4Yaca npy agMUHUCTpUpak-e Ha cepunTe 3a npumMapHa
VMyHW3aLUMja Kaj MHOTY HEAOHOCEHN Aela (PoAeHN < 28 recrauucka Hegena) u nocebHo
Kaj TMe CO MPeTXofHa UCTopuja Ha pecnupaTopHa He3penocT.

BakuvHauvjaTa He Tpeba Aa CMpeun Wnn OASIoXW kaj oBaa rpyna Ha Aeua ouaejkun
KOpWUCTa Of BakLMHaLuja e BUCOKa.

MHmepghepeHyuja co nabopamopucku mecmuparba

Moxe pa ce 3abenexv MNO3WTUBEH YpuWHapeH TecT BO TeK Ha 1-2" Hegenu no
BaKUMHUpaeTo, Buaejiu Bo ypuHaTa ce manadyea Hib kancynapex nonucaxapiieH
aHTureH. Tpeba ga ce usBeaart Apyrv TECTOBW 3a Aa ce noTepaiu Hib uHdekumjaTa 3a
BpPEME Ha TOj Nepuoa.

ExcusnveHcy co nosHat edekt




Infanrix hexa coapxu napa-aMnHoBeH30eBa KUCenunHa. Moxe na npeguseuka aneprucku
peakunn (Morebu O[JIOKEHK), @ NO UCKMYYOK BHpoHxocnasam.

BakuuHaTta coapxu 0.0298 mMukporpamu cheHunanaHMH BO cekoja aos3a. deHnnanaHuH
MOXe na bupe LUTETEH ako umare tenunkeToHypuja (PKU), peTko reHeTcko
HapywlyBawe NpU Koe ce akymynupa cdheHunanaHuH Guaejkn TenoTo He MoxXe

COOABETHO [1d r0 OTCTPAaHuW.

BakuuHaTa coapxu nomanky on 1 mmol HaTpuym (23 mq) no_aosa, WTO BCYLUHOCT
3Hauy  B6e3 HaTpuym",

BakuuHaTa coapXu Karnuym, nomanky of 1 mmol (39 mg) no 4o3a, LITO BCYLIHOCT 3HA4N
.0es kanuym".

CneannusocTt
Co uen Aa ce noaobpu creanueocTa Ha Guonoulk1Te Nekosu, NMETo 1 BpojoT Ha

cepvjata Ha aAMMHUCTPWMPaHWOT npowssoa Tpeba jacHo Aa ouaar
eBUAeHTUPaHN.

4.5. UHTepakumm co Apyru nekosu Uin Apyru c¢opmMu Ha MHTepaKuuja

Infanrix hexa Moxe ga ce aaMUHUCTPYPa KOHKOMUHAHTHO CO NMHEBMOKOKHA KOHjyrupaHa
sakymHa (PCV7, PCV10, PCV13), meHMHroKokHa ceporpyna C KoHjyrupaHa BakuuHa
(CRM1g; n TT KoHjyraT), MEHWHrOKOKHa ceporpyna A, C, W-135 u Y KoHjyrvpaHa
pakumHa (TT KOHjyraTW), opanHa BakuyvHa NpoTUB POTABMPYCOT, KaKko W CO BakuuHa
npoTus MopBuny-3ayLku-pybena-sapnyena (MMRYV).

NobueHnTe nofaTouyM He Mokaxarne KAMHWYKN penesaHTHa WHTEpdepeHUMja BO
OAroBOPOT HA aHTWTEena Ha CeKoj NOeANHEUEH aHTUreH, WNako 6un 3abenexaH
HEKOH3VCTEHTEH OAroBOP Ha aHTUTEna KOH MonMoBupyC Tvn 2 npu Ko-aaMUHUCTPaLMja
co Synflorix (ceposawTuta Koja ce ABMXM nomefy 78% u 100%). Crankute Ha
MMYHOSOLWKWOT OAroBOP KOH aHTUreHoT PRP (Hib) Ha Infanrix hexa nocne 2 Ao3u
AafeHN Ha 2 U 4-MeceyHa Bo3pacT, Gune NOBMCOKN BO cnyyaj Ha Ko-agMuHucTpauuma co
TETAHYC TOKCOMA KOHjyrMpaHa MHEeBMOKOKHa WIN MEHWHTOKOKHa BaKUvHa (Bupete aen
5.1). KnuHuukaTta peneBaHTHOCT 04 oBve HabrbyayBatba e ce’ ylTe HenosHara.

Kora Infanrix hexa 6un UcToBpemMeHo agmuHucTpupat co MenB 1 nHeBMoKokHa
KOtbyripaHa BakuuHa, Gune sabenexaHn HeKOH3UCTEHTHI pe3ynTaTi O KMAHUYKNUTE
CTyAWM, 32 OArOBOP Ha NHAKTUBMPaH Moo BUPYC THN 2, NHEBMOKOKEH KohbyrmpaH
aHTUreH cepoTun 6B 1 NepTycuc NepTakTUH aHTUreH, Ho OB1e NoAaToUN He yKaxysaar

Ha 3HauUMTErHa KIHWYKa nHTepdepeHuvja.

MoaatouuTe O0BMEHM Of KIVMHWYKA CTYAUM yKaxyBaaT Ha Toa Aeka cTankata Ha
thebpunHa peakuuvja— & noBucoka Kora Infanrix hexa ce ko-agMuHMUCTpUpa CO
HEBMOKOKHA KOHjyrpaHa BaKuuha, Bo cnopenba co hebpunHuTe peakuum kou ce
nojasyBaaTt Nno aaMuHUCTpaLmja camo Ha Infanrix hexa. Mogatouute AoBueHn oA eaHa
KMVHWYKa CTyAnja yKaxkyeaat Ha Toa fieka cTankaTta Ha debpunHa peakuuja e noBIUCOKa
kora Infanrix hexa ce ko-agMUHVUCTpUpPa CO BaKLHa npoTue mopBunu-3ayLukn-pybena-
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Bapuuena (MMRV), so cnpegba co thebpunHuTe peakuun Kou ce nojasyeaart no
agMuHUCTpaumja camo Ha Infanrix hexa, CANYHO KaKo 1 Mo aAMUHUCTpaLja caMmo Ha
MMRV BakuvHaTta (Bugete pen 4.4 u 4.8). VimyHonowkuTe OArosopu ocTaHane

HernpomeHeTw.
3apagn 3roriemMeH pu3MK Of nokaveHa Temnepartypa, Gorika Ha MeCTOoTO Ha
UHjekTMpamwe, ryderwe Ha aneTuT u npuTtabunHocr, kora Infanrix hexa 6un ncrospemeHo

aaMUHUCTPUPaH co MenB 1 7-BaneHTHa NHEeBMOKOKHA KokbyripaHa BakuuHa, Tpeba pa
ce pasMucryBa 3a offieNnHa BakumHauuja, Kora € MOXHO.

Kako U CO OCTaHaTUTE BakUMHW MOXe Aa Ce OYeKyBa [eKa MauveHTUTe Kou npumaar
MMYHOCYNPECUBHa Tepanuja, MOXe ia He NOCTUrHAaT afAeKsaTeH UMyH 0AroBop.

4.6. Ynotpeba 3a Bpeme Ha GpeMeHOCT u flakTauuja

Infanrix hexa He e HameHeTa 3a ynoTpeba kaj BospacHu. He noctojaT gpocTanHu
noZaToLn 3a KOPUCTEeHETo 3a Bpeme Ha OpemeHoCT unn nakTauuja kaj nyre, kako v
afleKBaTHU PErpOAYKTUBHM CTYANN Kaj XKUBOTHM,

4.7 Bnujanue Bp3 cnocobGHOCTa 3a BO3eHe UMM paKyBatse CO MalunHh
He e peneeaHTHO

4.8 HecakaHu peakuuu

Kpamok npezned Ha 6e36edHocHUoOm npodun

Kako wTo e 3abenexaHo kaj DTP wu kombuHauum kou coapxar DTP, no Byctep
BakumHaumja co Infanrix hexa 6une npwjaBeHun sroniemysatbe Ha nokanHa peakToreHocT
1 TemnepaTypa BO 0AHOC Ha NpUMapHaTa BakuMHaLmja.

TabenupaH NPUKa3 Ha HecakaHu peakyuu

Bo cekoja (bpeKkBeHUMOHA [pyna, HecakaHuTe peakuan ce npeseHTupann no
CEepUO3HOCT.

dpekseHUUUTE Mo Jo3a ce AedMHPaHN KaKo:

Muory vecTw: (=1/10)

YecTn: (21/100 po <1/10)
Momanky Yecty (Momanky BooGuuaern):  (21/1 ,000 o <1/100)
Petku: (21/10,000 po <1/1,000)
Muory peTku: (<1/10,000)

Mpn KIVHUYKATE WUCMUTYBaka, kako W 3a Bpeme Ha NOCT-MapKETUHLLIKNTE
Habrbyaysatba, Gune npujaBeHU criefHUBE HecakaHn peakuny fOBp3aHN CO JEKOoT
(cnopes noaaTouy AoOMeHN of, noseke o4 16.000 ucnvrtaHuum).

[ Knaca Ha opraHcku cuctemu | 3avecTeHocT I HecakaHu peakumm




WNHbekumn Ha ropHUOT pecninpaTopeH TpaKT'

WNHdekummn n nHdpecTaumm Momanky yecTu
Hapywysawa Ha kpsTa ¥ Petku nMMd)aAeHOFIaTVIjaZ,TpOM6OU,I/lT0I'IeHI/|j32
NMPHUOT CUCTEM _ ‘
Hapylwysata Ha WMyHWOT PeTku AHacvnaTyku peakumn?, |
cvcTEM aHaunakTonaHu peakuun (BKNyuyBajKu
W ypTUKapuja)> anepruckn peakuumn
(BKNy4yBajKkvt NpypUTYC)?
HapywyBara Ha| MHory YyecTu MyGere Ha aneTuToT
mMeTabonu3aMoT U ncXpaHara
McuxujaTpruckm MHory Yectu ABHOpMarHo nnaqete, MputabunHocT,
| nopemeTtyBata HEMMNP
Yectn BoasHemnpeHocT
HapywyBatba Ha HepsHWOT MHory Yectu MocnaHocT N
cuctemM PeTku Konanc wunwu coctojba cnuyHa Ha LOK
(XMNOTOHNYHA- XUMNopeaKTUBHa enusoga)’
1
MHory peTku Kosynaum (co unu 6es tpecka) |
PecnupaTopHu, Momanky Yyectn | Kawnuua
TopakanHu 7] PeTin BpoHXuT, anHea® (BugeTte fnen 4.4 3a
MegnjacTUHanHu anHea Kaj MHoOry Mmanu npeABpemeHo
HapylwyBaha pofeHu geua, < 28 rectaunucka Hegena)
MacTpouHTECTUHANHA Yecty vjapeja, noBpakawe |
Hapywysarwa Ha koxata u PeTku Ocwn, aHrMoegema’
MOTKOXHOTO TKUBO MHory peTku [epmatutuc ]
onwTr HapyLlyBaHa v MHory 4ecTu 3ronemeHa TenecHa  TemnepaTtypa
cocTojou Ha MECTOTO >38°C, Bonka, LpBEHWO noKanuaupaH
NHjEKTUPaHKETO OTOK Ha MeCTOTO Ha WHjeKTupare(s
50mm),
Yectn 3ronemeHa TenecHa TemnepaTypa
>39.5°C, peakuuu Ha MecToTo Ha
WHjeKTUpatbe, BKIy4yBajKku uHgypauvja,
nokanuaMpaH OTOK Ha MecToTo Ha
nHjekTupatse (> 50mMm)’!
Momanky Yectn | AucyseH OTOK  Ha WHjeKTUpaHnoT

eKcTpemuTeT, NoHeKoraly BKNy4YyBajKkn ro
n coceaHwoTt 3rnob! , 3amop |

—

Petkn

OTok Ha uenvot WHjeKTupaH
EeKCTPEMUTET?, eKCTEeH3UBEH OTOK?, Maca
Ha MECTOTO Ha WHjeKTVpare?, Meypu Ha
MEeCTOTO Ha NHjeKkTupare?




flela NpUMapHO BakUMHMPaHX CO alienynapHa neprycrc BakuHa nosepojatHo e Aa
nckycaT peakuuu cO nojaea Ha OTOK Mo agMuHUCTpauvja Ha BycTep BakuuHara, BO
cropenda co fela NPUMapHO BakUMHUPaHN CO LENOKNETOMHW BakUAHW. Osuvie peakuum
ce MoBneKkysaaT NpoceyHo 3a 4 feHa.

2 HecakaHu peakuun of, CrIOHTaHoO NpujaByBatbe.

WckycTBa co Ko-aAMUHUCTpaumja:

AHanusaTta Ha MNOCTMAapKETUHLLKUTE CTankvu Ha npujaByBare Ha HecakaHn peakyu
nokakana noTeHuujaneH 3ronemMeH pu3vkK of KOHBYN3uu (co unn 6e3 Tpecka), Kako W
XVNOTOHNYHO-xMNopecnoHausH  ennsogn  (HHE), npu cnopeaba Ha rpynu Kowu
npwjasune ynotpeba Ha Infanrix hexa co Prevenar 13, n rpynu kou npujasune ynoTtpeba

camo Ha Infanrix hexa.

Bo KNUMHWYKM CTYAWW Kaj KOM HEKoW OA BaKLWHUpaHUTE npuMiAne Infanrix hexa
KOHKOMUTaHTHO co Prevenar (PCV7) kako BycTtep (4Ta) Ao3a of, ABeTe BaKUUHW, Guna
npvjaBeHa rojasa Ha nokayeHa Temnepatypa 2 38°C kaj 43.4% op aeuara kou npumane
Infanrix hexa n Prevenar Bo WcTo Bpeme, BO cnopeaba co 30.5% op peuara Kowu
npyMarne camo XeKkcasarneHTHa BakuuHa. [MokadeHa Temneparypa noronema of 39.5°C
6una sabenexaHa kaj 2.6% n 1.5% o4 Aeua kou npumane Infanrix hexa co unun 6e3s
Prevenar, cooageTHO, (Budete gen 4.4 u 4.5). MHunpeHuaTa u cepuosHocTa Ha
nokaueHaTa TemMnepaTypa koja crnegefna no Ko-agMUHMCTpaLMja Ha ABeTe BakLUHI BO
npumapHuTe cepun, Guna noHucka OTKOMKY kaj nuuata kou Gune HabrbyaysaHu no

npumaree Ha BycTep fosarta.

MopaTounTe o4 KNINHUYKWTE UCNNTYyBatka nokKa)xysaaT CNnvYHK WHLMAEHUN Ha TpecKa BO
cnydyaun Kora Infanrix hexa e Ko-agMMHUCTpUpaHa Co Apyra NMHEBMOKOKHA caxapuiHa

KOHjyrupaHa sakuuHa.

Bo egHa KnuHWYKa CTyAuja BO KOja HEKOW of BaKuMHUpaHute npumnne Byctep Aosa
(peBakumHa) Ha Infanrix hexa KOHKOMWTaHTHO CO BakuyHa MpoTVB Mopbunu-3ayLuku-
py6ena-sapudena (MMRYV), 6una npujaseHa rojapa Ha nokayeHa remneparypa = 38°C
kaj 76.6% on Aeuara kow npumare MMRYV u Infanrix hexa Bo ucto speme, Bo cnopeaba
co 48% op peuaTta kow npumane camo Infanrix hexa u 74.7% op, geuarta Kou npumane
camo MMRYV. MNokayeHa TemnepaTypa noronema og 39.5°C 6una npujaseHa kaj 18% oA
aeuata kou npumane Infanrix hexa co MMRYV, Bo criopen6a o 3.3% oa aeuata Kou
npumarne camo Infanrix hexa u 19.3% oa Aeuata kou npumane camo MMRYV (Buaete

pen 4.4 n4.5).
BesbenHoceH npochun Kaj NpeABpemMeHo poJeHn Aeua:

Bo cTyauu Ha NnpumapHa BakuuHauwja, Infanrix hexa 6vna agMUHUCTpUPaHa Kaj noseke
on 1000 npeaBpemeHo poAeHn feua (pOAeHn Mo rectauucku nepvog of 24 po 36
Hepena) v kaj noseke of, 200 npeaBpemMeHo PoAeHN Aella Kako BycTep fosa BO BTOpaTta
rogvHa of XWBOTOT. Bo KOMMapaTBHW KIUHWUYKWA CTYAWU, oune zabenexaHu CNUYHU
cTanky Ha CUMMTOMU M Kaj NpemBpeEMEHO W Kaj HaBpeMeHO poAeHn- Aeua (sa
MHGOpPMaLWK NOBP3aHM CO anHea, nornegHeTe o Aen 4.4).

« Be3beHOCT Kaj AOeHYUbA U Manu feua poaeHn oA Majk1 BakLMHWpaHW co dTpa 3a
Bpeme Ha BpemeHocT

{



Bo kmHUUKM cTyaum, Infanrix hexa 6un agMuHucTpupad Ha noseke og 500 ncnutaHnuu
poAEHN oA MajKuh BakuMHupaHu co dTpa wwm nnauebo 3a BpemMe Ha BpemeHocTa.
BesbenHocHWOT npodun  Ha Infanrix hexa 6un cnuyed ©Ges orneg  Ha
n3noxeHocTa/HeusnoxeHocta Ha dTpa 3a Bpeme Ha BGpemeHocTa.

e lckycTBa CO XenaTUTUC B BakuuHa:

Bo eKCcTpeMHo peTku cryyan Gune npujaseHn aneprucku peaxuii Kou MMuUTUpaaT
cepymcka 6onecT, napanusu, HedporaTuja, HEBPUTUC, XUMNOTEH3W]a, BACKYNIUTUC, NNXEH
nnaHyc, eputema Myntudgopme, apTpUTMC, MyckynHa cnabocT, Guillain-Barré cuHapom,
eHuedanonaTtvja, eHuedanMTUc 1 MEHUHTUTUC. He e nocraBeHa nNpu4vHCKa-
nocneaAuyHa penauvja co BakuuHaTa.

Mpujaeyeare Ha HecakaHu peakyuu

MpujaByBakeTo Ha HecakaHW peakuun no Aobusarse Ha onobpeHue 3a cTaBawe Ha
FIEKOT BO APOMET € MHOry BaXHO. TOa OBO3MOXYBA KOHTMHYMPaHO CrneAete Ha
paMHOTeXaTa Mefy KOPUCTa/pU3NKOT Ha NeKoT. 3ApaBCTBEHNTE paboTHULM Ce AOIDKHY
Aa npvjasaT GUNo KakoB HecakaH edekT NpeKy HALMOHaNHOT CUCTEM 38 npvjaByBare

Ha HecakaHu peakuuu.

"HecakaHuTe peakuun oj, NeKoBnTe MoXe aa r npujasuTe Bo HaLmoHanHMoT LEHTap 3a
hapmakoBurunaHua npu AreHupjaTa 3a NeKoBU U MEAULMHCKM CpeAcTBa (yn.Ce.Kupun
u Metoauj 6p.54 kaT 1) unu no enexkTpoHCKM naT NpPexy Be6 cTpaHaTa Ha AreHuujaTa

http://malmed.gov.mk/."

4.9 Mpenosmnpake
He e npujaBeH HYTY efieH cryuaj Ha npefosuparse.
5. ®APMAKOIOLLKM NOOATOLN

5.1 dapMakoaMHaMCKKU KapakTepUCTUKU

dapmakoTepanesTcka rpyna
KoMBUHMpaHa BakUuMHa 3a BakTepumn 1 BUpycu

ATC kop : JO7CAQC

HmyHo2eHocm

WmyHoreHocta Ha Infanrix hexa 6una esanyuMpaHa BO KIWHWYKA CTYAUN Kaj
HOBOpOAEHUMIbA HA BO3pacT oA 6 Heaenu na Harope. BakuuHaTta 6una ncnutyeaHa Bo
pacropeau 3a nprmapH BakuvHauuu co 2 u 3 goau, BknydyBajku ja u MNpowmperHara
nporpama 3a WMyHU3aumja, Kako u GycTep fosaTa (peBakuuHauvja). Pesynratute oA
OBMe MCnUTyBaka Moxe 301pHO Aa ce nornepHar eo Tabenarta nogony.

Mo pacnopenoT 3a BakuMHauuja co 3 posu, HajManky 95.7% op4 HoBOpoAeH4YMHaTa
pa3BUfie HWUBO HAa -CEPO3ALLUTUTHM Nk CEPOnO3NTUBHN aHTUTENa KOH cekoj of
aHTUreHuTe Ha BaxkuuHata. Mo BGycTep BakunHaTta (fononHnTenHa 4-Ta no3a), HajMmanky
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08.4% of geuaTa pasBune HUBO Ha CEPO3ALLTUTHU WM CEPOMOSUTUBHN aHTUTENA KOH
CeKoj 0f aHTUreHUTe Ha BakuuHaTa.

MpoueHTH Ha NuLa CO TUTAp Ha aHTUTeNa UHANKATUBHU Ha
ceposawTuTa / Cepono3uTUBHOCT, eaeH Mecel, no 3-Ao3HaTa npumMapha,
a noToa u 6ycTep BakuuHauumja co Infanrix hexa.

AHTUTENO Mo 3 pmo3a Mo 4 po3a
(cut off) (BycTep BakumHauuja BO
TeKOT Ha BTOpara roguHa
o1 XMBOTOT, NO
3aBpiuyBaHe Ha
npuMmapHarta 3-Ao3Ha
BakUMHaUwmja)
2-3-4 | 2-4-6 3-4-5 6-10-14
Meceuun Meceum meceum Heaenu N=2009
N=196 N=1693 N=1055 N=265 (12 cTyguu)
(2 cTyaum) | (6 ctyamm) | (6 cTyauv) (1 cTyamja
. % % % % %
AHTY- 100.0 99.8 99.7 99.2 99.9
audbTepuja
(0.1 1U/mi)
AHTK- 100.0 100.0 100.0 99.6 99.9
TeTaHyc
(0.1 1U/mi) T
AHTU-PT 100.0 100.0 99.8 99.6 99.9
(5 EL U/mi) _
AHTU-FHA 100.0 100.0 100.0 100.0 99.9
(5 EL.U/mI)
AHTU-PRN 100.0 100.0 99.7 98.9 99.5
(5 EL.U/ml)
AHTW-HBs 99.5 98.9 98.0 98.5* 98.4
(10mliU/ml)
AHTN-Polio 100.0 99.9 99.7 99.6 99.9
™n 1
(1/8 dilution)
.I..
AHTU- Polio 97.8 99.3 98.9 95.7 99.9
T™n 2
(1/8 dilution)
T |
AHTu- Polio 100.0 99.7 99.7 99.6 99.9
T™n 3
(1/8 dilution)
T
AHTU-PRP 96.4 96.6 96.8 97.4 99.7**
(0.15 npg/ml) e
.I.

N= 6poj Ha nuua
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* kaj noarpyna Ha Jeua Kaj kou He e aAMMHMCTpupaHa xenatutuc 6 BakuuHa npu
parare, 77.7% oa cybjektnte umane anTu-HBs TuTap = 10 miu/ml.
“MocT GycTep BakuuHaumja, 98.4% oa Aeuara uvane aHTU-PRP koHueHTpaumja = 1

pg/ml nHAvKaTUBHA 3a JonroTpajHa sawiTuTa.
+ cut-off npudpaTeH Kako MHANKATUB Ha 3aLITUTa.

Mo pacrnopefoT 3a BakuuHauuvja co 2 nosu, Hajmanky 84.3% o HosOpoAeHuMHaTa
pasBune HUMBO Ha CEpPO3ATUTHW WK  CEPOnOSUTUBHM aHTMTENna KOH CeKoj of4
aHTUreHuTe Ha BakuuHaTa. Mo KoMmmnneTHa BakuuHaumja BO COMMacHOCT €O 2-003HWOT
npUMapeH pacnopej 3a BakuuHalmja, Kako v pacnopenor 3a BycTep BakuuHauuja co
Infanrix hexa, Hajmanky 97.9% og Aeuata passune HUBO Ha cepo3alTuTH unu
CEepOno3NTUBHI aHTUTENa KOH CEKOj Of} aHTUreHuTe Ha BakUuHaTa.

Cnopef pasnu4Hu CTYAUM, MMYHOMOLUKMOT OAroBOp KOH PRP aHTureHoT Ha Infanrix
hexa nocne 2 [o03v, JaAeHW Ha 2 W 4-meceyHa BO3pacT, Bapvpan AOKOSKY oun ko-
agMUHUCTpUpaH €O TeTaHyC TOKCOWA KOHjyrupaHa BakuwHa. Infanrix hexa nokaxana
aHT-PRP  umyHonowku ogrosop (cut-off 2 0.15pug/ml) kaj Hajmanky 84% oA
HosopoaeHunwaTa. OBoj NPOLIEHT ce 3roneMysa A0 88% BO cny4aj Ha KOHKOMWHaHTHa
ynotpe6a co NHEBMOKOKHA BakLMHa Koja Kako HOCUTEN COApXM TeTaHyc TOKCOUg, v Ao
98% pokonky Infanrix hexa e ko-aaMUHUCTpUPaHa CO TT KkoHjyrMpaHa MEHWHrOKOKHa

BakUuuHa (Buaete aen 4.5).

MpoueHTH Ha NUUa CO TUTap Ha aHTUTena WHAMKAaTUBHW Ha cepo3awTtura /
Cepono3nMTUBHOCT, eAeH meceu Mo 2-no3Hata fnpuMapHa, a notoa oycrtep
BakuuHauuja co Infanrix hexa.

AHTUTENO Mo 2 po3a [ Mo 3 poza
(cut off)
2-4-12 3-5-11 2-4-12 3-5-11 ‘
mMeceum Meceum meceum meceun
| N=223 N=530 N=223 N=530
(1 cryawja) | (4 cryaum) | (1 ctyguja) (4 ctygyn)
% % % %
AHTU- 99.6 98.0 100.0 ' 100.0
andprepuja
(0.1 1IU/ml) t _
AHTH- 100.0 100.0 100.0 100.0
TeTaHycC
(0.1 1U/ml) T |

AHTH-PT 100.0 | 99.5 99.5 100.0
(5 EL U/ml)
AHTn-FHA 100.0 99.7 100.0 100.0
(5 EL.U/ml)
AHTU-PRN 99.6 99.0 100.0 99.2
(5 EL.U/ml)
AHTu-HBs 99.5 96.8 99.8 98.9
(10miU/ml) ) i |
Antu-Polio 89.6 | 994, 98.4 99.6
mn 1 N\
(1/8 dilution) / i
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f | ]
AHTH- Polio 85.6 96.3 98.4 [ 994 |
Thn 2

(1/8 dilution)

.I.

AHnTH- Polio 928 98.8 97.9 99.2

TMNn 3

(1/8 dilution)

1.

AHTU-PRP 84.3 91.7 100.0* 99.6*
(0.15 pg/ml)

T

N = 6poj Ha cybjekTn

+ cut-off npudpaTeH Kako MHAUKATUB Ha 3awTuTa

*MocT BycTep BakuMHaunja, 94.4% of Aeuara npu pacnopen 3a BaKLmHauuja Ha 2-4-12
MeceyHa Bo3pacT, kako n 97.0% oa feuaTa npu pacnopes sa BakLuHaumja Ha 3-5-11
MeceuyHa Bo3pacT, umane aHTU-PRP koHueHTpauuja 2 1 pg/ml nHAUKaTMBHa 3a
AoONnroTpajHa 3alutuTa.

Buna yTBpAeHa ceporollika Koperauuvja Ha sawtuTa oA AndbTepuja, TeTaHyc, nonvo,
xenatvtuc B n Hib. He nocton cepornolka kopenauuja Ha 3awTuta of nepTycuc.
Cenak, CO Orfle[, Ha Toa LUTO MMYHOJNOLLKMOT OArOBOP KOH aHTUreHuTe Ha neprycuc
nobveH no aAmMuHUCTPpaumjata Ha Infanrix hexa e ekBuBaneHTeH Ha WMYHOMOLKNOT
oarosop f1o6ueH co agmunucTpauumja Ha Infanrix (DTPa), oyekyBaHo € U NpoTeKTMBHATA
eMKacHOCT Ha ABeTe BakuuHu Aa Guae exkBrBaneHTHa.

lMpomekmusHa eghukacHoCm rpomue rnepmycuc

KnuWHuukaTa 3aliTWTa Ha KOMMoHeHTuTe Ha nepTtycuc oA Infanrix (DTPa), HacmpoT
TUNWMUEH nepTycuc AeduHupaH of ctpaHa Ha C30 (= 21 aeH Ha mapokcusmanHa
kawnuua) 6una AeMoHcTpupaHa no 3-A403Ha npumapHa WUMyHU3auuja, BO CTyauuTe
npeTcTaBeHn Bo Tabenara nogony:

. . EdukacHoct

Cryavja 3emja Pacnopep, 4a sarilitnata 3akayyoum

KoHTakTHa Fepmanuja| 3,4,5 88.7% Bp3a ocHoBa Ha noaaTouu cobpaHu

cTyawja BO meceum 0f1 CeKyHAapHV KOHTAKTK BO

AOMaKnHCTBa JOoMaKkuHCTBa Kafe nocroene

(npocnexkTuBHa cny4aun co TUMUYEH NepTycnuc

cnena)

Ctyauja Ha Wtannja | 2,4,6 84% Bo follow up (koHTpona) kaj

ednKacHOCT Meceuu ucTaTa nonynauuja, egukacHocra

(NIH 6una noTepaeHa go 60 meceun no

CNOH30pUpaHa) 3aBplLUyBake Ha npumapHaTa
BaKLmHauuja 6e3 agMmmHucTpaumja
Ha BycTep fo3a (pesakumHa) 3a
nepTycuc.

MocmojaHocm Ha UMyHOSTOWKUOM 002080p

13




MocTojaHOCTa Ha WMYHOMOLLKNOT OAroBOP OA, 3-[03HVOT MpuMapeH pacrnopegd Ha
pakuvHauuja (Ha 2-3-4, 3-4-5 nnn 2-4-6 mMeceqHa Bo3pacT), kako u of OycTep posata
(8o BTOpaTa roguHa oA xmBoToT) co Infanrix hexa, 6un esanynpaH kaj geua nomery 4-8
rogvilHa Bo3pacT. 3alTUTHNOT UMYHUTET NPOTVB TPUTE BUAA HA nonuosmpycu n PRP,
6un HabreyayBaH kaj HajMmanky 91.0% op AeuaTa, Kako M Kaj HajMmanky 64.7% op geuata
npoTue AudbTepuja 1 TeTaHyc. Hajmanky 25.4% (aHTU-PT), 97.5% (aHTu-FHA) u 87.0%
(aHTn-PRN) og, feuiata 6une cepono3uTueH NpOTME KOMMOHEHTMTE Ha nepTycuc.

MpoueHTH Ha nuuUa CO TUTap Ha aHTMTena WHAWKATUBHA Ha ceposawTtuta /
Cepono3UTMBHOCT NO NPUMapHa, a noToa 6ycTep BakuuHaumja co Infanrix hexa.

AHTHMTENA Deua Ha 4-5 roguuiHa Bo3pacT Deua Ha 7-8 ropuwuHa Bo3pact N
| (cut-off) N % N %
'(°6'_*1T 'I‘L'f,‘:q‘lﬁ”ep“ja 198 68.7* 51 6.7

'&)*_'17 e 198 747 51 64.7
'(AEHEE.-S/Tmn 197 25.4 IRTY 32.3
g”g[ﬂ% 197 97.5 161 98.1
. g“gl“_‘_'l'j/fn"l') 108 90.9 162 87.0 )
AnTu-HBs 250§ 85.3 207§ 72.1

(10 miU/ml) 171§ 86.4 149§ 72
ﬁ';g'g”':ft’l’;:)" w1l g5 95.7 145 et
a*/'g'gl:‘u‘;’;'g)" ™n2l g7 95.7 148 91.2 |
G'/g P 3 174 97.7 144 97.2 |
'(A(‘Jﬁrg-gg;rnl) 198 98.0 193 995

N = 6poj Ha cyBjekTn

*MpuMepoumn TECTUPaHU oA CTpaHa Ha ELISA co koHUeHTpaumja Ha aHTuTena npoTue
ouptepuja < 0.1 IU/ml, ©Gune nOBTOPHO TECTUpaHu no nat Ha aHanu3a Ha
HeyTpanusauuja Ha Vero-kneTku (ceposaluTuTeH cut-off 2 0.016 IU/ml ): 96.5% oA
Jeuiata Gune ceposallTUTEHN.

§ Bpoj Ha UCNUTaHWLK 0 2 KIHWYKKA CTYAUN.

Bo ofgHOC Ha xenaTutuc b, ceponpoTekTUBHN KOHLIEHTPaLIWN Ha anTuTena(=10 miu/ml),
no 3-A03HUOT pacnopes 3a npumapHa BakuuHaumja u pacropepoT 3a Byctep Aosa
(pesakumHa) co Infanrix hexa, ce oapxysar Ha >85% kaj aeua Ha 4-5 roguiHa BospacT,
Ha 272% kaj gela Ha 7-8 roguiHa Bo3pacT, kaj 260% of nuuarta Ha Bo3pacT of 12-13
roguHun U Kaj 53.7% oA _riiyata Ha 14-15 roguwHa BO3pacT. JononHUTenHo, no 2-
JO3HVWOT pacnopea 33/ npymapHa BakuvHauwja W pacnopefoT 3a Byctep pfosa
(peBakuuHa), KOHLEHTpaLMjaTa Ha CEepORPOTEKTUBHUTE aHTUTENA NpoTUB xenatutnc b
ce oapyBana Ha 248% kaj aelia Ha 11-12 roaywHa BO3pacT.



AMyHosoWwkaTa Memopuja Ha XenaTutuc b Guna noTepAeHa Kkaj Aeua of 4 Ao 15
rognwHa Bo3pact. Osue geuja npumune Infanrix hexa 8o chopma Ha npumapHa v bycrep
BakUMHaUMja Kako HOBOPOAEHYMHba, Aodeka Kora UM ouna agMUHUCTpUpaHa
JOMonNHUTEeNHa Ao3a o4 MoHoBaneHTHaTa HBV BakuuHa, NPOTEKTUBHNOT UMYHUTET oun

3abenexaH Kaj Hajmanky 93% oa aeuarta.

myHoreHocCT Kaj AoeHYMHba U Manu Aeua POAEHW oA Majku BakuuHupasu co dTpa 3a
Bpeme Ha GpeMeHoCT

WNmyHoreHocTa Ha Infanrix hexa kaj AoeH4MH-a M Many fela poaeHn oA 34paBu Majku
BakuMHMpaHu co dTpa Bo 27-36 Hepena o4 6pemeHocTa 6una esanyvpaHa BO ABE
KNUHWYKY CTYAUN.

Infanrix hexa 6un ko-agMuHUCTpUpaH co 13-BaneHTHa MHEeBMOKOkHa KOHjyrupaHa
BakLMHa Kaj JoeHuMHa Ha 2, 4 1 6 meceln unu 2, 3 1 4 meceuu BO TpW A031 NpUMapHA
pacriopeau 3a BakuuHaumja (n=241), unm Ha 3 1 5 meceun unn 2 n 4 meceuun Bo LLEMU
3a npymapHa BakuUuHaumja co ABe A03N (n=27); n Ha UcTUTe AoeHYua/mManu Aeua of

11 po 18 meceLm Kako GycTep aosa (n=229).

MocT-NpyMapHaTa W nocT-3acinieHaTa BakuvHaLmja, WMyHomoLkuTe noaaToun He
noka)aa KIMHWYKW penesaHTHa MHTepdepeHunja Ha MajumHaTa BakuvHauuja co dTpa
Ha OAFOBOPOT Ha JOEHYETO W MarnoTo AeTe Ha AudTepuja, TETaHyc, Xenatutic B,
uHakTvBMpaH nonmosmpyc, Haemophilus influenzae Tun B UM NHEBMOKOKHN aHTUTEHH.

MOHMCKM KOHLEHTPALMW Ha aHTUTena NpoTUB aHTUreHWTe Ha NepTycuc NocT-npumMapHa
(PT, FHA »n PRN) u nocrt-6ycrep (PT, FHA) sakumHauuja Gea 3sabenexaHu Kaj
JoeHuYa M Manu geua poAeHu of Majkm BaKkUMHUpaH# Cco dTpa 3a Bpeme Ha
BpemeHocTa. [apTHepckuTe 3ronemyBatba Ha KOHUEHTpauuuTe Ha aHTUTena npoTuB
nepTycuc oA Npea-3acurysavyoT Jo 1-Mece4eH nocr-sacunysay, BGea BO UCTUOT Ofcer 3a
[AOEHYMHbA W Manu deua poaeHn o4 Majku BakUvHUpaHu co dTpa unu co nnauebo, WTo
nokaxysa €(QEeKTUBHO 3ajakHyBatbe Ha UMYHOJSIOLKUOT CUCTEM. Bo otcyctBO Ha
KopenaTW Ha 3alTuTa 3a NepTycuc, KIMHWYKaTa BaXHOCT Ha OBWE HabreypyBatba
ocTaHyBa LenocHo aa ce pasbepe. Cenak, cerawHuTe enuaeMuonoLKi nogaTouu 3a
fonecta Ha nepTycuc no cCnposeayBameTo Ha WMyHu3aumjaTa Ha Majkata dTpa He
yKaxkyBaaT Ha KIMHWYKa BaXHOCT Ha 0Baa MMYyHOMOLLKa nHTepdepeHUmja.

WmyrozeHocm Kaj npedspemeHo podeHu deua

WmyHoreHocTa Ha Infanrix hexa Guna esanynpaHa BO pamkuTe Ha Tpi CTYAun Kown
BKTydyBane npubnwxHo 300 npegspemeHO poAeHn Aeua (poaeHn Bo nepuoj oA 24 fo
36 recTauumcka Heaena), No 3aBpliyBake Ha 3-A03Ha npumapHa BaKUMHauuja Ha 2, 4 u
6 meceuHa Bo3pacT. iMyHoreHocTa crekHaTa co 6ycTep gosata u rnpumeHa oA 18 go 24
MeceuHa Bo3pacT, Buna esanympaHa kaj npuonmxHO 200 npeaBpemeHo poAeHn AeLa.

EpeH mecey no npumapHara BakuMHaLMja, Hajmanky 98.7% op peuara dune
cepo3aLUTUTEHN NPOTUB AudTepUja, TeTaHyC 1 NonnoBMpyc TIN 1 u 2; Hajmanky 90.9%
passurie HUBO Ha CEpO3alUTUTHW aHTUTena MpoTWB XenaTutuc B, PRP v nonuoeupyc
MR 3; cuTe Aeua Gune ceponosWTUBHWU KOH aHTUTEna npotus FHA n-PRN, pnoneka
94.9% 6une cepono3nTMBHI KOH aHTUTena NpoTuB PT.
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EpeH mecel no 6yctep posata (peBakumHa), Hajmanky 98.4% o Aeuata passuie
Cepo3aLTUTHU U1 CePONO3NTUBHN aHTUTENa KOH ceKoj oA aHTUreHuTe, ocseH KoH PT
(Hajmanky 96.8%) u xenaTuTuc B (Hajmarky 88.7%). OaroBopoT Ha Byctep Aosarta BO
OJHOC Ha HEKOMKY-KpaTHOTO 3roneMyBa-€ Ha KOHLEHTpaLuvjaTa Ha aHtuTena (15 To 235
naTu), yKkaxxysa Ha Toa Aeka npeBpemMeHo poaeHuTe Aeua 6une afexkeaTHO NOArOTBEHN
3a cuTe aHTUreHu Ha Infanrix hexa.

Bo konTponHuTte (follow-up) ucnepysawsa crnpoBefeH” npubnwxHo 2.5 Ao 3 roanHX no
npumarke Ha OycTep AosaTta kaj 74 peua, 85.3% oA peuata ce’ ywre 6une
cepo3alLUTUTEeHN NpoTus xenatutuc b, a Hajmanky 95.7% 6une cepo3allTuTeHu NpoTnB

TpuTE TMNOBU Ha nonuosupyc 1 PRP.

MNocm-mapKkemuHWKU UcKycmea

PesynTtatu of A0NropoYHa KoHTpona (follow up) Bo LlBeacka mnokaxyeaaT Aeka
auenynapHuTe nepTycuc BakuuHU  Ce noeduKacHW Kaj HOBOpPOAEeHYMHa Kora ce
agMUHUCTPUpaaT cnopef pacnopefoTt 3a npuMapHa BaKLMHauunja Ha 3 U 5 MecedvHa
Bo3pacT, co BycTep Ao3a (peBakuuHa) agMUHNCTpUpaHa npubnmkHo Ha 12 mecedHa
BoapacT. Cenak, nogaToLmTe nokaxyBaaT [ieka 3awTuTara o4 neprycuc MOXe Aa ce
HaManu Ha 7-8 rogvHa Bo3pacT co osoj 3-5-12 meceudeH pacnopen. Toa cyrepupa
neka BTopa GycTep Ao3a (pesakuuHa) 3a nepTycuc e onpaejana kaj Aeua Ha BospacT
5-7 roaviHN, KOU NPETX0AHO 6rne BakLUMHNPaHU No 0BOj noceben pacnopea.

EdektueHocta Ha Hib komnoHeHTaTa Ha Infanrix hexa, 6una wncnuTyBaHa npeky
eKCTEH3MBHa NOCT-MapkeTWHWKa ctyavja so lepmanuja. Bo follow-up (KOHTpOsIEH)
nepuos o4 CeAyM roguHu, eeKTMBHOCTa Ha Hib KOMNOHEHTUTE Ha [ABe& XeKcaBaneHTHU
BaKLWMHU, 04 Kou eaHaTta 6una Infanrix hexa, 6una 89.6% 3a uenaTa nNpumapHa cepuja
n 100% 3a uenata npumapHa cepuja n Gyctep aosara (peBakuuHa) (He3aBUCHO 04

npumapHata Hib BakumHa).

PesyntatuTe Of TEKOBHUTE PYTWHCKW HaUMOHamHu Habrbyaysawa Bo WTanvja,
yKa)KyBaaT Ha Toa Aeka Infanrix hexa e edmkacHa Bo KoHTponaTa Ha Hib 3abonysaweTto
kaj HOBOPOAEHUMH-A, BO Crly4au Kora BakUiHaTa ce agMMHUCTpupa Cnopel pacnopefoT
3a nNpuMapHa BakuvHaumja Ha 3 1 5 MeceuyHa BO3pacT, €O 6ycTep Ao3a (peBakuuHa)
agMuHuUCTpUpaHa npubnuwxHo Ha 11 mecedHa BO3pacT. Bo nepvog oA 6 roauHw,
nouHyBajkvn oA 2006, kora Infanrix hexa 6una npumapHa BakuuHa Bo ynoTpeba Koja
coapxu Hib, co nokpueHoCT Ha BaKLIMHMPAHOCT OA 95%, MHBa3uBHOTO 3abonysare Hib
1 noHaTamy ycnewHo ce KoHTponupano, co 4 notepAeHn criydan Ha Hib npvjaeeHn Kaj
feua og, Utanuja nomnaam of 5 roguLlHa Bo3pacT, No naTt Ha nacusHo Haarneaysats€.

5.2. ®apMaKOKMHETCKMW KapaKTepucTUKu

3a BaKuuHW He e noTpebHa eBanyauyvja Ha hapmakoKnHeTckuTe KapakTepucTuku. .

5.3. [MpetknuMHUuKK-riogatTouu sa 6e3benHoOCTa

He-KNyHMYKA NoAaToLW nokaxarne aeka Hema nocebHa onacHoCT 3a nyfe GasupaHo Ha
KOHBEHLMOHAMHa cTyanja 3a 6e36eAHOCT, creunduiHa TOKCMYHOCT, noeTopyBaHa [03a

Ha TOKCUYHOCT W KOMMNaTUBNMHOCT Ha COCTOjKUTE.
/
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6.1. fMucTta Ha eKcunueHcHu

Hib npatlok
AHXuapupaHa fakTosa

DTPa-HBV-IPV cycneH3uja

Hatpuym xnopug (NaCl)

Meauym 199 (xako crabunmsaTop COCTaBEHOA aMUHO KUCENuHW (BKIy4MTENHO
(heHunanasuH), MuUHepanHu comu,  (BKNYWMTENHO HaTpiym W Kanuym), BUTaMWHU
(BKNy4UTENHO Napa-aMMHOGEeH30eHa KUCeNHa) 1 Apyru cyncTaHuumn).

Bopa 3a nHjekumn

3a apjysaHcu Bugete fen 2.
6.2. WHkoMnaTubUNHOCT

Bo OTCYycTBO Ha komnaTubunHu CTyAvW, OBOj fliek He cmee Aa ce Mella co Apym
MELULMHCKA NPOAYKTH.

6.3. Pok Ha ynorpeba
4 roguHn

Mo pekoHcTUTYUMja: ce npenopadysa Aa Ce UCKOPMCTU BeAHaLL. Cenak, crabunHocra e
AeMOHCTpUpaHa 8 yaca Ha TemnepaTtypa Ha 21°C no pEeKoOHCTUTYLWMja.

6.4. Ha4wH Ha yyBame

Jla ce uyBa BO ppwKMaep Ha TemnepaTtypa (2°C - 8°C).
[la He ce 3amMp3HyBa.

[la ce 1yBa BO OPUIMHANHOTO NakyBah-e, 3a fa ce 3alTUTW o4 CBETNUHA.

MopaTouuTe 3a CTABMIHOCT YKaXyBaaT Ha Toa Aeka KOMMOHEHTUTe Ha BakuuHara ce
cTabunHM Ha Temnepatypa Ao 25°C Bo nepuoa o4 72 vaca. Mo M3MMHyBatbe Ha OBOj
nepuog, Infanrix hexa Tpeba nnu pa ce ynoTpebu unm aa ce otctpaHu. OBi1e NOAATOLN
ce HameHeTW 3a 3ApaBCTBeHMTe paGoTHULM, 3a Aa MM ynaraT camo BO crydan Ha

NPUBPEMEHU TEMNEPaTYPHU oTCTanyBatba.
3a ycroBuTe Ha YyBake Ha PeKOHCTUTYPaHUOT NpoU3BOA, BUASTE AST 6.3.

6.5. [lpupoaa u coapXuWHa Ha NakyBabeTo

MpalwoK Bo BMjana (Tun | CTakmno) LUTO COAMKN 1 posa co cTonep (GyTun ryma) u

0,5 ml cycneHanja 3a UHjeKTUpare BO NPEeTXOAHO-HAMOMHET LWnpuy (cTakno Tvn 1), co
cTonep Ha unuHaapoT (6yTun ryma) u co rymeHa kana Ha BpBeoT. ;

KanaTa Ha BPBOT v [yMEHMOT CTOMEP Ha NPETXCAHO HAMOMHETVOT LUNPUL| 1 CTONEPOT Ha
BUMjanaTa ce HanpaBeHn Of CUHTETUYKA ryMa.
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MakyBara co ronemviHa o4 1 1 10, co vrm 6es urnu n 36upHo naxkysawe OA NeT
nakysata, cexoe coctasero og 10 Bujanu 1 10 NPeTX04HO HaNONMHEeTH LWNPULIEBN, Bes

nmrnn.

CuTe roneMmnH1 Ha nakyBaraTta He ce AOCTanHu Ha nasapoT.
6.6. YnartcTeo 3a ynotpe6a/ pakyBawe

Onuc 3a Bujana co NpeTxoaH0 HanonHeT LUNDPULL

Mo cknagupake, BO MPETXOAHO HanonHeTUoT LUNpuL KOj coapXu DTP-a-HBV-IPV
cycrneHsuja Moxe Aa ce 33Benexu umcTa TedHocT 1 Ben genoaut . Toa He npeTcTaByBa

3HaK Ha 3a pacunyBatbe.
MepTxo4HO HanonHeTVoT Wnpuy Tpeba AoGpo Aa ce npoTpece 3a Aa ce nocTurHe

XOMOreHo 3amarteHa 6ena cycneHauja.

BakunHaTa Ce PEeKOHCTUTYyupa CO AoAaBale Ha Lenata CoApkuHa OA NpeTxogHo
HaMOMHETMOT LUNPUL BO BujanaTa Koja COAPXM MpaLlok. MukcTypaTa Tpeba cHaxHO Aa
ce npomelua ce AOAEKa NPAaLLOKOT LIerIoCHO He ce pacTBopu, Npea agMuHUCTpauvjaTa.

PekoHcTUTynpaHaTa BakuuHa usrnena kako crnabo 3amaTeHa cycneHsmja 3a pasnuka o
TeyHaTa KoMnoHeHTa nNpeTxoAHo. Toa e HopmanHa cocmjﬁa.

CoppKnHaTa Ha NPETXOAHO HaMOMHETHOT LWpuL| Tpeba BU3YenHo Aa ce Nperneaa npea

11 N0 PEKOHCTUTYLMjaTa, Co Lien Aa ce YTBPAM MOXHO NnocToekhe Ha CTpaHu 4YecTuukn u /
unu abHopmaneH hn3nYKN nsrnea Ha sakuuHara. Bo cnydaj Ha nocToewe Ha Koj ouno

op oBuWe cnyyau, He ja ynoTpebyBajTe BakUuHaTa.

YnatcTea 3a NPeTXo4Ho -'"p-iéaneuyer Lwnpuy,
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Luer agantep co 3aKTy4yBambe
JpxeTe ro WnpuyoT Kaj LUNuHAapoT, He Kaj KNunoT.

OpBpTETE O KANAYETO Ha LUNPULOT, CBPTYBAjKM Mo
BO ofpaTHa Hacoka of CTPENKUTE Ha YacoBHUKOT.

Ianuunap

3a fa ja NpuUBPCTUTE UrnaTa Ha WnpuLoT, NoBpseTe ro
WITUTHUKOT 3a urnara Ha Luer aganTepoT co 3aKnyyyBamwe 1
3aBpTeTe ja urnarta Bo Nnpasel| Ha CTPENKUTE Ha YacOBHUKOT,
ce foAeKa He NouyBCTByBaTe Aeka € NpULBPCTEHa.

[lirnramk 3a uriara
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N l-‘— = 'i He n3BnekyBajTe ro cTonepoT Ha LNpULUOT HAaABop oA
? uunuHaapoTt. [Jokonky ce cry4n Toa, He ja afAMUHUCTpUpajTe
BakyuHaTa.
OtcTpaHysak-e

CeKoj HeNCKOPUCTEH MeANLIMHCKY NPOAYKT UM 0TNaja OTCTpaHeTe ro Bo CornacHoCT
CO NnoKanHuTe npenopaku.
7. MopaTouu 3a HOCUTENOT Ha pelleHUeTo 3a NpomMeT

Espona llek ®apma [OOE, Yn. JagpaHcka Maructpana 6p. 31, 1000 Ckonje,
Peny6nuka CesepHa MakegoHuja

8. Bpoj Ha pelueHue 3a cTaBake BO npoMeT

11-7585/2 Ha 25.10.2021

9. [aTtym Ha peBu3nja Ha TeKCTOT

Dekemepn 2024 /
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