36MpeH u3aBeliTaj 3a 0COBUHUTE Ha NEeKOT
Infanrix Hexa/UHdaHpuke Xekca

1. Wme Ha nekoT

Infanrix hexa, npaluok 1 cycneHswja 3a cycneHsunja 3a vHjekTuparse.

KoHjyrmpana BakuvHa (apcopbupaHa) npotus audtepuja (D), Tetanyc (T), neprycumc
(auenynapHa KomnoHeHTa) (Pa), xenmatutuc B (rDNA) (HBV), nonvomuenutuc
(HeaktusmpaH) (IPV) n Haemophilus influenza tun 6 (Hib).

2. KeanuraTuBeH U KBaHTUTATUBEH COCTaB

Mo pekoHcTuTYyuwja, 1 fo3a (0,5 ml) coppxu :

Diphtheria toxoid" He nomarky og 30 |U
Tetanus toxoid' He nomariky og 40 |U
Bordetella pertussis aHTureHu

Pertussis toxoid (PT)’ 25 MUKpOrpamm
Filamentous Haemagglutinin (FHA)' 25 muKporpamm
Pertactin (PRN)’ 8 Mukporpamu
Hepatitis B noepLumHckn aHTureH (HBs)?® 10 mukporpamu
Poliovirus (HeakTuBmpaH) (IPV)

tvn 1 (Mahoney coj)* 40 D-aHTUreHckn eamHuLm
tvn 2 (MEF-1 coj)* 8 D- aHTUreHcku eauHuLm
tmn 3 (Saukett coj)* 32 D- aHTUreHCKn eauHuLy
Haemophilus influenzae Tuin b nonucaxapwa 10 mukporpamm

(polyribosylribitol phosphate) ®
KOHjyrMpaH Ha TETaHyC TOKCOUZ KaKO HOCEUKN NPOTEVH  NpUBIWXHO 25 MUKporpamu

'apcopbupaH Ha anyMUHUYM XUAPOKCHA, xugpatupan (AI(OH);) 0.5 munurpamu Al **
*NpoayLmpaH BO KNeTKW Ha Keacely (Saccharomyces cerevisiae) co pexombuHaHTHa JHK
TEeXHonoruja

‘ancopbupaHa Ha anymuHym docoart (AIPO,) B3 MM rpamn Al
*nperecenun Bo VERO kneTku /}9 N OHE 24 *’45*%'; \

/ VQ‘? Z DA
BakuvHaTta moxe fa cogpxu Tparu of copmanaexvs, Hécrm@.m W
NONMMMWUKCUH, KOW Ce KopucTaT 3a BpemMe Ha np L@cgr

npou3BoAcTBO (BuaeTe gen 4.3).

ExkcuunueHcn co nosHaTt edexT E
BakuuHaTa cogpxv napa-amuHobeHsoesa kucenuHa 0,057 HaHoN
no posa u cheHnnanaquH 0,0298 mukporpamu no gosa (BuaeTe aen
4.4),

3a yenocHa nucTa Ha ekcunueHcy, suaete gen 6.1.

3. ®PapmaueBTcka cpopma



Mpawok n cycneHamnja 3a cycneHsuja 3a uHjeKTupate.

KomnoHeHTuTe Ha pudTepuja, TeTaHyc, auenynapeH nepTycuc, xenatutuc B,
HeakTusnpaH nonuomvenutuc (DTPa-HBV-IPV) ce samaTteHa 6ena cycneHauja.

Nuodpunuasupanara Haemophilus influenzae Tun 6 (Hib) komnoHeHTa e 6en NpalLok.

4, KnuHnyku nopgatoumn
4.1. TepaneBTCKA UHAUKAUUMW

Infanrix hexa e nHanUMpaHa 3a NpuMapHa BakuMHaLMja 1 peBakLMHaLmja (Byctep po3a)
Ha [oeHY A Ha BO3pacT oA 6 Hefenu n aeua NPoTUB AudTepuja, TeTaHyc, nepTycuc,
xenatutuc b, nonvomuenuTuc u 3aGonyeawe npeausBukaHo op Haemophilus
influenzae Tvin 6.

Ynotpebara Ha Infanrix hexa Tpeba pa 6uae Bo cormacHocT co oduumjanHuTe
npenopaku.

4.2. [osupame U HaUMH Ha ynoTpeba

Hosupare

>

MNpvmapHa BakumHauwja

PacnopeaoT 3a npumapHa BakuMHaumja ce COCTOU 0f ABE UK Tpu gosu (og 0,5 ml), kon
Tpeba fda ce agMuHWCTPUpaaT BO COMMACHOCT €O OdULMjanHuTe npenopakn (3a
pacnopeau esanympaHn npu KNUHUYKK TeCTUpara, norneaHeTe ja Tabenata nogony so
OBOj Aern, Kako u genot 5.1).

Pacnopepot cnopeg MNpowmperata nporpama 3a umMyHusaumja (Ha Bospact o4 6, 10, 14
Hepenv) Moxe fa ce crneau camo [OKOSIKY MPU CamoTo parfame e aageHa [03a of
BaKLMHaTa npoTuB Xenatutuc b.

Hokonky npu camoTo parare e AafeHa A03a 04 BaKUMHaTa NPOTUB Xenatutuc b:

» Infanrix hexa moxe Ja ce KopucTU Kako 3ameHa 3a JononHuTenHa posa o4
BakuuHaTa npoTuB Xenartutuc b, Ha Bospact of 6 Heaenw. [lokorky e noTpebHo
BTOpaTa fosa of BakuuHaTta npotue xenatutuc b pa ce page npea osaa
BO3pacT, Tpeba Aa ce ynotpebu MOHOBaneHTHaTa BakLUMHa NpoTuB xenatutuc b.

e Infanrix Hexa moxe aa ¢
BaKuMHa 3a npumappas
npenopaku.

pum%;a\&emal-ia NeToBaneHTHa/lleCToBarNeHTHa
\BO COrMacHocT co oduunjanHuTe

e
HO” BOCHOCTAHRHNTE UMYHONPOMUNAKTUYKIA MEPKA

Tpeba ga ce nountyeaar|
p a TY | P

nNpoTuB Xenatutuc b.

Infanrix hexa moxe ga ce 3am W—g&r 'aumja Ha neToBaneHTHa BakUWHa Koja
ce aAMUHMCTPUPa NCTOBPEMEHO

bycrep BakuuHauuja



Mo npumapHa cepucka BakumMHaumja oa 2 Ao3v unu 3 gosm co Infanrix hexa, Tpeba aa
ce Aaze Bycrep fosa co Infanrix hexa Hajmanky 6 mMeceun no nocneaHaTta npyMapHa
Ao3a (BupaeTe ja Tabenara nogony Bo 0BOj Aen U Aen 5.1 3a pacnopeaun epanyypaHu Bo
KNMUHUYKUTE UCNUTYBaHA).

Infanrix hexa Moxe Aa ce kopucTw kako GycTep kaj nuuUa Kou npeTxoaHo 6Gune
BakKLMHMPaAHW CO Apyra LecToBaneHTHa BakuuHa vnu netoeaneHTtHa DTPa-IPV+Hib
BakuMHa noBp3aHa CO efjHoBaneHTHa BakuuWHa npoTUB XxenaTutuc B 3a HuWBHaTa
npumapHa cepuja.

Kora He e pocTanHa 3acuneHa A03a CO LIECTOBAarNeHTHa BaKLMHa LITO cogpxu DTPa
(AudbTepuja, TeTaHyc W auenynapHa neprycuc), Mopa Aa ce agMUHUCTPUpPa Jo3a o4

BakumHaTta Hib kako MuHuMyMm.

MNeavjaTpucka nonynauuja

BesbeaHocta u edukacHocTa Ha Infanrix hexa kaj aeua Hag 36 meceuHa BO3pacT He
Buna ucnutysaHa. He nocrojaT pacrionoxnusu nogatouy.

BakUuuHauumja  |[BaKuuHaumja)

MpumapHa PesakuuHauuja (6ycTepOnwTn npenopaku

HaBpemeHo pogenu neua

3-003a MNotpebHa e peBakuuHauuja
(Bycrep BakuvHauuja)

Momery npumapHute p[osn notpeCeH €
WHTepBan og HajManky 1 meceu,
PesakuvHauwja (Byctep posata) Tpeba pa
ce Aane Hajmanky 6 meceum no nocregHara
npumeHa npumapHa posa. [lMpenopakarta €
Toa fa buge npep 18-meceyHa BospacT.

2-f03a MoTpebHa e peBakuvHauuja
(6ycTep BakumHauwja)

Momefy npumapHuTe Q031 noTpebeH e
WHTepBan of Hajmanky 2 meceua.
PesakunHauuja (Byctep aposata) Tpeba Aa
ce fage Hajmarky 6 meceuu No nocnegHara
npumMeHa npumapHa posa. [lpenopakata €
Toa pa 6upge nomery 11 u 13-meceuna
BO3pacT.

MpenBpemeHo poaeHn geua, Hajmanky no 24

recrayMcka Hegena

3-Ao3a MoTpebHa e peBakuuHauuja
(BycTep BakuuMHauuja)

Momery npumapHuTe p[o03n noTpebeH €
WHTEpBan of Hajmanky 1 mecew,.
PesakunHaunja (Gyctep nosata) Tpeba pa
ce Aape Hajmanky-8-\eteum no nocnegHara
npumeHa np qu:;gi*-ﬂpenopaxara €
/gmgce{ffjjra BO3pacT.

Ha4yvH Ha agMuHUCTPaLwmia

Infanrix hexa e HameHeTa 3a pgnaboka WHTPamyckynHa annukaul

pasnu4HU CTpaHn 3a nocnenoBaTenH UHjekUun.

S



3a VHCTPYKUMM OKOMY PEKOHCTUTYLIMja Ha NEKOT NPef aaMWHUCTPaLMia, BuaeTe ro gen

4.3. KoHTpanHamMkauuu

XvnepceHsnbUnHOCT Ha aKTUBHATa CyncTaHua WM Ha 6uno KOj oA eKcunueHcute
HabpoeHu Bo aen 6.1, unu Ha hopmanaexua, HEOMULIMH W MOAUMUKCHH.

XvnepceH3ubunHocT no npeTxogHa agMUHUCTPaLMja Ha AndTepuja, TeTaHyc, nepTycuc,
xenatutuc b, nonvo unu Hib BakumHu.

Infanrix hexa e KoHTpauHAWUMpaHa AOKOMKY AETETO MMano eHuedanonatuja co
HenosHarta eTMonoruja, koja ce nojaBuna BO TeK Ha 7 AeHa Mo NpeTxoaHa BaKyuHauwja,
04, BaKUVHA koja cOApxXM nepTycuc. Bo BakBM OKOMHOCTW BaKuMHauuja Of nepTycuc
Tpeba Aa ce npeknHe u BakuMHaumjata Tpeba Aa ce NPoJOMKU Co AndbTepuja-TeTaHyc,
xenaTtutuc b, nonuo u Hib BakumHK.

Kako 1 co ocTaHatuTe BakuuHW, agmuvHucTpauujaTa Ha Infanrix hexa Tpeba ga ce
OASIOXN Kaj Nua kon CTpaaaaT o4 akyTHU Tellku debpunHi s3abonysatba. [MpuUcycTBoTo
Ha MUHOPHW UHDEKLN HE € KOHTPauHAMKaLuwmja.

4.4, MepKn Ha NpPeTNasfNMBOCT U NOCEesHM npegynpegyBatba:

Ha sakuuHaumjaTa TpeGa ga u npeTxoam npernen Ha MeAVUMHCKaTa nctopuja (nocebxo
npernen Ha NpPeTXogHUTEe BaKUMHaLMM U MOXHW MOjaBW Ha HecakaHu peakumm) u
KIWHWYKK Nperneq,

Kako wro e cnyyaj co cuTe BakuMHW, MOXHO € Aa He ce passue oabpaHbGeH
MMYHOMOLLIKW OAroBOP Kaj CUTe BakuMHUpaHu nuua (sugete gen 5.1).

Infanrix hexa He cnpeuysa 3aGonyBarba Npeau3BMKaHM OA APYrM MaTOreHW OCBEH of,
Corynebacterium diphtheriae, Clostridium tetani, Bordetella pertussis, hepatitis B supyc,
nonvosmupyc unu Haemophilus influenzae Tun 6. Cenak, Moxe Aa ce o4ekyBa Leka CO
nmyHusaumja 6u ce cnpeunna nojaeata Ha xenatuTuc [l, CO Orffeq Ha Toa LWTO BO
OTCYCTBO Ha UHekUuja co xenatutuc b BrpycoT, He poara go nojaea Ha xenaTutuc [
(NpeausBrKaH of AenTa areHc).

Hokonky ce 3Hae geka ce nojasune/Guing. xows 4CheaHVBE HecakaHu peakuuy BO
BPEMEHCKU Nepuos Koj e noBp3saH c,-é@rggﬁuw;aTa“g.u TRPTYCUC, oanykaTa Aa ce Aage
MoHaTaMolUHa [03a Ha BaKUuHa ,gsgcom@gjepﬁcg Tpeba BHUMaTENnHo ga ce
. T e B oot mg)
pasrneaa: <@ g~z @9
9w 7‘:".//*7/74 5 £
‘L & (J;g\’"

» TemnepaTypa > 40°C Bo Tek
CO Apyra npenosHatnvMea npu

e Konanc unu coctoj6a cnuyHa Ha FOHUYHaA- XVNnopeakTuBHa envaoaa)
BO TeK Ha 48 4aca no BakuMHauuja.

¢ [locTojaHo, HeyTellHo nNnavetke Koe Tpae = oa 3 vaca, Koe ce rnojaeyea BO Tek
Ha 48 yaca op BakuuHauvjaTa.

» KoHBynauu co unu 6es nokadeHa TemrepaTypa koM ce nojaByBaaT BO Tek Ha 3
AeHa of BakuuHauujaTa.



MocTojaT cocTojbu, kako BUCOKa MHLMAEHLA Ha NepTycue, Kora NoTeHLMjanHaTa KopucT
ro HaAMUHYBa MOXHUOT PU3UK.

Kako u co cute BakUMHW KoM Ce annMuupaarT Mo NaTt Ha WHjeKTupawe, Tpeba cekorall
Op3o ga 6uaaT Ha pacnonarame CooABETEH MEAULIMHCKNA TPETMaH U Haa3op BO Cry4aj
Ha peTka aHacurnakTuyka peakuuja koja criefysa rno agMUHUCTpaUMja Ha BakLmMHara.

3a 6uno koja BakUvHaLWja, OAHOCOT PUMK-KOPUCT 0f WUMyHU3aLmja co Infanrix hexa wnu
OANnOXyBaweTo Ha BakuvMHauwjata Tpeba BHUMaTenHo pf[a ce MpoUeHU Kaj
HOBOPOAEHUNH2 M fela Kou cTpajaaT oA HOB Hanag WM nporpecuja Ha TeLlko
HEBPOMOLLKO NopeMeTyBame.

Infanrix hexa TpeGa Aa aaMUHNCTPMpPa BHUMATENHO Kaj NuLa co TpomBounToneHuja nnm
CO nopemeTyBawe BO KpBapeHeTo, 3aToa LUTO MOXE Aa Ce NojaBu KpBapewe No
UHTpamMycKynHaTa agMUHUCTpaLmja kaj osue nuua.

BakuvHaTa He cMee fa ce agMUHUCTPUPa UHTPABACKYFapHO Un MHTpagepMasHo.

Wctopnja Ha chebpunHa koHBYN3Wja, amunuvjapHa ucTopuja Ha KOHBYM3UM WK
CUHAPOM Ha HeHafejHa cMpT kaj aeTe (SIDS) He npeTcTaByBaaT KOHTpauHAWKaLMja 3a
kopucterweTo Ha Infanrix hexa. BakuuHupanuTe ko umaat uctopuja Ha ¢ebpunHa
koHBynauja Tpeba BHMMaTenHo fAa ce Creaar, 3aToa LUTO BaKBW HecakaHW peakuvu
MOXe fa ce nojasar 2 1o 3 AeHa No BakuuHaluwjaTa.

lNexapute Tpeba pa 3HaaT Aeka crankata Ha ¢ebpunHa peakuwja € Nosucoka Kora
Infanrix hexa ce Kko-agMWHMCTPUPa CO NHEBMOKOKHa KOHjyrupaHa BakuuHa (PCV?7,
PCV10, PCV13) unmn co BakuuHa npoTtus Mop6unu-saywiku-py6ena-sapudena (MMRYVY),
BO cnopeAba co ¢ebpunHute peakuvn Kou ce nojasyeaat no agMWHUCTPaLMja camo Ha
Infanrix hexa. OBue peakuuy HajuecTo Gune ymepeHn (TemnepaTtypa egHakBa Wiu
nomana oa 39°C) n TpaHauTopHu (BuaeTe aen 4.5 n 4.8).

Co KOHKOMWHaHTHa agMmuHucTpauumja Ha Infanrix hexa u Prevenar13, 3abenexana e
3ronemMeHa crtanka Ha npujaBeHu KoHBYn3uu (Co unu 6e3 Tpecka), Kako v XUNOTOHUYHO-
xunopecnoHaneHu enusoan (HHE) (Bugete pen 4.8).

AaBat-eTo Ha aHTUNMpeTVuM BO NpOUNaKTUYKA Uen npej WM HenocpegHo Mo
aAMMHUCTpaUMjaTa Ha BakuMHaTa MoXe [a ja Hamanu WHUWOeHUaTa U UHTEH3UTETOT Ha
nocT-BakUUHanHuTe debpunHn peakuun. KnvMHUYKUTE MoAaToUM reHepupaHu co
napauetamon u wubynpodeH ykaxyBaaT feka NpOMUNaKTUYKOTO KOpUCTEeHe Ha
napaleTamon MoxXe Aa ja Hamanwu cTarkata Ha nokayeHa TerlecHa Temeparypa, Aoaeka
NPopUnakTUYKOTO AaBae Ha WbynpodeH nokaxano nMMUTUPaHM edekTn BO
PEAyUMpPar-eTo Ha NokayeHaTa TenecHa Temneparypa.

MpopunaKkTMYKOTO KOPUCTEHE Ha aHTUNUPeTULN ce npek

ynatcTtea.

[locebHa nonvnayuja




MopaTouuTe fo6GMEHN of KIMHUYKUTE UcTpaxyBatba ykaxysaaT Ha Toa Aeka Infanrix
hexa Moxe Aa ce naBa Ha NpeaBPEMEHO podeHN Aella. Cenak, KaKo U LUTO € o4eKyBaHo
kaj oBaa nonynauuja, 3a HEKOW aHTUreHM 3aBenexaH € NoHU3OK MUMYHORNOLLKW OAroBOp
(Bupete nen 4.8 u gen 5.1).

Tpeba na ce 3eme BO npeasua u NOTEHLMjanHMoT pusKK of ariHea u notpebaTta of
pecnupaTopeH Haf3op oA 48-72 yaca Npu agMUHUCTPUPaLE Ha cepunTe 3a npumMapHa
UMyHU3aLMja Kaj MHOry HeloHOCeHM Jela (pofeHm < 28 recTaumcka Hepena) n nocebHo
Kaj TWe Co npeTxoAHa nctopuja Ha pecnupaTopHa He3penocrT.

BakuuHaumwjata He Tpeba aa CrpeYM Unn oanoXu Kaj oBaa rpyna Ha geua Guaejiv
KopWCTa ol BakLUMHaLWja e BUcoka.

HHmepdeperyuja co nabopamopucku mecmuparsa

Moxe Aa ce 3abenexu nO3VTMBEH ypUHApeH TecT BO TeK Ha 1-2 Hegenn no
BakuMHupaweTo, Bmaejkn Bo ypuHaTta ce usnadysa Hib kancynapeH nonucaxapugeH
aHTureH. Tpeba ga ce usBepar gpyru TeCToBM 3a aa ce notepan Hib nHdpexumjaTta 3a
BpeMe Ha Toj nepuog.

EkcuunueHcy co nosHar edekT

Infanrix hexa coapxu napa-amuHo6eH3oeBa kucenuHa. Moxe 0a Npeaunssunka anepruckm
peaxuUmn (Moxebn oanoxeHwy), a no UCKIy4ok GpoHxocnasam.

BakuuHaTa coapxu 0,0298 mMukporpamu deHunanaHmH so cekoja nosa. GeHnnanaHuH
MOXe pnAa Ouge wWTeTeH ako umare teHunkeToHypuja (PKU), peTko reHeTcko
Hapyuwlyeawke npu Koe ce akymynupa eHunanaHuH Guaejkn TenoTo He Moxe
COOABETHO Aa ro oTCTpaHw.

Bakuurata cogpxu nomarnky og 1 mmol HaTpuym (23 mg) no Aosa, LUTO BCYLUHOCT
3Hauu ,6e3 HaTpuym“.

BakuuHaTa coapxw kanuym, nomanky og 1 mmol (39 mg) no posa, WTO BCYLIHOCT 3Haun
,0e3 kannmym".

Cneanusoct
Co uen pa ce nofobpu cneanueocTa Ha GUONOLIKUTE nekoeu, nmeto u GpojoT Ha

cepujata Ha  aAMUHUCTPUPAHUOT MPOW3BOA Tpeba jacHo pa 6upat
eBuaeHTVpaHN.

4.5. UnTepakuuu co gpyru nek

N
Infanrix hexa moxe fa ce agm l@l&p% Ok
BakumHa (PCV7, PCV10, PCV18f; merinroko
(CRM1g; u TT KoHjyraTi), m BHEOKOKHA "po_@@,
BakuvHa (TT koHjyratu), opan »Vmuvma ngd’rm,f
NpoTMB MOpPOUNK-3ayLLKu-pyGena? @Mﬁggw )

Hobvennte nogatounm He nokaxane KAUHUYKY penesaHTHa wHTepdepeHurja BoO
OArCBOPOT Ha aHTUTeNna Ha Cekoj noeAvHeYeH aHTWreH, mako 6un 3abenexaH
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HO CO MHEeBMOKOKHa KOHjyrupaHa
orpyna C koHjyrmpaHa BakumHa
A, C, W-135 u Y «KoHjyrupaHa
OTaBUPYCOT, KakO U CO BaKLMHa




HEKOH3UCTEHTEH OAroBOP Ha aHTUTENa KOH NMONWOBUPYC TWUM 2 NpY Ko-aAMUHUCTPaUuja
co Synflorix (ceposawmuTta Kkoja ce Aewxu nomery 78% m 100%). Cranknte Ha
MYHOITOLKNOT oarosop koH aHTureHot PRP (Hib) Ha Infanrix hexa nocne 2 goan
AafeHun Ha 2 1 4-meceyHa Bo3pacT, Gune NoBUCOKN BO Cryyaj Ha Ko-agMUHUCTpauuja co
TETaHyC TOKCOMZ KOHjyrupaHa MHEBMOKOKHA W MEHWHrOKOKHA BakuuHa (Buaete gen
5.1). KnuHnykaTta penesaHTHOCT oA oBUe HabrbyayBatba e ce’ yLiTe HenoaHaTa.

Kora Infanrix hexa 6un nctoBpemeHo agMuHUcTpupaH co MenB 1 nHeBMOKOKHa
KOHbyrupaHa BakuuHa, 6une sabenexaHn HEKOH3VCTEHTHYN Pe3ynTaTl 04 KIWHUYKUTE
CTyAuK, 32 O4rOBOP Ha WHAKTUBMPaH NONUO BUPYC TUN 2, MHEBMOKOKEH KObYyrupaH
aHTUreH cepoTun 6B 1 nepTycnc neprakTMH aHTUreH, Ho OBME NOLATOLM He YKaXKyBaaT
Ha 3HauuTeNnHa KNHUYKa uHTepdepeHumja.

Mogatounte pobueHn of KIMHUYKA CTYAWWM YKaxyBaaT Ha Toa [eKa crankata Ha
debpunHa peakunja e noeucoka kora Infanrix hexa ce Kko-aAMMHWUCTpMpa €O
NHEBMOKOKHA KOHjyrupaHa BakuuHa, Bo cnopefba co ¢ebpunHuTe peakumun Kou ce
nojasysaaT no agMuHUCTpauuja camo Ha Infanrix hexa. MogaTounTte AobueHn o eaHa
KNUHWYKa CTyanja ykaxyBaaT Ha Toa Aeka ctankaTa Ha debpunHa peakuuja e noBucoka
kora Infanrix hexa ce ko-agMMHWUCTPUpa CO BakuMHa NPOTUB MOpBUNU-3ayLLKU-pyGena-
Bapuyena (MMRYV), so cnpepba co dhebpunHnTe peakuwu Kou ce nojasysaar no
agMuHucTpauuja camo Ha Infanrix hexa, cnuyHo kako u no agMuUHUCTpauuWja camo Ha
MMRV BakuuHaTta (Buaete gen 4.4 u 4.8). VmyHonowkuTe OLroBOpW ocTaHane
HenpoMeHeTu.

dapagn 3ronemeH pusMK of nokadeHa Temnepatypa, 6onka Ha MecToTo Ha
WHjeKTMpake, ryéere Ha aneTuT u nputabunHocr, kora Infanrix hexa 6un ncrospemMeHo
agMuHUCTpUpaH co MenB 1 7-BaneHdTHa NHEBMOKOKHA KokyrupaHa BakuuHa, Tpeba aa
ce pasMucnyBa 3a offernHa BakuMHaLvja, Kora € MoXHO.

Kako u co ocraHatuTe BakUMHK MOXe Oa Ce OYeKkyBa AeKa nauneHtutTe Kou npuMmaart
UMYHOCYNpecuBHa Tepanvlja, MO3Ke Aa He NOCTUrHaT ageksaTeH UMYH O4roBop.

4.6. NMnopHocT, 6GpemeHOCT U NakTauuja
Infanrix hexa He e HameHeTa 3a ynoTpeGa kaj BospacHM. He nocrojaT [ocTanHm

noAaTouM 3a KOPUCTEHETO 3a BpemMe Ha GpeMeHOCT unu nakTauuja kaj fyfe, Kako v
afeKBaTHN PENPOAYKTUBHM CTYAUN Kaj XKNBOTHU,

He e peneBaHTHO
4.8 HecakaHu peakuuu

Kpamoxk npeaned Ha 6e36edHocHUom npochun

BakuuHaumja co Infanrix hexa 6vne npujaseHu sronemysarbe Ha ! JeaKTOreHoCT
U TemnepaTypa BO O4HOC Ha NpUMapHaTa BakUWHauwja.



Tabenupax npuka3 Ha HecakaHu peakuuu

Bo cekoja cppekseHumoHa rpyna, HecakaHMTe peakUMM Ce MPe3eHTUPaHM no
CEPUO3HOCT.

dpekseHUMUTE N0 A03a ce AeUHNPaHN KaKO:

MHory yecTu: (=1/10)

Yectu: (217100 po <1/10)
Momanky yectn (Momanky BooGuuaenn):  (21/1, 000 go <1/100)
PeTku: (21/10, 000 mo <1/1, 000)
MHory peTku: (<1/10, 000)

Mpyn  KNUHWYKMTE WCMUTYBaKE@, Kako U 3a BpemMe Ha MoCT-MapKeTUHLIKUTE
Habreynyearsa, Gune npujaseHn crefHWBe HecakaHu peakuuy NOBP3aHW CO NEKOoT
(cnopen nopatoun gobuenun og noseke og 16.000 ncnuTaHuym).

Knaca Ha opraHcku cuctemu| 3ayecteHocT HecakaHnu peakuum

NHdbekumn n nHdectaumm Momanky yect | MHdbeKuMM Ha ropHIOT pecnmpaTopeH TPakT
Hapywysawa Ha «kpeTa U PeTku INumdaneronatuja?, pomBoumToneHuja?
NUMMHUOT CUCTEM

Hapywysamsa Ha umyHuoT Petku AHadrnaTnuku peakummn?,
cucTem aHaUNaKToOUAHN peakuwu (BKnydysajku

U ypTUKapuja)> aneprucku peaxkuum
(BKIyYyBajkv npypuTyc)?

Hapywysaka Ha MHory yecTu l'yGewe Ha aneTuToT
MeTabonuMamoT u ucxpaHara
MewxujaTpuckn Muory yectu ABHopmanHo nnaverwe, UpUTabunHocT,
nopemeTysama Hemup

Yectu BosHemupeHocT |
Hapywysawa Ha HepBHMOT MHoOry yectu [MocnaHoct
cucTem PeTkn Konanc wunu coctojba crmuHa Ha Lo

(XMNOTOHNYHA- XUNOPEaKTUBHA enn3oaa)?

MHory petku KoBynauu (co unu 6es Tpecka)
PecnupatopHu, MNomanky yectn | Kawnuua )
TOopaKkasnHu " PeTkn BpoHxuT, anHea® (BupeTe Aen 4.4 3a
mMeaunjacTUHanHm anHea Kaj MHOry Manu npenBpeMeHo
HapylwyBsaHa R T pPoAeHun deua, < 28 rectauyucka Hegena)

A5 % —
FactponHTecTuHanyfi »% ~ | Yoy \ Owjapeja, nospakarse ]
Hapywysarwa Ha /”@J;IETQ?*’; i ReTidig .\ Ocun, aHrnoegema?

NOTKOXHOTO TKMBO| 7 o 4= _’N[f-jory‘ipgﬂxm Nepmatutnc
b =
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onwTu HapyluyBara W MHory yectn | 3roneMeHa TerecHa Temneparypa

cocTojou Ha MeCTOoTO 238°C, Gonka, upBeHUNo, Nokanuampax
MHjeKTUpaHeTo OTOK Ha MEeCTOTO Ha UHjekTupame(s
50Mmm),

Yectu 3ronemeHa TenecHa Temnepartypa
>39.5°C, peakumm Ha MeECTOTO Ha
UHjeKTupare, BKNy4YyBajkM WHAypauwja,
nokanusvpaH OTOK Ha MECTOTO Ha
VHjekTnpare (> 50mm)!

Momanky yect | gudcbyseH OTOK Ha  WMHjEKTMPaHWOT
eKCTpeMUTEeT, MOHEKOoraLl BKIy4yBajku ro
1 cocegHunoT 3rnobd! |, samop

Petku OTok Ha uenvoT WHjeKTupaH
EKCTPEMUTET?, eKCTeH3NBEH OTOK?, Maca
Ha MeCTOTO Ha WHjeKTupame?, Meypy Ha

MECTOTO Ha UHjeKTupaHbe >

‘Aeua npumapHo BakKUMHWPaHW CO auenynapHa nepTycuc BakuvHa noBepojaTHo € Aa
uckycat peakuuu co nojaea Ha OTOK NO agMUHUCTpauWja Ha BycTep BakUMHaTa, BO
cnopeaba co Aeua NPMMapHO BaKUMHWPaHW CO LEMOKNeTONHWU BakuuHu. OBue peakuum
ce NoBneKysaaT NpoceyvHo 3a 4 aeHa.

?HecakaHu peakuuu of CNOHTaHO NpujaByBarke.

e AckycTBa CO KO-aAMUHUCTpaLuja:

AHarnusarta Ha MOCTMapKETUHLLKUTE CTanku Ha MpujaByBakbe Ha HecakaHW peaKLuw
nokaxxana noTeHLujaneH 3ronemeH puUsuk of KOHBYM3mm (co unu 6e3 Tpecka), Kako U
XUNOTOHUYHO-XUNopecnoH3mBHM enusoan (HHE), npu cnopep6a Ha rpynu kowu
npujaeune ynotpeba Ha Infanrix hexa co Prevenar 13, u rpynu kou npujasune ynotpeba
camo Ha Infanrix hexa.

Bo knuHWukM cTyguu kaj ko Hekou of BakuMHUpaHute npumune Infanrix hexa
KOHKOMUTaHTHO co Prevenar (PCV7) kako bycTtep (41a) fos3a og ABeTe BakuuHW, 6una
npujaBeHa nojasa Ha noka4eHa Temnepatypa = 38°C kaj 43.4% op geLiaTa Kov npumane
Infanrix hexa n Prevenar Bo ucto Bpeme, Bo cnopeaba co 30.5% op AeuaTta kou
npuMane camo xekcaBaneHTHa BakuwHa. [NokayeHa TemnepaTypa noronema og 39.5°C
Buna sabenexana kaj 2.6% n 1.5% oa aeua kou npumane Infanrix hexa co unu 6e3
Prevenar, coogsetHo, (eupaete gen 4.4 n 4.5). MHU% A W JO3HOCTa Ha

nokaveHaTa TemnepaTypa Koja criegena no Ko-agMuHNCT aHm;;-
npumapHuTe cepumn, Buna noHucka OTKONKY Kaj nuuaTta mne\ﬂaéiggm BaHW Mo
npumatbe Ha 6yctep gosara. ( f’,
MoaaTounTe oA KNMHUYKUTE UCMIUTYBaka MOKaXyBaaT c}w@uﬁy
cnyyan kora Infanrix hexa e ko-agMUHUCTpupaHa co A sa‘nHeBM qugq

KOHjyrmpaHa BakuuHa. Stkue
Konge 2




Bo enHa knuHuuka cTyawja BO Koja HEKOM Of BakuMHMpaHuTe npumune Gyctep [o3a
(pesakuuHa) Ha Infanrix hexa KOHKOMUTaHTHO co BakuMHa NPOTUB MOPOMNU-3ayLLUKK-
pybena-sapuyena (MMRV), 6una npujaBeHa nojaBa Ha nokayeHa Temnepatypa 2 38°C
kaj 76.6% o aeuara kou npumane MMRV u Infanrix hexa Bo ucto Bpeme, BO cnopenGa
co 48% op aeuata kou npumane camo Infanrix hexa n 74.7% op Aeuara Kow npumane
camo MMRYV. lNokaueHa TemnepaTypa noronema og 39.5°C 6una npujaseHa kaj 18% op
Aeuata kou npumare Infanrix hexa co MMRYV, Bo crnopea6a on 3.3% on feuarta kow
npumane camo Infanrix hexa 1 19.3% og aeuata kou npumane camo MMRY (Bupete
fend.4un4.b).

BesbeaHoceH npodhun Kaj NnpeaBpeMeHo poaeHn aeua:

Bo cTyavm Ha npumapHa BakumHauuja, Infanrix hexa 6una agMUHUCTPYpaHa Kaj noBeke
of 1000 npepspeMeHo pogeHu geua (poAeHW MO recTauucku nepuos og 24 po 36
Hefena) v kaj noeeke oa 200 npeaBpemeHo poaeHu Aeua Kako BycTep gosa Bo BTopaTa
rogvHa of *usoToT. Bo KomnapaTMBHU KNUHWYKM cTyaun, Gune 3abenexaHn CIVUHM
CTankMu Ha CUMNTOMM W Kaj NpeABpemMeHO M Kaj HaBpeMeHOo pogeHu Aeua (3a
UHpOpMaLK MOBP3aHK CO anHea, nornegHeTe 8o gen 4.4).

+ BesbegHocT Kkaj AoeHuMba U Manu geua poAeHU of Majki BakLUMHUPAHU CO dTpa 2a
Bpeme Ha GpemeHocT

Bo knuHuukm ctyany, Infanrix hexa 6un agMuHucTpupad Ha noseke og 500 ucnuTaHUM
poAeHn of Majku BakuvHupauu co dTpa wnu nnaueGo 3a Bpeme Ha GpemeHocTa.
BesbegHocHnoT npodun Ha Infanrix hexa 6un  cnuueH Ges orneg Ha
n3NoxeHocTa/HenanoxeHocTa Ha dTpa 3a BpeMe Ha GpemeHocTa.

e WckyctBa co xenatutuc B BakuuHa:

Bo ekcTpemHO peTku cnyvanm Gune npujaBeHu anepricku peakuum Ko UMUTMpaaT
cepymcka GonecT, napanuau, HegponaTuja, HEBPUTUC, XUMNOTEH3Uja, BACKYNIMTUC, NMUXEH
nnaHyc, eputema myntudopme, apTputic, myckynHa cnaboct, Guillain-Barré cungpom,
eHuedanonaTtuja, eHuedanMTC U MeHuHruTUC. He e nocTasena MPYYMHCKa-
nocneAnyHa penauuja co BakuuHaTa.

lMpujasysar-e Ha HecakaHu peakuyuu

MpujaByBaeTo Ha HecakaHW peakuuu no AoBuBake Ha ofoBpeHve 3a cTaBakbe Ha
NeKoT BO MNPOMET € MHOry BaXHO. Toa OBO3MOXYBa KOHTUHYMpPaHO crepewe Ha
paMHoTeXaTa Mery KOpUCTa/pusuKOT Ha NEKOT. 3apaBcTBEHNTE paboTHULM Ce AOIHKHU
Aa npujaear Guno Kakos HecakaH g L HAUWOHANHWOT CUCTEM 3a npujaByBai-e

Ha HecakaHn peakLym. 2N

HecakanuTe peakuun on neosyge % rMApMEBUTE BO HaunoHanHMoT LeHTap 3a
tapmakoBurunaHLa npu Ar ﬁmiaTa‘?: 2 nekoBn T MeauLmHeKY cpeacTea (yn.Ce.Kupun
u Metogwnj 6p.54 kat 1) unn @@né@f ) ;@15? eKky Beb cTpaHarta Ha AreHuujaTta
http://malmed.qov.mk/." \?;\9%0 GEEY P o)

< TR
*

X
_cKkonys

4.9 Mpenosupamse
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He e npujaseH HUTY efeH cnyyaj Ha npegosupate.

5. ©APMAKOJOLUKU MOQATOLIU

5.1

dPapmakoAMHaMCKW KapakTepUCTUKN

®dapmakoTepanesTcka rpyna : kKoMGuHUpaHa BakuuHa 3a Gaktepun u Bupycu, ATC koa

JO7CAQ9

VimyHO26HOCM

WmyHoreHocta Ha Infanrix hexa 6una esanyMpaHa BO KIMHWYKM CTYAMM  Kaj
HOBOpPOJEHYMHa Ha BO3pacT of 6 Hepenun na Harope. BakumHaTa Guna nenutysaHa Bo
pacnopean 3a npumMapHy BakuuHauuu co 2 U 3 A03n, BKIy4yBajku ja u MpowunpeHaTa
nporpama 3a vMyHW3auuja, kako n Gyctep fosata (peBakuuHauuja). PesynTaTtute of

OBWE UCNUTYyBaka MoXe 36leHO Aa ce nornenHar Bo tabenarta nopony.

Mo pacrnopefoT 3a BakuuHauuja co 3 o3n, Hajmanky 95.7% op HOBOpoAeH4YMH-aTa
pasBune HWBO Ha Cepo3alUTUTHW WM CEPOMOSUTUBHW aHTUTENa KOH CEeKoj o4
aHTureHuTe Ha BakumHata. Mo 6ycTep BakuvHaTa (AononHUTENHa 4-ta [03a), HajMarnky
98.4% op Aeuata passune HUBO Ha CEPO3ALLUTUTHW WU CEPONO3UTUBHIA aHTUTENA KOH
CEeKOj 0fF aHTUreHuUTe Ha BakuuHaTa,

MpoueHTu Ha NuLUa co TUTap Ha aHTUTeNna UHAUKATUBHMU Ha
ceposawTuTa / cepono3uTUBHOCT, eAeH Mecel No 3-403HaTa npuMapHa,
a notoa u 6ycTtep BakuuHauuja co Infanrix hexa.

| AHTUTENO | Mo 3 poza Mo 4 poza
(cut off) (BycTtep BakuuHauuja Bo
TeKOT Ha BTopaTa roguHa
OA XUBOTOT, NO
3aBpluyBaHl-e Ha
npuMapHarta 3-go3Ha
BaKuuHauwja)

2-3-4 2-4-6 3-4-5 | 6-10-14

Meceuun meceun MeceLv | Hepenu N=2009

N=196 N=1693 N=1055 N=265 (12 cTtyaun)

| (2 ctynum) | (6 ctyammn) | (6 cTyaum) (1 cTyaumja
% % % % %

AHTU- 100.0 99.8 99.7 99.2 99.9
aundbtepuja
(0.1 1U/ml)
AHTU- 100.0 100.0 100.0
TeTaHyc
(0.1 1U/ml)
AHTR-PT 100.0 100.0 99.8
(5 EL U/ml)
AHTU-FHA 100.0 100.0 100.0
(5 EL.U/ml)
AHTU-PRN 100.0 100.0 99.7 |




| (SEL.U/mI) | J -
AHTU-HBSs - 99.5 98.9 ' 98.0 98.5* 98.4
(10mIU/ml) t
AHTU-Polio 100.0 99.9 99.7 99.6 99.9
T™Mn 1
(1/8 dilution)
1.
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)
1.
AHTU-PRP 96.4 96.6 96.8 97.4 99.7*
(0.15 pg/ml)
1.

N= 6poj Ha n1ua

* Kaj noarpyna Ha pelia Kaj koM He € agMUHUCTpUpaHa xenaTtutTuc 6 BakuuHa npu
pafawe, 77.7% op cybjektute umane aHtu-HBs tutap 2 10 miU/mil.

**MocT Byctep BakumHaumja, 98.4% op pgeuata umane aHTU-PRP koHueHTpaumja = |
pg/ml uHankaTMBHA 32 AONroTpajHa 3alTmTa.

T cut-off npucbareH kako nHgMkaTMB Ha 3awTUTA.

Mo pacnopefoT 3a BakuMHaumja co 2 Ao3u, HajManky 84.3% oa HOBOpOAEHYMHaTa
passune HUBO Ha CEepo3alUTUTHW WM CEePONO3UTUBHU aHTUTENa KOH CeKoj of
aHTUreHUTe Ha BakuuHaTa. 1o KkoMnneTHa BakuWHaUuWja BO COrMacHOCT €O 2-A03HVOT
npumMapeH pacnopeg 3a BakuuHauuja, Kako W pacnopenoT 3a BycTep BakuuHaumja co
Infanrix hexa, Hajmanky 97.9% opa fdeuaTa pasBuie HMBO Ha CEpPO3aLUTUTHU UMK
CeponO3UTUBHMN aHTUTENA KOH CEeKoj Of aHTUreHNTe Ha BakuvHaTa.

Cnopefi pasnuuHn CTyauW, UMYHOMOLIKMOT oarosop koH PRP aHTureHoT Ha Infanrix
hexa nocne 2 fosu, AageHU Ha 2 U 4-MecedyHa BO3pacT, Bapvpan aokonky 6un ko-
agMUHUCTpUpaH CO TEeTaHyC TOKCOMA KOHjyrupaHa BakuwHa. Infanrix hexa noxaana
aHTn-PRP  umyHonowsku ogrosop (cut-off = 0.15ug/ml) kaj Hajmanky 84% on
HoBOpoAeHuuwaTa. OBoj npoLeHT ce 3ronemysa Ao 88% BO Cryyaj Ha KOHKOMUHAHTHA
ynoTtpeba co MHEBMOKOKHa BaKLWIHa Koja Kako HocuTen COAPXM TETaHYC TOKCOMA, 1 A0

BaKUWHa (BngeTe fen 4.5). ’0‘\ ""
/I" %"' P \
MNpoueHT Ha nuua co TUTap Ha am.;eﬁ% AR }k’_‘TM@-I "\, Ha ceposawTuta /
CEepono3UTUBHOCT, efleH Mecel, no 2- §3ua'ré“ a |§nh notoa u bycTep
BakuuHauuja co Infanrix hexa. 25 )

AHTHTENO Mo 2 nosas -4/ Mo 3 poaa
(cut off) :
2-4-12 3-5-11 2-4-12 3-5-11
MeceLn | meceum MeceLm Meceuy
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N=223 N=530 N=223 N=530
(1 cryavja) | (4 ctyamn) | (1 cyamja) | (4 cTyaum)
% % % %
AHTK- 99.6 98.0 100.0 100.0
Andprepnja
(0.1 1U/ml) t
AHTH- 100.0 100.0 100.0 100.0
TeTaHyC
(0.1 IU/ml) 1
AHTH-PT 100.0 99.5 99.5 100.0
(5 EL U/ml)
AHTH-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/mI)
AnTu-HBs 99.5 96.8 99.8 98.9
(10mIU/ml) +

AHTu-Polio 89.6 99.4 98.4 99.6
™n 1

(1/8 dilution)
1.

AHTU- Polio 856 96.3 984 99.4
TH“n 2

(1/8 dilution)
1.

AnTu- Polio 92.8 98.8 97.9 89.2
Tun 3

(1/8 dilution)
T

AHTU-PRP 84.3 91.7 100.0* 99.6*
1 (0.15 pg/ml)

LT

N = 6poj Ha cybBjekTu

T cut-off npuchbareH kako nHAKKaTUB Ha 3awTuTa

*MocT GycTep BakunHaumja, 94.4% op Aeuata Npu pacnopes 3a BakuMHauuja Ha 2-4-12
MeceyHa Bo3pacT, kako 1 97.0% oa aeuaTa npw pacnopes 3a BakuuHauuja Ha 3-5-11
mMeceyHa BO3pacT, wmane aHTM-PRP koHueHTpauuvja 2 1 pg/ml wvHaukaTueHa 3a
AonroTpajHa sawTuTa.

Buna yTepaeHa ceponolka kopenauuja Ha 3aliTuTa og Aau )

xenatutnc b n Hib. He nocron ceponowka kopenauuja ;aiiﬁ‘ﬁ'razq 9&,, pTycuc.,
Cenak, co orfniea Ha Toa LUTO WMYHOIOLLKUOT OArOBOP gH “f-@‘ &pTycuc
AobueH no agmuHucTpauvjata Ha [nfanrix hexa e eks a@:@mﬁ gtmy\;&r LUKNOT
OAroBop AobueH co agMuHucTpaumja Ha Infanrix (DTPa), ogegyaaﬁes m:lpom MBHaTa
edrKacHOCT Ha ABeTe BaKUUHW Aa buae ekBuBaneHTHa, | = % ol FY)

[IpomekmusHa echukacHocm npomus Nepmycuc
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KnuHudkaTta sawtuta Ha KOMMOHEHTUTE Ha mepTycuc og Infanrix (DTPa), HacnpoTu
TUNW4eH neptycuc deduHupaH op ctpaHa Ha C30 (> 21 geH Ha napokcwamanHa
kalinuua) Guna AemoHcTpupaHa no 3-403Ha NpUMapHa WMyHW3auwja, BO CTyauuTe
npeTcTaseHn Bo Tabenarta nogony:

. . EdukacHoct

Cryauja 3emja Pacnopegp, e —— 3aknyyoum

KoHTakTHa lepmanuja | 3,4,5 88.7% Bps ocHoBsa Ha nogaTouu cobpaHu

cTyavja Bo Meceum 0f] CEKYHAAPHW KOHTaKT1 BO

AOMaRkMHCTBA OOMaKNHCTBa Kafie nocToene

(npocnekTuBHa cnyyan co TUNUYEH nepTycuc

cnena)

Crtyavja Ha Wtanunja |2,4,6 84% Bo follow up (koHTpona) kaj

ecumKkacHocT Meceum ucrarta nonynauuja, eukacHocTa

(NIH 6una noTepaeHa Ao 60 meceuy no

CMoH30pUpaHa) 3aBpluUyBaH-€ Ha NpumapHaTa
BakLmHauwja 6e3 agMuHucTpauvja
Ha 6ycTep gosa (peBakuuHa) 3a
nepTycuc.

llocmojaHocm Ha UMYHOMOWKUOM 0020800

MocTojaHOCTa Ha WMYHONOLUKMOT OArOBOP Of 3-A03HUOT MpUMapeH pacnopes Ha
BakuuHauvja (Ha 2-3-4, 3-4-5 unu 2-4-6 mMeceuyHa BO3pacT), kako U og BycTep fosaTa
(Bo BTOpaTa rogvHa og xmsoToT) co Infanrix hexa, 6un esanympaH kaj Aeua nomery 4-8
roAvlLHa BO3pacT. 3alTUTHUOT UMYHUTET NPOTUB TPUTE BUAA Ha nonuosupycy n PRP,
6un HabrbyaysaH kaj Hajmanky 91.0% og geuata, Kako U Kaj Hajmanky 64.7% oa AeuaTa
npotus AvudTepuja u TetaHyc. Hajmanky 25.4% (aHtu-PT), 97.5% (aHTu-FHA) u 87.0%
(aHTH-PRN) op geuata Gune ceponosnTUBHY NPOTHUB KOMMOHEHTUTE Ha NEPTYCHC.

MpoueHTM Ha nuua co TUTap Ha aHTUTENa MHAMKATMBHM Ha cepo3awTuTa /
Cepono3nTMBHOCT Mo NpUMapHa, a notoa u 6yctep BakuuHaumja co Infanrix hexa.

AHTuTENA Jeua Ha 4-5 roguwxa Bo3pacr Oeua Ha 7-8 rogmwuHa Bo3pacr —|
(cut-off) N ] % N ' %
AHTu-gudbtepuja *
(0.1 1U/m) 198 68.7 51 66.7 N
AHTU-TeTaHyc
(0.1 1U/m) 198 74.7 51 64.7 |
AHTU-PT
(5 EL.U/mi) 197 32.3
AHTu-FHA
| (5 EL.U/ml) 197 98.1
| AHTM-PRN
(5 EL.U/ml) 198 87.0
AHTN-HBs 250§ 721
(10 miU/ml) 1718 772
AHTU-nonuo Tun 1
(1/8 dilution) s 91.0
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AHTU-nonwo Tun 2

| (1/8 dilution) 187 95.7 148 ] - 912
AHTU-nonuo tTun 3
(1/8 dilution) 174 97.7 144 97.2
AHTU-PRP
(0.15 Dig/m) 198 | 98.0 193 99.5

N = 6poj Ha cybjekTu

*Mpumepoun TecTupanu op cTpaHa Ha ELISA co koHUeHTpaumja Ha aHTUTena npoTue
andtepnja < 0.1 [U/ml, ©Gune noBTOpHO TecTMpaHuM nNo naT Ha aHanusa Ha
HeyTpanusauvja Ha Vero-knetku (ceposawTuteH cut-off = 0.016 IU/ml ) 96.5% og
Aeuara 6une ceposallTUTEHMU.

§ Bpoj Ha UcNUTaHNLM of 2 KIMHWYKK CTYAUM.

Bo ogHoc Ha xenatuTuc B, ceponpoTeKTUBHY KOHLEHTpaLMK Ha arTtutena(=10 miU/ml),
no 3-4O3HUOT pacnopef 3a NpUMapHa BakuvHauvja M pacrnopefoT 3a Oycrep Aosa
(peBakumHa) co Infanrix hexa, ce ogpxysan Ha 285% kaj fiela Ha 4-5 rogulwHa BO3pacT,
Ha 272% kaj feua Ha 7-8 roguiuHa Bo3pacT, kaj 260% of nuuarta Ha so3pacT o 12-13
roguHn n kaj 53.7% op nuuata Ha 14-15 roguwHa BospacT. [ononHuTenHo, no 2-
AO3HMOT pacnoped 3a MNpumapHa BakuMHauuja w pacnopefoT 3a bOyctep Aosa
(peBakuMHa), KOHUEHTpauujaTa Ha CeponpoTEKTUBHUTE aHTUTENa NpPoTUB xenaTtutuc b
ce ofpxyBana Ha 248% kaj aeua Ha 11-12 roguwHa BospacT.

WmyHonowkata memopuja Ha xenatutuc B Guna noTBpaeHa kaj geua oa 4 Ao 15
roaviHa sospact. Osue aeua npumune Infanrix hexa Bo hopma Ha npumapHa n 6ycrep
BaKuMHaUmja Kako HOBOpOAEeHYMHa, [ofjeka kora WM 6Guna agMuHUCTpupaHa
AononHuTenHa Aosa og MoHoBaneHTHaTa HBV BakuWHa, NpOTEKTUBHUOT UMYHUTET Bun
3abenexaH Kkaj Hajmanky 93% og pgeuara.

MIMYHOreHOCT Kaj AOEHYUHba M Manuv [ela poAeHW o4 Majkv BakUmHupaHu co dTpa 3a
Bpeme Ha BpemeHocT

NmyHoreHocTa Ha Infanrix hexa kaj poeHunba U manu geua pogeHn of 34paBu MajKu
BakUuHMUpaHn co dTpa Bo 27-36 Hepena op GpemeHocta Guna esanyupaHa BO ABe
KMWHWYKN CTYOUN.

Infanrix hexa ©6un Kko-agMMHWUCTPUpaH co 13-BarieHTHa NHEBMOKOKHa KOHjyrupaHa
BaKLUMHa Kaj JoeHunba Ha 2, 4 1 6 meceun unu 2, 3 1 4 Meceum BO TPW A03M NpUMapHA
pacnopegu 3a BakuvHauvja (n=241), unn Ha 3 n 5 meceuy unu 2 n 4 MeceLy BO LLIEMU
3a NpumapHa BakuuHauuja co ABe A03K (n=27); U Ha UCTUTe AoeHYUH-a/Mann geua of
11 po 18 meceum kako BycTep Ao3a (n=229).

Ha OAroBOPOT Ha AOEHYETO U ManoTo AETe Ha AudTepwja, r{ T
uHakTuBMpaH nonunosnpyc, Haemophilus influenzae Tun b unu

MMOHWUCKM KOHUEHTpaUWUn Ha aHTWTena NPOTUB GHTUreHUTe Ha N \
(PT, FHA n PRN) un nocr-6ycrep (PT, FHA) BakumHaumja

BpemeHocTa. napTHepCKVITe 3roneMyear-a Ha KOHUEeHTpaLuuTe Ha aHTuTena npoTus
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fIepTyCUC oA Npea-3acuiysadqoT fo 1-MeceyeH nocT-3acunysad, 6ea BO UCTVOT oncer 3a
AOCH4MILA 11 Manu Aeua POAEHW o4 Majkn BakUMHMpaHi co dTpa unu co nnauebo, wro
MoKaKyBa edeKTUBHO 3ajakHyBarme Ha WMYHOMOLWKMOT cucTeM. Bo OTCYCTBO Ha
Kopenami Ha salTiTa 3a NepTycuc, KNUHMYKaTa BaKHOCT Ha OBME Habrbyaysatba
OCTaHyBa LienocHo Aa ce pasbepe. Cenak, cerallHUTe ennaeMUONOLLKMA NogaToum 3a
Bonecta Ha nepTycuc no cnposeayBakeTo Ha MMyHu3auujata Ha majkata dTpa He
yKaXyBaaT Ha KnMHUUKa BaXHOCT Ha 0Baa MMYHOMOLLKa MHTepdepeHLMa.

UmyHozerHocm kaj npedspemero poderu deua

WmyHoreHocTa Ha Infanrix hexa 6una eBanyupaHa BO pamkuTe Ha Tpu CTyAUU KoM
BKnyuysane npubnmwkHo 300 npegspemeHo poaeHun geua (pofeHn BO nepuoa of 24 no
36 recrauvcka Hegena), no 3aBspLIyBake Ha 3-003Ha NpuMapHa BakuMHaumja Ha 2, 4 u
6 meceuHa Bo3pacT. iMyHoreHocTa cTekHaTa co GycTep posara u npumeHa op 18 go 24
MeceyHa BospacT, 6una esanyupaa kaj npubnwkHo 200 npesspeMeHo popeHu geua.

EgeH mecey no npumapHata BakUuMHauuja, HajmManky 98.7% og Jeuata 6une
Cepo3allTUTeHN NpoTUB AudTepuja, TeTaHyc u nonuosupyc TMn 1 u 2; Hajmanky 90.9%
passune HWBO Ha Cepo3alTUTHU aHTUTena npoTws xenatutuc 5, PRP u NonnMoBnpyc
™N 3; cuTe geua Gune Cepono3UTUBHU KOH aHTUTena npotus FHA n PRN, aopeka
94.9% 6une cepono3UTUBHW KOH aHTUTENa npotus PT.

EneH meceu no Gyctep posara (peBakumHa), Hajmanky 98.4% op feuara passune
CEePO3aLUTUTHN UNn CepPOonO3NTUBHN aHTUTENa KOH CEKOj 0f, aHTUreHUTe, OcBeH KoH PT
(Hajmanky 96.8%) u xenaTtutuc B (Hajmarnky 88.7%). OarosopoT Ha 6ycTep gosara Bo
OAHOC Ha HEKONKy-KPaTHOTO 3rofieMyBake Ha KOHUeHTpaumjaTa Ha aHTuTena (15 10 235
naTu), ykaxysa Ha Toa fieka npeABpeMeHo poseHuTe geua bune afeKBaTHO NOAroTBEHN
3a cuTe aHTureHu Ha Infanrix hexa.

Bo koHTponHuTe (follow-up) ucnenysarsa cnposeaeHu npubnmkHo 2.5 o 3 rognHW no
Npumare Ha Oyctep fosata kaj 74 geua, 85.3% og deuata ce’ ywre 6une
CeposaLTNTEHN NPOTNB xenatuTiuc b, a Hajmanky 95.7% 6une ceposawuTuTeHn npoTuB
TpUTe TUNOBKM Ha nonuosupyc u PRP.

[locm-mapkemuHLKky uckycmea

Pesyntatn on ponropodHa KkoHTpona (follow up) Bo LlUBepcka nokaxysaaT aeka
auenynapHute nepTycuc BakuWHM ce noeduKacHW Kaj HOBOPOAEHuYMEA KOra ce
aAMUHUCTPUpaaT cropes pacrnopeol BaklnHayuja Ha 3 n 5 meceudHa
BO3pacT, co GycTep fosa (pesakyyf é?‘\@awmg YiPaHa npubnuwkHo Ha 12 MeceyHa
BospacT. Cenak, nogaTtouuTe nok &yga*a =My

Aeka BTOpa BycTep Ao3a (pesaki
5-7 roguHu, Kou nNpeTxogHo Gune

) ob' e

EdextmBHocta Ha Hib koMnoHeH*ate HaHlnﬁerm' exa, buna ucnutyesaHa npeky
. * o~ .

GKCTeH3MBHA NOCT-MapkeTWHWKa CTyRwjaCed Tepianvja. Bo follow-up (koHTponeH)

NEPUCA OA CEAYM roanHu, eheKTMBHOCTa Ha Hib KOMMOHEHTUTe Ha gBe XeKcaBaneHTHM

BaKLMHW, of kou eaHata 6una Infanrix hexa, Guna 89.6% 3a uenata nNpuMapHa cepuja
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n 100% 3a uenarta npumapHa cepuja U GycTep posarta (peBakuvHa) (He3aBUCHO of
npumapHaTta Hib BakyuHa).

Pesyntatute op TekoBHUTe pPYTWHCKA HaumoHanHu Habreyaysawa BO Wranuja,
ykakyBaaT Ha Toa Aeka Infanrix hexa e edovkacHa Bo koHTponaTa Ha Hib 3abonysareTo
kaj HoBOpoAeHYUHba, BO Crly4Yan Kora BakuuHaTa ce afgMUHUCTPUpa cropes pacnopeaoT
3a npuMapHa BakuuHauuja Ha 3 u 5 meceuHa Bo3pacT, co GycTep fo3a (peBakUMHA)
aAMUHUCTpUpaHa npubnuxHo Ha 11 meceuHa BospacT. Bo nepuog oa 6 roauHw,
nodHyBeajku og 2006, kora Infanrix hexa 6una npumapHa BakuuHa BO yroTpeGa koja
coapxu Hib, co nokpueHocT Ha BakUMHUpaHOCT of 95%, uHBasuBHOTO 3abonyBatke Hib
¥ NoHaTamy ycnewHo ce KOHTponupano, co 4 noTepAeHu cnyvau Ha Hib npujaBeHun kaj
Aeua of Utanuja nomnaam og 5 roaviuHa BO3pacT, No NaT Ha NacMBHO HaArneaysate.

5.2. ®apMaKOKUHETCKU KapaKTepUCTUKU
3a BaKUWHK He e noTpebHa eBanyaumnja Ha (hapMaKOKUHETCKUTE KapaKTepUCTUKN. .
5.3. [MMpeTtknuHuy4ku nopaToum 3a 6e3degHocTa

He-knuHnuky nofjatoun nokaxane geka Hema noce6Ha onacHoCT 3a nyre 6asupaHo Ha
KOHBEHUMOHaHa cTyaunja 3a 6esbegHocT, cneuudyHHa TOKCUYHOCT, NOBTOPYBaHa 403a
Ha TOKCUHHOCT U KOMNaTUBUITHOCT Ha COCTOJKUTE.

®APMALIEBTCKU NOOATOLIU

6.1. ITucTa Ha ekcunueHcn

Hib npaiuok
AHxuapvpaHa nakrosa

DTPa-HBV-IPV cycneHsuja

Hatpuym xnopug (NaCl)

Meavym 199 (kako cTabunusaTop COCTaBEHOA aMUHO KWUCEMUHW (BKNYYUTENHO
(beHunanaHyH), MuUHepanHu cony,  (BKMYYUTESNTHO HATPUYM W Kanuym), BUTaMWUHU
(BKNy4UTENHO Napa-amuHODEeH30eHa KMCENUHA) U APYrU CyncTaHLmMm).

Bopa 3a uHjekLium

3a apjyBaHcu BuaeTe gen 2.

6.2. WHkomnaTubunHocT

_—
Bo oTcyctBO Ha komnaTMGUnHKM CTyauM, OBOJ neKk He cmee  fep'cé \CO Apyru
MeA LIMHCKM NPOAYKTH. £

6.3. Pok Ha ynoTpeba

4 roguHn.
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6.4. HauuH Ha yyBame

Ha ce uyBa Bo pwxuaep Ha TemnepaTypa (2°C - 8°C).
[a He ce 3amp3HyBa.
Na ce 4yBsa Bo opurvHanHoTO Nakysatse, 3a Aa Ce 3aLUTUTW 0F CBETAMHA.

MogaTounte 3a CTaBUNHOCT ykakyBaaT Ha Toa Aeka KOMMOHEHTUTE Ha BaKuMHaTa ce
cTabunHm Ha Temnepatypa Ao 25°C Bo nepuog og 72 uaca. Mo N3MUHyBaHe Ha OBOj
nepuoa, Infanrix hexa Tpe6a unu aa ce ynotpedu unm aa ce oTctpaHn. OBue nogaToLm
Ceé HameHeTW 3a 3ApaBCTBeHWTe pPaboTHULM, 3a Aa M ynartaT camo BO Chyyau Ha
NpUBPEMEHN TeMNepaTypHn oTcTanysara.

3a ycnoBuTe Ha YyBatbe Ha PEKOHCTUTYPAHMOT NPOM3BOA, BUAETE nen 6.3.

6.5. MMpupona n coppxuHa Ha nakyBaHeTO

MNpaLuok Bo Brjana (Tvn | cTakno) wro coapxw 1 4o3a co cronep (6ytun ryma) u

0,5 ml cycneHauja 3a uHjekTMparse BO NPETXOAHO-HANONHET wnpuy (ctakno Tun 1), co
cTonep Ha uunuHAapoT (GyTun ryma) u co ryMeHa Kana Ha BpBOT.

KanaTa Ha BPBOT 1 ryMeHMOT CTomep Ha MPeTXOAHO HANORHETMOT LINPUL, 1 CTOMEpOT Ha
BujanaTa ce HanNpaBEeHU Of, CUHTETUUKA ryMa.

Makysawa co ronemuHa og 1 n 10, co wnn 6es urnu u 36vpHO nakyBawe of ner
nakyBaka, cexoe coctaseHo of 10 sujanu u 10 npeTxonHO HanonHeTU wnpuyuesn, 6es
nrnu.

CwnTe ronemMuHy Ha nakysawaTa He ce 4OCTanHu Ha nasapor.

6.6. YnatcTBO 32 ynoTpe6a / pakyBame

Onwuc 3a Bujana co NMPEeTXO4HO HANONHET LWnpuL

Mo cknagupake, BO NPeTXOAHO HaNOMHETWUOT wnpuy Koj coapxu DTP-a-HBV-IPV
cycneHsuja Moxe Aa ce 3abenexu yncta TeyHocT u Gen aenosnT . Toa He npeTcTasyBsa
3HaK 3a pacunyeame.
lMepTx0AHO HanorHETUOT Wnpuy Tpeba [oGpo aa ce npoTpece 3a Aa ce MNOCTUrHe
XOomoreHo samarteHa 6ena cycneHauja. T s
- “ M .QH S
20 7%
foe ORE PAJ/S (a)
BakuvHata ce pekoHcTUTyMpa co Ao’m e_Ha

N\
>_Ha &a\}(co,qpmea Of, NpeTxXogHo
HanosIHeTVNOT LWINPUL, BO BujanaTa Koja;’;c‘cm'png moxa\@ KCTypaTta Tpeba CHaxHO Aa
Ce NpomeLlia ce AoAeka NpalLokoT Lefecho He ¢e PECTRORIE lipen agMmMHUCTpaLmjaTa.
YW o o@w O

25

$3 Hrgm
i s - Y] ) o )
PekoHcTUTyupaHaTa BaKLyvHa u3rneqa\ke aééé/%’é/m_a?eﬁ cycneHsuja 3a pasnuka og

TeYHaTa KoMnoHeHTa npeTxoaHo. Toa e a‘mﬁangg \co&{oj

R CKON>ZA
CoapxuHaTta Ha NPeTXO[HO HAMNOMHETUOT LLUNPWL TPeba BU3yesnHo Aa ce nperneana npeq
U MO PeKOHCTUTYLMjaTa, COo Lien Aa ce yTBPAU MOXKHO NOCToeHe Ha CTPaHN YECTUYKN 1 /
unu abHopmaneH UMUK uarnen Ha BakuuHaTa. Bo crnyyaj Ha noctoewe Ha Koj 6uno

04 oBMe cny4yau, He ja ynoTpebyBajTe BakuuHaTa.
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Ynartcrtea 3a NPeTX0aHO - HAanosHeT WnpuL

Luer apnanrep co 3akiyuyBame

OpxeTe ro WNpUUOT Kaj UMNUHAAPOT, He Kaj knunor.

OpagpTeTe ro kanaveTo Ha WNPULOT, CBPTYBAjKkY ro
BO 0BparHa Hacoka 0 CTPenkUTe Ha YaCOBHUKOT.

Kanaue
Hununnap
. .. 3ajaja npuuBpcTUTE Urnata Ha WNPULOT, NOBP3eTE ro
IHruwrHHK 33 Mrata WITUTHWKOT 3a Urnata Ha Luer aganTepoT co aaknyyyBatbe u
A > v/ ... 3aBpTeTe ja urnava BO NpaBey Ha CTPENnKUTE Ha YaCOBHMKOT,

Ce foaeka He NOYyBCTBYBaTe AeKa € NpuLBpCTEHa.

He v3BnekysajTe ro cTonepoT Ha WNpULOT HaZBOpP Of
uMnuHaapoT. Jokonky ce cny4u Toa, He ja agMUHUCTpUpajTe
BakumHaTa.

OtcTpaHyBame

Cekoj HeUCkop1CTeH MeaULIMHCKW NMPOAYKT UK OTNag, OTCTPAHETE ro BO COMMAcHOCT CO
noKanHuTe npenopaku.

7. MoparTouu 3a HOCUTENOT Ha pele

,\\é NE Dhs,*r(/
Espona Jlek ®apma OOOEN, Yn. Jagp Ka//Ma\l'Vr’GT
Penybnvka CesepHa MakegoHuja v W

ana 6p. 31, 1000 Ckonje,

8. Bpoj Ha peweHue 3a cTaBamwe,
11-7585/2 Ha 25.10.2021
9. LaTtym Ha peBu3uja Ha TeKcTOT

®espyapu 2025
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