IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

Ipesenap® 13
Prevenar® 13

BaKI[MHA THEBMOKOKOBA I10JTiCaXxapyHa KOH 10roBaHa (TpHHAAISTHBAIEHTHA afcopboBaHa)

Cknao:

Oitoui peyosuHu: TTHEBMOKOKOBI IToJticaxapunu cepoTumis 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 19A, 19F i
23F, omirocaxapup cepotuny 18C, 6inok-uHociti CRM197;

onHa mo3a (0,5 MJI) MiCTUTB:

ITHEBMOKOKOBOT O II0JIicaxapuay cepotumy 1* 2,2 MKT
ITHEBMOKOKOBOTO I0JIicaxapuay cepotuny 3* 2,2 MKT
ITHEBMOKOKOBOTO II0JIicaXapuay cepotumy 4* 2,2 MKT
ITHEBMOKOKOBOTO I0JIicaXxapuay cepotumy 5* 2,2 MKT
IIHeBMOKOKOBOT'0 II0JIiCaXapuny CepoTUIly 6A* 2,2 MKT
IIHeBMOKOKOBOT0 II0JIicaXxapuay cepotumny 6B* 4,4 MKT
IIHeBMOKOKOBOT0 II0JIicaxapupny cepotumy 7F* 2,2 MKT
IIHeBMOKOKOBOT'0 II0JIicCaXxapuny cepoTumy 9v* 2,2 MKT
IIHeBMOKOKOBOT0 II0JIicaxapupny ceporumy 14* 2,2 MKT
IIHEBMOKOKOBOTO OJjlirocaxapupny cepotumny 18C* 2,2 MKT
ITHEBMOKOKOBOTO I0JIicaxapuay cepotuny 19A* 2,2 MKT
IIHeBMOKOKOBOT0 IoJlicaxapupny ceporumny 19F* 2,2 MKT
IIHeBMOKOKOBOT'0 IIoJIicaxapupny ceportumny 23F* 2,2 MKT
CRM,,, Ginka-HOCis ~ 32 MKT

*Kon’'toroBaHuii 3 OinkoM-HOocieM CRM, 4, Ta agcopboBanuii Ha antoMiHiio ¢pocdari (0,125 mr
QJTIOMiHi10).

donomidicHi pevosuHu: amoMiHi0 ¢hocdaT, HATPilo XJIOPU, Boda MJIs iH €Ki, momicopbat 80,
OyTaHmioBa KHUCJOTa.

Jlikapcbka popMa. CycrneH3is O iH' eKIin.

OcHogHi ¢i3uko-ximiuHi 81acmusocmi: roMoreHHa 6Oina cycreHsis.

dapMmakoTepaneBTHYHA rpyna. [IpotubakTepianbHi BakIuHYU. [IHEBMOKOKOBUH T0JTicaXapugHUN
OYHILeHNM aHTUTEeH KOH toroBanui. Kog ATX JO7A LO2.



Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

l'IpeBeHap® 13 MicTuTh 7 THEBMOKOKOBUX KaIICYJIbHUX II0JTiCAaXapUiB, iNEeHTUYHUX TUM, SIKi BXOOATh
no cknany BakuueuU [Ipesenap (4, 6B, 9V, 14, 18C, 19F, 23F), a Takox 6 JomaTKOBUX [OJlicaXapuiiB
(1, 3, 5, 6A, 7F, 19A). Vci BoHu KoH'1oroBaHi 3 OinkoM-HOCiEM CRM ..

IMyHHI BifilTOBifi micJisg MEPBUHHOTO KYPCY BaKIMHAIIl HEMOBIAT TPhOMa [03aMHU.

Y kinbKox eBporeicbkux KpaiHax Ta CIIIA Oynu mpoBefeHi KTiHiUHI JOCTiXKEHHS i3 3aCTOCyBaHHIM
OEeKimTbKOX CXeM BaKITMHallil, BK/II0Yal04y OBa PaHOOMi30BaHi IOCITigXXKEeHHST eKBiBalIeHTHOCTI
(mpoBepeHi y HiMeuyunHi i3 3aCTOCYBaHHAIM NIEPBUHHUX KYPCiB 3a ¢ xeMoIo 2-3-4 micsani [006] Ta y
CIIA i3 3acToCyBaHHSIM IIEPBUHHUX KYPCiB 3a cxeMolo 2-4-6 micsanis [004]).

IIpesenap® 13 3yMOB/IIOBAB YTBOPEHHs (YHKIIOHAILHUX aHTUTIN 10 BCiX 13 CEPOTHIIIB B
nocrimxenusax 004 ta 006. s 7 CIiNIbHUX CEPOTHIIIB He 0YJ10 Pi3HUI MiXK TpyHIaMu 070
CIIiBBITHOILIEHHS MAIi€HTIB 3 TATPaMU aHTHUTILJI, 1110 YTBOPIOBAIMCh B Pe3yJIbTaTi OIICOHO-
daronurapHux peakiiii (tutp O®P) = 1:8. Yepes Micsip micis MepBUHHOTO KypCy BaKIMHallii
npenapaToM IIpesenap® 13 >96% Tta >90% narnienTis Manu Tutp OOP = 1:8 11 KOXKHOTO 3 CEMH
coinbHUX cepoTuiiB B pocuimkeHHsx 006 Ta 004 BimmoBigHO.

Yepes MicAlpb MicIsA MePBUHHOr0 Kypcy BakiuHaii [Ipesenap® 13 3ymosmoBas tutpud OOP = 1:8 s
BCiX 6 momaTkoBuXx cepoTutiB y 91,4-100% BakIMHOBAHUX MAILli€EHTIB B 000X mocmimxkeHHsX. CepenHi
reoMeTpuyHi 3HaYeHHS TUTPiB ODP s ceportumis 1, 3 Ta 5 6ynIu HUKYUMU 32 TUTPHU AJIST KOXKHOTO 3
PELITH OOOaTKOBUX CEPOTHIIiB; KIiHiYHA 3HAYYILIICTh I[bOTO CIIOCTEPEKEHHS [JIST 3aXUCHOI
e(eKTUBHOCTI HEBiTOMa.

IMyHHi BifilTOBifIi micJ/isi MEPBUHHOTO KYPCY BaKIMHALIi HEMOBAAT IBOMAa JO3aMH.

IMyHOTEeHHICTh IIpenapary Iicis BBeOEeHHS OBOX 103 HEMOBIATaM Oyja MigTBephKeHa y YOTUPHOX
OOCIiIXKeHHAX. BilCOTOK HEMOBAT, ¥ SKUX KOoHIleHTpalil IgG 10 mTHEBMOKOKOBOTO KalCyIbHOTO
noicaxapupny pocsariau = 0,35 MKTr/MJI 4epes3 Micslb Iicisg BBeeHHS ApyToi 403U, CTaHOBUB
79,6-98,5% pma 11 3 13 cepoTumiB BakIMHU. Y BCiX AOCHIAXKEHHAX i3 3aCTOCYBaHHIM CXEMHU 2-U, 4-1
MicCsIIi BiICOTOK HEMOBIIST, Y IKUX Oy710 JOCSTHYTO ITOPOTr0BOi KOHIeHTPalil aHTutin (0,35 MKr/mi)
no ceporutis 6B (27,9-57,3%) ta 23F (55,8-68,1%), OyB MeHIINM, HiXK ¥ OOCTigXKeHH] i3
3aCTOCYBaHHAM cxXeMu 3-4 i 5-i Mic4lli, B IKOMY OTpMMaHO IToOKa3HUKY 58,4% nmsa cepotuny 6B Ta
68,6% mnsa ceporuny 23F. Ilicnsa peBaKIMHallil BCi CEPOTUIM BaKLIMHY, BKIo4Yaouu 6B ta 23F,
3yMOBITIOBAJIX iMYHHY BifIlIOBigb, KA BifiloBigana eheKTUBHIY MEPBUHHIN iMyHi3allil ABOMa g03aMHu. Y
IOCIi2KeHHi, IKe IpoBOAuUIOCh B CrionydyeHoMy KopomiBCTBi, yTBOpeHHS (QyHKIIIOHAJIbHUX aHTUTIT B
pe3ynbTaTi oTcoHO-(aronuTapaux peakui (OPP) Oyio MOpiBHIHHUM [JIS BCiX CEPOTHIIIB,
BKITI04atoun 6B Ta 23F, nmpu 3acTtocyBaHHi BakiuH [Ipesenap ta IIpesesap® 13 micnis IepBUHHOIO
KypCy BaKIMHallil y Billi 2 Ta 4 Mics1i Ta micyig peBakuuHallil y Biti 12 micsuis. Cepen malieHTiB, IKi
orpuMysanu IIpeBerap® 13, KimbKicTh oci6 3 TuTpom O®P = 1:8 craHOBUIa moHAMeHII 87% mics
KypCy BaKIMHallil y paHHbOMY Billi Ta moHaiMeH1Ie 93% micns peBakiuHatii. CepefHi reoMeTpu4Hi
3HaueHHd TUTPiB OQP nns ceporumis 1, 3 Ta 5 OyIM HUKYUMU 3@ TUTPU [JI KOKHOTO 3 PELITH
IO0JaTKOBUX CEPOTHUIIIB; KITiHIYHA 3HAYYILICTh LILOTO CIIOCTEPEXKEHHS HEBiOMa.

BinmoBini Ha peBaKIIMHALI0 HEMOBIIAT IiCId IEPBUHHUX KYPCIB JBOMA Ta TPhOMa O03aMHMu.

[Ticns peBakIMHallil KOHIIEHTPALlil aHTUTIN 1o BCix 13 cepoTumis 36inbuIyBanucs MOpiBHSHO 3
PIBHSIMH, SIKi CIIOCTepiranucs 0o BBeOeHHS MO3H IJIs peBaKIlMHalil. ITicis mpoBeeHHs peBakIuHallil



KOHIIEHTPAIlil aHTUTINI 7o 12 cepoTumiB Oyu BUIMUMY, HiXK IiC/II IePBUHHOTO KypCY BaKLKHAII1 ¥
paHHBOMY Bimi. Lli ciocTepekeHHS y3rOogXKyOThCA 3 pe3y/ibTaTaMu e(eKTHBHOI IepPBUHHOIL iMyHi3allil
(imgykmil imyHOIOTigHOI maM’aTi). IMyHHa BiAIIOBiOb IS CEPOTUIY 3 MiC/IS peBaKIMHALl He
IIepeBUIllyBala PiBHi, 110 CIIOCTePiraaucs Mmicis Kypcy BaKLKHALl y paHHbOMY Billi; KJTiHi9Ha
3HAUYIIiCTh LIOTO CIIOCTEePeKeHHS 100 iHAYKIIii iMyHHOI maM’ATi cepoTuny 3 HeBigoMa.

YTBOpEeHHS aHTHUTIN Mic/Ig peBaKUMHAIIil 10 BCiX 13 cepoTumiB BakIuHU OYJI0 MOPiBHAHHUM MIPU
NePBUHHIM BaKIMHALII IK IBOMA, TaK i TpbOMa [I03aMHu.

Y pmiTeii BikoM Bif 7 MicAIiB A0 5 POKiB iMyHi3alisi «HaB3[OTiH», BiAMOBITHO A0 BiKy, IPHU3BOAUIA 0
yTBOPeHHS aHTUTiN IgG Mo KancynbHOTro moticaxapyuay KOXKHOTO 3 13 CepoTHiB y KiIbKOCTSX, SKi
Oynu IpuHaWMHI TOPIBHIHHUMHU 3 TUMH, 110 CIIOCTEPIraaucs micis NepBUHHOTO Kypcy iMyHi3ail
TpbOMa [03aMU y HEMOBJIAT.

[TepcucTeHLis aHTUTIN Ta iIMyHOJIOTiYHA IaM’ ITh OLIHIOBAJIACh Y JOCIiAXKEHH] 3a y4acTio 30OPOBUX
miTell, IKi OTPUMYyBasIK Pa30By 03y BakKIuHY [Ipesenap” 13 mioHaiiMeHIIe Yyepes3 2 POKH Mics
norepenHboi iMyHizarii abo 4 go3amu mpemnapary [IpeBeHap, 3-I030BOI0 CEpi€lo pemapaTy
I[IpeBeHap M1/ HEMOBIIAT 3 MOfA/ILIIAM BBeleHHAM BakuuHy [Ipeserap® 13 y Biui 12 Micamis a6o 4
mo3aMu BakiuHY [Ipesernap” 13.

Pa3zoBa fo3a npenapaty [Ipeserap® 13 y giTei BikoM npu6nu3Ho 3,4 POKY, He3a/IexKHO Bif
TonepeHLOr0 BaKLMHALIMHOro aHaMHe3y IIpeBeHapoM a6o BakiuHO0 IIpesenap” 13 ingyKyBana
IIOTY2KHY TYMOpAJIbHY BiIOBiAb Ha 7 CHIIBHUX CEPOTHUIIIB Ta 6 JOOATKOBUX CEPOTUIIIB IIperapaTy
I[IpeBenap” 13.

IlaHi enigeMioIoTiYHOTO HaTIsAAY 040 PO3MOBCIOMIXKEHHS ITHEBMOKOKOBO] iH(eKIIil, OTpuMaHi 3
I0YaTKy BUBEOEHHS Ha PUHOK 7-BajieHTHOI BakImHYU [IpeBeHap B 2000 poiii, He TpoaeMOHCTPyBaln
3HUKEHHA IMYHITETY, BUKJIMKQHOI' 0 IIpenapaToM [IpeBeHap y paHHbOMY AUTUHCTBI, 3 4aCOM.

HeodoHoweHi HemosaamMma.

Besmeka Ta iMyHOreHHICTh BakuuHY [IpeBeHap”® 13, iKY 3aCTOCOBYBAJIH OiTAM BikoM 2, 3, 4 i
12 micsis, 6ynu oriHeHi mpu6nu3Ho B 100 HeJOHOIIIEHUX HEMOBIIAT (CepeiHiil po3paxyHKOBUM
recraniiaui Bik (PT'B) - 31 TuxXmeHs; giama3oH Big 26 mo 36 TUXKHIB) MOPIBHSIHO 3 MPUOIU3HO
100 moHomenuMu HeMoBnsiTamu (cepenHiu PI'B - 39 TuxkHiB; mianma3oH Big 37 mo 42 TUXKHIB).

IMyHHY BINIOBib Y HEJOHOIIEHUX i JOHOLIEHUX HEMOBJIAT [IOPIBHIOBA/IM, BUKOPUCTOBYIOYYU
pe3ynbTaTh YaCTUHU 0Cib, y IKux dyepe3 1 micsAnp micnis Kypcy BaKIuHallii 0y10 JOCATHYTO
KOHIIeHTpallil [gG-aHTUTIN 0 THEBMOKOKOBUX ToJlicaxapumiB = 0,35 MKr/mi, TOOTO migXim, SKui
BUKOPUCTOBYBABCA OJI1S IOPIBHSHL iMyHOTeHHOCTI BakIuH [IpeBenap 13 mo IIpeBeHap Ha mifcrasi
pekomeHpaiiz BOO3.

Y GinbIn HiXK 85 % BaKIMHOBAHMX HEMOBJIAT Yepe3 1 MicsIlb mics Kypcy BaKLIKHAIII 6YII0 TOCATHYTO
KOHIleHTpalil [gG-aHTUTIN [0 THEBMOKOKOBUX TI0JTicaxapumiB = 0,35 MKr/MJI, 3a BUHSATKOM
cepotumiB 5 (71,7 %), 6A (82,7 %) i 6B (72,7 %) y rpymi HefOHOIIEHUX HEMOBIIAT. [IJI LIUX TPHOX
CEepOTHUIIiB YacTHHA TAIiEHTIB, IKi BifIIOBiIM Ha BaKIMHAIIiI0, CEpefl HeJIOHOLIEHUX HEMOBIAT OyIia
3HQYHO MEHIIOI0, HiX cepel NOHOIIeHNX HeMOBIAT. [Tpubnu3no yepe3 1 Micsilip Mmicis BBeIeHHS
03U [iTAM, SIKi M0Yasy XOOUTH, Y KOXKHIM Tpymi BifcoTOK 0cib, y ikux 6yIJI0 JOCATHYTO TaKol caMoi
IIOPOTOBOI KOHIIEHTpAIlil aHTUTIJ, CTaHOBUB >97 %, 3a BuHATKOM cepotuny 3 (71 % cepen
HefoHomeHuX i 79 % cepen NOHOIIEHUX HEMOBIISAT).

Limu (8ikom 12-59 micAuig), nogHicM00 iMYHi308aHI 8aKUUHOW [IpeseHap (7-8a1€HMHO0).



ITicna BBefeHHs pa30Boi fo3u npemnapaty IIpeserap” 13 gitsam (BikoM 12-59 MicsIiB), SIKi BBaXKaIuCsa
IIOBHICTIO iMyHi30BaHUMU BaKIUHOIO [IpeBeHap (7-BaneHTHOIO) (2 ab0 3 mo3aMu IEPBUHHOI cepil
ntioc OycTep-iH’€K1Ii€l0), YacTKa MallieHTiB, aki gocsarnu piBuHiB IgG y mnma3mi = 0,35 MKr/MIT Ta TUTPIB
OO®P = 1:8, cranoBuina monarmenmie 90 %. Oguak 3 (cepotunu 1, 5 Ta 6A) 3 6 HOTATKOBUX
CEpOTHUIIiB ITPOIEMOHCTPYBAJIX HUXKYi 3HAaUEeHHS cepefiHboreoMeTpruyuHol KoHIeHTpalil (CI'K) IgG Ta
OQ®P cepepaboreomMeTpuyHOro TUTPY aHTUTINI (CI'TA) nOpiBHSAHO 3 OiTHMHU, SIKi OTpUManu
IIIOHaMMeHIIle OAHY NONePeaHI0 BaKLIMHALIi0 IIperapaToM l'IpeBeHap® 13. Ha cboropmHi KimiHigHa
3HauymIicth HUK4YnX CI'K Ta CI'TA HeBimoMa.

HeegakuuHosaHi dimu (8ikom 12-23 micAauis).

HocmigxeHHs BakIMHY [IpeBeHap (7-BajieHTHOI) Y HEBaKIIMHOBaHUX HiTel (BikoM 12-23 MicsIliB)
II0Ka3aJio, 110 IJIst JOCATHEeHHs KoHIeHTpallil IgG y cupoBartiii ans cepoTtuniB 6B ta 23F, momi6Hoi mo
Ti€l, 0 iHAYKYEThCS 3-M030BOI0 Cepielo BaKIMHY, [JIsT HEMOBIAT He0OXifHI 2 mo3H.

Jimu ma nidaimku gikom 8i0 5 0o 17 pokis.

Y BimkpuTOMY HOCTigKeHHi i3 3anydyeHHAM 592 300poBUX OiTe Ta MiAJiTKIB, ¥ T.4. 3 OpOHXialbHOIO
actmoio (17,4 %), 9Ki MOXKYTb MaTH CXUILHICTh IO THEBMOKOKOBOI iH(EKIIil, IpU 3aCTOCyBaHHi
BakLuHY [IpeBeHap”® 13 Gy10 JOCATHYTO iMyHHOI BiAmoBizi Ayist Beix 13 cepoTumis. Pasosa mo3a
npenapaty [IpeBenap” 13 BBogMIM AiTAM BiKOM Bifi 5 o 10 pokiB, gKi monepenHso 6ynIx BaKIMHOBaHI
moHaMeHIIe 1 mo3010 BakIMHY [IpeBeHap, a TaKOXK HiTSM Ta mifjgiTkaM BikoM Big 10 go 17 poxkis,
sIKl paHillle HIKOJIYM He OTPUMYBa/Iu THEBMOKOKOBY BaKLIUHY.

dx y miteu BikoMm Bifg 5 7o 10 pokiB, Tak i y AiTeu Ta miamniTkiB BikoM Bif 10 go 17 pokiB iMyHHa
Bigmosins Ha [Ipesenap” 13 Oyna He TipIIoio 3a iMyHHY BigmoBinb Ha [IpeBeHap st 7 CIiTbHUX
cepoturis Ta Ha [IpeBeHap 13 fyis 6 OAATKOBUX CEPOTHUIIIB IIOPIBHAHO 3 IMYHHOIO BiATIOBIOAIO MiCIA
YeTBEPTOl 703U ¥ HEMOBJIAT, BAKIIMHOBAHUX Ha 2, 4, 6 Ta 12-15 MicA1x KUTTS, 10 BUMipIOBaIOCh 3a
piBasimu IgG y cuposartii.

Y miten Ta migmiTkiB BikoM Bif 10 go 17 pokiB moka3uuku OOP CI'TA depe3 1 Micsllp micns
BaklrHalil He noctynanucs OOP cepefHbOr€OMETPUYHOTO TUTPY @HTHUTINI Y AiTed BiKOBOI I'PYIHU Bif
5 mo 10 pokiB gns 12 3 13 cepoTutis (3a BUHATKOM CEPOTUILY 3).

IMyHHa BITIOBIOb HiC/IA MIOMKIPHOTO BBEIEHHS.

TTigmKipHyUi MyISX BBeIEHHS BaKUuHY [IpeBeHap” 13 OyB oLiHeHMH Y HEIIOPIBHAIBHOMY JOCTIiIXKEeHH]
i3 3anyyeHHsaM 185 300poBUX NAI€HTIB (HEMOBIAT Ta AiTel) 3 AmoHil, SKi oTpuManu 4 go3u
npemnapary y Bimi 2, 4, 6 Ta 12-15 micsuis. Pe3ynbTaT HOCTiIXKEHHS MTOKa3asu, 110 0e3mneka Ta
iMyHOT€HHICTh BaKIIMHY IIPH MiAMIKipHOMY 3aCTOCyBaHHi OyJu 3arajioM MOPiBHAHHUMU 3 THUMH, 110
CIIoCTepiranach y OOCIIIXKEeHHIX [IPX BBEeIEHH] BaKI[MHU BHYTPIIITHEOM 130B0.

EdexTuBHiCTh Bakimuy [Ipesenap® 13.

IHBasusHe nHe8MOKOKO8e 30dXB80PHBAHHAL.

IaHi, ony6sikoBaHi [lemapTaMeHTOM OXOPOHM 3[I0POB’T AHTIIil, TPOIEMOHCTPYBAH, 110 Yepe3
YOTUPHU POKM IIiCIIST BBEIEeHHS BaKIUHYU [IpeBeHap y BUTTIAMAI IBOX 103 IIePBUHHOI Cepil AJIsT HEMOBIIST
3 6ycTep-103010 Ha APYTrOMY POLIi XKUTTS Ta OXOIJIEHHSIM BakiuHaliewo 94 % B Auriii Ta Yenbci
CIIOCTepiranocs 3MeHIIeHHs 3aXBOPI0BaHb, CIPUYMHEHUX 7 CEPOTUIIAMHY, 1110 BXOOATH A0 CKJIagy
BakIMHYU, Ha 98 % (95 % [I 95; 99). V nogansimioMy, yepe3 YOTUPHU POKHU IIICIIS IIepexony Ha
I[IpeBernap® 13, §omaTKOBe 3MEHIIEHHS 3aXBOPIOBAHOCTI Ha iHBa3MBHI THEBMOKOKOBI 3aXBOPIOBAHHS,



CIIpUYMHEH] 7 CepOoTUllaMH, 110 BXOOATH A0 CKJIaAy BaKIMHYU [IpeBeHap, CTaHOBWIO Bifl 76 % y miTen
BiKOM 110 2 pokiB 10 91 % y mitTeu BikoM 5-14 pOKiB.

CepedHiti omum.

B omyGrikoBaHOMY [OCITiIZKEHHI, IKe MTPOBOOUIIOCS Ha TEPUTOPIi I3paisio 3 BUKOPHUCTaHHSIM ABOX [03
TIIePBUHHOI cepii 3 6ycTep-A03010 Ha IPYyroMy POl KWUTTs, BIIKB BakuuHY [IpeBeHap® 13 Ha cepefHiii
oTUT OyB OKYMEHTAJIbHO MiATBEPHXKEHNH Y CUCTEMi aKTUBHOTO CIIOCTEPeKEHHS Ha PiBHI nomynsuii ¢
KyJIbTYpaJIbHUM JOCIXKEeHHSIM PiAVHYU 3 CEepPeIHbOT0 ByXa, OTPUMAHOI IIJITXOM TUMIIAHOLEHTE3Y, 110
IIPOBOJIMIIOCS Y i3paiibChKUX AiTEM BIKOM [0 2 POKIiB i3 CEPEIHIM OTUTOM.

Ilicns BBemeHHs BakIuMHU [IpeBeHap, a 3rofgoM BakiuHu [IpeBerap® 13 crocTepiranocsi 3HUXKEHHS
3axBopioBaHocTi 3 2,1 mo 0,1 Bunagky Ha 1000 miteut (95 %) gns cepOTHUIIiB, 10 BXOOATE 40 CKIIaAy
BakuHU [IpeBeHap, Ta cepotuny 6A i 3HMXKEHHSA 3axBoproBaHOCTi 3 0,9 go 0,1 Bunangky #Ha 1000
niteit (89 %) ong gomatkoBux cepotumis 1, 3, 5, 7F ta 19A y cKkafi BakIUHA IIpeBenap® 13.
[IlopiyHa 3aranbHa 3aXBOPIOBAHICTh Ha THEBMOKOKOBUM CepefHil OTUT 3MeHmunacs 3 9,6 go 2,1
Bunagky Ha 1000 piteut (78 %) y nepiop 3 nunua 2004 p. (Do BBeneHHS BakUKWHU [IpeBeHap) mo
yepsHsa 2013 p. (micns BBefeHHs BakiuHY IIpesenap® 13).

ITHesMoOHIA.

Y GaraTouieHTpOoBOMY 0OcepBaliitHOMy JociifKeHHi y ®paHlii mopiBHIOBaIU Mepiogyu [0 Ta Mmicnis
nepexofy 3 BakUuHY [IpeBeHap Ha IIpesenap® 13 Ta BCTAHOBUIIM 3MeHIIEHHS Ha 16 % (3 2060 mo
1725 BunapgkiB) Bcix BUnagkiB HerocmiTanbHol mHeBMOHIl (HIT) y BigmineHHsSX HEBiIKIagHOI JOTIOMOTH
y miteu BikoM Bif 1 micsius go 15 pokiB. 3MeHmeHHs cTaHoBUI0 53 % (3 167 mo 79 Bumaaxis)

(p <0,001) gns HIT 3 ekcynaTuBHUM I1€BPUTOM Ta 63 % (3 64 mo 24 Bunapakis) (p < 0,001) gnsa
BUIIQMIKiB MHeBMOKOKOBOI HII, migTBepmxkeHux Mikpobionoriuno. Ha mpyromy potii miciis BBeIeHHS
BaKIIMHU l'IpeBeHap® 13 3aranbHa KinbKicTh BunagkiB HII 3aBOsgky 6 JogaTKOBUM CEPOTHUIIAM, 1110
BXOZSATH [0 CKJIafly BaKIIMHU IIpeBenap® 13, 3Menmmnacs 3 27 [0 7 i3071b0BaHKX BUNAAKIB (74 %).

3MeHIIIeHHS BUIaMKiB THEeBMOHII, ClipuunHeHo01 O6yIb-IKUM 30yIHUKOM, Oy710 HalbibIl BUPaKeHUM
cepeq MOJIOAIINX BaKIIMHOBaHUX BiKOBUX I'PyIl i cTaHoBuUio 31,8 % (3 757 mo 516 Bunapakis) Ta 16,6 %
(3 833 mo 695 Bumnapakis) y rpymnax BiKOM [0 2 POKiB i Bif 2 10 5 POKiB BiANOBIAHO. 3aXBOPIOBAHICTh
cepeq CTapliux, MIepeBaxkKHO HEeBaKIMHOBAHUX [iTel (> 5 POKiB) He 3MiHUIACSA BIPOJOBXK
OOCTTiIKEeHHS.

3a momoMoromw Hir4ol cucteMu cnoctepexeHHd (3 2004 mo 2013 pp.) And TOKyMeHTaIbHOTO
MiTBEPIXXEHHS BIUIMBY BaKLWHY [IpeBeHap Ta HacTynHol BakuuHu [Ipesenap® 13 ma HII y miteit
BIKOM 10 5 POKiB, SKMM 3aCTOCOBYBa/IH 2 M03M IIEPBUHHOI cepii 3 OycTep-m030i0 Ha APYTroMy pOIii
XKUTTS, Ha TepuTopil [TiBmenHoro I3paimio 6yno 3adgikcoBaHo 3MeHIIEHHS aMOyIaTOPHUX Bi3UTIB Ha
68 % (95 % [I 73; 61) Ta BUmagKiB rocmitanizanil 3 mpuBony anbBeonspHol HIT Ha 32 % (95 % [I 39;
22) micins BBeNeHHS BaKIMHU I"IpeBeHap® 13 y mopiBHAHHI 3 IepiofoM [0 BBeIE€HHS BaKL[HU
IIpeBeHap.

BoawB Ha HOCOTJIOTKOBE HOCIMCTBO.

Y mocnifkeHHi B paMKax (hapMaKoJioriuHoro Harnsagy y @paniii y fiTe#t 3 TOCTPUM CepefHiM OTUTOM
3MiHH B HOCOTJIOTKOBOMY HOCICTBi THEBMOKOKOBUX CEPOTHUIIIB OI[IHIOBA/IY IIiC/Isl BBEJEHHS BaKIIMH
IIpesenap (7-BaneHTHOI) Ta misHime [Ipesenap® 13. IIpesenap” 13 3HaYHO 3MEHIIYBaB HOCOTJIOTKOBE
HOCICTBO 6 JOOaTKOBUX cepoTuliB (i cepotumny 6C) pa3oM Ta oKpemux cepotutis 6C, 7F, 19A
nopiBHAHO 3 [IpeBeHapoM. TaKoXK CIOCTEpPIranocs 3MeHIIeHHs HocilicTBa cepotuny 3 (2,5 % mpotu
1,1 %; p=0,1). HociticTBa cepoTumiB 1 Ta 5 He cmocTepiranocs.



BB mHEBMOKOKOBOI KOH'IOTOBAHOI BaKIIMHU Ha HOCOTJIOTKOBE HOCIMCTBO [OCHiXKYyBaBCS B
PaHIoOMi30BaHOMY IOABIMHOMY CIIIIIOMY HOCTIIKEHHI Ha TepuTopil [3paimto, B AKOMY OiTH
otpuMyBanu abo [Ipesenap” 13, abo IIpesenap (7-BaneHTHUH) Ha 2, 4, 6 Ta 12 MiCAIl KUTTH.
I[IpeBenap” 13 3HAYHO 3MEHIIYBaB HENOJABHO BCTAHOBJIEHE HOCOTTIOTKOBE 3apakKeHHs 6
NOOaTKOBUMU cepoTunamu (Ta cepotumy 6C) pa3oM Ta oKkpeMumu cepotunamu 1, 6A, 6C, 7F, 19A
IIOPiBHAHO 3 mpenapaToM [IpeBeHap. 3MeHIIEHHS He CIIOCTEPIranocs IIpU 3aCTOCYBaHHI CepoTUmy 3,
a IJ1sl CePOTHUILY D KOJIOHi3alis Oysa gyxe pigkoio, mo6 MoxkHa Oyio ouiHuTH BIIUB. [1ogibHi piBHI
HOCOTJIOTKOBOTO 3apakKeHHS CIIOCTepiranucs gis 6 3 7 CHiTbHUX CEePOTHUIIIB B 000X Irpynax
BaklLKHail, a ang ceporuny 19F cnoctepiranocs 3HauHe 3HUXKEHHS PiBHA.

Y uboMy mocigKeHHI 3apeeCcTpPoBaHO 3MeHIIIeHHS HociicTBa cepoTurmiB 19A, 19F ta 6A
S. Pneumonia, He4yTIuBUX 10 6araThox aHTUOIOTUKIB. 3MEHIIIEHHS CTaHOBUIIO Bif 34 mo 62%
3aJ1eXKHO Bifl cepoTuiy Ta aHTUOIOTHKA.

T'ocmput cepedHiti omum.

Takox miciis BBeleHHs BaKIMHHU y HaIliOHaJIbHY ITporpaMy iMyHizalil 6yia BcTaHOBIIEHA
eeKTUBHICTh 3aCTOCyBaHHA IIpenapaTty [IpeBeHap 3a cxeMor 3 1 BiTHOCHO rOCTPOTO CePegHbOT0
OTUTY Ta MHEBMOHIl. [Ipyu peTpoCIeKTUBHIN OIiHIII BeIUKOl cTpaxoBol 6a3u manux CIIA gacTtoTa
Bi3UTIiB 3 MPUBOAY TOCTPOTO CEPEIHBbOr0 OTUTY 3HU3Wnaca Ha 42,7% (95% [I, 42,4 - 43,1%), a
KIJIBKICTB PELeNTiB, BUIMCAHUX AITSIM BIKOM [0 2 POKiB 3 IPUBOAY I'OCTPOTO CEPEOHBOI0 OTUTY, - Ha
41,9% mopiBHSHO 3 BUXITHAMU DAaHKWMU OO BUOadi nineHsil Ha mpemapat (2004 opotu 1997-99 pp.). ¥
nofiOHOMY aHasi3i KinbKicTh rocmiTanisaliii Ta amOynaTOpHUX Bi3UTIB 3 IPUBOAY ITHEBMOHIi (0y/Ib-
SIKOT0 I'eHe3y) 3Hu3unucs Ha 52,4% ta 41,1% BignosigHo. [714 BUNAAKiB, ineHTH(DIKOBaHUX K
THeBMOKOKOBa MTHEBMOHIS, 3HUKEHHS YKCJia ToCliTani3amiil Ta aMOyaTOPHUX Bi3UTIiB y HiTel BikOM
o 2 pokiB ctaHOBUIO 57,6% Ta 46,9% BinmoBinHO. Xoya aHami3, 1m0 6a3yETHCS Ha CIIOCTEPEXKEHH,
He JJa€ MOXKJIMBOCTi BCTAHOBUTHU 0e3mocepeaHill MPpUYUHHO-HACTIIKOBUH 3B 30K, IIi pe3yIbTaTh
cBimuarts, 110 [IpeBeHap Bifirpae Baxk/IuBY pOJIb Y 3HUKEHHI TSIXKKOCTI 3aXBOPIOBaHHS CIIU30BUX
000JI0HOK (TOCTpHUY CepefHili OTUT Ta THEBMOHIS) y I[iTbOBIM MOMYJISIIl.

LocaidxceHHA epekmusHocmi 3a yuacmio 00pocaux 8ikom 8i0 65 pokis.

EdekTUBHICTb CTOCOBHO HETrOCIIiTalbHOI THEBMOHII Ta iHBa3MBHUX THEBMOKOKOBHUX 3aXBOPIOBAHb,
CIIPUYMHEHUX CePOTHUIIaMHU, SIKi BXOOSATH J0 CKJIafly BaKIMHU, OYJI0 OIiHEHO y BEJIMKOMaCIITaOHOMY
paHoMi30BaHOMY IOMBIMHOMY CIIiIIOMY Iyialie00-KOHTPOJIbOBaHOMY HociigKeHHi (Community-
Acquired Pneumonia Immunization Trial in Adults - CAPiTA) B Himepnaumax. 84496 ocib BikoM Bif
65 POKiB oTpEManu ofgHy f03y BakiuHu [IpeseHap” 13 a6o nane6o B cuiBigHOmeEHHi 1:1.

Y nocnigxenni CAPiTA 6panu y4acTh moOPOBOJIbIIL BiKOM Bif 65 POKiB, MEOUKO-HeMorpadiuni
XapaKTEePUCTUKYU SKUX MOTJIU BiIpi3HATUCH Biff TaKUX y 0Cib, 1110 moTpeOyI0Th BaKLIKMHATIIi.

Bunagku mepBUHHOI rocliTani3allil 3 THEBMOHI€0, MigTBEPHAXKEHO0I0 peHTreHorpadico rpyaHol
KJTIiTKY, Oyu inenTudikopani y 6:1mu3pK0 2% mocnigxkyBanux (n=1814), y T. 4. 329 Bunapakis 6ymu 3
migTBEpOKEHO0 MHeBMOKOKOBOIO HIT i 182 Bumapku HIT Oynu BUK/IMKaHI CEpOTUIIAMH, SIKi BXOISTh
[0 CKJIafly BaKIMHU.

3a pesysbTaTaMy [OCIIIXKEHHS BCTAaHOBJIEHO, 110 eeKTUBHICTh [IpeseHap” 13 mys momepenKeHHs
nepBuHHUX BunagkiB HII, cnpuyrHeHOl cepoTunamu, SKi BXOASATh [0 CKIaay BaKLUHY (IIepBUHHA
KiHIleBa TO4YKa), cTaHOBUNa 45,56% (95,2% 1I; 21,82-62,49; p=0,0000).

EdekTusHicTs [Ipeserap® 13 momo nonepeaKeHHs PO3BATKY HeGaKTepieMi4HOI/HeiHBa3uBHOI
MHeBMOKOKOBO1 HII, cipuunHeHol cepoTulaMu BaKIlnHYU, cTaHoBuma 45,00% (95,2% [I1; 14,21-65,31;



p=0,0067); edeKTUBHICTS IIOO0 MONEPEIXKEHHS IIEPBUHHUX BUMAOKIB iHBa3WBHUX ITHEBMOKOKOBUX
3aXBOPIOBaHb, CIPUUNHEHUX CEPOTUNAMU, SKi BXOASATH A0 CKiany Bakuuuau - 75,00% (95,2% [OI;
41,06-90,87; p=0,0005).

IlocaidxceHHsa iMyHO2eHHOCMI 3a yuacmio dopocaux 8ikom =18 pokie ma ocib 1imHb020 8iK).

Y mopocnux ocib mopir aHTUTIN A1 CePOTUNOCTIeNN(piYHNX THEBMOKOKOBUX NojTicaxapupaux IgG, mo
3B’sI3aHUM 3 KOHIIEHTPAIIi€I0 aHTHUTIJ TA aCOLIIOETHCS i3 JOCATHEHHSM 3aXUCTYy, He 0YB BU3HAYEHUH.
Y BCiX OCHOBHUX KJIiHiYHMX OOCTiAXKEHHAX OIS OLIHKU MOTEHLiWHOl e()eKTUBHOCTI MPOTH iHBA3UBHUX
ITHEBMOKOKOBUX iH(EKIIil Ta MHEBMOHIl BUKOPUCTOBYBAJIU CEPOTHUII-CIIeM(iuHi OIICOHO-(paronuTapHi
peaxirii (O®P). Yepes Micsiib micas KOXKHOI BakKIuHall Bu3Hadanu Tutpu OOP Ta mpoBogunu
po3paxyHOK reoMmeTpuynux cepenHix TutpiB (I'CT) OOP. Tutpu O®P BinoOpaxKaioThCs 5SIK 3BOPOTHE
3HAYeHHs Ha#biTbIIOro po3BeNeHHs CUPOBATKH, sSKe 0 3HUXKYBaI0 BUXKUBAHICTh THEBMOKOKIB
moHavMeHIIe Ha 50%.

ba3oBi mociigkeHHs BaKIIMHA l'IpeBeHap® 13 6ynu moOynoBaHi TaKUM YMHOM, 11100 ITOKa3aTH, III0
yepe3 OOMH MicAIb Micis BaKIMHalil (yHKIiOHANbHa iMyHHa Bifnosigs O®P nna 13 cepotumis He
IIOCTYIIAETHCH, a I AesKUX CEPOTHUIIIB IEPEBUILY€E iIMyHHY BiOoBiab Ha 12 cepoTuIiB, CIiIbHUX 3
JIilleH30BaHO0 23-BaJIeHTHOIO IOJIicaXapHIHOI THEBMOKOKOBOIO BaKIIMHOIO (cepoTtumnu 1, 3, 4, 5, 6B,
7F, 9V, 14, 18C, 19A, 19F, 23F). ImyHHY BiANOBigb Ha YHiKQJIbHUU [AJIS BaKIUHU IIpeBenap” 13
cepoTutm 6A olLiHIOBaIM IIJITXOM JEeMOHCTpaIlil 4-KpaTHOT0 3pocTaHHs creludpiyHoro tutpy OOP
IIOPiBHSHO 3 PiBHEM [0 iMyHi3alil.

Y €spori ta CIIIA 6yn0 poBeOeHo II'ATh KITiHIYHUX JOCiIKEHb 3 METOI0 OLIIHKY iMyHOT€HHOCTi
BakuHY IIpeBenap® 13 y pisHux BiKOBHX Ipym (B giana3oHi 18 - 95 pokis). Ha croropHi kiiHigHi
MOCTiXeHHs BakIyHY [Ipesenap”® 13 3a0e3neuyroTh faHi MO0 iIMyHOreHHOCTI y JOPOCTIHX 0Ci6
BikOM Bif 18 pokiB, y ToMy 4ucCIIi BiKOM Bif 65 pOKiB, gKi paHille (3a 5 POKiB [0 BK/IIOYEHHS Y
OOCHIiMKEeHHs) IPOXOAUIY BaKIMHAIIiI0 OTHIE€I0 YK MEeKiTbKOMa Jo3aMu 23-BaJeHTHOI MoJlicaxapuaHol
BaKILKHU. Y KOXKHE NOCTiAKeHHs Oy BKIII0YEeHi: 30poBi 0co0U, iMyHOKOMIIETEHTHI 0Cc00H 3i
cTabiTbHUMK OCHOBHUMHU 3aXBOPIOBaHHAMH, 5SIKi 00YMOBIIOIOTh CXUJIBHICTh 10 THEBMOKOKOBOI
iH(exil (TaKUMU IK XpPOHIYHI 3aXBOPIOBaHHS CEPIIEBO-CYIUHHOI CHCTEMH, XPOHIUHI 3aXBOPIOBAHHS
OUXaTbHOI CUCTEMHM, BKITIOYAIOYH aCTMY, Po3agy GYHKIII HUPOK, yKPOBUY HiabeT Ta XpoHiuHi
3aXBOPIOBAHHS IMEYiHKYU, BKIIOUAIOYH aJIKOTOIbHE YPaXKeHHS IeYiHKHU), a TaKoxkK 0co0u 3 ¢hakTopaMu
PU3UKY (HasiHHA Ta 3JI0BXKUBAHHS aJIKOT0JIEM).

BesneyHicTs Ta iMyHOreHHicTh BakuuHY [Ipeserap” 13 GyIio goBeneHo y oci6 BikoM Bin 18 pokis,
BKJ/TIO4AI04H 0Cib, gKi paHimie 6y BaKIIMHOBaHI THEBMOKOKOBOIO ITOJTicAaXapUAHOI BaKIIMHOIO.

Lopocai, saKi paHiwe He 6yau 8aKyuHoBaHI 23-8a/1€HMHO0 NHEBMOKOK0OB0H NOAICAXAPUOHOW
BAKUUHOI0.

Y npssmoMy NOPiBHSATIBHOMY JOCTiIXKeHHi, sike 0yJ10 IPOBENEHO i3 3anyueHHssM o0cib BikoM 60-64
POKHM, YYaCHAKH OTPUMYBaJIM Pa30Bi 1031 BaknuHy [IpeBerap” 13 a6o 23-BaleHTHOI HTHEBMOKOKOBOI
TI0JTicCaXapuUaHOI BaKIIMHU. Y TOMY XK AOCTiAXKeHH] iHIi rpynu gopocnux BikoM 50-59 pokiB Ta
MOPOCIHX BikoM 18-49 pOKiB OTpHMYyBasM Pa3oBy 403y BakIuHK [Ipesenap” 13.

V mopocnux BikoM 60-64 poku reoMeTpuyHui cepenHii Tutp ODP nns Bakuunu IIpesenap® 13 6ys
He MEHIIIUM, HiX reoMeTpuuHuil cepenHin Tutp OOP, oTpumanuii [s 23-BaleHTHOI THEBMOKOKOBOI
IoJTicaXapuaHOl BaKIMHY (719 12 CepoTHUIIiB, 1110 BXOOUIN [0 CKiaAy 000X BakiuH). i 9 cepoTHuIis
tuTpu OOP Oyu CTaTUCTUYHO HOCTOBIPHO OiNIBII BUCOKUMHU Y 0Ci0, Ki OTPUMYyBaIl BaKIIUHY
IIpeBenap” 13.



Y mopocnux BikoM 50-59 pokiB reoMeTrpuynuil cepenHi Tutp OOP amnsg Bcix 13 cepoTumnis BaKUUHU
IIpesenap” 13 6yB He MEHIIXM, HiX piBHi iMyHHOI Binmosizni Ha IIpesenap” 13 y oci6 Bikom 60-64
poku. [1ns1 9 cepoTumiB iMyHHa BigmoBigh 3anexkana Bif Biky Ta 6yyia CTaTUCTUYHO AOCTOBIpHO Oinbir
BHpaxeHoio y oci6 50-59 pokiB, Hixk y ocib 60-64 pokis.

Y BCix gopociux oci6 Bikom 3 50 POKiB, SIKi OTpUMaIy pa3oBy 03y BakiuHu IIpesenap” 13,
tutpu OQP nns ceporuny 6A Oynu 3HAaYHO BULIMMHU, HiXK Y 0Ci0 BikoM ® 60 pOKiB, sKi
OTpHMaJX Pa30By H03Y 23-BaJIeHTHOI THEBMOKOKOBOI IT0/IiCaXapruOHOl BaKIIMHM.

Yepes pik micng BaknuHanil npenaparoM [Ipeserap” 13 tutpu O®P 3HU3UIUCH MOPIBHIHO 3
PiBHSIMH, BU3HAUYEHUMH Yepe3 MicsIpb mics BakuuHaii. Bogrouac, Tutpu O®P mist Bcix cepoTumis
3a/IMIIAINCh BULIMMY, HiXK Ha BUXITHOMY PiBHI.

Tabmuus 1
[TamienTn I'CT O®P uepes 1 pik micns
BaKIIKHAIlil IpenapaToM
IIpeBenap”® 13

['CT O®P Ha
BUXIHOMY PiBHI

Iopocmi BikoMm 50-59 pokiB, sKi paHimie He

Oynu BaKIMHOBaHI 23-BaJIeHTHOIO 5-45 20-1234
ITHEBMOKOKOBOIO TIOJTiCaXapuoHOI BAKIIMHOIO

Iopoci BikoMm 60-64 poKiB, 1110 paHiiie He

Oynu BaKIMHOBaHI 23-BaJIeHTHOIO 5-37 19 - 733
ITHEBMOKOKOBOIO TIOJTiCaXapuoHOI BAKIIMHOIO

Y mopocnux BikoMm 18-49 pokiB reoMeTpuuHi cepenHi TUTPU PyHKITiOHaNbHUX aHTUTLT ODP mo ycix
13 cepoTHIIiB, AKi OXOILTIOTLCS BakKIMHOI IIpeBenap” 13, Oynu He MeHII eeKTHBHUMHE, HixX
BiIIIOBiAi Ha BakIMHALi0 npemnapaToM IIpeserap® 13 y mopociux BikoM 60-64 pokw.

Yepes 1 pik micns BakuuHalii npenaparoM [Ipesenap” 13 TuTpu GyHKLIiOHANEHAX aHTUTIT ODP
3HUXKYBAJIUCS MOPIBHAHO 3 TUTPAMU dyepe3 1 MicAIb micig BaKIUHAIl, TpoTe TUTPH QYHKIIIOHATbHUX
antuTin O®P {0 BCIX CEPOTHIIIB 3aJIUINIAINCS BUIIIMMY 3a BUXIOHI PiBHI.

Tabnuis 2
BuxigHu{ reoMeTpUuYHUR ['eOMETPUYHUY CEPENHIN TUTP
MamiesTn cepenHid TUTP QYHKIIIOHATbHUX |pYHKIIOHaIbHUX aHTUTII ODP
= QHTUTiI OPP yepe3 1 pik micis BaKIMHAIIi1

npenapatoM IIpesenap” 13

[Topocmni y Bini 18-49 pokis, sKi
paHillle He OTpUMyBasu 23- Big 5 mo 186 Bim 23 mo 2948
BaJIEHTHY ITHEBMOKOKOBY
MoJliCaXapuHy BaKIMHY

Lopocai, saKi paHiwe 6yau 8aKyuHOBaHI 23-8a1€HMHOK NHEBMOKOK0800 N01iCaxapudHor
B8AKUUHOIO.

ITopiBHSHHSA iMyHHOI BiANIOBiAi Ha BBeleHHs mpenapaTy [Ipeserap® 13 Ta 23-BaJleHTHOI
noJricaxapugHOl BaKIIMHYU ITPOBOJUIN Y IIPSIMOMY IIOPIBHSJIBHOMY [OCITiIXKEeHHI 3a y4acTio ocib BikoM
Big 70 POKiB, SIKi IJOHaMeHIIIe 3a 5 POKIB 0 BaKIMHAIIl ¥ OOCHiIKeHHI OTPUMyBaJIi Pa30By 03y
ITHEBMOKOKOBOI II0JTiCaXapHUIHOI BaKIMHH.



[TopiBHSAHHS 3HAYEeHb '€OMETPUYHOI'0 CEPEIHLOro TUTPY ODP (uepes 1 micsup micns BakIHAILiI)
y paHile BaKIIMHOBaHUX ITHEBMOKOKOBOIO I10JIicCaXapyugHO BaKIIMHOK YYaCHUKIB BikoM noHazn 70
POKIB, IKi OTpUMaM pa3oBy K03y BakiuHu IIpesernap” 13 a6o 23-BaeHTHOI IOTicaxapumHoi
BaKILMHU, HaBefeHi y Tabnui 3.

Tabnuus 3

F'eomeTrpruunuy cepenHii TuTp OOP y nopocnux ydyacHUKIB BikoM noHap 70 pokiB, paHilile
BaKIIMHOBAHUX [THEBMOKOKOBOIO I10JIiCaXapufHO BAKLIKUHOW, SKi OTPUMYBaJIU Pa30BYy HO3Y
npenaparty [Ipeserap” 13 a6o 23-BaleHTHOI THEBMOKOKOBOI Iomicaxapunsoi Bakiuau (PPSV23) @ %*

IIpeserap” 13 PPSV23 N=395-445 Cmissipaouenssd 'CT O®P Baknuuu

Cepotun N=400-426 IIpesernap” 13 Ta PPSV23
I'CT O9P I'CT O9P I'C chiBBigHOIIIEHHS (95% OI)

1 81 55 1,5 (1,17, 1,88)
3 55 49 1,1 (0,91, 1,35)
4 545 203 2,7 (1,93, 3,74)
5 72 36 2,0 (1,55, 2,63)
BA" 903 94 9,6 (7,00, 13,26)
6B 1261 417 3,0 (2,21, 4,13)
7F 245 160 1,5 (1,07, 2,18)
9V 181 90 2,0 (1,36, 2,97)
14 280 285 1,0 (0,73, 1,33)
18C 907 481 1,9 (1,42, 2,50)
19A 354 200 1,8 (1,43, 2,20)
19F 333 214 1,6 (1,17, 2,00)
23F 158 43 3,7 (2,69, 5,09)

* He meHIa eheKTHBHICTh BCTAHOBITIOBAIACH, SIKIIO 3HAYEHHS HUXKHBOI MeXi gBoOiuHOT0 95%
I miist reoMeTPUYHOTO CepenHboro TUTPY Oinbiie 0,5.

S CTaTHCTHYHO JOCTOBipHa GiNbII BUpaXkeHa BifTIOBiAb BCTAHOBITIOBAIACH, AKIIO 3HAYEHHS
HUXKHBOI MexXi mBoOiuHOT0 95% [II [711 TeOMEeTPHUYHOT0 CepPeaHbOro TUTPY OinbIme 1.

* IInst cepoTtuny 6At, yHiKanbHOTO st BakuuHY [IpeBeHap® 13, CTaTUCTUYHO HOCTOBipHA
OinbII BUpaXkKeHa BifIIOBigb BCTAHOBIIOBAJIACH, SKIINO 3HaYEeHHS HUXKHBOI MexXi 0Bo6iuHOT0 95%
I gna I'C coiBBigHOIIeHHS OinbIme 2.

Y mopocmux 0ci0, BaKIIMHOBAHUX ITHEBMOKOKOBOIO IT0OJTiCaXapUIHOI BAaKIIMHOIO IITOHAWMEHIIIe 3a 5
POKiB 10 ITOYATKY KJIiHIYHOT'O JOCTigXXKEeHHS, reoMeTpuyHi cepenHi tutpu OQP fiig BakuHU
IIpeBenap” 13 Oynu He MEeHIIWMHU, HiX BiATIOBigHI MOKa3HUKY A7 12 CHiNbHUX CEPOTHUIMIB 23-
BaJIEHTHOI THEBMOKOKOBOI TOJTicCaXxapuaHOl BaKIIMHU. Binbil Toro, y 1pomMy gocuimxkenHi gis 10 3 12
CHiNBHUX CEePOTUIMiB OyJI0 MOKa3aHO CTaTUCTUYHO AOCTOBIpHO OiNblIi piBHI reOMEeTPUYHOTO
cepenaboro tutpy O®P. ITicns BakuuHanil npenapaToM IIpeserap® 13 iMyHHa BifIOBifb Ha CEPOTHII
6A Oyna CTaTUCTUYHO OOCTOBIpHO GibIl BUPaXKeHO10, HiXK ITic/Is BaKIMHALil 23-BaleHTHOIO
IIOJTiCaXapUOoHOK BaAKIIMHOIO.

Y oci6 BikoM Bif 70 pokiB, siKi Oynu BaKIIMHOBaHi 23-BajIeHTHOIO THEBMOKOKOBOIO I10JTiCaXapuaHOI0
BaKIKHOIO IIIOHAMMEHIIEe 3a 5 POKiB [0 IMOYaTKy [OCHiXKEHHS, Yepe3 PiK Iicig BaKIKXHAIli1
npenapaTtoM IIpeserap® 13 tutpu OOP 3HU3UIKCH HOPIBHAHO 3 PIBHSAMM, OTPUMaHUMHU Yepe3 MiCsIlb
micist BakiuHallil. Boguouac, Tutpu O®P Ois BCiX CEPOTUIIiB 3aIHAIIANIMCh BUIIMMHU, HiXK Ha
BUXIIHOMY DiBHI.

Tabmnuisa 4



. I'CT O®P Ha I'CT OO®P uyepes 1 pik micns
ITanienTu . .. ®
BUXIOHOMY piBHI BaknuHarlii [Ipesenap 13
Hopocri BikoM Bix 70 pokiB, siKi 6yiu
BAKIIMHOBAHI 23-BaJIeHTHOIO IHEBMOKOKOBOIO
IIOJTiCaXapUOHOIO BAKIIMHOIO IIIOHAMMEHIIE D POKiB

TOMY

9-122 18 - 381

IMyHHa BifmoBigh B 0COOIMBUX TPYIAX MAIIEHTIB.

Oco0u 3 ONKMCAHUMY HUXKYe CTAaHAMH MAIOTh IMiBUINEHNH PU3HUK PO3BUTKY IHEBMOKOKOBOTO
3aXBOPIOBAHHSI.

KriHiYHa 3HAYYIIiCTh PiBHIB aHTUTIN, CIPUYMHEHHX BaKIKHOW [Ipeerap”® 13 y 1UX 0COGNIUBUX
rpynax nalieHTiB, HeBigoma.

CepnoBuOHOKAIMUHHA aHeMisl.

Y ®panii, Itanii, Bemuko6purasii, CIIIA, JliBani, €runti Ta CayniBcekiit Apasii 0y10 TpoBeieHo
BIIKpUTE OOHOI'PYIIOBE AOCIIAKEHHS ABOX 003 BaKIL[UHU I[IpeBerap® 13, sKi BBOOWIIM 3 iHTEPBATIOM

6 micariB. Y HbOro 3anmyunnu 158 mited i miamiTKiB BikoM Bif =6 1o <18 pokiB i3 cepnoBumHO-
KJIITUHHOIO aHeMi€lo, 9Ki Oyny paHille BaKIIMHOBaHi offHi€l0 ab0 KiTbKoMa f03aMu 23-BaJleHTHOL
ITHEBMOKOKOBOI ITI0/TicaxapUIHOl BaKIIMHY LI[OHAWMEHIIIE 3a 6 MiCSAIiB IO BKIIIOUEHHS B IOCITiIXKEHHS.
ITicna mepiuoi BakuuHaii npenaparoM IIpesenap” 13 piBHI aHTHUTIN, SKi BUMIPIOBAIKCS 3a
reOMEeTPUYHUMU CepelHiMU KOoHIeHTpauiaMu IgG i reoMeTpUYHUMU CepeqHIMU TUTPpaMU
byHKIioHAMbHUX aHTUTIT OPP, 6y CTAaTUCTUYHO 3HAYHO BUIIMMHU 3a PiBHI, SKi criocTepiramucs mo
BaklKHalil. ITicyis BBefleHHs [pPYyTol [03U iMyHHa BiAmoBigs Oyia MOPiBHSAHHOIO 3 OTPUMAHOIO IiCs
BBe[IeHHS TepIol f03u. Yepe3 oouH ik Miciis BBeleHHS [APYyTOl [03U PiBHI aHTUTIN, IKi
BUMIPIOBA/IMCS 3a TeOMETPUUYHUMY CepefHiMu KoHIleHTpaliaMu IgG i reOMeTpUYHUMU CEPeqHiMU
TUTPaMu GyHKITIoHambHUX aHTUTIN OOP, Oynu BULIMMU 3a PiBHI 40 BBEEHHS IEPIIO] J03U
npenapaty [IpeBerap® 13, 3a BUHATKOM IeOMeTPHYHNX CepeHiX KoHIeHTpalii IgG o cepoTumis 3
Ta 5, Ki Oy7TH YUCeIbHO MONiOHUMH.

BIJI-inghexuis.
Llimu ma dopoci, siKi paHiwe He 6yau 8AKUUHOBAHI NHEBMOKOKOBOH B8AKUUHOIO.

BIJI-ingikoBaHi miTu Ta gopocii 3 KinbKicTio CD4 knitul =200 K1./MKN (CepemHs KiNbKiCTh

717,0 Kn1./MKJI), BipyCHUM HaBaHTaxXeHHSAIM <50000 Komiii/Mn (cepegHe HaBaHTaKEeHHS

2090,0 xomifi/mi), sIKi He MaJIy aKTUBHOT'O 3aXBOpIOBaHHs, 0B s13aHoro 3i CHIII, Ta siki He Oynu
paHillle BaKIMHOBaHi MTHEBMOKOKOBOI BaKIMHOI0, OTPUMYBaIX 3 [03M BakIuHY IIpesenap® 13.
3rigHO 3 3araJbHUMHU PEKOMEHAalisIMHU, IiCJIg I[bOTO BOHKA OTPUMYBAJIX Pa30By 403y 23-BaJleHTHOL
ITHEBMOKOKOBOI IT0JTicaxapuAaHOi BaKIIMHY. Bak1MHY 3aCTOCOBYBaiu 3 iHTepBanoM 1 micsub. IMyHHY
BiATOBigE ouiHioBany y 259-270 ocib, fOCTyIHUX OIS OLiHKU, MpubIu3HOo yepe3 1 micais micns
OTpHMaHHS KOXHOI M03H BakIMHHU. I1licns BBemeHHS mepimoi fo3u IIpeserap® 13 copuYuHSB piBHI
AQHTUTIN, 9Ki BUMipIOBAIUCA 3a TeOMETPUYHUMHU CepefHiMU KOHIleHTpaniiMu IgG i reoMeTpuyHUMU
cepepmHiMU TUTpPaMu (PyHKITiOHaNbHUX aHTUTINT OOP, 110 OyIM OCTOBIPHO BUIIMMHU 3a PiBHI 1O
BakumHanii. ITicisa gpyroi Ta TpeTwoi mo3u BakiuHM IIpesenap® 13 iMyHHa BifmoBine Oyna momiGHOW
IO BifTIOBIifi micJIst 3aCTOCYBaHHS IepPIol 103K abo BUINOIO 3a Hel.

Ilopoci, sAKi paHiwe 6yau 8aKYUHOBAHI 23-8a1€HMHOI NHEBMOKOK0800 NOiCaXapudHO0
B8AKUUHOH.

BIJI-ingikoBaHi mopocini BikoMm =18 pokiB (Kinbkicts CD4 kmitu =200 K1./MKJ (CepenHs KilbKiCTh



609,1 kmn./mMK1), BipycHe HaBaHTaxeHHS <50 000 Komiii/Mn (cepenHe HaBaHTaxkeHHS 330,06 Komiii/MI),
6e3 aktuBHoro CHIII-acouifioBaHOT'0 3aXBOPIOBaHH), AKi Oy BaKIXHOBaHI 23-BaJIeHTHOIO
ITHEBMOKOKOBOIO IIOJTiCaXapUAHOI0 BaKIIMHOIO IPUHAKMMHI 3a 6 MICSIB OO0 BKIIOUEHHS B OOCIiIXKEHHS],
OTPUMYBaJI 3 N03M BakIyHY [IpeseHap” 13 Ha yac BKIIOYEHHS Ta yepe3 6 i 12 Micsauis micus
OTPHMAaHHS IIEePIIO0l 03U BaKIIMHU l'IpeBeHap® 13. IMyHHY BifTI0BiAb OLIIHIOBAIU Y

231-255 gocTynHUX A5 OLiHKM 0Ci0 mpubau3Ho Yepe3 1 MicsIlb Iicas OTpUMaHHS KOXKHOI 1031
BakuuHY [Ipesenap® 13. ITicns oTpuMaHHA Hepiuoi [o3u npenapatTy [Ipesenap” 13 piBHi aHTHUTIN, AKi
BUMIPIOBA/IUCA 3a TEOMETPUYHUMHU CepefHiMU KOHILleHTpaniaMu IgG i reOMeTpUYHUME CepefHIMUI
TUTPaMu GYHKITIOHAMbHUX aHTUTIN OOP, Oyiau CTaTUCTUYHO 3HAYHO BUILMMU 3a PiBHI, SKi
CIocTepiranucs oo BakuuHalil. [Ticis BBegeHHS APYTol Ta TPeThOol 403U BaKIIMHU

I[IpeBenap” 13 iMyHHa BifmOBiAb OyJa IOPIBHAHHOW a00 BUINOK 3a BiIOBIIb MiCIA BBEIEHHS IEepIIol
[o3U. Y paMKax IIbOr0 AOCIiXKeHHS 162 malieHTH! OTpUMaii OfHY IIOIePenHI0 003y 23-BaleHTHOL
ITHEBMOKOKOBOI II0JTicaxapHUaHOl BaKIWHYU, 143 mallieHTu oTpuManu 2 MonepeaHi 103y i 26 maIfieHTis
oTpUMasu OiNbII HiX 2 TonepenHi mo3u 23-BajleHTHOI MoTicaXapuaHOl BaKIIMHU. Y TMAIliEHTIB, 5Ki
oTpuMau ABi abo GinbIe monepenHi Ho3u 23-BajJIeHTHOI THEBMOKOKOBOI ITOJTiCaXapuaHOI BAKI[UHH,
CIIoCTepirangacs cxoxa iIMyHHa BiAIIOBiAb IOPiBHAHO 3 Nalli€eHTaMU, sIKi OTPUMaJIU OLHY IIOIePEeNHI0
[o3y.

TpaHcnaaHmauis eemonoemu4Hux cmogbyposux KAimuH.

Hitu Ta gopocri, skuM 6yJI0 TPaHCIIaHTOBAHO T'aJloreHHi TeMOoNoeTUYHi CTOBOYPOBi KITiITUHY Y Billi
=2 pOKH, 3 IOBHOIO reMaTOJIOTiYHOI0 PEMICi€I0 OCHOBHOTO 3aXBOPIOBaHHS a0 3 AyxKe m0OPOI0
JaCTKOBOIO peMicielo y pasi miMpoMu Ta MieioMu, OTpUMyBaIX TPH 03K BakiuHy [IpeBenap® 13 3
IHTepBaJioM MiX [03aMHu IjoHarMeHIIe 1 Micsae. [lepiny Ho3y BBOgUIU yepes3 3-6 MiCALIB Mics
TPaHCIUIaHTAallil TeMOIIOeTUYHUX CTOBOYPOBUX KIiTH. YeTBepTY m03y (0ycTep-iH’eKIlisl) mpemapaTy
IIpeBenap® 13 BBOAMIM Yyepe3 6 MiCALIB MiCIsA BBEIEHHS TPEThOI 03K, 3TifHO 3 3araJbHUMH
PeKOMeHialisMu, yepe3 1 Micsib Mic/is BBeIeHHS 4eTBEPTOl No3u npenapary [Ipeserap® 13 BoHH
OTPUMYBAJIX Pa30By 03y 23-BajleHTHOI THEBMOKOKOBOI II0JTicaxapAAHOl BaKIIMHU. IMyHHY BifTIOBifb,
SIKy BUMipIOBa/IX 3a TeOMETPUYHUMHU CepefHiMU KOHIeHTpanisMu IgG, onintoBanu y 168-211 ocib,
IDOCTYIIHUX IJIS OLIiHKM, MpuOIu3HOo yepe3 1 Micsais micns BakiuHalii. [Ticns BBegeHHS KOXKHOI 7031
I[IpeBenap® 13 copuYMHAB MiBUINEHHS PiBHIB aHTHUTII. [Tic/Ig YeTBEPTOl JO3HU Ipenapary
I[Ipesenap® 13 iMmyHHa BinmoBink Gysa MOCTOBIPHO MifBUILEHO M/ YCIX CEPOTHIIIB IOPIBHSHO 3
BiOIIOBIAMIO MiCIg TPEThOL J03u. TUTPH GyHKITIOHaMbHUX aHTUTIN (OPP) y 1bOMy HOCTiAXKEHHS HE
BUMipPIOBAIIH.

dapmakoKiHemuka.

Ouinka ¢apMakoKiHETUYHUX BJIaCTUBOCTEYN BAKIMH HE € 000B’I3KOBOIO.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

AKTHUBHa iMyHi3alis OJis monepenKeHHS iHBa3MBHUX 3aXBOPIOBaHb, THEBMOHII Ta TOCTPOTO
CepemHbOTOo OTUTY, CIPUYHMHEHUX Streptococcus pneumoniae, y OiTed BiKOM Bif 6 THUXKHIB.

AKTHBHa iMyHi3alis OJis monepeKeHHS iHBa3MBHUX 3aXBOPIOBaHb Ta THEBMOHII, CIPUYNHEHUX
Streptococcus pneumoniae, y BOPOCTHX Ta 0Ci0 TiTHBOTO BiKY.



3acTocyBaHHs BakIuHY [Ipesenap” 13 Mae 6a3yBaTHCh Ha OQIllifiHUX PEKOMEH/alligX i3
ypaxXyBaHHSM PU3UKY iHBa3MBHUX 3aXBOPIOBAHb Ta ITHEBMOHIl y Pi3HUX BiKOBUX I'PyIlaX Ta CYIyTHIX
OCHOBHUX 3aXBOPIOBaHb, a TaK0OXK BapiaOebHOCTI emigeMiosorii cepoTHuIiB y pidHux reorpadigyHmx
30Hax.

IIpomunoka3aHHs.

[TigBuIleHa YyTIUBICTE [0 AiI0UUX PEYOBHH, [0 OyIb-IKOI 3 JOTIOMiXKHUX PEYOBUH (IUB. PO3MiN
«Ckrmap») abo mo oudTepiiHOr0 aHATOKCUHY.

3acTocyBaHHs npenapaTy [Ipesenap® 13, 4K i iHIMX BaKIKH, 0C06aM 3 TOCTPUMH, TAXKKIMH
(heOpunbHUMHU 3aXBOPIOBAaHHSIMU HeoOXigHO BigkmacTtu. OgHaK HAsIBHICTD iH(EKIIil TeTKOTO CTYIIEeH ],
TAKOI SIK 3aCTyma, He moTpedye BimKIagaHHS BaKIMHAIIIl.

IIpu npoBeeHHi BakIMHAIlil Ha TepuTOPili YKpaiHu CIIi KepyBaTHCsI Til0OUMMH HaKa3aMH
MO3 Ykpainu moao indopmaiiii 3 npoTunoKa3aHb Ta B3a€MO/il 3 iHIMUMH JTiKapCbKHUMH
3acodaMu.

B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

HeMmoBnsdTa Ta OiTH BiKOM Bifil 6 THMXKHIB 10 5 POKIB.

Bakmuny I[IpeBenap” 13 MoxXHa 3aCTOCOBYBaTH OJHOYACHO 3 Oyb-IKMMHU BaKIIMHAMHU, SIK MOHO-, TaK i
KOMOiHOBaHMMH, 1[0 MIiCTSITh aHTUTEHU: AUdTepil, IpaBIld, KalllioKa (IiTbHOKTITUHHUN a0
anenoNgapHUY KoMnoHeHT), Haemophilius influenzae tuny b, momniomieniTy iHaKTUBOBaHUY, TEIATUTY
B (mmomo 3acTocyBaHHSs 3 penapaToM [HbaHpHUKC rekca™ mouB. po3min «Oco0muBOCTi
3aCTOCYBaHHS»), MEHIHT'OKOKOBO1 ceporpymnu C, KOpy, enifeMigyHOT0 IapoOTUTY, KpaCHYXH, BITPSHOI
BiCIIK Ta poTasipyca.

I[IpeBenap® 13 MOXKHA TAKOXK OJHOYACHO 3aCTOCOBYBATH 3 BAKIMHOIK I IPOQiTaKTHKH
MEeHiHT0KOKOBOI iH(ex1ii ceporpym A, C, W-135 Ta Y nosicaxapugHo0, KOH'IOTOBAHOIO 3 ITPaBIeBUM
aHATOKCHUHOM, HiTSAM BiKOM Bim 12 mo 23 micsiiB, siki 6ynu nepBUHHO e(peKTUBHO BaKIIMHOBaHi
npemnapaTtoM [IpeBeHap® 13 (3rigHO 3 MiCIleBUMM PEKOMEHAALIIMY LIOAO JTIKyBaHHS).

[laHi, oTpuMaHi mIif YyaCc NMOCTMapKEeTUHIOBUX KITIHIYHUX OOCIIIIXKEHB, II[00 OLIHKY BIIJIUBY
IpPOoiTaKTUYHOTO 3aCTOCYBaHHS aHTUIIPETHUKIB (i0ynpodeH Ta mapareTaMos) Ha iMyHHY BiTIOBigb
Ha 3aCTOCYBaHHs BakIuHH [IpeBeHap” 13 MPHUIYCKAKTE, 0 3aCTOCYBAHHS MapareTaMoy
OOHOYACHO 3 BaKIMHOIO ab0 B leHb BaKILHALlil MOXKe 3HU3UTH iIMyHHY BiMIOBigL OpraHiamMy Ha
I[IpeBenap” 13 micis IepBUHHOI BaKIKHALl HEMOBIIAT. BiIoBigb Ha 3aCTOCYBaHHSA OyCTEp-IO3K
yepes 12 MicalliB He 3MiHIOBanachk. KiiHigHe 3HaYEeHHS IIHOTO SIBHUINA HEBIJOME.

IliTy BiKoM Bifm 6 mo 17 POKiB.

Ha croropni Hemae JaHUX 1040 CYMICHOTO 3aCTOCYBaHHA 3 IHIIMMU BaKIIMHAMU.

[Topoci BikoM Big 18 mo 49 pokiB.

Ha cproropni HeMae gaHUX O[O0 CYMICHOI'O 3aCTOCYBaHHS 3 IHIIMMU BaKLIMHAMHU.



[Topoci BikoM Bif 50 POKiB.

I[Ipesenap” 13 MOXKHa 3aCTOCOBYBATH OJHOYACHO 3 CE30HHOK TPMBAJIEHTHOK iHAKTHBOBAHOK
ITPOTUTPUIIO3HOIO BAKITUHOIO.

PesynbpTaTy ABOX AOCHIAXKEHD, IPOBEAEHUX 3@ Y4aCTIO AOPOCIMX MalieHTiB BikoM 50-59 pokiB Ta
BIKOM Bifi 65 POKiB, TOKa3aIM MOXK/IMBICTh OHOYACHOT0 3aCTOCYBaHHsA BakiuHK [IpeBenap” 13 Ta
TPUBAJIEHTHOl iHAKTUBOBAHOI IIPOTUTPUIIO3HOI BaKIMHU. BifmoBigb Ha BBEIEHHSI TPhOX aHTUTEHIB, 1110
BXOJISITh IO CKJIafy TPHUBaJeHTHOI iHAKTHBOBAHOI MPOTUTPUIIO3HO] BAKI[MHHU, ITPX BBeIeHHi ITi€l
BaKL[MHY OKPEMO Ta y IIOEMHaHHi 3 BakKIKHOI0 IIpesenap” 13, Gysa MOPiBHAHHOIW.

IIpu omHOYaCHOMY 3acTOCyBaHHI BakuuHH [IpeBeHap® 13 Ta TpHBalIeHTHOI iHAKTUBOBAHOI
IPOTUTPUIIO3HOI BAKIMHY iMyHHa Bifmosins Ha IIpesenap” 13 Gyna MeHII BUPakXeHO, HiXK IpH
CaMOCTiHOMY BBefieHHi Bakiuuy [Ipesenap” 13, ane MOBroCTPOKOBHIL BILIUB Ha PiBeHb
[APKYJIIOI0YUX aHTUTINI He Bij3HA4YaBCA.

Y TpeTboMy HOCTiAXKeHH]i 3a y4acTio fopocnux BikoM 50-93 pokiB Oysa mokasaHa MOXKJIABICTh
OHOYACHOT'0 3aCTOCyBaHHs BakuuHH [IpeBeHap” 13 Ta C@30HHOI YOTHPUBATIEHTHOI iHAKTHBOBAHOI
npoTurpuno3xoi Baknuuy (YII1B). IMyHHa BignmoBigk mo Bcix 4oTuphox mramiB YITIB He
3MEHIIyBaIach IPH ONHOYACHOMY 3aCTOCYBaHHI BakIyHY [Ipesenap” 13.

ImyHHi Binnosigi Ha ITpesenap® 13 He Gy cnabluuMu IpU 3aCTOCYBaHHI ogHOYacHo 3 YITIB y
TMOPIiBHSAHHI i3 3acToCyBaHHAM BakiuHu IIpesenap” 13 okpeMo. SIK i Ipyu 0fHOYACHOMY 3aCTOCYBaHHI
3 TPUBAJIEHTHOIO BaKIIMHOIO, iIMyHHA BifITIOBIiOb 0 HEeSKUX THEBMOKOKOBUX CEPOTHUIIB OyyIa HUXKYO0I0
IIPY 3aCTOCYBaHHI 000X BAaKIIMH OOHOYACHO.

IlocrmigKeHHsA O0HOYAaCHOT0 3aCTOCYBAaHHSA 3 IHIIMMU BaKI[MHAMU HE IIPOBOOUIIN.
Pi3Hi in’eKITiliHI BAKIIMHY CJIi[ 3aBXKOYW BBOOUTH B Pi3Hi OiTIHKY Tina.

IocifKeHs OIHOYACHOT0 3aCTOCYBaHHS BakiuHu IIpeseHap” 13 Ta 23-BajleHTHOI MTHEBMOKOKOBOI
IoJIicaxapyUHOl BaKIIMHY He IMIPOBOAUIN. Y KITiIHIYHUX JOCIIIKEeHHSIX 3aCTOCYBaHHSA BaKLIMHU
I[Ipesenap” 13 yepes 1 pik micns 23-BaJeHTHOI IoJicaxapUAHOl IHEBMOKOKOBOI BaKIMHY iMyHHa
BiAITIOBigb MAJIST BCiX cepoTuIriB Oyia MeHIII BUPaXKeHOI0 IIOPiBHSIHO 3 iMyHHOIO BifiTIOBIigAI0 y 0Ci0, IKUM
He IIPOBOJUIIY NIONIEPENHI0 iMyHi3alito 23-BajleHTHOI THEBMOKOKOBOIO II0/TiCaXapUAHO0 BaKIMHOI.
KrniniuHe 3Ha4eHHS IIbOTO SIBHINlA HEBiJOME.

Oco06.1ueocmi 3acmocy8aHHs1.
IIpesenap” 13 He CIif 3aCTOCOBYBATH BHYTPIIIHEOCYAUHHO.

Bak1iuHy He CIIifl BBOOUTY BHYTPILIHEOM SI30BO IAIliEHTaM 3 TPOMOOLKMTONEHI€0 abo OyIb-IKUMHU
NOPYILIEHHAME K0aryJslil, SKUM MOXYTh OyTH IPOTUIIOKA3aHi BHYTPIIHEOM I30Bi iH'€KIIil, ane
MOXKHa BBOOUTH IIAIIKIPHO, SKIIO IIOTEHI[INHA KOPUCTH ABHO llepeBaXka€e PU3MK Biff 3aCTOCYBaHHSA
BaKIWHU (OUB. po3ain «PapMakoguHaAMiKa»).

I[IpeBenap® 13 3axullae TibKH Bifl CepoTUIiB Streptococcus pneumoniae, siKi BXOIATE GO CKIaAy
BaKIMHY, Ta He 3axUIlla€ Bif IHIIUX MIKPOOPTaHi3MiB, 1110 CIPUYUHSAIOTEL iHBa3UBHI 3aXBOPIOBAHH,
TIIHEeBMOHII0 a0 cepenHili oTUT. Ak Gynb-aKa iHIIa BakuuHa, [IpeBeHap”® 13 He MOXKe 3aXMCTUTH BCiX
0ci0, fIKi OTPUMYIOTh BaKIIMHY, Bifi THEBMOKOKOBOI iH(eKii. [[715 oTpuMaHHS aKTyaabHOI



emimeMionoriuynoi iHpopMallii y KpaiHi mpoBeieHHS BaKIIMHAIIil CJTiff 3BePHYTHUCH [0 BiMOBimHOI
IepKaBHOI OpraHi3atiii.

Y malieHTiB 3 MOPYIIEHOI0 iMyHOIOTiYHOI0 peaKTHUBHICTIO BHACTIAOK iMyHOCYTIPECUBHOI Teparii,
reHeTU4HOTO fedekTy, BIJI-indexiil abo iHIINX TPUYUH YTBOPEHHS aHTHUTIN V BiAMOBiAL HAa aKTUBHY
iMyHizalito Moxe OyTH 3HUKEHUM.

Hapa3si gmocTymnHi gaxi 3 6e3meku Ta iMyHOT€HHOCTI CTOCOBHO 00MeKeHOi MOy JIsIii i3
CEePIOBUOHOKIIITHHHOIO aHeMieio, BIJI-iHdexkirieto abo oci0, SKMM TPAHCIIJIAHTOBAHO TeMOIIOETHYHI
cToBOYPOBi KiTiTHHY (IuB. po3min «PapMakoguHaMmika»). [JaHi 3 6e3meKu Ta iMyHOTeHHOCTi BaKITMHU
l'IpeBeHap® 13 BipcyTHi ans iHIMX 0coO6MUBUX I'PyI 0cib 3 octabieHuM iMyHiITEeTOM (HalpuKIaf,
BHACJIIJIOK 37I05IKiCHOT0 HOBOYTBOPEHHS a00 He(POTUUHOT0 CUHAPOMY). [Jd IUX TPyl BaKLIKHAIIiI0
CJIi PO3TNsimaTH Ha iHmuBioyanbHiM ocHOBI. Lle# mikapchKu# 3acib MiCTUTh MEHII HixK 1 MMOIb
HaTpito (23 Mr) Ha 103y, TOOTO IPAaKTUYHO HE MICTUTh HaTpilo.

HeMoBnsATa Ta OiTH BiKOM Bifl 6 THXKHIB I0 5 POKIB.

V kiiniuHux gocuimxenHsx [IpeBeHap® 13 BUKIKMKaB IMyHHY BiIOBiOb Ha YCi TPMHAALATE CEPOTHIIIB,
I10 BXOOATh OO CKJIaAy BaKIMHU. IMyHHa BigIIOBigb Ha CEPOTHUII 3 MiCId peBaKIMHAIll He
TIepeBUIllyBalla PiBHi, 110 CIIOCTepiranucs micis cepil BakIuHallii y paHHbOMY AUTSYOMY Billi.
Kniniyne 3HaYeHHS IBHUINA iHOYKIN] iMyHHOI TaM’sITi cepoTumy 3 HeBimoMe (OUB. PO3Min
«®apMaKoAMHaMiKa»).

BigcoToxk ocib, y sskux Bupobsanucs QyHKiioHanbHi auTuTina (OOP = 1:8) mo ceporumis 1, 3 Ta 5,
OyB BucokuM. [IpoTe cepenHi reomeTpryHi 3Ha4eHHS TUTPiB OOP Oynu HUKYKMMU 3a BifNOBigHI
3HQYEHHS TUTPIB [AJIST KOKHOIO 3 PEIITH NOJaTKOBUX CEPOTHIIIB BaKIIMHU; KITiHIYHA 3HAYYIIICTh LIbOTO
sIBUIIA 11 e(eKTUBHOCTI 3aXKUCTYy HeBigoMa (OuB. po3pin «PapMakoguHaMiKa»).

OOMexkeHi gaHi TPOOeMOHCTPYBaJH, 110 7-BajeHTHUY [IpeBeHap (IepBUHHUYN KypPC TPbOMa 103aMu)
BUKJIMKA€E 3a0BUIbHY IMYHHY BIATIOBiAb Y HEMOBJIAT 3 CEPIIOBUNHOKIIITUHHOIO aHEMI€0, IPUYOMY
npodinb 6e3meku OYB CXOXKUM 3 THM, 1110 CIIOCTEPIraeThCs y Tpynax 06e3 HasBHOCTI BUCOKOTO PU3UKY
(muB. po3mgin «dapmMakogrHAMIKa»).

IliTy BiKOM [0 2 POKiB IOBMHHI IPOXOOMTH KypC BaKIUHAIil npenapatoM [Ipeserap”® 13, axuit
BifmoBigae ixHbOoMy BiKy (muB. po3min «Crocib 3acTocyBaHHS Ta g031U»). 3aCTOCYBaHHS
ITHEBMOKOKOBOI KOH'IOTOBaHOI BaKIIMHY He 3aMiHsI€ 3aCTOCYBaHHA 23-BaJleHTHUX ITHEBMOKOKOBUX
IoJTlicaXxapUAHUX BaKIMH [JIS OiTeX BIKOM = 2 POKiB 3 TAKUMHU CTaHaMU, SIK CEPIOBAIHOKITITUHHA
aHewMis, acnyenis, BIJI-in¢exIisi, XxpoHiuHe 3axBopIoBaHHS a00 ocniabieHa iMyHHa CUCTEMA, Y 3B’ I3Ky
3 SIKMMHU IX BiTHOCSTH [0 IPYNH IMigBUIIEHOTO PU3UKY IIOA0 iIHBA3UBHOI'O 3aXBOPIOBAHHS,
CIIpUYMHEHOTro Streptococcus pneumoniae. 3a HasABHOCTI peKOMeHAallild, JiTH 3 TPYIIA PU3UKY BiKOM
Bif 24 MicsamiB, AKi BXe Oy/Ii NepBUHHO BaKIMHOBaHi npenapatoM IIpeserap® 13, HoBUHHI
OTpUMyBaTH 23-BaJleHTHY ITHEBMOKOKOBY IOJIicaxapuAHy BaKLUKHY. IHTepBas Mixk 3acTocyBaHHAM 13-
BaJIEHTHOI THEBMOKOKOBOI KOH 1oroasol Bakiuuy (IIpesenap”® 13) Ta 23-BaleHTHOI THEBMOKOKOBOI
IoJTicaxapuHOl BaKIIMHY IOBUHEH CTAHOBUTH NMPUHAKMHI 8 TUXKHIB. HeMae JaHuX mpo Te, YU MOXKe
3aCTOCYBaHHS 23-BaJIeHTHOI THEBMOKOKOBOI II0JTicaxapXiHOl BaKIIMHY y [IiTeH, sKi He OTpUMYBaju
IIepPBUHHOI BaKIMHAIlil, a00 y miTell, MepBUHHO BaKIMHOBAHUX IIPEIapaToM I[IpeBeHap® 13, npu3BecTH
[0 HU3bKOI PeaKTUBHOCTI Ha HACTYyIHi 7o3u npenapary IIpesesap” 13.

[Tpu nepBUHHOMY Kypci iMyHi3amii rmuboKo HeTOHOUIEHUX HEMOBIAT (HAapPOOKeHUX < 28 THUKHI
BariTHOCTI) Ta 0COOIMBO TUX, 1[0 MAIOTh HE3PITiCTh AUXAIbHUX IIJIAXiB B aHaMHe3i, CJIiJ] BpaxoByBaTH
TIOTEHI[INHNY PU3UK PO3BUTKY alHOe Ta HeOOXigHiCTh MOHITOPUHTY AUXaHHS IPOTAToM 48-72 roguH.
OCKinbKY ¥ ITi€l TPyIy HEMOBJIAT KOPUCTD Bif BaKLKMHAIll € 3HaYHOI0, He CJIif BiIMiHATH a0



BilK/IamaTH BaKIMHALIIO.

OduikyeThCs, 1110 CEPOTUNY BaKIIMHU 3aXUILAI0Th Biff TOCTPOTO CEPEOHbOr0 OTUTY 3HAYHO MEHIIe, HiX
Bifl iHBa3WBHUX 3aXBOPIOBaHb. OCKiIbKY CEepenHill TOCTPUM OTUT CIPUUMUHSIOTH 0araTo iHIIMX
OpraHi3MiB, OKpiM MHEBMOKOKOBUX CEPOTHUIIIB, HASIBHUX B Lill BaKI[MHi, OYiKY€ETHCH, 1110 3aXUCT Bif
yCix cepenHix oTUTIB Oyme HU3bKUM (OUB. po3min «PapMaKoguHaMiKa»).

IIpu omHOYaCHOMY 3acToCyBaHHi BakuuHu [Ipeserap” 13 3 BaknuHOW0 IHpaHpuKC rekca™ (DTPa-
HBV-IPV/Hib) yactoTa po3BUTKYy GeOpUIbHUX peakiliil € mofiOHOIO [0 Ti€l, 110 CIoCTepiraeThCs nNpu
OJIHOYaCHOMY 3aCTOCYBaHHI BaKIuH [IpeBeHap (7-BanmeHTHOI) Ta [HhaHpUKC rekca™ (OUB. PO3Tin
«ITo6iuHi peakiiii»). [ToBimOMIISIIOCH IPO MiABUIIEHY YaCTOTY BUHUKHEHHS CYyOoM (sKi
CYTIPOBOMKYBanucst abo He CYIPOBOAXKYBaIUCS IiIBUIIEHHSIM TEMIIEPaTypH), a TAKOXK TiTOTOHIYHO-
TilopecIoHCUBHOTO €Mi30/y i Yac OMHOYACHOTO 3aCTOCYBaHHs BakuuH [Ipesenap® 13 Ta
IH¢paHpUKC rekca™ (muB. po3min «ITobiuHi peaxiii»).

s miTel 3 CyqOMHUME MOPYIIeHHIMHU a00 3 peOpunbHUMY CyooMaMHU B aHaMHe3i, a TaKoXK IJIs BCix
miTedi, ki oTpuMyIoTh IIpeBerap” 13 0gHOYACHO 3 BAKIMHAMH, 0 CKIAMy SKUX BXOLUTE
[ITbHOKJTITUHHUY KOKJIIOLIHUY KOMIIOHEHT, CJIif] IPOBECTHU XKapO3HUXKYyBaJIbHY Tepalliio 3rifHo 3
MiCIIeBUMM PEKOMEHOaLisIMU 00 JTiKyBaHHS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

IaHuX 1000 3aCTOCYBaHHS ITHEBMOKOKOBOI 13-BajleHTHOI KOH'IOTOBAHOI BaKIIMHU BaTriTHUM XKiHKaM
HeMae. ToMy CIIifi YHUKATH 3aCTOCYBaHHS BaKLIUHU l'IpeBeHap® 13 mim yac BariTHOCTI.

IocmimXeHHs Ha TBAapHHAX He ITOKa3aau 0e3rmocepeIHboro abo 0mocepeaKoBaHOr0 MKiIIHBOTO
BIIJIUBY Ha PENPONYKTUBHY QYHKIIIIO.

HesigoMo, 4yu BUOINSAE€THCSA THEBMOKOKOBal 3-BajleHTHA KOH I0TOBaHa BakKlMHa 3 TPYAHUM MOJIOKOM
JIIOOUHU.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

I[Ipesenap® 13 Mae He3HayHMI BIJIKB aGo B3araji He Ma€ BIJIMBY Ha IIBUAAKICTh Peakiiil mpu
KepyBaHHi aBTOTpaHCIOpTOM abo poboTi 3 iHmuMu MexaHizmMamu. OfHAaK [esKi peakilii, BKa3aHi y
po3mini «ITo6iuHi peakirii», MOXYyTh TUMYACOBO BIIMBATH Ha 3[MATHICTh KEPYyBaTH aBTOTPAHCIIOPTOM
abo mpaloBaTy 3 iHITUMU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

Bakmuny criifg BBOOUTU BHYTPIMIHBOM 130B0. [IpenapaT 6akaHO BBOOUTH y TaKi OiTHKH:
nepegHbLoJIaTepaibHa MOBEPXHS CTETHa (JlaTepanlbHUM MIMPOKUHM M’s13 CTErHa) ¥ HEMOBINAT ab0
NebTOBUNHUM M43 IIJleda V [iTed Ta JOPOCIIUX.

[Tpotsirom 306epiraHHsT MOXKJIMBE PO3IIapyBaHHS BaKLIKWHY Ha Oinuit ocaj Ta mpo3opuit po3uuH. [lepen
BUTHCHEHHSM ITOBITPS 31 MIIpPHIla BaKIUHY CJIif ;oOpe CTPYCUTH OO OTPUMaHHS OfHOPimHOI 6imoi



cycnenaii. [lepeql 3acToCyBaHHSIM BaKIMHY CJIif] Bi3ya/JbHO IEPEBIPUTH IIOA0 HASBHOCTi TBEPAUX
YyacTOK Ta/abo 3MiHM 30BHILIHLOTO BUT/IAAY. He 3aCTOCOBYBaTH, SIKIIO BMIiCT BUT/ISIHA€E iHAKIIE, HiX
onucano. HeBuKopucTaHi 3amuInky abo BiIXO[U CIIif yTUi3yBaTH 3TifHO 3 MiCLIeBUMH BUMOTaMHU.

4K i gns ycix iH'eKUifHUX BaKIUH, HeoOXimHO 3a0e3meynT MegUYHUH HArasam mpoTsaroM 30 XB 3
MOMEHTY BaKIKHallil Ta MOXKJIMBICTh OTPMMAaHHS BiiMIOBITHOIO JTIKyBaHHS TP BUHUKHEHHI
a"a@inakcii, dKka y pifKiCHUX BUIIafKaX MOXKe PO3BUHYTHUCS IiC/IS 3aCTOCYBaHHS BaKIWHU (OUB.
po3min «ITo6iuHi peaxiii»).

Cxema iMyHi3aIril
CxeMa imyHi3zanil BakiuHow0 [IpeBeHap® 13 Mae Ga3yBaTucs Ha OQilliiHUX PeKOMEH/ALlisX.

Hemos142ma ma dimu g8ikom 8i0 6 mudcHie 0o 5 pokis.

HeMoBnsTaM, sKi OTpEMaIy Heplly f03y BakuuHY [IpeBeHap”® 13, peKOMEH0BaHO 3aKiHYUTH KyPC
BaKLMHaIlil npenaparoM [Ipesenap® 13.

HeMoBnsTa BikoM Bif 6 THKHIB 0 6 MiCSIIiB.
IlepguHHa BaKuuHAUisi MpboMa 003aMu.

PexomeH0BaHU KypC iMyHi3allii CKlIagaeThCs 3 40TUPHOox 703 1o 0,5 mii. [IepBuHHA BaKIMHALA Y
HEeMOBJISIT CKJIaJAa€EThCS 3 TPhOX H03. [lepily 103y 3BUYaliHO BBOASATH Y Billi 2 MicAi. [HTepBanl Mix
[03aMU CTAHOBUTE He MeHIle 1 micaug. [lepiny mo3y MoXKHa BBOOUTH V Billi He MeHIIle 6 TUXKHIB.
YeTBepTy m03y (peBaKLKHALis) PEKOMEHAYETHCS BBOAUTH Y Billi 11-15 micsis.

IlepsuHHa sakyuHauisa 0soma 0o3amu.

AnprepHaTUBHO, Konu IIpesenap® 13 mpu3Ha4aloTh B MexXKax CTaHJapTHOI IporpaMy iMyHi3aril
HEMOBJISIT, MOXKHa 3aCTOCOBYBaTHU KypC, 110 CKJIaga€eThCsA 3 Tphox A03 1o 0,5 M. Ilepily no3y MoxXHa
BBOAWTH, IOYNHAIOYM 3 2-MiCAYHOTO BiKYy, ApPYTY - 4epe3 2 Micsui. TpeTio fo3y (peBaKIuHaIlis)
PEKOMeHAYyeThCd BBOOUTH y Billi 11-15 Micsuis (gus. po3gin «PapMakoguHaMika»).

HeponorreHi HeMoBnsATa (recraniiiuii Bik <37 TUKHIB).

[ HeJOHOIIIEHWX HEMOBIISAT PEKOMEHYETHCS IIPOBOAUTH KypPC iMyHi3alii, 1110 CKIagaeThes 3
yoTupbox 103 1o 0,5 M. Kypc nepBuHHOI iMyHi3allil CKIafaeThCA 3 TPhOX A03: MEPIIy H03Y
3aCTOCOBYIOTH Y Billi 2 MiCA1li, a TO#AbII - 3 iIHTepBasioM IprHauMHi 1 micaiup Mix go3amu. [lepiry
I03y MO3BOJISETHCS 3aCTOCOBYBATH 3 IIECTH THUXKHIB Bil HapomKeHHs. YeTBepTy Ho3y (6ycTep-
iH'€K1Iil0) PEKOMEHAYEThCS 3aCTOCOBYBaTH Y Billi Bif 11 mo 15 micauiB (ouB. po3pinu
«PapMakoauHaMmika» Ta «OcoOIMBOCTI 3aCTOCYBaHHSI »).

[TiTK BiKOM Bim 7 MICAIIiB, SIKi He TPOXOOUIIN BaKIIMHAIIIO.
Hemosaama gikom 7-11 micauis.

[IBi mo3u no 0,5 M7 3 iHTEpPBaIOM MiX BBeIeHHSIMU He MeHuIe 1 micand. TpeTio mo3y
PEKOMEHYEThCS BBOOUTHU Ha APYTOMY POLIl XXKUTTS.

Himu eikom 12-23 micsaui.

IIBi mo3u mo 0,5 My 3 iHTEPBANIOM MiX BBEJIEHHSIMU HE MEHIIE 2 MiCSIIiB (IUB. PO3Min



«®apMaKoOAMHaMiKa»).
Ilimu eikom 2 - 17 pokis.
Opna mo3a 0,5 M.

IOitu, sKi momepenHbo OyIM BaKIIMHOBaHI penapaToM [IpeBeHap (7-BalleHTHUM)
(Streptococcus pneumoniae, ceporunu 4, 6B, 9V, 14, 18C, 19F Ta 23F).

I[IpeBenap” 13 MiCTHTB Ti X caMi 7 CEPOTHIIIB THEBMOKOKOBHUX IOJTiCAXapHUiB, KOH I0TOBAHMUX 3 TUM
camuM OinkoMm-HOociem CRM ,,, 110 BXOASATH [0 CKiIafy npenapaTy [IpeBeHap.

HeMoBnAaT Ta miTew, iMyHizallito sKux 0yJ10 po3modaTo BaKIMHOIO [IpeBeHap MoXKHa ITepeBecTy Ha
IIpesenap” 13 Ha Oyab-AKOMy eTami iMyHizaii.

Limu gikom 12-59 micauia, nogHicmio iMyHi308aHi npenapamom IIpeseHap (7-8aneHmMHuUM).

HiTsSIM MOJIOOIIOTO BiKY, sIKi BBaXXKaKOThCS IIOBHICTIO iIMyHI30BaHUMU BakKIUHOIO [IpeBeHap (7-
BaJICHTHOIO), CJIifi BBECTH OFHY Ho3y 0,5 M Bakuuu IIpesenap” 13, mo6 iHAyKyBaTH iMyHHY
BiIIIOBifb Ha 6 MOmaTKOBUX cepoTHmiB. 110 mo3y mpenaparty IIpeserap® 13 ciif BBECTH IOHaMEHIIe
yepe3 8 TUXKHIB ITiCIA OCTaHHBOI 03U BaKIMHYU [IpeBeHap (7-BameHTHOI) (OUB. PO3MiN
«®apMakKoouHaMiKa»).

Himu e8ixom 5 -17 pokis.

Hitsm BikoM Bif 5 1o 17 poKiB MOXKHa BBOOUTY ONHY 4,03y BaKIMHU l'IpeBeHap® 13, K110 BOHHU
paHimre Oynu BaKIMHOBaHI ofgHi€0 abo KinmbkoMa fo3aMu npenapaty [IpeseHap. {10 o3y BaKIMHU
IIpesenap” 13 cuif BBECTH IOHaMEHIIE Yepe3 8 THKHIB MiC/Isg OCTaHHLOI 03K BaKIMHY IIpeBeHap
(7-BamenTHoOIl) (OuB. po3min «PapMakoguHaMiKa»).

ITopoci BikoM =18 pokiB Ta 0cO0U TITHLOTO BiKY.

OpHa pa3oBa fo3a.
Heo6xigHiCTh peBaKIMHALIl HACTYIIHOIO 103010 BaKIuHY IIpesenap® 13 BCTaHOBIEHO He GyIIO0.

fK1110 BUKOPUCTAHHS 23-BaJIeHTHOI ITHEBMOKOKOBOI IT0/TiCaXapHIHOI BaKIIMHY BBAXKAETHCS
MOLIBHYM, CIIif CIiepIly BBOguTH IIpeBenap” 13 He3aleXHO Bifl CTaHy BaKIMHAIl iHIINMH
ITHEeBMOKOKOBMMM BaKIIMHAMHU (OUB. po3Minu «B3aeMopmist 3 iHIMMME TiKapChbKUMH 3aco0aMu
Ta iHII BUOM B3aeMomin» Ta «OapMaKoguHaMiKa»).

OcCo06IuBi TPy MAITiEHTIB.

Ocob6aM 3 OCHOBHHMMHU 3aXBOPIOBAHHSIMHM, Yepe3 sIKi BOHM MalOTh CXMJIbHICTh 00 iHBa3UBHOTO
ITHEBMOKOKOBOTO 3aXBOPIOBaHHS (HANpUKaL i3 CEpIOBUAHOKIITUHHOI aHeMielo abo BIJI-
iH(deKIIi€10), BKIII0Yaloun TUX, IKi OyaIu paHille BaKIMHOBaHI OfHI€ abo KilbKOMa [03aMu



23-BaJIeHTHOI THEBMOKOKOBOI T0JliCaXapuAaHOl BaKIIMHY, MOXKHa 3aCTOCOBYBaTH IIpHHAWMHI
ofHy Ho3y BakuuHH [IpeBeHap®13 (muB. po3min «®apMakoguHAMIKa»).

I1st oci6, sikuM OyJI0 TPAHCIIJIAHTOBAHO TeMOIIOETHYHI CTOBOYPOBI KIIITUHYU, peKOMeHI0BaHa
cXeMa BaKI[MHAIlI CKIafacThCs 3 YOTUPHOX 03 BakiuHY [IpeBeHap® 13, mo 0,5 MJI KOXHa.
[TepBuHHA BakKIUHALA CKIIafA€E€THCS 3 TPHOX 403 3 IHTEPBAJIOM MiXK BBEIEHHSIMU
ImoHalMeHIe 1 Micsilp, epiia 3 SKUX BBOOUTHCS Yepe3 3-6 MICAIliB MicIs TpaHCIJIaHTallil
reMOIIOETUYHUX CTOBOYPOBUX KIIiTUH. YeTBepTy 03y (OycTep-iH'eKIisl) peKOMEHAYEThCS
BBOAUTH depe3 6 MiCALIB MiCig BBeIEHHS TPeThol H03uU (ouB. po3min «dapMakoguHaMika»).

Himu.

HpeBeHap® 13 moka3aHu# A0 3aCTOCYBaHHS OiTSM BIKOM Bifi 6 TUXKHIB (IuB. po3min «[Ioka3aHHS»,
«0Oco6uBOCTi 3acTOCyBaHHS», «Crioci6 3aCTOCYBaHHS Ta IO3U»).

Ilepedo3yeanHsi.

ITepeno3yBaHHs BakIMHOK IIpeseHap” 13 ManoiiMoBipHe yepes Horo GopMy BUIYCKY y BUTTISAMI
IoTIepegHbO HAllOBHEHOTO mmpuiia. [IpoTe icHYIOTh MOBiOMIIEHHS IIPO IIepefo3yBaHHs BaKIIUHU
IIpesenap” 13, AKe ONMCYETHCA K 3aCTOCYBAHHS HACTYIHUX 03 Yepe3 MEHIINH, Hixk
PEKOMEHI0BaHO, iHTePBAJI Yacy IicJig monepeaHboi mo3u. 3araaoM mobiuHi peakirii, mpo sKi
IIOBIOMJISINIOCS P Nepefo3yBaHHi, BiAIOBIAAIOTh TUM, IIPO SKi MOBIAOMIISIOCS IIPU 3aCTOCYBaHHI
1103 3a PEKOMEHI0BaHOK CXeMoIo i npenapaTy [Ipeserap® 13.

ITo6iuni peakuii.

AHari3 MOCTMapKEeTUHTOBUX 3BiTiB fla€ 3MOT'Y IIPUIIYCTUTH MOXKJIUBICTD IMiIBUILIEHOT0 PU3UKY
BUHUKHEHHS CYIOM (Ki CyIpOBOAXKYBaNucs ado He CyIPOBOAXKYBaIUCS MiIBULIEHHIM
TeMIlepaTypH), @ TaKOXK IiNOTOHIYHO-TINOPECIIOHCUBHOIO €Mi30/y B rpynax, e 3aCTOCOBYBalu
BakLuHy [IpeBerap” 13 pa3oM i3 BakIuHO0 [HpaHPUKC rekca™, MOPIiBHSAHO 3 IPYIaMH, [e
3aCTOCOBYBA/IU TiNbKH BakIuHy IIpesenap”® 13.

[To6iuHi peaxiiii, 110 CIIOCTEPiranucs y KIiHiYHUX DOCTIIXKEeHHAX ab0 MPOTSATroM ITOCTMapKEeTUHT OBOT'O
mepiofy 3aCTOCYBaHHS BaKLWHY, HaBe[eHl HUX4Ye 3a KJlaCaMU CUCTEM OPraHiB y MOPSIOKY 3HUKEHHS
YaCTOTH Ta TAKKOCTi. HaCTOTy BU3HA4YalOTh 3a TAKMUMM KaTeropisiMu: ayxe dacto (= 1/10); yacto
(Big = 1/100 mo < 1/10); HeuacTo (Big = 1/1000 go < 1/100), pimko (= 1/10000 ta < 1/1000), oyxe
pigko (< 1/10000), yacToTa HEBimOMa (HEMOKJIMBO BCTAHOBUTHU, BUXOMSUM 3 HASIBHOI iH(GopMatiii).

Hemosaama ma dimu gikom 8i0 6 mudicHie 00 5 pokis.

Be3nexky BakLWHY OLIHIOBAIX ¥ KOHTPOJIbOBAaHUX KJIIHIYHUX AOCHIIAXKEHHAX 13 3anydyeHHam 4429
3[00POBUX HEMOBIISIT BiKOM Bifl 6 TMKHiB Ha MOMEHT MepIoi BakiuHalii Ta 11-16 mics11iB Ha MOMEHT
peBakuuHanmii. [IpoTsarom gocmifxkenHs 6y1o 3acTocoBano 14267 go3 npenapary [Ipesenap® 13. B
yCiX JOCIIIKeHHAX 3a y4acTio HeMoBAT [IpeBeHap® 13 3aCTOCOBYBaIM OGHOYACHO 3i 3BUYAMHUMHU
negiaTpPUYHUMU BaKIMHAMU (IUB. PO3Min «B3aeMofis 3 iHIMKMMY JTiKapChKUMM 3aC06aMu»).



Takox oriHoBanu 6e3eKy 3aCTOCYBaHHS BaKUUHYU y 354 miTed BikoM Bif 7 MicsIliB go 5 pokiB, ki
paHirre He 6y/y BaKI[MHOBaHi.

IIo HaibinbII PO3MOBCIOAXKEHUX TOOIYHUX TPOSBIB Y HEMOBJIAT Ta [iTel BiKOM Bif 6 TMXKHIB 10 5
POKiB HaJyleKaTh Peakilii y Micli BBemeHHs, IIiJBUIIeHHS TeMIIepaTypH, migBuiieHa 36y IIuBiCTs,
3HUKEHHS aleTUTy Ta IifiBUIIeHa COHIUBICTh Ta/ab0 MOTipIIEHHS CHY.

Y k7iHiYHOMY OOCHigKeHHi BaKUKHaIll Ha 2, 3 Ta 4 Micslli XKUTTS MOBIJOMIISIIOCS PO GiTbIIy
YacTOTYy BUNAJKIB MiABUIIEHHS TeMnepaTypu = 38 °C y HeMOBJAT, SKUM BBogunu [Ipesenap (7-
BaJIEHTHUM) OJHOYACHO 3 ImpenapaTtoM [Hpaupukc rekca™ (Bim 28,3 % mo 42,3 %), HiXK y HEMOBIIST,
SIKUM 3aCTOCOBYBAJIM TinbKM BakUuHY IH(paHpukc rekca™ (Bim 15,6 % mo 23,1 %). ITicna in’ekmil
OycTep-mo3u y Biri Bim 12 mo 15 micsiB wacToTa BUMTAAKiB MigBUIEHHS TemmepaTypu = 38 °C
crtaHoBuia 50,0 % y HeMOBIAT, sIKi OTpUMyBaIu ofgHO4YacHO [IpeBeHap (7-BaneHTHHN) Ta IHQaHpPUKC
rekca™, mopiBHSHO 3 33,6 % y HEMOBJIAT, SIKi OTpUMYyBaiu Tibku [HbaHpukc rekca™. i peaxirii
Oymu nmepeBaxHo nomipauMu (39 °C abo MeHIIe) Ta TUMYAaCOBUMHU.

[ToBimoMIsANIOCS TIPO MiABUINEHHS YaCTOTH BUHUKHEHHS I00IiYHUX peakKiliil y MicIli BBe[leHHS BaKIIMHU
y Oiteu ctapile 12 MicALiB IOPiBHAHO 3 YaCTOTOX BUHUKHEHHS, sIKa CIIOCTepiranach y HEMOBJIAT IIif
Yac MepBUHHOTO KypCy BBefieHHs mpemnapaTy IIpesenap” 13.

IIobivHI peakuii, uLo cnocmepieasucs y KAIHIYHUX 00CAIOHCeHHAX.

B kiiHiuHMX gocHifxKeHHEAxX npodins 6e3nexu BakuuHy [IpeBerap” 13 6ys mogiGHUM H0 Ipodinio
BakiuHM [IpeBeHap. Hux4e3a3HadueHa yacTOTa IPYHTYEThCA Ha IOOIYHUX peakligX, BUSHAYEHUX Y
KJTiHIYHUX JOCTiAXeHHAX npenapaty IIpesenap” 13.

Po3nagy 3 60KY iMYHHOI CUCTEMH:

piOKo: peakilii rinepyyTIuBOCTi, BK/II0OYa0OuYu HaOPsSK 00Muyysi, 3aAuilKa, 6POHX0OCIa3M.
Po3nagy 3 60Ky HEPBOBOI CUCTEMHU:

Heyacmo: cynoMmu (BKio4anouu GpeOpunbHi cymomu);

piOK0: TIOTOHIYHO-TIMOPECIIOHCUBHUM €mi30].

Po3nagy 3 60Ky TpaBHOI CUCTEMH:

dyJice yacmo: 3HUKEHUM alleTuT;

yacmo: OII0BaHHS; Hiapes.

Po3nagy 3 60Ky WIKipU Ta HiAMIKipHOI TKAHWHU:

yacmao: BUCHUII,

Heyacmo: KpomuB’'sHKa ab0 BUCHUII, TOTiOHUHN 10 KPOIIKUB' THKH.

3arasbHi po3ylagy Ta peakilil y MicIli BBeIeHHS:

Oyodice yacmo: MiABUILIEHHS TeMIEpaTypH, MigBHUILeHa 30yO/IUBiCTh, Oyb-IKe ITOYEPBOHIHHS Y MicIi
BBe[IeHHS, 3aTBEePIiHHS/HAOpsSIK ab60 6i1b/00I0YiCTh, COHIUBICTD, IOPYIIeHHS CHY. [IouepBOHIHHS
MicIld BBefleHHSI a0 3aTBepHiHHS/MPUIIYXJIICTh po3MipoM 2,5 cM - 7,0 cM (micnisg peBaKUMHAIl Ta y



OiTeu CTapuIoro BiKy (2-5 PokKiB));

yacmo: MigBUINEHHS TeMIrepaTtypH Tina >39 °C, oOMeKeHHS PYXJIMBOCTI y Miclli BBeleHHS (depes3
BUHUKHEHHS 00J110), TOYEPBOHIHHS V Miclli BBefleHHs a00 HaOpsK/3aTBepHiHHSA po3MipoM 2,5 cM - 7,0
CM (micisl Kypcy BakIUHalll y paHHbOMY Billi);

Heuacmo: IOYEPBOHIHHSA y MicClli BBe[JeHHS, IIPUNYXJIiCTh/3aTBEPHAIHHA po3MipoM > 7,0 cM, miady.

ITobiuHi peakuii, 3agikcosaHi nid yac nocmpeecmpauyitiHo20 3acCMoOCy8aHHs BAKUUHU
ITpesenap® 13.

Xoua HUKUYe3a3HayeHi Mo6iuHi peakiril Ha JlikapCcbKul 3acid He CIIOCTepiranucs mif Yac KIIiHiYHUX
MoCTifXeHs npenapaTy IIpesenap” 13 y HEMOBIAT Ta MiTell, BOHM BBAXAIOThCSA HeGaKaHUMH
peakiisiMu Ha npenapar IIpesesap® 13, oCKinbKy Gy/Id 3apeeCcTPOBaHi IPOTATOM
micsipeecTpalifHoOro 3aCTOCyBaHHs npenapaTy. OCKinbKY MOBiqOMIIEHHS IIPO 11 peakuii 6ynu
OTpHMaHi 3i CIOHTAHHUX 3BiTiB, IX YaCTOTy He MOxkHa OyJI0 BUSHAYUTH, a OTKe, BOHA BBaXKasacs
HEeBiZoOMOIO.

Po3nagyu 3 60Ky KPOBOHOCHOI Ta JTiM(aTUYHOI CHCTEMU:

niMmbapeHomnaTis, 10 JI0KaIi3yeThCs B OiNSAHIL Miclls BBeleHHS iH'€KIIii.

Po3nagu 3 60KY iMYHHOI CUCTEMH:

aHa(dinakTryHa/aHadiTaKTOIgHA PeakIlis, BKIIIOYaOUM 110K, aHTI0OHEBPOTUYHUYN HaOpSIK.

Po3nagy 3 60Ky WIKipy Ta HiAMIKipHOI TKAHWHU:

MyJbTU(QOPMHA epuTeMa.

3arasnbHi po3ylafy Ta peakilil y MicIli BBeIeHHS:

KPOTIUB'STHKA, epPMaTUT, CBepPOiXK y Miclli BBe[JleHHS; IIPUILJIUBY KPOBI.

[TomaTkoBa iHdopMaIlis om0 0CoOIMBUX T'PYII MAITIEHTIB: amHoe y rIuG0KO HeIOHOIIEHUX NiTeH

(= 28 TuxHiB BaritTHoCTi) (quB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

[TiTK Ta OiOIITKXA BiKOM Bif 6 10 17 POKIB.

BesneuHicTe mpenaparty ouiHwoBanu y 592 piter (294 putuHu BikoM Bifg 5 70 10 pokKiB, onepegHb0
iMyHi30BaHi I[oHalMeHIIe ofHiel 03010 [IpeBeHapy, Ta 298 mitet BikoM Big 10 mo 17 pokis, gki He
OTPUMYyBa/Ii MHEBMOKOKOBOL BAaKIIUHH).

Haiinomupeninmmy mo0iYHUMY peakIlisiMu y OiTel Ta MmiamiTKiB BikoM Big 6 mo 17 pokiB Oyu:

Po3nagy 3 60Ky HEPBOBOI CUCTEMHU:

yacmo: TOJIOBHI O0JIi.

Po3namou 3 60K§Z IMTITYHKOBO-KHUITKOBOI'O TPAKTYV:

dyJice yacmo: 3HUKEHUM alleTHuT;



yacmo: GIIOBaHHS, giapes.

Po3nagy 3 6OKY MIKipU Ta TiAMKipHOI KITITKOBUHMU:

Yacmo: BUCHUIIaHHI, KpOHI/IB'ﬂHKa abo BHCHIIaHH, HOI[iﬁHi oo KpOHI/IB'HHKI/I.

3arasbHi po3yagy Ta peakilil y MicIli BBeIeHHS:
dyoice yacmo: nipBuilleHa 30y/IUBiCTh; epuTeMa y Oyab-IKOMY MiCIli BBeIeHHS BaKIIUHY;

YUITbHEeHHS/TPUIyXJTicTh a60 6inb/60IiCHICTh; COHNTUBICTD; TIOTaHa SIKiCTh CHY; 60JiCHICTE ¥ MicIi
iH’€KI1Ii1l BAaKIIWHY (B TOMY YHCJIi IOPYLUIEHHS PYyXJIMBOCTI);

yacmo: MigBUILEHHS TEMIIEPaTYpH.

a1 mo6ivHi peakiiii, SKi momepemHbO CIOCTEPIraaucs y HEMOBIIST Ta HiTel BiKOM Bif 6 THXHIB 0 5
POKiB, MOXYTh TaK0OXk OyTH y Li# BiKOBill I'pyIi, ajie He CIOCTepiraaucs y IboMy HOCTiIXKEHHi,
MOXKJIMBO, Yepe3 HeBeJIUMKUYN Po3Mip BUOIpKH.

Ilodamxkoea iHpopmauis w000 ocobausux 2pyn nauieHmis.

ity Ta mimJTiTKY i3 CepnoBUOHOKIITUHHOIO aHeMielo, BIJI-indexkuieto abo 3 TpaHCIIIaHTAIIIE0
TreMOIMOETHUYHUX CTOBOYPOBUX KJTITHH MAalOTh CX0XKY YaCTOTY PO3BUTKY HeOaxKaHUX peaklliid, 3a
BHHSITKOM T'OJIOBHOTO 007110, 6JTI0BaHHS, fiapel, MiIBUILIEHHS TeMIIepaTypX, BTOM/IIOBAHOCTI, apTpanrii
Ta Miasrii, 110 CIIOCTepiraloThCs AyxKe YacTo.

[lopocai gikom =18 pokie i 0cobu AimHb0O20 BikKY.

OuiHky 6e3MeKy MPOBOAUIIN Y 7 KITIHIYHUX OOCITigXKeHHIX ydacTio 91 593 mopocnux BiKOM Bif

18 go 101 poky. ITpesenap® 13 sBogunu 48 806 [OPOCIMM y4acHUKAM, 3 IKuX 2616 (5,4 %) Manu
BiK Bifm 50 mo 64 pokiB, a 45 291 (92,8 %) Hamexkanu g0 BiKOBOI rpym#u Bif 65 pokiB. 1916 maiieHTiB
i3 3arasibHOTO YHca 0ci0, 1[0 OTPUMYBaIu IIpeBenap” 13, paHiie (moHaiiMeHIIe 3a 3 POKH [0
IIenyeHHs y JOCTigXKeHHi) Oy BaKIIMHOBaHi 23-BajleHTHOI0 THEBMOKOKOBOIO T10JTicaXapHugHOI0
BaKIIMHOMWO, a 46 890 mallieHTiB He MPOXOAWIX paHillle BaKIAHALII0 23-BaIeHTHOIO I0JIiCaXxapUagHOI0
BaknuHOw. OOHe 3 IUX 7-MHU OOCIIAXKEeHb BKIOYAso rpymny gopocnux (n=899) Bikom Bixg 18 mo
49 pokiB, siKi oTpuMyBanu IIpeserap” 13 i ki paHime He OTpUMyBaH 23-BaJleHTHY
ITHEBMOKOKOBY I10JliCaXapyHy BakKIUHY.

CnocTepiranacsi TeHAEHIliA 10 3HUKEHHS 3 BIKOM YaCTOTH PO3BUTKY HeOakKaHUX Peakiill.
He3anexHo Bif HasIBHOCTIi/BiACYTHOCTI IomepeHbOI BaKIMHallil, y ocib BikoM Bifl 65 pokiB
KinbKicTh HeOaXKaHUX peakllii 0yjia MeHIIO, HiX y OiJbII MOJIOAUX OCi0, mpu LBOMY B LiIOMY
mo6iuHi peakxilil CIOCTepiralThCsl HadacTillle B HaiMOJIOAIINX JOPOCINX BikoM Bif 18 mo 29 pokis.

3arayoM KaTeropii 4acToTu pO3BUTKY HebaKaHMX peakllii 0yIu CX0KKUMHU B yCiX BiKOBUX Tpymax, 3a
BUHSITKOM OTi0BaHHS (crocTepiranmocs myzxe dacTto (31/10) y mopocnux BikoMm Bif 18 mo 49 pokis i
gacTo (Big 31/100 go <1/10) B ycix iHIIKX BiKOBUX I'Pyllax) i MigBUINEHHS TeMIepaTypu
(cmocTepiranacs gyke 9acTO B [OPOCIHX BiKOM Bif 18 mo 29 pokiB i 4acTo B yCixX iHIINX BiKOBUX
rpymnax). CunbHU Oinb/9yTIHUBICTE V¥ MiCIIi BaKIIMHAIlil Ta 3HaUHe 00MeXKeHHS PyXiB y py1i
CIlocTepiranaocs AyzKe 4acTo B JOPOCnuXx BikoM Bif 18 mo 39 pokiB i 4acTo B yCiX iHIIUX BIKOBUX
rpymax.



ITobiuHi peakuii, 3apeecmposaHi y KAiHiYHUX 00CAIOHCEHHSX.

Y K0XKHOMY KJTiHIYHOMY OOCIIiI2KEeHHI pPeeCcTpalliio MiClleBUX Ta CUCTEMHUX peaklliii TPOBOOUIIA
IIOOEeHHO NMPOTAroM 14 HIB y paMKaXx 6-TU JOCTIiAKeHb Ta IPOTATOM 7 OHIB Y paMKax OgHOTO
mocnimkeHHs. Huxue HaBeeHO M0OOiUHI peakilii 3a 4aCTOTOI0, SIKi OIiHIOBAJIX Y KITIHIYHUX
MOCTIIXXeHHAX BakIuHu IIpeserap” 13 y HOPOCIIHX.

Po3nagy MeTa0oi3My Ta TpaBIEHHS:

Oydice yacmo: 3HUXKEHHS alleTUTy.

Po3namou 3 60Ky HGQBOBOI CHUCTEMMU.:

dyaice yacmo: TOJNIOBHUM Oib.

Po3nagyu 3 60Ky TPaBHOI CUCTEMH:

dyaice ywacmo: miapesi, 6moBaHHS (Y mopocnux BikoM Bif 18 go 49 pokiB);
yacmo: 6moBaHHS (Y fopocnux BikoM Bif 50 poxiB);

Heuacmo: HygoTa.

Po3nagyu 3 60Ky iMyYHHOI CUCTEMH:

Heyacmo: peakilil TinepyyTaIuBOCTi, y TOMY YKCIli HaOpsaK o0nuydsi, 3afuilKa, OpOHX0CIa3M.

Po3nagu 3 6OKY MIKipy Ta HiAMKipHOI TKAHWHU:

dyoice yacmo: BUCHTIAHHS.

3aranbHi po371afy Ta Peakiiil y MiCIli BBeJeHHS:

dyaice yacmo: 03H00, CTOMJTIOBAHICTh, €pUTEMA, 3aTBEPHiHHS YU HAOpPsK, 6inb abo GomodicTs y Micii
in’ekuii (cunmbHUM 6i71b @00 YYTIUBICTD Y MiCIli BaKIMHALIIl Ty>Ke YacTO CIIOCTEPIraaucs B JOPOCIINX
BikoM Bif 18 g0 39 pokiB), 06MexkeHHS PyXiB KiHIIIBKY (00MEXKEHHS PYXiB y pyLi TSAKKOTO CTYIIEHS
OyKe 4acCTO CIIOCTepiranucs B fOpocaux BikoM Bif 18 go 39 pokiB);

yacmo: MiABUILIEHHS TeMIIepaTypH (OyzKe YacTo CIIOCTepiranocs B MOPOCIUX BikoM Bim 18 mo
29 pokiB);

Heyacmo: niMQaneHonaris, 10 J0Kali3yeThCA B MiNITHIN MicId BBeOEeHHS iH €KIIil.
Po3nagu 3 60KY KiCTKOBO-M’S1I30BOI CUCTEMH Ta CIIONYYHUX TKAHUH:
dydice yacmo: apTpairis, mianrig.

3arasioM BBeeHHS BaKIMHU l'IpeBeHap® 13 ocobawm, 1110 BxKe paHilie 6y BaKIMHOBaHI
ITHEBMOKOKOBOIO IT0JTiCaXapyUHO0 BaKIMHOI0, He CyIIPOBOAXKYBaJ0Ch 3HAYHUMHU BiAMIHHOCTSIMH Y
YacTOTi MOGIYHUX peakilili.

Ilodamkoea iHhopmauis u,000 ocobausux 2pyn nayieHmis.



BIJI-in¢ikoBaHi fOpOCIi MalOTh CX0XKY YaCTOTY PO3BUTKY MOOIYHUX peaklliil, 3a BUHATKOM
TiBUIIIEHHS TEMIepaTypu Ta O/II0BaHHS, SIKi ClIOCTepiranucs ayxe 4acTo, i HyIOTH, 110
CIiocTepiranacs 4acTo.

Iopocri, SKUM TPaHCIIJIAHTOBAHO TeéMOMOETHYHI CTOBOYPOBI KITiITUHY, MAIOTh CX0XKY YaCTOTY
PO3BUTKY IOOIYHMX peakilili, 3a BUHSITKOM ITiIBUILIEHHST TeMIIepaTypHy Ta OJII0BaHHS, SKi
CIIOCTepiranucs fyxe 4acTo.

IIpu omHOYACHOMY 3acTOCyBaHHI npemnaparty IIpeseHap® 13 Ta TpUBaIeHTHOI iHAKTHBOBAHOI
IIPOTUTPUIIO3HO] BaKIIMHHU CIIOCTEPIrany MigBUIIEHHA YaCTOTH II€BHUX OYiKyBaHUX CUCTEMHUX
peaxliiii MopiBHSIHO 3 TAaKOIO Y pa3i BBEJEeHHS 0KPeMO TPHBaJeHTHOI iHaKTHBOBAHOI TPOTUT PUIIO3HOI
BaKUWHU (ToJI0BHUY 0ifib, 03HOO, BUCUIIaHHS, 3HUKEHHS alleTUTY, apTparisd Ta Mianrisa) abo
BakLWHY [IpeBeHap”® 13 (roaoBHUH 6ilb, CTOMIIIOBAHICTh, 03HOO, 3HMAKEHHS aleTUTy Ta apTPaIris).

ITogi0domaeHHs npo nNi003pro8aHi nobiuHi peakuii.
[Ticns peecTpatiii mpemapary AyzKe BazKJIMBO MOBiIOMJIATH IIPO MOTEHIiWHI mo6iuHi peakiril. Lle mae
3MOTy IPOAOBXKYBaTH MOHITOPHHT CITiBBiIHOIIIEHHS KOPUCTI Ta PU3UKY JIiIKapChKOT0 3aco0y. MepnuuHi

IpalliBHUKY ITIOBUHHI MTOBIMOMIATY IIPo OyAb-IKi MOTEeHIiHI m06iuHi peakiii 3rifHO 3 TOKATbHUMHI
KEPiBHUIITBaAMHU.

HecymicHicme.

[TpemapaT He CItif 3MilTyBaTH 3 iHIIKMHU JTiIKAPCHKUMHU 3aCc00aMM, OCKITbKY JOCITiIZKeHHs CyMiCHOCTi
He ITPOBOJUIIUCE.

Tepmin npudamHocmi. 3 POKW.

YmoBH 30epiranss.

30epiratu B XOJIOOUITBHUKY ITpu TeMmepaTypi Big 2 mo 8 °C. He 3amopoxyBaTu. 36epiratu B
He[OCTYIIHOMY [JIS OiTe! MiCLii.

BakuuHa 36epirae crabinbHicTh mTpoTAroM 4 oHiB npu TemnepaTypi mo 25 °C. [To 3aKiHYEHHIO [aHOT0
nepiony il cnig BuKopuctaTu abo yrunisysatu. Lliero iHpopmaliieio MOBUHHI KepyBaTUCS IpPALliBHUKU
chepu 0XOPOHY 300POB’Sl y pa3i TUMYaCOBUX KOJIMBaHb TEMIIEPATYPH.

YnakoBka.

[To 1 mo3i (0,5 M) cycnensil Ang iH'€K1iil y momnepegHbo HallOBHEHOMY HINpulli 06’emoM 1 My (CKJIO
rigponitTuyHoro TUNy I) 31 MITOK-OPIIHEM (MOIINpPOoIiNieH), 3 00MeXkyBauyeM PyXy MOPIIHS
(x;mopOyTHIOBUY Kay4yK, 1110 He MiCTUTh JIaTEKCY) i 3aXMCHUM KOBIAykoM (i3ompeH 6poMOyTHIOBUMA
Kay4dyK, 1[0 He MICTUTH JIATEKCY).

[To 1 nonepenHbO HATIOBHEHOMY ILUIIPULLY Ta OLHIN BiOKpPeMJIeHil IOjlli B IHAUBIAyaIbHOMY YOXJIi Y



3aKpUTOMY IIJTaCTUKOBOMY KOHTelHepi. [I1acTuKOBUiI KOHTEWHEDP ¥ KAapTOHHIN KOpOOIIi.

Kareropis Bignmycky. 3a peuenTtom.

BupoOHUK.

[1panizep Menwdekaypunr Benpris HB / Pfizer Manufacturing Belgium NV.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajfipeca Micis MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

Penikcger 12, Ilyypc, 2870, Bensris / Rijksweg 12, Puurs, 2870, Belgium.



