IacTpyKIis

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

IIPIOPUKC™/PRIORIX™

Kom0inoBaHa BaknuHa 111 NPpoGiTaKTHKH KOPY, emifeMiYHOr0 NapoOTHTYy Ta KPaCHYXH

Cknao:

ditoui peuosuHu: Measles, Mumps, Rubella vaccine

1 mo3a po3umHeHol BakIHU 006°'eMoM 0,5 MJI MiCTUTb:

He Merme 10°° TII]I,, ;XMBOT0O aTeHyOBAHOTO Bipycy Kopy (mTam Schwarz);

He Menmte 10°7 TLIJI,, KuBOT0O aTeHyil0BaHOTO BipyCy emifeMiuHoro napotuty (mram RIT 4385);
He Menme 10°°TLIJI,, XKuBOro aTeHyiloBaHOTO Bipycy KpacHyxu (mTam Wistar RA 27/3);
0ONOMIdCHI peyo8uUHU: aMiHOKHCIIOTH, JJaKTo3a 0e3BOgHAa, MaHiTOJI, COPOiTOII.

Po3yuHHuK - BOfa OJIs iH €KIIiM.

Heowminuny cynbdaT IPUCYTHIN y BUTISAML 3a/IAILIKY Bii BAPDOOHUYOTO IIPOLECY .

JlikapcbKka popma. JTiodinisat amsa po3uuHy O il eKIfin.
OcHOBHI (pi3uKo-XimMi4HI 81aCMUBOCMI:

[TPIOPUKC™ - xkuBa KoMOiHOBaHa BaKIIMHA [JIg TPODiTaKTUKU KOPY, elifeMiyHoro
TIapOTUTY Ta KPaCHYXH, siKa € niodinizoBaHuM KOMOiHOBAaHUM ITperapaToOM aTeHyHOBaHUX
mTamiB BipyciB Kopy (Schwarz measles), emigemiunoro mapotuty (RIT 4385, skuii €
noxigHuM Bif mramy Jeryl Lynn) i kpacuyxu (Wistar RA 27/3), ogepaHUX IIJIIXOM
PO3MHOXKEHHS B KyJIbTYpi KJIITUH KypsAuux eMOPioHiB (BipycH emifeMiuHOr0 MapoTUTy i
Kopy) abo B gumnnoigHux KiiTuHax moguau MRC-5 (Bipyc KpacHyxH).

[TPIOPUKC™ € miodinizaTom Bixm 6inmyBaToro mo 651imo-poxkeBoro Konbopy. CTepunbHUN
PO3UMHHUK - IPo30pa Ta Oe30apBHa piguHa.

[TPIOPUKC™ BigmoBigae BumMoraM BcecBiTHBOI opraHi3allil 0OXOPOHHU 3I0POB’S IIIOMI0
BAPOOHUIITBA 6i0IOTIYHMX PEYOBUH, BaKIWH AJIS MPO(DiTaKTUKY KOPY, eMileMiYHOr0
IIAPOTUTY i KpacHYXH, i KOMOiHOBaHUX XKUBUX BaKIIUH.



®apmakorepaneBTuyHa rpyma. KomOiHOBaHa BakNIWHA [Jisd TPOGiIaKTUKKA KOPY,
emigeMigyHOoro MapoTUTY Ta KPAaCHYXH, XKKMBa aTeHyHOBaHa.

KOl ATX JO7B D52.

ImyHon02iuHi ma 6ionoeiyHi 8 1acmueocmi.
®apmakoOuHamika.

[Tpu npoBefeHHi KTiHiYHMX BUIIPOOyBaHb Oyjla MoOKa3aHa BHCOKa iMyHOT€HHICTh BaKI[MHU
[TPIOPMKC™. AuTHTiNA [0 Bipycy Kopy Oynu BussieHi y 98% paHilile cepoHeraTUBHUX

BaKIL[MHOBaHUX 0Ci6, aHTUTiNA [0 Bipycy emigemiunoro mapotuty - Y 96,1% i 1o BipyCy KpacHyXH -
y 99,3 %.

Y nopiBHAMBHUX OOCIIOXKEHHIX aHTUTiNIa 10 BipyCiB KOPY, €MifeMidHOro TapoTUTY i KpacHyxu Oynu
BUSIBJIEH] BifnmoBigHO ¥ 98,7%, 95,5 % 1 99,5 % paHillle cepoHeraTUBHUX BaKIIMHOBAHUX, SIKi
opepxanu BakuuHy [IPIOPUKC™, y nopiBHsgHHI 3 96,9 %, 96,9 % 1 99,5 % y rpymi, sika ogepxkaia
iHITy HAsIBHY Ha PUHKY KOMOiHOBaHY BaKIKHY 7 ITPO}iTaKTUKK KOPY, eMifeMiyHOr0 MapoTUTY i
KPaCHYXH.

Yci o6cTexkeHi 0co0H, 3a SKHUMH CIIOCTEPiraaud mpoTsarom 12 MicsIliB micis BaKIMHAaIlil,
3aJIMINAINCS CEePOMO3UTUBHUMH 00 aHTUTIJI 10 BipyciB Kopy Ta KpacHyxH, 88,4 % ocio -
IIIOJI0 aHTHUTII [0 emigeMidHoro mapoTury. Ller BifCOTOK 3HaXOOUTHCS Ha OOQHOMY PiBHI 3
THM, 1110 CIIOCTEPIra€ThCS MPU 3aCTOCYBaHHI iHINMMX KOMOIHOBaHUX BAKIUH [IJIS
npodinakTUKU KOPY, eNiieMidHOT0 IapoTUTy Ta KpacHyxu (87 %).

dapmaxkoKiHemuxka.

Ouirka papMaKOKiHETUYHUX BIIaCTUBOCTEM HE € 000B’SI3KOBOIO JIST BaKIIKH.

KrniniuyHi xapaKTepHCTHKH.
Iloka3zanus.

Bakmuna [TPIOPUKC™ noka3aHa [JiT akKTUBHOI iMyHi3allii 3 MeT0I0 IpodiTaKTUKU KOPY,
eNifieMIYHOr 0 [TaPOTUTY Ta KPaCHYXWU.

IIpomunoka3aHHA.
Bakiuaa [TPIOPMKC™ mpoTuokasaHa:

- ocobaM, gKi MalOTh IiABUIIEHY CUCTEMHY YYTJIUBICTh 00 HEOMIIMHY ab0 OyOb-IKOr0 iHIIOTO0
KOMIIOHEHTAa BaKITMHY (3a HAsSBHOCTI asiepril Ha sseyHui 0imoK muB. po3min «Oco0muBOCTi
3acTocyBaHHS»). OfHaK IlepeHeCeHN KOHTaKTHUY OepPMaTUT 1040 HEOMIILIUHY He €
MIPOTUTIOKA3aHHAM;



- ocofaM 3 03HaKaMH Tillep4yTIUBOCTI IIiC/Is MONlepeqHbOr0 BBEOEeHHS BaKIIMHY IIPOTH KOPY,
eMileMiuHOT0 MapOTUTY Ta/abo KpaCHYXY;

- ocobaM i3 TAXKKOI0 GOpPMOI0 T'yMOpaabHOro abo KIiTHHHOTO iMyHOIepiuTy (IEPBUHHOTO YU
Ha0yTOro), HalIPUKJIIaf, 3 TAXKKAM KoMOiHOBaHUM iMyHOmedinuToM, arammarnobyninemieto i CHIJT
abo cumnromaTtuuHoio BlJI-iHdexkuieio abo BikoBuM BincoTkoM CD4 T-nmimdouuTis y mitedt Bikom go 12
MicsaniB: CD4 <25%; y miter Bikom 12-35 micsuis: CD4 <20%; y giteu BikoMm 36-59 Micarnis: CD4
<15% (muB. TaK0XK po37in «OcoOIUBOCTI 3aCTOCYBaHHS »);

- BariTHUM XiHKaM. CJIiff yHUKATH BariTHOCTiI HEe MEHIIIEe HiXK OfWH MiCSLb MMiCsA BaKLIMHALil
(muB. po3min «3acTOCyBaHHS B IIePiof] BariTHOCTI Ta TOOyBaHHS TPYONIO»);

- K i momo iHmux BaKLUWH, BBegeHHs Bakiuuu [TIPIOPUKC™ ciin BigkmacTu ojig ocio 3
JINXOMaHKOM0. [TpoTe, IPUCYTHICTh HE3HAUYHUX iH(DEKIIiM, TAKUX K 3aCTyda, He TIOBUHHA
IIPU3BOOUTH [0 BiflKNTafileHHs BaKIIMHAIIil.

Oco06 1uei 3axo0u 6e3nexu.

BigHOBIIeHa BaKLMHa BHACJIIJOK He3HAYHUX KOIKWBaHb PH Moxke 3MiHIOBAaTH KOJIp Biff YUCTO
IIEPCHUKOBOT0 [0 KOIBOPY POKeBO1 GYKCil, 1[0 He BIJIMBAE Ha e(PEeKTUBHICTh BaKIIMHM.

[lepen BBeOeHHSAM BaKIMHU CJIif OTJITHYTUA PO3YUHHUK | PO3UYMHEHY BaKI[MHY Ha BiICYTHICTH
B HUX OyOb-SIKMX TBEPAUX CTOPOHHIX BK/IIOUEHb Ta/ab0 3MiHy (pisM4UHUX BIaCTUBOCTEN. Y
BUIAAKY HasBHOCTI CTOPOHHIX YaCTAHOK a00 3MiHK (Pi3MYHUX BIACTUBOCTEH OTPIOHO
YTUIi3yBaTU PO3YMHHUK a00 PO3UMHEHY BaKIMHY.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

Y BUnDagKy, IKIIO MalieHTy NOTPiOHO 3po0uTH TyOepKyIiHOBY P00y, TO ii CJIif TPOBEeCTH Nepef
BaKIMHAII€I0, OCKIJIbKY € JaHi PO Te, 110 XKMBa BaKIWHA A1 NPOoGinakKTUKU KOPY (Ta, MOXKJIIUBO,
eMigeMiuHOr0 MapOTUTY) MOXKE CIPUYMHUTH TUMYaCcOBe 3HUKEHHS YyTIUBOCTI MIKIpU [0
TyOepKyiny. Taka aHeprisi Moxe IIPOOOBXKYBATUCS Bif 4 M0 6 TUXKHIB i, 1106 YHUKHYTH XUOHUX
HETaTUBHUX Pe3yJbTaTiB, IPOTATOM I[LOTO IEPIOAY IMic/is BaKIKMHAIl] TYOepKyIiHOBY IPO0y
IIPOBOOUTH HE CIIif.

Kniniuni gocnimxenHs nokalanu, 1mo BakuuHy [TPIOPUKC™ moxkHa ogHOYACHO
3aCTOCOBYBaTH 3 Oy/Ib-sIKOI0 MOHOBaJIEHTHOI0 a00 KOMOGIHOBAHOIO BAKIIMHOIO 3a3HAUYEHOI0
HUXK4Ye: TeKCaBaJIeHTHOIO BaKIIMHOIO [ MpodinakTuKK AudTepii, MpaBlis, KallToKy
(auemronsIpHUN KOMIIOHEHT), TeTaTUTy B, momioMiesniTy Ta 3aXxBopioBaHb, 30yOHUKOM SIKUX €
Haemophilus influenzae tuny b (DTPa-HBV-IPV/Hib), BakimHo0 s mpodinakTuku gudrepii,
IIpaBLs Ta KallToKY (alentonapHui koMmrnoHeHT) (DTPa), BakuuHOIO AJis mpodinakTuku audTrepii,
IIpaBLS Ta KaIlTIOKY (alle/TioJITpHUN KOMIIOHEHT) 3i 3MeHIlIeHUM BMicToM aHTUTeHiB (dTpa),
BaKILKHOIO 1719 IPo(ilakTUKY 3aXBOPIOBaHb, BUKIUKaHUX Haemophilus influenzae tumy b (Hib),
iHaKTMBOBAHOO MOJTiOBipyCcHOIO BakUKHOI (IPV), BaknuuoW0 A151 npodinaktuku rematuty A (HepA),
BaKIMHOIO s podinakTuku renatuty B (HepB), KOH'10r0BaHOI0 BaKIIMHOIO IIPOTH MEHIHTOKOKOBOI
indexkiil ceporuny B (MenB), KOH'10roBaHO0 BaKI[MHOIO IIPOTH MEHIHTOKOKOBOI iH(eKIil cepoTtumny C
(MenC), KOH'10T0BaHOI0 BAKIIMHOIO ITPOTH MEHIHTOKOKOBOI iH(eKIlil ceporumiB A, C, W-135,Y



(MenACWY), BaKIIMHOIO AJIST TPOQiTaKTUKY BITPSIHOI BiCIIM Ta KOH I0TOBAHO0 BaKIIMHOIO
IIPOTY ITHEBMOKOKOBOI iHGekii (PCV).

Io Toro X, 3arajoM BBaXKaeThCs, 110 KOMOiHOBaHa BaKIMHA OJ151 IPOQiIaKTUKHI KOPY,
elileMiYHOr0 MapoOTUTY i KpaCHYXU MOxKe OyTU BBelleHa OOHOYACHO 3 TePOPaIbHOI0
BaKLIMHOIO 719 MPOQiTaKTUKY OJIIOMIENITY, iITbHOKITITUHHOIO BAKLIIMHOKO I IPOQiTaKTUKA
mudTepil, mpaBus Ta Kauumoky (DTPw).

I[Tpu 3acTocyBanHi Bakiuuy [IPIOPMKC™ ogHOYacHO 3 iHIIMMY BaKLIMHAMHU, iH €KITII 3aBXKIU
HeoOXigHO PoOUTH Y Pi3Hi AiNsSHKU Tina.

fdxmo BakuuHa [IPIOPUKC™ He Moxke OyTH BBEIEHA OOHOYACHO 3 iHITUMHU XKUBAMHU
aTeHyMOBaHMMM BaKLIMHaMM, MiXK BaKIMHAILIIMHU CJIifl JOTPUMYBATUCS IHTEPBaNYy,
IIIOHaWMeHIIe, B OOUH MiCALlb.

Y ocib, sKi omepxkanu MIOACHKI iMyHOTr 100y TiHN a00 MepenuBaHHs KPOBi, BaKIIMHAITiS
OBMHHA OyTH BifiK/lafieHa IIOHaMeHIIle Ha TPHU MicCslli Yyepe3 iMOBipHICTh HAsIBHOCTI
IIaCUBHO HaOyTUX aHTUTIN [I0 BipyCiB KOPY, €MigeMiYHOT0 MapOTUTY Ta KPACHYXH.

Bakuuny ITPIOPUKC™ MoxHa BBOIUTH K OyCTepHY m03y ocobaM, 10 paHimie 6y BaKIIMHOBaHI
iHIO0 KOMOIHOBAHOIO BAaKIMHOIO [J15 IPO(DIiTakTUKY KOPY, elifeMiYHOT0 TapOTUTY i KDaCHYXH.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Tak camo, 5K i y BumapKy iMmyHizallil iHImmuMu BaKIiiHaMu, BBedeHHs BakuuHu [TIPIOPUKC™
OTPiOHO BigKIACTH y 0Ci0, XBOPUX Ha T'OCTPi, TSXKKi 3aXBOPIOBAHHS 3 IMXOMaHKOI0. [IpoTe
HasBHICTb HE3HAUYHOI iH(EKIIil He € MPOTUIIOKa3aHHAM OIS BaKI[HHAILIil.

CunKore (HEIPUTOMHICT) MOXKe BUHUKHYTH TIifl 4ac abo paHiiie Oyab-gKoi iH €KITiiHOI BaKIIMHAILil,
K TICUXOTeHHa peakllisl Ha ToJIKy. BakiuHaio HeoO0XifHO TPOBOOUTH TiJIbKY B TIOJI0KEHHI
BAKIIMHOBAHOT'O CUASYHX a0 Jiexkayy, Ta 3aJIMIIAI0YK HOT0 B TOMY X IIOJTOKEHH] (cumgsuu abo
JexKa4dy) IPoTAroM 15 XBUIMH MiC/IS BaKIMHALIL A1 MONEPeIKeHHT PU3UKY MOT0 TpaBMaTH3allil.

[MamienTaM 3 pigKiCHUMM ClTafIKOBUMMU MTpOOIeMaMy TaKUMH, SIK HETIEPEeHOCHMiCTh GPYKTO3H,
HeoOXiHO ITPOKOHCYIbTYBATHUCS 3 JTiKapeM, mmepul Hix 6yTu mennesumMu BaknuHoio IIPIOPUKC™,
OCKiJTbKM BaKIMHA MiCTHUTh COPOiTOI.

[lepin HiXK PoOUTH iH €K1Ii0, MTOTPIOHO 3aYeKaTH, MOKK 3 TIOBEPXHi IIKipHU IOBHICTIO
BUIIAPYETHCS CIIUPT abo iHMIi ge3iHGiKyoui 3aco0u, OCKiTbKYA BOHU MOXYTh ITPU3BECTH J0
iHakTHBalil ocmabneHux BipyCiB, SKi MiCTSITbCS Y BaKIMHi.

OOMexkKeHOT0 3aXUCTY Bifl KOPy MOXKHa IOCITTH 3a AOMIOMOI0I0 BaKIIMHAllil, sKa 3pobieHa He
i3Hille, HiXK 4yepe3 72 FOAVHMU IIiCJIg TOTO, K JIIOAWHA KOHTaKTyBaJjla 3 XBOPUM Ha Kip.

IiTu BikOM [0 12 MicAIiB MOXKYTh He pearyBaTH BiAOBIAHUM YHHOM Ha KOPOBUM KOMIIOHEHT
BaKI[MHY BHACIITOK MOXKJ/IMBOl HasIBHOCTI MaTePUHCHKUX aHTUTIN J0 Kopy. Lle He TOBUHHO
MIePEeIIKOAKaTh 3aCTOCYBaHHIO BaKIIMHU MaJIeHbKUM OiTSIM (BiKOM [0 12 MicSIIiB), OCKiTbKHU
BaKIMHAlis MOxKe OyTH IMOKa3aHa B OeSKUX CUTYallidX, HallpUKiaf, y pailoHax 3 BUCOKUM



PH3UKOM 3aXBOPIOBaHHS. 3a MoAiOHUX 00CTaBUH CIIif mepen0adyuTy MOBTOPHY BaKILKHAIIIIO,
KOJIM JUTHUHI BUITOBHUTHLCS 12 Mics1iB abo y cTapIoMy Billi.

4K i s BCix iH’'€KIiMHUX BaKIMH, BiAIIOBigHA OIOMOTra Ta MEAUYHNM HaATJISI 3aBXKIU
TIOBUHHI OyTH TIETKOAOCTYITHUMU y BUNIaAKy BUHUKHEHHS PifKiCHUX aHa(inaKTUYHUX
peaxiliy micist BBeOeHHsT BaKIMHYU. TOMY IMallieHTH IOBUHHI OyTH Iim HarnasmoM He MeHIre 30
XBUJIMH TIiCJIST BaKIIMHAIIil.

KopoBuii Ta MapOTUTHUM KOMIIOHEHTH BaKI[MHU OTPUMYIOTh Ha KIIITUHHUX KyJIbTypax
Kypsg4rx eMOpPiOHiB i TOMYy MOXYTb MiCTUTH CIIiIOBY KiNTbKiCTh sieuHOTO0 6inka. Ocobu, sKi
MaloTh B aHaMHe3i aHadinakTU4YHy, aHadinakToigHy a0 iHITy peakIliio HeraiHoOTro TUIY
(HMampuKiaf, reHepajizoBaHa KPONUB THKA, HAOPSK PoTa Ta IJIOTKH, YTPyIHEHe TUXaHHS,
rimoTeH3is abo I10K) Mmicysg BXKUBaHHS S€Ilb MOXKYTb MaTH IMiIBUIIEHNY PU3UK BUHUKHEHHS
peakKlii rinepuyTAUBOCTI HETalHOTO TUILY IIiC/IS BaKI[MHAIIl, X049a peakllil TaKOro TUITy
BUHUKAIOTh OyXKe pigko. OcobaM, y AKUX B MUHYJIOMY Oyia aHadinakcis micns BXKUBaHHS
sI€1Ib, BAKIMHAIIIIO CJIiJl TPOBOIUTY BKpal 00epekHO, 3a HassBHOCTI HEOOXigHUX
MOZKJIMBOCTEH JTIKyBaHHS aHa(ilakcii, SKIIO TaKa peakilis BUHUKHE.

Bakuuny ITPIOPUKC™ crig BBomuTH 3 06€pexkHICTI0O oco0aM i3 HasBHICTIO B aHaMHE3i a0 B
ciMeliHOMYy aHaMHe3i ajiepriyHuXx 3aXBOpIOBaHb, ab0 THM, y KOTO B aHaMHe3i abo B ciMeiltHOMY
aHaMHe3i CIoCTepirajaucs CygoOMHU.

He Oynu mokyMeHTanbHO 3adikCcOBaHi BUMIAAKM Iepefadi BipyciB KOPY Ta IapoOTUTY Bif
BaKIIMHOBAHOI 0COOHM OO CIPUSTINBUX 0Ci0 Mpu KOHTaKTi. BimoMo npo ¢apunreanbHi
BU[IIEHHS BIpyCy KpaCHYXU B IIPOMIXKKY 4acy Bif 7-ro go 28-ro OHIB Mic/s BaKIMHAIL, 3
MaKCHMaJIbHUM BUIiTeHHSIM Npubau3Ho Ha 11-i gens. [IpoTe HeMa€e XKOIHUX MOKa3iB
nmepenavi IbOro Bipycy, IKUM BUOINAETHCSI, 0coOaM, 110 MaIl KOHTAKT 3 BaKITMHOBAHUM.

O6MexeHa KinmbKicTh 00cTexkeHux ocib ogepxysana [IPIOPUKC™ BuyTpimHbOM s130B0. Byna
oflep:KaHa afJjeKBaTHa iMyHHa peakllis Oy BCiX TPhOX KOMIIOHEHTIB BaKIIMHYU (0us. po30is
«Cnocib 3acmocys8aHHs ma 003u»).

ITPIOPUKC™ He MOkHAa BBOTUTH BHYTPillIHHOCYIHHHO.
4K i gis IHIIMX BaKIWH, 3aXUCHY IMyHHY BiIIOBiAb MOXKHA OTPUMATHU HE Y BCiX BAaKLIMHOBAHUX.

[ToBimoMsATK PO BUIMIAAKY MOTipIIEHHS TPOMOOLMTONEHI Ta PEIUANBY TPOMOOLUTONEHI] y 0Cib, sKi
CTpaxmanau Ha TPOMOOIIUTOIEHII0, iC/Is 3aCTOCYBaHHS IIEPIOi HO3U XKUBOI BAaKITMHY [IJI
npodiTakKTUKY KOPY, eMifleMiYHOro MapoTUTY Ta KPaCHYXU. B Takux BUNagKax CJIiff yBaKHO OLIHUTH
CIIiBBiTHOIIIEHHSI PU3UKY Ta KOPHUCTI Biff BaKLKHAIlil 3a gormomoroio Bakiuuu [IPIOPUKC™, 1Ii
TallieHTH TTOBUHHI OyTH BaKI[MHOBaHI 3 00€peXHiCTIO i 3 BUKOPUCTAHHSIM IMiJIIKipHOTO BBEIeHHS.

IcHy0TH 0OMexeHi maHi npo 3actocyBanus Bakimuud [IPIOPMKC™ ocobaM i3 ocnabmeHuM
iMyHITETOM, TOMy MOXKJIMBICTh TPOBEMIeHHS BaKIMHALIil CITifl po3risifaTé 3 06epeXHiCTIO i
TIJIBKY TOfI, KOJIW, Ha JYMKY JIiKapsi, KOPUCTH Bifl LIEIJIEHHS IepeBaXxa€e MOXIIUBI PU3UKU
(HampuKap, marieHTu 3 6e3cuMmnToMHUM nepebirom BIJT-indexkirii, medinuTom cyOktacy
IgG, BpOMKEHOI0 HEUTPOIIEHIEI0, 3 XPOHIYHUM I'PaHyIEMATO30M Ta ge(iluToM
KOMIIJIEMEHTY).

Ocobu 3 ocnabneHuM iMyHiTETOM, III0 He MaIOTh IPOTUIIOKA3aHb M0 ITi€l BaKIMHAIl1 (OUB.



«[IpoTnOKa3aHHSI»), MOXKYTh HE OTPUMATH HaJleXKHOI iIMyHHOI BifNOBifi, K i iMyHOKOMIIETEHTHI
0cobu, TOMY y [esIKUX i3 IUX 0Ci0 MOXKYTh PO3BUHYTUCS Kip, elileMiuHUY TapOTUT Ta KPACHYXa,
He3BaXKaloyu Ha IIPOBe[IeHHS BifNOBifnHOI BakuuHalii. Ocobu 3 ocnabieHuM iMyHiTETOM TOBUHHI
IIPOXOJUTH pPeTeibHe 00CTeXKEeHHS Ha HasBHICTh 03HAK KOPY, eMifleMiYHOT0 ITapOTUTY Ta KPaCHYXHU.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BariTHuM kiHKaM He MOXHa 3acTOCOByBaTu Bakiuuy [IPIOPUKC™.

[TpoTe He Oyy0 BUSIBIIEHO BUMIAAKiB 3aBAaHHS IIKOMAU IIJIONOBI ITPX BBeleHHi BAaKLIMHU BariTHUM
XKiHKaM [AJis TpodilakKTUKY KOPY, eMifleMiuHOoTr0 TapOTUTY YU KPaCHYXHU.

HaBiTh SIKII0 TEOPETUYHUM PU3UK HE MOXKe OyTH BUKITIOUEHUH, KOTHOT'0 BUTIAAKy CUHAPOMY
BPOJIZKEHOI KpacHyxu He GyJI0 3apeeCcTPOBaHO IIPU CIIOCTepeKeHHi 3a noHaf 3500 cIpuiHATINBUMU
JXiHKaM¥, §IKi, He 3HAIOYH IIPO BariTHICTh, OyIM BaKLMHOBaHiI Ha PaHHIX TepMiHax BariTHOCTI
BaKIIMHAMHU, III0 MiCTUJIX KOMIIOHEHT A1l MPOQiNTaKTUKX KpacHyxu. ToMy HeHaBMUCHA BaKIMHAIlis
BariTHUX XKIiHOK, SIKi He 3Ha/IU IIPO CBOIO BariTHICTh, BAKLIMHAMHU A7 MPOodiTaKTUKU KOpY,
eMigeMiuHOr0 MapOTUTY Ta KPACHYXHY, He TIOBUHHA OyTH MIPUYKUHOIO [AJISI TIepepPUBaHHS BaTriTHOCTI.

Crip yHUKATH BariTHOCTI He MeHIIe HiXK OfMH Micslp Mmicis BakKUuKHalil. 2KiHKaM, SKi ITaHyI0Th
3aBariTHiITH, peKOMEHOO0BAHO BiOKIaCTU BariTHICTh.

IaHUX 100 BBEOEeHHS BAKIIMHY XiHKaM, SKi TOOYIOTh [iTed rpyamao, HeMae. Takux ocib
MOXKHA BaKIMHYBaTH B TOMY BHUIIAOKY, SKIIO KOPUCTH Bif BaKI[MHAllil IEPEBUIIYE PUIUK.

30amuicmsb eniueamu Ha weUudKicmMb peakuii npu KepyeaHHi aemompaHcnopmom
abo iHwumu mexaHizmamu.

[TPIOPUKC™ ne Mae abo Ma€ He3HaYHUY BIIJIUB Ha 3[aTHICTh KEPYBaTH TPAHCIOPTHUMU
3acobaMu Ta iHIIUMU MeXaHi3MaMHU.

Cnoci6 3acmocyeaHHss ma do3u.

PexomeHOyeThCSI OOHOPa30Ba 03a po3unHeHol BakiuHy (0,5 M) ang iMyHi3alll giTeil BikoM cTaplie
12 micauis.

IIpu npoBeneHHi imyHi3aii Ha TepuTOpii YKpainu momo cxeM imyHi3aIrii, mpoTunoka3aHb
Ta B3a€MOfii 3 iHIMMMH MeTUYHUMH NpenapaTaMH CJIii KepyBaTHCS JiI0YMMH
HOPMAaTHBHHUMH JoKymMeHTamMu MO3 Ykpainu.

Bak1muny moTpi6HO BBOAUTH 3TigHO 3 peKOMEHI0BAaHUM IpadhikoM BigmoBifHO [0 odimiiHUX
pekomenpganii. [IPIOPUKC™ npusHayeHuH A7 TiAIIKIPHOI il €KIlii, X0Ya MOXKHa TaK02K BBOTUTH
BHYTPIIIHEOM $130BO B [TiNITHKY [E€IbTONOAIOHOTO M’'s3a ad0 MepegHio YaCTUHY CTeTHa (IWB. PO3Min
«OCc06IUBOCTi 3aCTOCYBAHHS»).

Baknuny HeoOXigHO BBOOUTH IIANIKIPHO MallieHTaM 3 po3/iafilaMy KPOBOTeUi (Halpukias, 3
TPOMOOIUTOIEHI€10 a00 MOPYIIEHHSIMYU 3TOPTaHHS KPOBi).



[HCTPYKIisi 11010 MIPUTrOTYBaHHsI/3aCTOCYBaHHS BaKIIHHH

IHcmpyKuii w000 8i0HOBAEHHA BAKUUHU 3d 0ONOMO2010 PO3YUHHUKA Y nonepedHb0 HANOBHEHOMY
wnpuui 0151 00HOKPAMHO20 8820CHH S

[TPIOPUKCa cig pO3YMHUTH LUISIXOM HONaBaHHS BChOT'0 BMICTY PO3YMHHHUKA B IIOIEPEIHBO
HalOBHEHOMY IINpPHUIi 70 (iakoHa, B IKOMY MIiCTATHCS JiodimizarT.

[ITo6 MPUKPINUTH TONKY A0 LIMPHIA, YBaXKHO MPOYUTANTE iHCTPYKIIil 10 300paKeHb Ha
pucysnkax 1 Ta 2. OgHaK IInpuil, o HagaeTbcs 3 BakiuHoo [IPIOPUKCa, moxe merno
BiIPi3HATHCH Biff IIIpUIla, 300paxkeHOr0 Ha PUCYHKY.

3aBX[Ou TpUMaiTe IIIPUL] 3a LUIIHAD, a He 3a IOPIIeHb YU afalTep 3 JII0EPIBCHKOI0
Hacagkoio (AJTH). 'onky cniifg TpuMaTH B OCi mmpuiia (K 300paxkeHo Ha puc. 2). AKIo He
CJIiIyBaTH IIpaBuUjiaM, Iie MOXKe IIPU3BECTHU 10 BUKpUBJIeHHA AJIH Ta BUTIKaHHA PIOUHU.

fdxmo AJTH 3ickakye mifg yac 360pKu LITPUIla, CJIifl BAKOPUCTATH HOBY 103y BaKLUHU (HOBUMI
IIIPUIL Ta QIaKoH).

1. BigkpyTiTh KpUIIEUYKYy IIINPUIla, TOBEPHYBILIH 11 IPOTHA TONUHHUKOBOI CTPINKH (SIK
300pazkeHo Ha puc. 1).

2. TIpukpiniTs TONKY mo Imnpuiia, 00epekHO i egHaBIIM Po3’eM ronku no AJIH, ta
BKPYUYyUTe 3a TONUHHUKOBOIO CTPLNIKOIO B IIIIPULL, IOKU HE BiguyeTe, 110 ronKa 3adpikcoBaHa
(K 300paxkeHo Ha puc. 2)

3. 3HIMITh 3aXMCHHUI KOBIIQYOK 3 TOJIKH, 1110 iHOM1 MOXKe MoTpebyBaTu AeSIKUX 3yCHUTIb.

4, [omaTt pO3YMHHUK A0 miodinizaTy. Cymiin HeoOXigHO HaNEXKHUM YUHOM CTPYCHUTH, 1100
TIOPOIIIOK MTOBHICTIO PO3YMHUBCSA. BaKIuHy OTPiOHO BBECTH OApa3y XK IiC/Is PO3YUHEHHS.

5. HabepiTh y mmpuif yBech BMIiCT ¢h1akoHa.

6. [Ins1 BBe[leHHS BaKLIWHU CJIifi BUKOPDUCTATH HOBY TONKY. BIIKPYTIiTE TOJIKY Bif LINpHIA Ta
IIpUENHAUTe iH eKIINHY I'OJIKY, [IOBTOPUBILY €Talm 2.

[T03a 015 00HOKPAMHO20 B8E0EHHA:

BBecTu Bech BMICT LITIPHUIla, BUKOPUCTOBYIOYM HOBY T'OJIKY IJIST BBEIEHHS.

IHcmpyKuii w000 8i0HOBAEHHA BAKIU,UHU 3d 0ONOMO2010 PO3YUHHUKA, NpedcmasneH020 8 AMNyAax

[TPIOPUKC™ HeoOXimHO PO3UYMHUTH IIJISTXOM [IOMABAHHS BCHOT'0 BMICTY aMIIyId PO3UYMHHUKA,



II0 OOJA€EThLCS, Y pIakoH, B IKOMY MiCTUThCS miodinizar. CyMimn cif mobpe cTpyliyBaTH,
IOKY J1io(ini3aT He PO3UMHUTHLCS MOBHICTIO B PO3YUHHUKY. BakIMHy CJIifg Bifpa3y BBECTH
micys BigHOBNeHHsI. HaOpatu y mmpuil yBech BMICT (iakoHa. [17151 BBeIeHHS BaKIWHYU CIIif
BUKOPUCTATU HOBY T'OJIKY.

[115 6a2zamokpamHo20 88edeHHA (2 003u):

[Tpu BukopucTaHHi pakoHa s 6araTOKPaTHOTO A03yBaHHS, KOXKHY 0o3y 0,5 My cig HabupaTu 3a
IIOIIOMOTOI0 HOBOTO IITIPUIla Ta HOBOI CTEPUIIbHOIL T'OJIKY; CIIif OyTH 00epekHUM, 11100 YHUKHYTU
3a0pynHEeHHS BMICTY, IpenapaT MOBUHEH BUJIyYaTUCS i3 yiakoHa IIPU CTPOrOMY NOTPUMAaHHI IPaBUTT
aCeNTUKHY.

[Ticns BigHOBNIEHHS BaKLUHY CIIif BiApa3y 3aCTOCyBaTH.

Bynb-siK¥ii HeBUKOPUCTAHU pemapar abo BiAXoau MaloTh OyTH 3HUIIEH] BifOBIAHO MO MiClIEBHX
BUMOT.

fAKkmio BigHOBIIeHa BaKIMHa He OyJla BAKOPHCTaHa HeTrauHo, il MoTpibHO 306epiraTé B XONOOUIHHUKY
Ipu TeMiepatypi Big 2 go 8 °C i BUKOpPUCTATH BIPOLOBXK:

8 roguH micns BiMHOBIEHHS IJIg OOHOAO030BOl YIIaKOBKHY;

6 TOmMH TicNs BigHOBIEHHS AJIs 6araTomo30B0i (2 J031) YIIaKOBKH.

HMimu. Hemae manux momo 6e3mneku Ta epexkTuBHOCTI BakiuHu [IPIOPUKC™ y miTei BikoM [0
9 micsiiB. (momaTKOBO OMB. Po3min «OcoOIMBOCTI 3aCTOCYBAHHS»).

Ilepedo3yeaHHs.

3a maHUMU [TOCTMAPKETUHTOBOT0 HArNsaAy Oy/u MOBiTOMIIEHHS PO BUIAKY Iepefo3yBaHHS
(y mo3ax, 1110 y 2 pa3u IepeBUIllyBaiu peKoMeHaoBaHi). [Io6iyHuX peakiliif, OB’ sI3aHUX 3
IIUM TIepefio3yBaHHSM, He CIIOCTEPIranocs.

ITobiuni peakuii.

[Ipu mpoBemeHHI KOHTPOILOBAHUX KITIHIYHUX BUIIPOOYBaHb BAKIIMHY aKTUBHO KOHTPOJIIOBAIA 03HAKHU
Ta CUMIITOMM ITOGIYHUX peakiliyi MpoTsaroM 42 [HiB mics BaKIMHaIll. BakimHoOBaHUX 0Ci0 TpoCcuu
TAKOXK CIIOBICTUTH PO Oyab-aKi KiHiYHi BUNagKu B mepiof mocuimxenHs. [Tpodins 6e3mexy,
HaBeleHUM HUXK4e, 0a3yeThCS Ha CrocTepexkeHHi 3a mpuOnu3no 12 000 BakIMHOBAHUX 0Cib, sKi
Opanu y4acTh V KJIiHIYHUX TOCTiIXKEHHSX.

Ha6inpur yacTuMu no0iYHUMY peakLisiMu miciis BBefeHHs BakiuHu [IPIOPUKC™ 6ynu



IIOYEPBOHIHHS B MicCIi iH'eKIIil, TemnepaTypa 3 38°C (pekTansha) a6o 337,5°C (migmaxBuHHA
/oparnbHa).

Kniniyni nopii, npo gki 0yio moBigomMiIeHo, KJacU(iKyOThCS 3a YaCTOTOI HACTYIIHUM YMHOM:

Hyxe gacto:  31/10

YacrTo: 31/100 Ta <1/10
HeuacrTo: 31/1000 Ta <1/100
Pigko: 31/10000 Ta <1/1000

Hyxe pigko:  <1/10000

Krac cucteMu opraHiB YacToTa [ToGiuni gBuUILa
[HdeKIii Ta iHBa3il HeuacTto CepepHiu OTUT
YacTo [HbeKIil BepXHiX OuXalbHUX HIISIXiB

[TopymieHHs 3 OOKY HeuacTto UlimbagenomnaTis

KPOBOHOCHOI Ta JIiM(paTHYHO1

CUCTEM

[TopyureHHs 3 00Ky iMyHHOI Pigko AntepriuHi peakiril

CrCTEMU

[TopyuieHHs 3 60Ky 00MiHY Heuacto AHOpEKCis

PEYOBUH Ta CUCTEMU

TpaBJIEHHS

[IcuxiuHi po3nagu HeuacTo [TinBuiieHa 30yAIUBICTh, O€3MPUUYMHHUY IIJIaY,
6e3COHHSA

[TopymenHs 3 60Ky HepBoBoi  [Pimko DeOpuIbHI CygoMu

CUCTEeMU

[TopymueHHsT 3 60Ky OopraHa HeuacTo KOH IOHKTHUBIT

30py

PecripaTopHi, TopakasbHi Ta [HewacTto BpOHXIT, Kallle/lb

MelacTAHAIbHI IOPYIIEeHHS

[TopyuieHHs 3 60Ky LIIYHKOBO- |HedacTo 30inbllIeHHS TPUBYIIHUX CIMHHUX 327103, Hiapes,

KUIIIKOBOT'O TPAKTY 6110BaHHS

[TopymenHs 3 60Ky mKipu Ta [JacTo Bucunu

MiIIIKiPHOL KITITKOBUHU

3arasbHi po3naau Ta peakuil B |[lyxKe 4acTo [TouepBOHIHHSA B MicClli iH'€K1Iii, TeMnepaTypa 3

MicIi iH ekl 38°C (pekTanbHa) abo 337,5°C (migmaxBuHHA
opaJjibHa)

HacTo Binb Ta HAOPSK y Micli iH'€eKIlil, TeMepaTypa >

39,5°C (pekTanbHa) abo > 39°C
(mipmaxBUHHA/OpaibHa)

3arajoM, KaTeropii 4acTOTH BUHUKHEHHS MOGIYHUX peakiriti 6ynu nomgibHuMu micis iMmyHizarii
TIIEPIIIOI0 Ta IPYTOI0 103010 BAaKIIMHY, 3a BUHSITKOM 00JII0 B MiCIli BBeIEHHS, 1110 BUHKMKAB 4aCTO IiCs
3aCTOCyBaHHS IIePIIOi 03U BaKIMHU Ta AyKe YacTo - IiCJsi ApYyTrol H03H.

HaHi IIOCTMAPKETHUHI'OBOT'O HATJIAMY

[Tigm yac mMOCTMapKETUHTOBOTO CIIOCTEPEKEHHS NOIATKOBO MTOBIIOMIISIIIOCS IIPO TaKi KIiHiuHI momil,
110 3a YacoM I0oB’g3yBanucs 3 BakiuHanieo [IPIOPUKC™. Y 3B'si3Ky 3 TuM, 1110 1Ipo I1i mobiuHi



peaKui'l' MOBIIOMJISITIOCS CIIOHTAHHO, HEMOXKIIUBO I[OCTOBipHO OIIIHUTHU ix Y9acCTOoTy.

Kinac cucTeMu OpraHiB [To6iuni gBuIa

[HdeKil Ta iHBa3il MeHIHTIT, KOPOImOmiOHUY CHHIPOM, MTAPOTUTOMOMiIOHUH
CUHOPOM (BK/IIOUAIOYH OPXiT, emifIeMiT i 1apoTuT)
[Topy1ieHHsT 3 60Ky KPOBOHOCHOI Ta  [TpoMOOLMTOIE ST, TPOMOOLMTOINEHIYHA ITypITypa
miMdaTryHOl cCucTEM
[TopyuieHHs 3 00Ky iMyHHOI cucteMu [AHaimakTU4YHI peakiril

[TopyueHHst 3 60Ky HepBoBoi cuctemu [EHLIedarnit*, nepebarit, repebaniTononioni cumMnToMu
(BKJIIOYAI0YM TPAH3UTOPHI IOPYIIEHHS XOOU Ta TPAH3UTOPHY
aTakciio), cuaapom [ieHa-bappe, monepeyHuil MieriT,
nepupepuIYHNN HEBPUT

CynuHHI po3nagu Backynit (Bkyitoyawouu nypnypy 'enoxa-IleHnenHa i
cuaapom KaBacaki)

[TopyueHHs 3 00Ky LIKipu Ta [ToniMopdHa epuTeMa

MigIKIPHOL KIIITKOBUHU

[TopyiuieHHS 3 00Ky CKeJleTHO- ApTparnris, apTpur

M’SI30BO1 Ta CIIOJIYYHOI TKAaHUHU

*[Ipo eHIedariT MOBiHOMIANOCS 3 4aCTOTOI0 MeHIIe 1 Bunagky Ha 10 mnH 1o3. Pusmk
3axXBOPIOBaHHS eHIle(daiTOM, BUKIMKAaHUM 3aCTOCYBaHHSM BaKI[MHU, Ha0araTo HUXKYUY, HiXK
PU3UK 3aXBOPIOBaHHA eHIle(aliTOM BUK/IMKAHNM IPUPOAHUM (OUKHUM) BipycoM, (Kip: 1 Ha
1000 go 2000 Bunapgkis; mapoTut: 2-4 B 1000 Bunaakis; kpacHyxu: npubnusuo 1 3 6000
BUIIATKIB).

[Tpu mpoBeeHHi MOPIBHAIBHUX [OCTiAXKeHb i3 3aCTOCYBaHHSM iHIMX KOMOiHOBAaHUX BaKIIUH
st MpodilakKTUKY KOpY, eMifleMiYHOr0 MapoTUTy i KpacHyXu BUMAgKM 00JI0, TOYEPBOHIHHSA
Ta

HaOpsKy B Mictri in’ekrriil micns BBegeHHs Bakuuau [IPIOPUKC™ croctepiranu piniie, B TOu
yac, SIK 4aCTOTa iHIIMX HeCHPHUSTIUBUX Peakiliii Oyiaa TaKow X.

BunagkoBe BHYTPIIIHbOCYIMHHE BBEEHHS MOXKe IIPU3BECTH [I0 TSKKOI peakilii abo HaBiTh
IIOKY. 3aCTOCYBaHHSI HETaHUX 3aXOMiB 3aJIe3KUTh Bifl TAKKOCTI peakilil (IMBUCh PO3MiN
«Oc0obIMBOCTI 3aCTOCYBAHHI»).

3BiTyBaHHS Npo no0iyHi peakiii. 3BiTyBaHHS po mobiyHi peakiii micis peecTparii
JiKapCchKOro 3acoby Ma€ BaxXKJMBe 3HaueHHs. Lle mae 3Mory 3pilicHioBaTU Oe3nepepBHUM
MOHITOPHHT CIIiBBIAHOIIEHHS MiX KOPUCTIO Ta PU3UKOM II0B’I3aHUM 13 3aCTOCYBaHHIM
nikapchKoro 3aco0y. Megu4yHUM IpalliBHUKaM HeOOXigHO MOBiHOMIISITH PO Oyab-gKi mobiuHi
peaxiii.

Tepmin npudamHocmi. 2 POKU.

BimHOBNEHYy BaKIMHY CJIi BUKOPUACTATH HeTalHO. fKI0 BifHOBIEHAa BaKI[MHa He Oyja BHKOpUCTaHa
HerauHo, ii moTpiGHO 36epiraTu B XOJNOAUILHUKY NIPU TeMrepaTypi Bix 2 1o 8 °C i BuKopucratu
BIIPOAOBXK:

8 romuH Mmics BiTHOBIEHHS OJIST OMHOMO30BOI YIIAaKOBKH;



6 TomMH Ticns BigHOBIEHHS AJis 6araTomo30B0i (2 031) YIIaKOBKH.

YMoBH 30epiraHHs.

30epiraTu npu TemnepaTypi Big 2 go 8 °C. 3axumaTu Bif cBiTia. He 3aMopoxyBaTtu.
30epiraTy y HEJOCTYITHOMY IS [iTel MicIli. PO3UMHHUK MOXKHa 30epiraTé B XOJIOOUIbHUKY
a0o mpu KiMHaTHIU TeMmepartypi. [ oTpuMaHHS iH(oOpMallil Ipo TEPMiH MTPUAATHOCTI
BaKIMHY IIiCJIS BiTHOBIEHHS, OyIb Tacka, 3BEPHITHCA [0 Po3ainy «TepMiH IPUAAaTHOCTI».

HecymicHicme.

[TPIOPUKC™ He cniip 3MilyBaTH 3 iHIIMMHU JTiKAPCHbKUMHU 3aco0aMu Ta BaKIIMHAMU B OJHOMY
LIITPULI.

YnakoBka.

Jliodinizat ang po3yuHy A iH €K1l y MOHOA030BUX (1 mo3a) (prrakoHaxX y KOMIIJIEKTI 3
PO3YMHHUKOM Vy IIOIIePEOHbO HallOBHEHOMY ImpuIli Nel y KOMIITIEKTi 3 IBOMa rOIKaMU; MOHOI030BUX
(1 mo3a) dpmaxonax Nel00 y KOMIINIEKTi 3 po3UMHHUKOM y aMirynax Ne 100 B 0KpeMill yIiakoBIIj;
MyIbTUA030BUX (2 mo3u) dimakoHax Nel00 y KOMIIeKTi 3 po3uuHHUKOM y amnynax  Ne 100 B
OKpeMill yIakOoBIIi.

Ona 1 go3u: oguH mmopun 3 po3uyuHHUKOM (0,5 MiI), OBl TOnKH Ta (HIakoH 3 1iodinizaToM y BaKyyMHil
CTepUIIbHiN yIakoBIl y KapToHHi#M KopoO1ii, abo 100 ¢rakoHiB y okpemiit Kopobiii Ta 100 CKISTHUX
aMmIyn 3 po3uyuHHUKOM (0,5 M) B OKpeMili KopoOiii.

s 2 §03: MyJIbTHO030Bi (hj1akoHM ¥ oKpeMidt KopoOi1ii mo 100 mTyK; po3unHHUK (1 MJI) V CKIISTHUX
ammynax o 100 mTyk B oKpeMili Kopooii.

MoHOI030Bi Ta My/IbTUA030B1 (p1aKOHY, ITOIIEePEOHLO HAIOBHEH] IIMPUIY i aMIIyJId BUTOTOBIIEHO 3
HeUTpanbHOTO CKJla TNy 1, 110 BiAmoBigae BuMoram E€Bpornelicbkoi ®PapMakormei.

Karteropist Bimmycky. 3a pelenToM.

BupoOHHK.

I'makcoCwmitKnain Bionogxkikanad C.A., benbris/GlaxoSmithKline Biologicals S.A., Belgium.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Tis/IbHOCTI.

Pro ge n'IucTiTio, 89 1330 M. Pikcencapt, Benerisg/ Rue de |'Institut, 89 1330 Rixensart, Belgium.



