IncTpyknis

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

IPIOPUKC™/PRIORIX™

Kom0inoBaHa BaKniMHa 1Jis1 IPOQiTaKTHKH KOPY, eNifeMiYHOro NapoTUTY Ta KPaCHYXH

Cknao:

ditoui pevyosuHu: Measles, Mumps, Rubella vaccine

1 mo3a po3umHeHoi BakiuHY 00'eMoM 0,5 MJI MiCTUTB:

He Menme 10°° TIIJI,, KuBOro aTeHyi0BaHOTrO Bipycy Kopy (mTaM Schwarz);

He Merme 10°’ TLIJI,, KUBOT0 aTeHyH0BAHOTO BipyCy emifeMigHoro napotuty (mraM RIT 4385);
ne Menme 10°°TLI]I,, KABOr0o aTeHyl0BaHOro Bipycy KpacHyxu (mTaMm Wistar RA 27/3);
0onomidcHi peyoguHU: aMiHOKUCIIOTH, JTaKTo3a 0e3BOgHA, MaHiTOJ, COPOiTOII.

Po3YyuHHUK - BoOa OJIs iH’€KIIiH.

Heowminuny cynbdar NpucyTHIN y BUTTISAL 3aUIIKY Biff BAPOOHUYOTO MIPOIIECY.

JIikapcbKa dopmMa. JTiodimizar s po3unHy O iH' €Ki,
OcHosHi (pi3UKO-XIMIUHI 81aCMuBOCMI:

[TPIOPUKC™ - xxuBa KoMOiHOBaHa BaKIIMHA M7 TPODiTaKTUKU KOPY, elifeMiYHoro
TIAapPOTUTY Ta KPAaCHYXH, siKa € niodinizoBaHuM KOMOIiHOBAaHUM ITperapaToOM aTeHyHOBaHUX
mTamiB BipyciB Kopy (Schwarz measles), emigemiunoro mapotuty (RIT 4385, skuii €
noxigHuM Bif wtaMy Jeryl Lynn) i kpacayxu (Wistar RA 27/3), ogepKaHUX LIIIXOM
PO3MHOXKEHHS B KyJIbTYpi KJIITUH KypsAuux eMOpioHiB (BipycH emifeMiuHOr0 MapoTUTy i
Kopy) abo B gumnoigHux KiiTuHax moguau MRC-5 (Bipyc KpacHyxH).

[TPIOPUKC™ € miodinizaToMm Bixg OinmyBaToro mo 651imo-poxkeBoro Konbopy. CTepuibHUR
PO3YMHHUK - TP0o30pa Ta Oe30apBHA pifuHa.

[TPIOPUKC™ BigmoBigae BumoraM BcecBiTHBOI opraHisallii 0OXOPOHHU 3[I0POB’S IIOMI0
BAPOOHUIITBA 6i07OTIYHNX PEYOBUH, BaKIWH AJIS MPO(DiTaKTUKY KOPY, eMileMiYHOro
TIAPOTUTY i KpacHYXH, i KOMOiHOBaHUX KUBUX 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

BaKIMHOBaAHMX 0Ci0, aHTUTIJIa [0 BipyCy emigeMiyHOro mapoTuTy - y 96,1% i mo Bipycy KpacHyxH - y
99,3 %.

Y nopiBHSIBHUX OOCIIIXKEHHSIX aHTUTINIa [0 BipyCiB KOPY, eMigeMiyHOro MapoTUTY i KpacHyxu 0ynu
BUSBIIEHI BifoBigHO ¥ 98,7%, 95,5 % 1 99,5 % paniiie cepoHeraTUBHUX BaKIIMHOBAHMX, SKi
oxmepxkanu BakiuHy [IPIOPUKC™, y nmopiBHaHHI 3 96,9 %, 96,9 % 1 99,5 % y rpymi, gKa ogepxkaia
iHITy HAasIBHY Ha PMHKY KOMOiHOBaHY BaKLUHY A7 ITPO(}iTaKTUKY KOPY, eMifeMidHOTr0 TapoTUTY i
KPaCHyXH.

Yci o6cTexkeHi 0co0H, 3a SKHMU CIIOCTePiranud npoTsarom 12 MicsIiB micis BaKIMHAaIlil,
3a/IMIIaIuCs CepPONO3UTUBHLUMM IIOA0 aHTUTIN [0 BipyciB Kopy Ta KpacHyxu, 88,4 % ocib -
100 QHTUTLI [0 emigeMidyHOoro napoTury. Lled BifCOTOK 3HaXOOUTLCSA Ha OOHOMY PiBHI 3
THM, II[0 CIIOCTEPIra€ThCS MPU 3aCTOCYBaHHI iHITNX KOMOIHOBaHUX BaKLUH [T
Ipo(diTaKTUKH KOPY, eIifeMiYHOr0 TapoTUTy Ta KpacHyxu (87 %).

dapmakoKiHemuxka.

Ominka (papMaKOKiHETUUHUX BIIaCTUBOCTEM HE € 000B’I3KOBOIO 15T BAKIIKH.

KniniuHi XxapakTepHCTHKH.
Iloka3anHus.

Bakmura [TPIOPUKC™ noka3aHa [T akKTUBHOI iMyHi3allii 3 MeT010 podiTlaKTUKU KOPY,
eNifileMIYHOr 0 [TaPOTUTY Ta KPaCHYXWU.

IIpomunoka3aHHA.

Bakiuza [TPIOPMKC™ mpoTuokasaHa:

- ocobaM, fKi MalOTh IiABUIIEHY CUCTEMHY YYTJIUBICTh 0O HEOMIIIMHY ab0 OyOb-IKOT0 iHIIOTO0
KOMIIOHEHTa BaKIMHY (3a HAasIBHOCTI aneprii Ha seyHui 6inok quB. po3pin «Ocob6nuBocTi
3acTocyBaHHS»). OfHaK epeHeCeHN! KOHTaKTHUY OepPMaTUT 1040 HEOMILIMHY He €
IPOTUIIOKA3aHHAM;



- oco6aM 3 03HAKaMU TillepuyTIUBOCTI IiCIIs TIOMePeIHbOTO BBEIEHHS BaKIIMHU IPOTH KOPY,
emigeMigyHOoro MapoTUTY Ta/abo KpaCHYXHU;

- ocobaM i3 TIKKO0I0 POopMOI0 T'yMOpanbHOro abo KJIITUHHOTO iMyHOAepinuTy (IEPBUHHOTO YU
Ha0yTOro), HaIIPUKJIIaf, 3 TAXKKUM KOMOiHOBaHUM iMyHOmedinuToM, arammarnobyninemiero i CHIJT
abo cumnromatuuHoI0 BlJI-iHdekuieto abo BikoBuM BincoTkoM CD4 T-mimdonuTiB y miTe Bikom 1o 12
MmicsaniB: CD4 <25%; y miten BikoM 12-35 micauis: CD4 <20%; y mitest BikoMm 36-59 micaris: CD4
<15% (muB. TaK0XK Po3xin «OcoOIMBOCTI 3aCTOCYBaHHS »);

- BariTHUM XiHKaM. CyIifi yHUKaTH BariTHOCTiI He MeHIIle HiXK OfMH MiCSLb MMiC/IsA BaKLIKMHALil
(ouB. po3min «3acToCyBaHHSA B IIePiof] BariTHOCTI Ta TOOyBaHHS TPYALI0»);

- 4K i momo iHmuX BakIH, BBeneHHa Bakimuu [IPIOPUKC™ cnin BigkiacTu o ocio 3
JINXOMaHKO10. [TpoTe, MpUCYTHICTh He3HAYHUX iH(PEKIiN, TaKUX K 3aCTyAa, He IOBUHHA IPU3BOAUTHI
IO BigKameHHS BaKIIWHAIIII.

Oco0auei 3axo0u 6e3nexu.

BigHOBIeHa BakIlMHa BHACHIOOK HE3HAYHMX KONMBaHb pH MoXkKe 3MiHIOBATH KOJIIp Bifl 4MCTO
IIEPCUKOBOTO [I0 KOJILOPY POKeBoi PyKcii, 1110 He BIIMBA€E Ha e(peKTHUBHICTh BaKIMHHU.

[lepen BBeOEeHHSAM BakKIMHU CIIif OTJITHYTHA PO3YUHHUK | PO3UMHEHY BaKI[MHY Ha BiCYTHICTH
B HUX OyOb-SIKMX TBEPAUX CTOPOHHIX BK/TIOUEHb Ta/a00 3MiHy (pisuuHMX BIaCTUBOCTEN. Y
BUIAAKY HasBHOCTI CTOPOHHIX YaCTAHOK a00 3MiHM (Pi3MYHUX BIACTUBOCTEH OTPIOHO
YTUIi3yBaTU PO3YMHHUK a00 PO3UMHEHY BaKIMHY.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

Y BUnDagKy, IKIIO MallieHTy NOTPiOHO 3po0uTH TyOEepKyIiHOBY P00y, TO ii CJIif TPOBECTH Nepef
BaKIMHAII€I0, OCKIJIbKY € [aHi PO Te, 110 XKMBa BaKIWHA A1 NPOoGinakKTUKU KOPY (Ta, MOXKJIIUBO,
eMigeMiuHOr0 MapOTUTY) MOXKE CIPUYVHUTH TUMYacOBe 3HUKEHHS YyTIUBOCTI WIKIpU [0
TyOepKyiny. Taka aHeprisi MoxKe IIPOOOBXKYBATUCS Bif 4 M0 6 TUXKHIB i, 1100 YHUKHYTH XUOHUX
HETaTUBHUX Pe3yJbTaTiB, IPOTATOM I[LOTO IEPIOAY IMic/s BaKUKMHAI] TYOepKyIiHOBY IPO0y
IIPOBOOUTH HE CIIif.

Kniniuyni mocnimxenHs mokasanu, mo BakiuHy [TPIOPMKC™ MoxkHa ogHOYaCHO 3aCTOCOBYBATH 3
Oynmb-sIKOI0 MOHOBAJIEHTHOI0 a60 KOMOiHOBaHO0 BaKIIMHOIO 3a3HaueHO0 HUXKYe: TeKCaBaJIeHTHOIO
BaKIMHOIO [JIs1 TpodinakTuku qudTepii, mpaBlid, KALUITIOKY (alleT0SpHAM KOMIIOHEHT), TeMaTUTy B,
TIOJTIOMIETIITY Ta 3aXBOPIOBaHb, 30yOHUKOM sikux € Haemophilus influenzae tuny b (DTPa-HBV-
[PV/Hib), BakuuHOIO Ayis mpodinakTUK AudTepil, IpaBls Ta KallIoKy (aleTonsipHiil KOMIOHEHT)
(DTPa), BakuuHOW0 Oy mpodinakTuky audTepil, TpaBls Ta KallToOKy (alleToIsIpHUN KOMIIOHEHT) 3i
3MEeHIIIeHUM BMicTOM aHTHUTeHiB (dTpa), BaKLIMHOWO A7 MPoQiTaKTUKY 3aXBOPIOBaHb, BUKITUKAHUX
Haemophilus influenzae tumny b (Hib), iHaKTHBOBaHOIO IOIi0BipyCHOIO BaKnHOIO (IPV),
BaKIMHOMWO [71g mpodinakTuku rematuty A (HepA), BakimHOIO A1 MpodilakKTUKY TernaTUTy B
(HepB), KoH'10r0BaHOI0 BAaKIIMHOIO ITPOTH MEHIHTOKOKOBOI iH(eKIii cepoTumny B (MenB),
KOH'IOTOBAHOIO BaKIIMHOIO IPOTH MeHIHT0KOKOBOI iHdekIil cepoTumny C (MenC), KOH 10roBaHOIO
BAKIIMHOIO IIPOTH MEHIHTOKOKOBOI iH(eKIIii ceporumi A, C, W-135,Y (MenACWY), BaKIIMHOIO I
podiTaKTHKY BiTPSHOI BiCIIM Ta KOH I0TOBAHOI BAKIIMHOKO MMPOTH ITHEBMOKOKOBOI iHdekii (PCV).



IIo Toro Xk, 3arajsioM BBaXkKa€eThCs, 1110 KOMOiHOBaHa BaKLIMHA AJIS MPOQiTaKTUKKN KOPY, eMifeMiqHOoro
TIAPOTUTY i KpaCHyxu Moxke OyTH BBeIeHa OIHOYACHO 3 ePOPaIbHOI0 BaKIMHOIO A5l MpodinakTUKM
MIOJTIOMI€NITY, UiNMbHOKIIITUHHOI BaKLIMHOWO [JIg IPodinakTuKK AudTepil, IpaBIls Ta KallTloKy
(DTPw).

[Tpu 3actocyBanHi Bakuuau [IPIOPUKC™ omHOYacHO 3 iHIMMMU BaKIMHAMHU, iH €KII 3aBXKIN
HeoOximHO poOuTH y pi3Hi mingHKY Tina.

Adxkmo BakurHa I[TPIOPUKC™ He Moxke 6yTH BBefleHa OOHOYACHO 3 iHIIMMU XKUBUMU aTeHYHOBaHUMU
BaKI[MHAM¥, MiXK BaKLMHAL[IIMHU CJIi OOTPUMYBATUCS iHTEePBaly, LIOHaVMEHIIE, B OOUH MiCSILIb.

Y ocib, sKi ogepKanu JOACHKI iMyHOr100yniHY ab0 epenuBaHHS KPOBi, BAaKIIMHAIS TOBUHHA OyTH
BifKJlafieHa IIOHalMeHIle Ha TPU MicsIli yepe3 iMOBipHICTh HAsIBHOCTI ITAaCUBHO HAOYTHUX aHTHUTIN [0
BipyCiB KOpY, €mifeMiYHOro MapoTUTy Ta KPaCHYXU.

Bakuuny TTPIOPUKC™ moxHa BBOgUTH 9K OyCcTepHY 003y ocobaM, 110 paHime 6y BaKIIMHOBaHI
iHII010 KOMOiHOBAHOI0 BAKIIMHOWO IJ1s1 MPOoGiNakTHKU KOPY, elifieMiYHOT0 IapoOTUTY i KpaCHYXH.

Oco06.1ueocmi 3acmocyeaHHsi.

Tak camo, 5K i y BumapKy iMyHi3allil iHImuMu BaKITMHAMHU, BBeOeHHs Bakuuau [IPIOPUKC™
NIOTPiOHO BigK/IaCTH y 0Ci0, XBOPUX Ha TOCTpi, TAXKKi 3aXBOPIOBAHHS 3 IMXOMaHKOI0. [IpoTe
HasBHICTb HE3HAUHOI iH(DEKITil He € MPOTUIIOKAa3aHHSIM IJIs BaKIIHHAIIil.

CuHKore (HEIPUTOMHICTh) MOXKe BUHUKHYTH IIifl 4ac a0o paHimre 0yab-gKoi il eKITiiHOI BaKIIMHAII,
K TICUXOTeHHA peakllisi Ha ToJIKy. BakIiuHaio HeoOXiIHO TPOBOOUTH TiJIbKY B IIOJIOKEHHI
BaKILMHOBAHOT'O CUASYHU a0o0 Jiexkayuy, Ta 3aJIUIIalyy Horo B TOMY X II0JI0KeHH] (cupgsgyu abo
7exayu) TpoTsAroM 15 XBUIMH IiC/IS BaKIMHALIL 1S MOTepeKeHH PU3UKY MOT0 TpaBMaTH3allil.

[TamieHTaM 3 PifKiCHUMU CagKOBUMHU ITpobieMaMy TaKUMHU, K HEIIePeHOCUMICTh GPYKTO3H,
HeoOXiMHO ITPOKOHCYTbTYBATHCS 3 JTiKapeM, MMepul Hix 6yTu IienneHuMu BakuuHoio ITIPIOPUKC™,
OCKiJTbKM BaKIMHA MiCTUTh COpPOITOII.

[Tepm HiK poOUTH iH €KIIiI0, TOTPIOHO 3aYeKaTH, MOKHU 3 IIOBEPXHi IIKipH MOBHICTIO
BUIIAPYETHCS CIIUPT abo iHMmIi ne3iHdikyoui 3aco0u, OCKiTbKYA BOHU MOXYTh IIPU3BECTHU 10
iHakTHBallil ocmabneHux BipycCiB, SKi MiCTSITbCS Y BaKIIMHi.

OOMeKeHOT0 3aXUCTY Biff KOPY MOXkKHa [OCATTH 3a AOIIOMOT0I0 BaKIMHallii, sKa 3po0yieHa He
Mi3Hillle, HiXK 4Yepe3 72 FOOWHM IIiCJIS TOTO, K MI0OWHA KOHTaKTyBaJjla 3 XBOPUM Ha Kip.

Ilitu BikOM 0 12 MicS1iB MOXYTh HE pearyBaTH BiAIIOBIIHAM YMHOM Ha KOPOBHAU KOMIIOHEHT
BaKIIMHY BHACJIiOOK MOKJIMBOI HAsIBHOCTI MAaTEPUHCHKUX aHTUTIJ A0 KOpy. Lle He MOBUHHO
IIepelKOAKaTh 3aCTOCYBaHHIO BAKLIMHY MaJIeHbKUM HiTSIM (BiKOM [0 12 MicAIiB), OCKIIBKU
BaKIMHAIIs Moxe OyTH IMOKa3aHa B OeSKHUX CUTYallisgX, HallPUKafl, Y pailoHax 3 BUCOKUM
PH3UKOM 3aXBOPIOBaHHS. 3a MOAiOHUX 00CTaBUH CIIif mepen0adyuTy MOBTOPHY BaKLKHAILIIIO,
KOJIM OUTHUHI BUITOBHUTHLCS 12 Mics1iB abo y CcTapIoMy Billi.

AK i gng BCixX iH'€KIIIMHUX BAaKLWH, BilTIOBiIHA JOIIOMOra Ta MEeMUYHNHN HATJISAN 3aBXKIU
TIOBUHHI OyTH IETKOAOCTYITHUMU y BUTIaAKy BUHUKHEHHS PifKiCHUX aHa(ilaKTUYHUX



peaxllil micis BBeJeHHS BaKLUMHYU. TOMY MallieHTU OBUHHI OyTH mif HaragaoM He MeHIne 30
XBUJIMH MiCJIST BaKLIKHAIII.

KopoBuii Ta MapOTUTHUY KOMIIOHEHTH BAKIMHU OTPUMYIOTh Ha KIIITUHHUX KyJIbTypax
Kyps4uX eMOPiOHiB i TOMYy MOXKYTh MiCTUTH CJIiIOBY KilbKiCTh sieuHOro Oinka. Ocobu, gxKi
MaloTh B aHaMHe3i aHadinakTuuHy, aHadinakToigHy a0 iHIITy peakilito HeraiHOTo TUITY
(Hampukiaf, reHepajizoBaHa KPONUB THKA, HAOPSK poTa Ta IJIOTKU, YTPYIHEHe OUXaHHS,
rimoTeH3ist abo I10K) Mmicys BXKUBAHHS S€IIb MOXYTb MaTH IiIBUIIEHUY PU3UK BUHUKHEHHS
peakxllii rinepuyTAUBOCTI HETAaHOTO TUILY IiC/IS BaKI[MHAIll, X049a peakllil TaKOro TUITy
BMHMKAIOTh AyXkKe pifmko. OcobaM, y AKUX B MUHYJIOMY OyJla aHadinakcisg micis BXKUBaHHS
sIEITb, BAaKIMHALIiI0 CITi[l TPOBOAMTH BKpal 00epekHO, 3a HAassBHOCTI HeoOXimHUX
MOXKJIMBOCTEH JIiIKyBaHHS aHadinakcii, SIKI0 TaKa peakilis BUHUKHE.

Bakuuny ITPIOPUKC™ cnig BBoguTu 3 06epexkHicTI0O oco0aM i3 HasBHICTIO B aHaMHe3i afo B
ciMeliHOMYy aHaMHe3i ajiepriuHuXx 3aXxBOpIOBaHb, ab0 THM, y KOTO B aHaMHe3i abo B ciMetHOMY
aHaMHe3l CIIOCTepiraaucsa CyIoMH.

He Oynu mokyMeHTanbHO 3adiKCOBaHi BUMIAaOKM Iepefadi BipyciB KOPY Ta IapOTUTY Bif
BaKIIMHOBAHOI 0COOU 10 CIIPUSTIIMBUX 0Ci0 IIPU KOHTaKTi. Bimomo mpo dapuHreanbHi
BU[iNIEHHS BipyCy KpaCHYXM B IPOMIiXKKY 4acy Bif 7-ro mo 28-To OHiB Mmic/isa BaKIMHAIlil, 3
MaKCHMaJIbHUM BUIIIeHHSIM Npubau3Ho Ha 11-1 geHs. [IpoTe HeMae XKOIHUX JOKa3iB
nmepenavi Hboro Bipycy, SKUM BUOINSETHCSI, 0coOaM, 110 Mal KOHTAKT 3 BaKIITMHOBAHUM.

O6MexeHa KinmbKicTh 00cTexeHux ocid ogepxysana IIPIOPMKC™ BuyTpimHabOM’s130B0. Byna
ofepxKaHa afjeKBaTHa iMyHHa peaklis Ojid BCiX TPhOX KOMIIOHEHTIB BaKIUHU (Ous. po30is
«Cnocib 3acmocysaHHa ma 003u»).

ITPIOPUKC™ He MOKHAa BBOJUTH BHYTPilIHLOCYIHHHO.
Ak i s iHIIKUX BaKIWH, 3aXUCHY iMyHHY BiNOBib MOXKHA OTPUMATH HE Y BCiX BAaKIMHOBAHUX.

[ToBimoMISANK TIPO BUIAAKY IOTipIIEeHHS TPOMOOIMTOIEHIl Ta pelugUBYy TPOMOOLKUTONEHII y 0ci0, AKi
CTpaXalu Ha TPOMOOIIMTOIIEHi0, MiCIIsT 3aCTOCYBaHHS IEPIIO] T03U XKUBOI BAaKIIMHYU 15
npodiTakKTUKKM KOPY, eMifleMiYHOro MapoTUTY Ta KPaCHYXU. B Takux BUNagKax CJIiff yBaKHO OLIHUTH
CIiBBiIHOIIIEHHS PU3UKY Ta KOPUCTI Bifi BaKUMHallii 3a gormomoroto Bakiuau [TPIOPUKC™, 1Ti
TalliEHTH TTOBUHHI OYTH BaKI[MHOBaHI 3 006PeXHiCTIO i 3 BUKOPUCTAHHSIM IiIIKipHOTO BBeIeHHS.

IcHyroTh 0OMexkeHi maHi nmpo 3actocyBanHs Bakuuau [IPIOPUKC™ ocobam i3 ocmabneHum
iMyHITETOM, TOMY MOKJIMBICTh IPOBEEHHS BaKIMHALIil CJIifl pO3TNigfaTh 3 00epeXHiCTIO i
TiJIbKY TOfI, KOJIM, Ha JYMKY JliKaps, KOPUCTH Bifl IIEIJIEHHS IepeBaxKa€e MOXKI/IUBI PU3UKU
(HampuKaf, maiieHTu 3 6e3cuMnToMHUM nepebirom BlJT-indekiril, medinrTom cydkmacy
IgG, BpoOXeHO0 HEUTPOIIEHIE0, 3 XPOHIYHMM I'PaHyIeMaTo30M Ta AedinuroM
KOMIIJIEMEHTY).

Ocobu 3 ocmabneHuM iMyHiTETOM, III0 He MAIOTh IPOTUIIOKA3aHb M0 ITi€l BaKIIMHAII] (OUB.
«[IpoTUnOKa3aHHSI»), MOXKYTh HE OTPUMATH HaJleXKHOI iMyHHOI BilIOBifli, AK i iMyHOKOMIIETEHTHi
0cobu, TOMy y IesKUX i3 IHUX 0Ci0 MOXKYTh PO3BUHYTHUCS Kip, eNifieMiYyHN TaPOTUT Ta KPaCHYXa,
HEe3BaXKal04y Ha MMPOBEIEeHHS BiAMOBimHOI BakuuHaIll. Ocobu 3 ocinabieHuM iMyHITETOM TOBUHHI
IIPOXOOUTH pPeTelbHe 00CTeXKEeHHS Ha HAasIBHICTh 03HAK KOPY, eIifeMiyHOro MapoTUTY Ta KPaCHYXH.



3acmocyeaHHs y nepiod eazimHocmi abo 200y8aHHs 2pydoro.
BariTHuM XkiHKaM He MOXHa 3acToCOByBaTu BakiuHy [IPIOPUKC™.

[TpoTte He Oy0 BUSIBIIEHO BUIIAAKIB 3aBOAHHS IITKOAM IJIOMOBI IIPX BBeIeHHI BAaKIIMHK BariTHUM
JXIHKaM [AJ1 IPO(ITaKTUKH KOPY, eNifeMi4HOr0 TaPOTUTY YU KPaCHYXMU.

HaBiTh SKIIO TEOPETUYHUHM PU3UK He MOXKe OyTH BUKITIOUEHHH, KOITHOT'0 BUMIAAKY CUHIPOMY
BPO/I2KEHOI KpacHyxu He OyJI0 3apeeCcTPOBAHO IIPH CIIoCTepexkeHHi 3a moHan 3500 cupuiHATINBUMU
JKiHKaMHu, 5Ki, He 3HAIOYH PO BariTHICTh, OyIM BaKIIMHOBAHI Ha PaHHIX TepMiHax BariTHOCTI
BaKIMHAMH, III0 MiCTUJIA KOMIIOHEHT A1l TPO(PiTaKTUKX KpacHyXu. ToOMy HeHaBMMCHA BaKIMHAIliS
BariTHUX XKiHOK, IKi He 3HaJIX NP0 CBOIO BaTiTHICTh, BaKIKMHAMU AJIS IPOQiTaKTUKHI KODPY,
eIliIeMiYHOT0 TapPOTUTY Ta KPAaCHYXH, He MMOBUHHA OyTH MPUYUHOIO [JIS IEpePUBaHHS BaTriTHOCTI.

Crnip yHMKaTH BaTiTHOCTI He MeHIIe HiX OOWH MicAb micis BaknuHalil. 2KiHKaM, sKi I1aHyI0Th
3aBariTHITH, peKOMEH0BaHO BiKIaCTH BariTHICTE.

IaH¥X OO BBEOEeHHS BaKLUWHY XKiHKaM, IKi TOOYIOTh [iTed rpyamo, HeMae. Takux ocid
MOXKHAa BaKIIMHYBaTU B TOMY BUIAJKY, SIKII0 KOPUCTH Bifl BaKIMHAIll IIEPEBUIIY€E PU3UK.

30amnicms enueamu Ha weudKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

[TPIOPUKC™ He Mae ab0 Ma€ HE3HAYHUY BIIJIUB Ha 3[aTHICTh KEPYBATH TPAHCIIOPTHUMHU
3aco0aMu Ta iHIIMUMU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHs1 ma do3u.

PeKOMEHIYETHCS OJHOPa30Ba [03a po3unHeHol BakuuHu (0,5 M) A7 iMyHi3alil fiTel Bikom
crapiie 12 micsiris.

IIpu npoBeneHHi imyHi3aIii Ha TepuTOopii YKpainu momgo cxeM imyHi3alrii, mpoTunoka3aHb
Ta B3a€EMOil 3 iHIIMMH MeTHYHUMH IpenapaTaMH CjIi] KePyBaTHCS TiI0YUMHA
HOPMATHBHHUMH ToKyMeHTaMu MO3 YkpaiHu.

BakmuHy moTpi6HO BBOOUTH 3TigHO 3 peKOMEHI0BaHUM IrpadhikoM BigmoBiIHO [0 oPiliitHNX
pekomenpganii. [IPIOPUKC™ npusHayeHuH A7 TiAIIKIPHOI il €KIlii, X0Ya MOXKHa TaK0K BBOOUTHU
BHYTPIIITHEOM SI30BO B [iNITHKY [I€IbTOIOAIOHOTO M’si3a ab0 IepenHI0 YaCTUHY CTerHa (OUB. PO3Min
«Oc06IUBOCTi 3aCTOCYBAHHS»).

BakuuHy HeoOXiTHO BBOOUTH IAMIKIPHO MallieHTaM 3 po3/1afaMyu KPOBOTedi (Hammpukiam, 3
TPOMOOIUTOIIEHI€10 a00 MOPYIIEHHSIMYU 3TOPTaHHSA KPOBi).

[HCTpPYKIisi 1010 MIPUTrOTYBaHHsI/3aCTOCYBaHHS BaKIIUHHA

IHcmpyKuii w000 8i0HOBAEHHA BAKUUHU 3d 0ONOMO2010 PO3YUHHUKA Y NnonepedHb0 HANOBHEHOMY
wnpuui 0451 00HOKPAMHO20 8820€HH A



[TPIOPUKCa cniif po34MHUTH IUIIXOM AO4aBaHHS BChOTO BMICTy PO3YMHHUKA B IIONEPENHBO
HallOBHEHOMY IINpPHUIi 00 (py1aKoHa, B IKOMY MICTATHCS JTiodinmisart.

[[To6 MPUKPIIUTH TONKY A0 LIMPHIA, YBaXKHO IPOYUTANTE IHCTPYKIi M0 306pakeHb Ha PUCYHKAX
1 ta 2. OgHaxk IIIPHIL, 110 HagaeThcs 3 BakuuHOo [TIPIOPMKCa, Moxe [eIo Bimpi3HATHUCE Bif
mInpuiia, 300paxeHoro Ha PUCYHKY.

3aBXKOu TpHMalTe IIMPHUL 3a UUIIHAP, a He 3a IOPIIeHb YX afJalTep 3 IF0EPiBCbKOI0 HaCagKoio
(AJIH). T'onky crig TpEMaTH B OCi mmpuiia (K 300paxkeHo Ha puc. 2). AKII0 He CIigyBaTH IpaBuiam,
I[e MOXKe MPU3BEeCTU 00 BUKPUBJIeHHS AJIH Ta BUTIKaHHS PigUHU.

dxkmo AJIH 3ickakye mif 9ac 300pKH IIMPUIIA, CITil BAKOPUCTATHA HOBY 03y BAKIKUHU (HOBHUH IIITPHUII
Ta (IaKoH).

1. BigkpyTiTh KpUIIEYKY INMPHUIlA, TIOBEPHYBILY 11 IPOTH TONUHHUKOBOI CTPiNKM (K 300paXkKeHo Ha
puc. 1).

2. [TpukpiniTe TONKy Oo mmpuia, 00epekHo mif’ eqHaBIIM po3’eM rojku g0 AJIH, Ta BKpyuyiiTe 3a
TOOUHHUKOBOIO CTPiNIKOIO B IINPUI], TIOKY He BifuyeTe, 1110 rojika 3adikcoBaHa (K 306pakeHo Ha pHC.
2)

3. 3HIMIiTh 3aXMCHUI KOBIAYOK 3 TOJIKY, 1110 iHOMI MOXKe oTpeOyBaTu OesKUX 3yCUJIb.

4. [TogaTy po3YMHHUK [0 Jiodinmizaty. Cymimr HeoOXifHO HaleXXHUM YUHOM CTPYCUTH, 11106 MOPOIIOK
TIOBHICTIO PO3YMHUBCS. BakK1MHY IOTPiOHO BBECTH OfPaA3y XK IiC/IST PO3UMHEHHS.

5. Habepith y mmpuIl yBeck BMiCT (py1akoHa.

6. [1719 BBeleHHSI BaKLWHY CJIifi BUKOPUCTATH HOBY T'OJIKY. BigKpyTiTh TOJIKY Bif LINIpUIia Ta
IIpUENHAUTE iH €KUIVHY I'0JIKY, IOBTOPUBIIY eTall 2.

Io3a 0414 00HOKPAMHO20 88E0EHHA:

BBecTu BecCh BMICT IINpHlla, BUKOPUCTOBYIOYU HOBY T'OJIKY [J1 BBE[€HHS.

IHcmpyKuii w000 8i0HOBAEHHA BAKUUHU 3d 0ONOMO2010 PO3YUHHUKA, NPedcmasneH020 8 AMNy1ax

[TPIOPUKC™ Heo6xXigHO PO3YMHUTH LIISIXOM OOJABaHHSI BCHOT'O BMIiCTY aMITy/IM PO3YMHHUKA, IO
nomaeThes, y GprrakoH, B SKOMy MicTuThCs miodinizar. Cymim ciig mobpe CTpyIIyBaTH, IIOKU
miodinizaT He pO3YUHUTLCS MOBHICTIO B PO3YMHHUKY. BakIuHy CIif Bifpa3y BBECTH IiCNA
BimHOBNEeHHs. HabpaTu y mmpuil yBech BMIcT ¢akoHa. [[715 BBeleHHs BaKI[MHHU CJIifl BAKOPUCTATH
HOBY TOJIKY.

18 baeamokpamHo2o 8sedeHHA (2 0o3u):




[Tpu BuKOpHCTaHHI (hy1akoHa O 6araTOKpaTHOrO O03yBaHHS, KOXHY 7o3y 0,5 My crig HabupaTty 3a
IIOTIOMOT 010 HOBOTO ILITIPUIIa Ta HOBOI CTEPUIIbHOIL T'OJIKY; CIIif 6yTH 00epekHUM, 1100 YHUKHYTH
3a0pynHEeHHS BMICTY, IpenapaT MOBUHEH BUIyYaTUCS i3 yiakoHa IIPU CTPOrOMY OOTPUMAaHHI TPaBUT
aCeITUKHU.

[Ticns BigHOBNEHHS BaKIMHY CIIi[ BiApa3y 3aCTOCyBaTH.

Bynp-siKWit HEBUKOPUCTaHKM IpernapaT abo Bigxogu MaioTh OyTH 3HUIIEH] BifMOBIAHO OO0 MiclieBUX
BHMOT.

fAkmio BigHOBIIEHA BaKIMHa He OyJla BUKOPHCTaHa HeTauHo, ii moTpibHo 306epiraTé B XONOOUIBHUKY
Ipu TeMiepartypi Big 2 go 8 °C i BUKOpPUCTATH BIPOAOBXK:

8 roguH micnis BiTHOBNIEHHS IJI1 OMHOAO030BOl YIIaKOBKHY;

6 romuH Iicns BigHOBIEHHS AJist 6araTomo30B0i (2 M03K) YIIaKOBKH.

imu. Hemae manux mono 6e3neku Ta ehektuBHOCTI Bakuuuu [TIPIOPUKC™ y miTe#t Bikom 1o 9
Mics1iB. (OOmaTKOBO OuB. po3mdin «OcoOIMBOCTI 3aCTOCYBaHHS»).

Ilepedo3yeanns.

3a MaHUMU [TOCTMAPKETUHTOBOTO HArMSIAy Oy/u MOBiTOMIIEHHS IIPO BUIAMKY ITepeo3yBaHHS
(y mo3ax, 1110 y 2 pa3u IepeBUIllyBaiu peKoMeHaoBaHi). [To6iyHuX peakiliif, OB’ I3aHUX 3
I[UM IIepeno3yBaHHIM, He CIIOCTepiraaocs.

ITobiuni peakuii.

[Ipu mpoBefeHHI KOHTPOILOBAHUX KITIHIYHUX BUIIPOOYBaHb BaKIIMHYU aKTUBHO KOHTPOJTIOBAIM O3HAKH
Ta CUMIITOMM ITOGIYHUX peakIliy MpoTsaroM 42 mHiB micis BaKIMHaIll. BakiimHoOBaHUX 0Ci0 TpoCcuu
TaKO0XK CIIOBiCTUTHU Npo Oy[b-sKi KITiHIYHI BUIagKu B Iepiof mociigxkeHHs. [Ipodins Ge3neky,
HaBeIeHUW HUXK4Ye, 0a3yEThCS Ha CIIOCTepexkeHHi 3a mpuOnu3no 12 000 BakUMHOBAHUX 0Ci6, sKi
Opasnu y4acTh y KITiHIYHUX JOCTiAXKEeHHSIX.

Hau06inpur yacTuMu mo0iYHUMY peakIisiMu miciis BBemeHHs BakiuHu [IPIOPUKC™ Oymu
IIOYEPBOHIHHSA B MiCIIi iH'eK1il, TeMmnepaTtypa 3 38°C (pekrtanbHa) a6o 37,5°C (migmaxBuHHA
/oparnbHa).

Kninigni nopii, npo gki 0yio moBigomMiIeHo, KIacUu(iKyOThCS 3a YaCTOTOI HACTYIIHUM YMHOM:
Hyxe vacto:  31/10

YacrTo: 31/100 Ta <1/10



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

Iyxe pigko: <1/10000

Krnac cucteMu OpraHiB YacToTa [To6iuni gBula
[HdeKIril Ta iHBa3il Heuacto CepenHiu OTUT
HacTo [H(eKI]l BepXHiX gUXalbHUX IIJIAXIiB

[TopyuieHHS 3 00Ky Heuacto UlimpameHomaTis

KPOBOHOCHOI Ta JliM(paTHIHOI

CHCTEM

[TopyueHHs 3 60Ky iMmyHHOI  |Pigko Anepriuni peakiii

CHCTEMU

[TopyuieHHsT 3 60Ky 00MiHY HeuacTto AHOpeKCis

PEYOBUH Ta CUCTEMU

TpPaBJIEHHS

[TcuxiuHi po3nmagu HeuacTo [TinBuieHa 30ymIUBICTh, O€3MPUYNHHUY ITJI1a4,
6e3COHHS

[TopyueHHs 3 00Ky HepBOBOi  |Pigko DebpunbHi cymoMu

CHCTEMU

[NTopyiieHHS 3 00Ky OpraHa Heuacto KOH'IOHKTHUBIT

30py

PecnipaTopHi, TopakanbHi Ta [HedacTo BPOHXIT, Kallenb

MefiacTUHAIbHI MOPYIIEeHHS

[TopymenHs 3 60Ky HIITyHKOBO- [HeuacTo 30inbleHHs MPUBYIIHUX CIMHHUX 3a7103, fiapes,

KUIITKOBOT'O0 TPAKTy 6I1I0BaHHS

[TopyueHHs 3 00Ky miKipu Ta [Hacto Bucumnu

MiAIIKIPHOI KITITKOBUHHU

3arasbHi po3nagy Ta peakiiil B |[Jyxke dacTo [TouepBOHIHHSA B MicClli iH'€K1il, TeMnepaTypa 3

Micti iH ekl 38°C (pekTanbHa) abo 337,5°C (migmaxBuHHA
oparibHa)

HacTo Binb Ta HaOPSK y Micli iH’eKIril, TeMepaTypa >

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

3arajoM, KaTeropii 4acTOTH BUHMKHEHHS MOOIYHUX peakiiii Oynu nogibHUMM micis iMyHizaril
IIEPIIIO0 Ta PYTOI0 03010 BAKIIMHY, 3a BUHSITKOM 60JII0 B MiCIli BBeIEHHS, 110 BUHUKAB YaCTO IiCIs
3aCTOCYBaHHS MEPIIOI 03U BaKIIMHU Ta OyXKe YaCTO - IiCJs APYTrol AO3H.

ﬂaHi IIOCTMAPKETHUHIOBOT'O HATTIAOY

[Tig yac MOCTMapKEeTUHTOBOI'0 CIIOCTEPEKEHHS IONATKOBO IIOBIMOMIISITIOCS ITPO TaKi KITiHiuHi mofii,
IO 3@ YacOM IOB’sg3yBanucs 3 BakiuHanieo [IPIOPUKC™. VY 3B's13Ky 3 TUM, 1110 IIPO I1i mo0iuHi
peaxilil MoBiqOMIISNIOCS CIIOHTAHHO, HEMOKJIMBO JOCTOBIPHO OLIIHUTH iX 4aCTOTY.

Krnac cucteMu OpraHiB [To6iuni gBuIIa

[HdeKIril Ta iHBa3il MeHIHTIT, KOPOmOgiOHUY CHHAPOM, IIAPOTUTOIONiOHMH
CUHOPOM (BKJTIOYAIOYHU OPXIiT, EMigeMiT i MapoTUT)

[TopyureHHsT 3 60Ky KPOBOHOCHOI Ta  [I'poMOOIIKMTOIEHIsT, TPOMOOIMTONEHIYHA My PIypa
miM@aTryHOl CUCTEM

[TopyuieHHs 3 00Ky iMyHHOI cucteMu [AHa(imakTU4HI peakiril




[TopyuieHHs 3 00Ky HepBOBoi cucTteMu [EHLledarniT*, nepebdarit, repebaniTonogioHi cuMnToMu
(BKJTIOYAIOUM TPaH3UTOPHI MOPYLIEHHS X0 Ta TPAH3UTOPHY
aTakciio), cuaapom [ieHa-bappe, monepeyHuid MieriT,
nepupepudHNN HEBPUT

CynuHHI po3nagu BackymiT (Bkiovaouu nypnypy I'enoxa-IllennenHa i
cuaapoM KaBacaki)

[TopymenHs 3 60Ky WIKipu Ta [ToniMmopdHa epuTeMa

MigIKIPHOL KIIITKOBUHU

[TopyuieHHS 3 00Ky CKeJeTHO- ApTpasrisi, apTpuT

M’130B01 Ta CIIOJIYYHOl TKAaHUHU

*[Ipo eHIedamiT IOBigOMIISIIOCT 3 4aCTOTOW MeHIe 1 Bumaaky Ha 10 MiH 103. Pusuk
3aXBOPIOBAHHS eHIledaliTOM, BUKJIMKAHUM 3aCTOCYBAaHHSIM BaKIIMHU, Ha0araTo HUXKYMH, HiXK
PU3UK 3aXBOPIOBaHHA eHIle(aliTOM BUK/IMKAHUM IPUPOAHUM (OUKHUM) BipycoM, (Kip: 1 Ha
1000 mo 2000 Bumapki; mapoTtut: 2-4 B 1000 Bunaakis; Kpacuyxu: npubausao 1 3 6000
BUIIAJKIB).

[Tpu mpoBefeHHi MOPIBHAIBHUX [OCTiIXKEHb i3 3aCTOCYBaHHSM iHIMX KOMOiHOBaHUX BaKIIUH
m1st MPodiTakKTUKY KOPY, emifieMidYHOro MapoTUTy i KPacHYXU BUMAOKHU 00JII0, TOYEePBOHIHHS
Ta

HaOpPsKY B MicIli iH’eknii micns BBegeHHs Bakuuau [IPIOPUKC™ cnocTepiranu pinie, B TOH
yac, SIK 4aCTOTa iHIMMX HeCIPHUSTIUBUX Peakiliii 6yna Takow X.

BunagkoBe BHYTPIIIHbOCYIUHHE BBEEHHS MOXKe IIPU3BECTHU [0 TAKKOI peakilil abo HaBiTh
II0KY. 3aCTOCYBaHHS HeralHUX 3aXO/iB 3a/JIeKUTh Bif] TSKKOCTI peakiil (IUBUCh PO3MiN
«OcobnMMBOCTi 3aCTOCYBaHHS»).

3BiTYBaHHS PO M06iuHi peakiii. 3iTyBaHHs mpo MOGiYHI peakiil mcis peecTpariii 1iKapcbKoro
3aco0y Mae BaxkJiBe 3HauUeHH. Lle nae 3Mory 3pilicHIOBaTH Oe3mepepBHUN MOHITOPHHT
CITiBBiTHOIIIEHHS MiX KOPHCTIO Ta PU3UKOM IT0B’SI3aHUM i3 3aCTOCYBAHHSIM JIiKAPCHKOTO 3aC00y.
MepuyHUM TIpalliBHUKAM HEOOXiqHO MOBiqOMIISTH PO Oyab-gaKi moOiuHi peakiril.

Tepmin npudamHocmi. 2 POKU.

BigHOBNEHY BaKIMHY CIIii BAKOPUCTATH HEralHo. JKII0 BiNHOB/IEeHa BakI[MHa He Oyla BUKOPHUCTaHA
HeraiHo, ii moTpi6HOo 30epiraTu B XOJIOAUIBHUKY TP TeMIiepaTypi Bix 2 mo 8 °C i BuKopucTaTu
BIIPOLOBXK:

8 roguH micns BiMHOBIEHHS [JIS OMHOO030BOl YIIaKOBKY;

6 romuH micis BiTHOBIEHHS Ot 0araTomo30Boi (2 103H) YIIAKOBKH.

YMoBH 30epiranHs.

30epiraTu npu TeMmnepaTypi Big 2 go 8 °C. 3axumaTu Bif cBiTia. He 3aMopoxyBaTtu.
30epiraTy y HEJOCTYITHOMY IS [iTel MicIli. PO3UMHHKUK MOXHa 30epiraTé B XOJIOOUIbHUKY
abo mpu KiMHaTHIU TeMmepatypi. s oTpuMaHHS iH(opMallil Ipo TEPMiH TPUAATHOCTI



BaKLMHY IIiCJIS BiTHOBIIeHHS, OyAb Tacka, 3BEPHITHCA [0 PO3Ainy «TepMiH IPUAATHOCTI.

HecymicHicmb.

[TPIOPUKC™ He crmip 3MilyBaT 3 iHIIMMYM JTiIKAPCHKUMHU 3ac00aMu Ta BAKIIMHAMH B OJHOMY
IITIPHULI.

VYnakosBka.

Jliodinizat ang po3yuHy A iH'€KIiM y MOHOA030BuX (1 mo3a) dhrrakoHaxX y KOMIIIEKTI 3
PO3UMHHUKOM Y TIONlepeqHb0 HanoBHeHOMY mmpuili Nel y KOMIIIEKTi 3 lBOMA roJIkaMy; MOHOL030BUX
(1 mo3a) dpmaxonax Nel00 y KOMIINIEKTi 3 po3unHHUKOM y aMityiax Ne 100 B oKpeMit yIIakoBILi;

MYJIbTU030BUX (2 mo3u) prakoHax Nel00 y KOMIIIEKTi 3 pO3YMHHUKOM Yy amnyiax  Ne 100 B
OKpeMill yIIaKOBIIi.

Onsa 1 go3u: oguH mmopul 3 po3uyuHHUKOM (0,5 MiI), OBl TonKu Ta (HIakoH 3 miodinizaToM y BaKyyMHil
CTepUIIbHIM YIaKOBIl y KapTOHHI#M KopoO1ri, abo 100 ¢rakoniB y okpemiit kKopobiri Ta 100 CKITHUX
amIyn 3 po3uyuHHUKOM (0,5 M) B OKpeMiit Kopooiii.

s 2 §03: MyJIbTHO030Bi (hy1akKOHM ¥ oKpeMidt KopoOiri mo 100 mTyK; po3unHHUK (1 MJT) V CKIISTHUX
ammnynax 1o 100 mTyk B oKpeMiit KopoOiri.

MoHOm030Bi Ta My/TbTUA030Bi (pIaKOHY, ITOIIePEOHbO HAIOBHEHI IIMPUIY i aMIIyJId BUTOTOBIIEHO 3
HEeUTpalbHOrO CKJa TUIy 1, 110 BiATOBimae BUMoraM €Bpomnercbkol ®apmakomnel.

Kareropis Bigmycky. 3a peLemnTom.

BupoOHHUK.

I'makcoCwmitKnaun Bionogxikan3d C.A., bensris/GlaxoSmithKline Biologicals S.A., Belgium.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Miclsi IpoBaJIXKeHHs HOro Iis/IbHOCTI.

Pio me m’'IucTiTio, 89 1330 M. PikcencapT, Benbrisg/ Rue de I'Institut, 89 1330 Rixensart, Belgium.



