ITHCTPYKIIA

IJIsI METHYHOT'0 3aCTOCYBaHHs JIiKapChbKOro 3aCo0y
Ipesenap® 13
Prevenar® 13

BaKIMHA ITHEBMOKOKOBA IT0OJIicaxapyuiHa KOH'I0roBaHa (TpUHAAISTHBAJIEHTHA afcopOoBaHa)

CKnaao:

Oitoui peyosuHu: THEBMOKOKOBI IT0JIicaxapupnu cepoTutis 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 19A,
19F i 23F, omirocaxapup ceporuny 18C, 6inok-uocii CRM197;

onHa mo3a (0,5 MJI) MiCTUTB:

IIHeBMOKOKOBOI'0 II0JIicaxapuny ceporumny 1* 2,2 MKT
ITHeBMOKOKOBOT'0 II0JIicaxapuny cepotuny 3* 2,2 MKT
ITHeBMOKOKOBOT'0 II0JIicaxapuny ceportumy 4* 2,2 MKT
ITHEBMOKOKOBOTO IOJIicaXxapuay cepotumy 5* 2,2 MKT
IIHEBMOKOKOBOT'0 II0JIiCaXapuny CepoTUIy 6A* 2,2 MKT
ITHEeBMOKOKOBOT0 II0JIicaXxapuay cepotumny 6B* 4,4 MKT
IIHeBMOKOKOBOT 0 II0JIicaxapupny cepotumy 7F* 2,2 MKT
IIHeBMOKOKOBOT'0 II0JIicaXxapuny cepotumy 9v* 2,2 MKT
IIHeBMOKOKOBOT0 IIoJIicaxapupny ceporumy 14* 2,2 MKT
ITHEBMOKOKOBOTO OJjlirocaxapupny cepotumny 18C* 2,2 MKT
ITHEBMOKOKOBOTO IOJIicaxapuay cepotuny 19A* 2,2 MKT
IIHeBMOKOKOBOT0 ToJlicaxapupy ceporuny 19F* 2,2 MKT
IIHeBMOKOKOBOT0 ToJIicaxapupy ceporumny 23F* 2,2 MKT
CRM,,, Ginka-HOCis ~ 32 MKT

*Kon'toroBaHuii 3 OinkoM-HocieM CRM, 4, Ta afmcopboBanuii Ha antoMiHiio ¢pocdari (0,125 mr
QJTIOMIiHi0).

donomidicHi pevosuHu: aliOMiHi0 ¢hocdaT, HATPilo XJIOPU, Boda mJIs il €Ki, momicopbat 80,
OyTaHmioBa KMCJOTa.

Jlikapcbka popMa. CycrneH3isa O iH' eKIin.

OcHosHi (piuko-ximiuHi 81acmusocmi: TOMOTeHHa 0ifla cycreHais.

dapMmakoTepaneBTHYHA rpymna. [IpotubakTepianbHi BakIuHYU. [ITHEBMOKOKOBUH IOJTiCaXapUoHUN
OYMINEeHNM aHTUTreH KoH toroBaHuu. Kom ATX JO7A LO2.

®Papmako102iuHi 8 1acmueocmi.



®apmakoOuHamika.

I[IpeBenap® 13 MiCTUTDL 7 THEBMOKOKOBHUX KalCyJIbHUX IOJIiCaXapuAiB, ifeHTUYHUX TUM, SIKi BXOOATH
no cknapy BaknuHuU [IpeBenap (4, 6B, 9V, 14, 18C, 19F, 23F), a Takox 6 JomaTKOBUX IOJliCaXapuiiB
(1, 3, 5, 6A, 7F, 19A). Vci BoHu KoH'10oroBaHi 3 OinkoM-HOCcieEM CRM ..

IMyHHI BignoBifi micns IepBUHHOI0 KYPCY BaKIIMHAIlI HEMOBIAT TPhOMa [03aMHu.

Y kinbKoXx eBpomnerchkux KpaiHax ta CIIIA Oynu nmpoBefeHi KITiHiuHI JOCTiAXKeHHS i3
3aCTOCYBaHHSM [EKiTbKOX CXeM BaKI[MHallil, BK/II0Yal04uX [iBa PaHAOMi30BaHi JOCTiAXKEeHHS
€KBIBaJIeHTHOCTI (IpoBeneHi y HiMeuuunHi i3 3aCTOCYyBaHHSM [IEPBUHHUX KYPCiB 3a C XEMOI0
2-3-4 micani [006] Ta y CIIIA i3 3acTOCyBaHHSAM IIEPBUHHUX KYPCiB 3a CXeMO0 2-4-6 MicAIiB
[004]).

I[IpeBenap® 13 3yMOBIIIOBaB yTBOPEHHS (YHKI[IOHATLHUX aHTHUTLII [0 BCiX 13 cepoTHIIiB B
nocrimxkenusx 004 ta 006. s 7 CIiIbHUX CEPOTHIIIB He OYJI0 Pi3HUII MiXK T'pyIaMu 1070
CIIiBBITHOLIIEHHS MALI€HTIB 3 TUTPAMU @HTHUTLJI, 110 YTBOPIOBAJIMCH B PE3YJIbTaTi OIICOHO-
¢daromurapHux peakiiii (tutp OOP) = 1:8. Yepes Micsip micas NepBUHHOTO KypCy BaKIMHallil
npenapaToM IIpeserap® 13 >96% Ta >90% mnarienTiB Manu Tutp OOP = 1:8 [ KOXKHOTO 3 CeMH
CIIiIMbHUX CepOoTHUIiB B gocnigxkeHHsaX 006 Ta 004 BigmoBigHO.

Yepes MicsIpb MiC/Is IepPBUHHOIO KypCy BakuuHanii IIpeserap® 13 3ymosmosas tutpu OOP = 1:8 gna
BCiX 6 momaTkoBux cepoTutiB y 91,4-100% BakLIMHOBaHUX IallieHTiB B 000X mocmimxkeHHsX. CepenHi
reoMeTpuyHi 3HaYeHHS TUTPiB ODP mns ceportumis 1, 3 Ta 5 Oy HUKYKMMU 3@ TUTPHU AJIST KOXKHOTO 3
PELITH OOaTKOBUX CEPOTHIIiB; KIiHiYHA 3HAYYIIICTh I[bOT0 CIIOCTEPEKEHHS [JIST 3aXUCHOI
e(peKTUBHOCTI HeBimoOMa.

IMyHHi BignoBifi micJig IepBUHHOTO KYPCY BaKIIMHAIll HEMOBIAT JBOMA NO3aMHU.

IMyHOTEeHHICTb ITpenapary Iicis BBeOEeHHS OBOX 103 HEMOBIATaM Oyjia MigTBepaKeHa V YOTUPHOX
OOCIiIXKeHHAX. BilCOTOK HEMOBIIAT, ¥ SKuUX KOHIleHTpalii IgG 10 mMHEeBMOKOKOBOTO KalCyIbHOTO
nmoicaxapupmy mocsariau = 0,35 MKT/MJI 4epes3 MicsIlb Iiciisg BBeIeHHS ApPYyToi 403U, CTaHOBUB
79,6-98,5% nma 11 3 13 cepoTumiB BakIMHU. Y BCiX AOCHIAKEHHSAX i3 3aCTOCYBaHHAM CXeMHU 2-U, 4-1
MicCsIIi BiICOTOK HEMOBIISIT, Y IKUX Oy710 JOCSTHYTO ITOPOroBOi KOHIIeHTPallil aHTuTin (0,35 MKr/mi)
no ceporutis 6B (27,9-57,3%) ta 23F (55,8-68,1%), OyB MeHIINM, HiX ¥ OOCTigXKeHH] i3
3aCTOCYBaHHSM CXeMU 3-4 i 5-i Mic4lli, B IKOMY OTPMMaHO IToOKa3HUKY 58,4% nmsa cepotuny 6B Ta
68,6% mnsa ceporuny 23F. ITicnsa peBaKIMHallil BCi CEPOTUIIM BaKLIWHY, BKIo4Yaouu 6B ta 23F,
3yMOBJIIOBaJIX iIMyHHY BifIIOBifb, KA BigNoBifana epeKTUBHIM IepBUHHIN iMyHi3allil 1BOMa fo03aMu. Y
IOCIifI?KEeHH], SIKe IPOBOAUIOCh B CrionydyeHoMy KopomiBCTBi, yTBOpeHHS (QYHKIIIOHAJbHUX aHTUTIT B
pe3ynbTaTi orncoHo-(daronutapaux peakui (OPP) Oyo MOpiBHIHHUM [JIS BCiX CEPOTHIIIB,
BKJIIOYaloun 6B ta 23F, mpu 3acTocyBaHHi BakiuH IIpesenap Ta [Ipesenap® 13 micnis HepBUHHOTO
KypCy BakKIMHallil y Billi 2 Ta 4 MicsIli Ta micig peBakuuHaMil y Bini 12 micamiB. Cepeq mali€eHTiB, AKi
otpumysanu [Ipeserap® 13, KinpkicTs 0ci6 3 TuTpoM O®P = 1:8 cTaHOBUIA MOHAKMeHII 87% MHicis
KypCy BakKIMHallil y paHHbOMY Billi Ta mjoHaiMeHIIe 93% micna peBakiuHalil. CepefHi reOMeTpUYHi
3HaueHHs TUTPiB OQP nnst ceporumiB 1, 3 Ta 5 Oy/IM HUKYUMU 3@ TUTPHU [JI KOKHOTO 3 PELITH
NOJaTKOBUX CEPOTHUIIIB; KITiHIYHA 3HAYYIIICTE LIBOT'0 CIIOCTEPEXKEHHS HeBiIOMa.

Bingmosini Ha peBaKIIMHALII0 HEMOBIIAT MiCIFA IePBUHHUX KYPCIB BOMA Ta TPhOMa J03aMHU.

[Ticns peBakiMHallil KOHIIEHTpAllil aHTUTIN [0 BCiX 13 cepoTumiB 36ibITyBaNuCs MOPIiBHIHO 3
PiBHSIMHU, SIKi cIIocTepiranmucs oo BBeIEeHHS MO3M IJIs peBakuuHarii. ITicis mpoBeneHHs peBaKIIMHAIlil
KOHIIEHTPAIlil aHTUTIN 7o 12 cepoTumiB Oyau BUIMMY, HiXK IiC/II IEPBUHHOTO KypCY BaKLKHAII1 ¥



panHbOMY Biti. Lli criocTepekeHHS y3rogXKyIOThCA 3 pe3yibTaTaMu e(eKTHBHOI IepPBUHHOI iMyHi3allil
(imgykil imyHOorigHOI maM’aTi). IMyHHa BiATIOBigb A1 CEPOTUIY 3 MiC/IS peBaKIMHalll He
IepeBUIllyBasla PiBHI, [0 CIOCTePirajucs micis Kypcy BakIMHallil y paHHbBOMY Billi; KJTiHiYHa
3HAQYYILIICTh IIOTO CIIOCTEPEXKEHHS IIOA0 IHAYKIIi1 IMyHHOI ITaM’sITi CepoTuIy 3 HeBioMa.

YTBOpEeHHS aHTHUTIN Mic/Ig peBaKUMHAIIil 10 BCiX 13 cepoTumiB BakIuHU OYJI0 MOPIBHIHHUM MIPU
IIePBUHHIM BaKI[MHAIIil K IBOMA, TaK i TphoMa [J03aMH.

Y miteu BikOM Bif 7 MicALB [0 5 POKIiB iMyHi3allisl «HaB3OOTiH», BIAMNOBIAHO [0 BiKY, IPU3BOAUIIA H0
yTBOpPeHHSA aHTUTINI IgG 00 KancynpHOro noicaxapuny KOXKHOro 3 13 cepoTuIiB y KiJIbKOCTAX, SKi
Oynu mpuHaWMHI OPIBHIHHUMHU 3 TUMH, III0 CIIOCTEPIraaucs micis MepBUHHOIO0 Kypcy iMyHi3arii
TpbOMa [03aMU y HEMOBJIAT.

[IepcucTeHLis aHTUTLI Ta IMYHOJIOTIYHA IaM’'aTh OLIHIOBAJIACE Y JOCIIIAXKEHH] 3a y4acTio 300POBUX
miTel, sIKi OTPUMyBaJIX Pa3oBy 03y BaKLUKMHY I[IpeBeHap” 13 moHalMeHIIe 4epes 2 POKH IIiCis
IoTIepenHbol1 iMyHi3atii abo 4 mo3amu npemnaparty [IpeBeHap, 3-0030BOI0 CEPi€l0 Mpemapary
I[IpeBeHap M1/ HEMOBJIAT 3 IOfAILIIAM BBeleHHAM BakuuHu [Ipeserap® 13 y Biui 12 micsamis a6o 4
mo3amu BakuuHY [Ipesenap® 13.

Pa3zoBa fo3a npenapaty [Ipesenap® 13 y giTeil BikoM npu6nu3Ho 3,4 POKy, He3a/exKHO Bif
TIonepeqHLOr0 BaKIKHAIIMHOr0 aHaMHe3y IIpeseHapoM a6o BakuuHOW IIpesenap”® 13 ingykysana
IIOTYKHY TYMOpPAJIbHY BifIIOBigb Ha 7 CHIILHUX CEPOTHUIIIB Ta 6 JOOATKOBUX CEPOTHUIIIB IIpemnapaTy
I[IpeBenap® 13.

aHi enigeMionoriyHOro Harasiaay M0N0 PO3MOBCIOAKEHHS MTHEBMOKOKOBOI iH(eKIil, OTpUMaHi 3
II0YaTKy BUBEOEHHS Ha PUHOK 7-BajieHTHOI BakIuHYU [IpeBeHap B 2000 poiri, He TpoeMOHCTPYBalu
3HUKEHHS IMYHITETY, BUKJIMKQHOT 0 IpenapaToM [IpeBeHap y paHHbOMY AUTUHCTBI, 3 4aCOM.

HeoOoHoweHi Hemosaama.

Besneka Ta iMyHOT€HHICTh BaKIIUHU HpeBeHap® 13, aKy 3acToCoByBanu giTsaM BikoM 2, 3, 4 1
12 micsuis, 6ymu ouineni mpu6au3Ho B 100 HeJOHOIIEHUX HEMOBTIAT (CepeHill PO3paxXyHKOBUA
recramniiaui Bik (PT'B) - 31 TuXmeHs; giama3oH Bifg 26 mo 36 THXKHIB) MOPIBHSIHO 3 MPUOIU3HO
100 moHoImenuMu HeMoBnsiTamu (cepenHiii PI'B - 39 TuxkHiB; mianma3oH Big 37 mo 42 TUXKHIB).

IMyHHY BIANIOBib Y HEJOHOIIEHUX i JOHOLIEHUX HEMOBJIST IIOPIBHIOBA/IM, BUKOPUCTOBYIOYU
pe3ynbTaTy YaCTUHU 0Cib, y IKux dyepe3 1 micsAnp micnis Kypcy BaKIuHallii 6y10 JOCATHYTO
KOHILIeHTpalil IgG-aHTUTINT 40 THEBMOKOKOBUX TojTicaxapupiB = 0,35 MKr/mi1, TOOTO miAxif, SKui
BUKOPUCTOBYBABCA AJI151 IOPiBHSIHL IMyHOTeHHOCTI BakIuH [IpeBeHap 13 mo IIpeBeHap Ha mifcrasi
pekoMeHpaniii BOO3.

Y Ginbi Hik 85 % BakKIMHOBAHUX HEMOBIAT yepe3 1 Micsup micns Kypcy BakKIuHaIlil 6yno
MNOCSTHYTO KOHIIeHTpalil IgG-aHTuTin 10 MHEBMOKOKOBUX ToJlicaxapumiB = 0,35 MKr/mi, 3a
BUHATKOM cepoTutiB 5 (71,7 %), 6A (82,7 %) i 6B (72,7 %) y rpymi HemOHOLIEHUX HEMOBJIAT.
Il IUX TPHOX CEPOTHIIIB YaCTHHA MAl[l€HTIB, AKi BiIIIOBUIX Ha BaKLMHALIIIO, CEPen
HEeJOHOIIEeHUX HEeMOBIIAT Oyjia 3HaYHO MEHINOI0, HiXkK cepef JOHOIIEeHUX HEMOBIIAT.
[Tpu6nu3Ho yepe3 1 Micsire micns BBeOeHHS M03U OiTAM, SKi IIoYaayd XOOUTH, Y KOXKHIN rpyri
BiICOTOK 0Ci0, y AKuX OyJI0 JOCATHYTO TaKOl CaMOl IIOPOT0BOI KOHIIEHTpPallil aHTHUTII,
CTaHOBUB >97 %, 3a BUHATKOM cepotuny 3 (71 % cepepn HemoHomeHuX i 79 % cepen
NOHOIIEHUX HEMOBJIST).



Himu (s8ixom 12-59 micauis), nogHicmio iMyHi308aHI 8akuuHow IIpeseHap (7-8a1eHMHOI0).

[Ticns BBeOeHHS pa30BOi 03U IIpemnapaTy IIpeBenap” 13 miTsaM (BikoM 12-59 Mics1iB), gKi BBaXamucs
IIOBHICTIO iMyHi30BaHUMU BaKIKHOIO [IpeBeHap (7-BaneHTHOIO) (2 abo 3 mo3amu EPBUHHOI cepii
rTioc OycTep-iH’€KIIi€l0), YacTKa MallieHTiB, aki gocsarnu piBHiB IgG y mnma3mi = 0,35 MKT/MIT Ta TUTPIB
OQ®P = 1:8, cranoBuna monavmMenue 90 %. OgHak 3 (cepotunu 1, 5 Ta 6A) 3 6 TOOATKOBUX
CEepOTHUIIiB IPOAEMOHCTPYBaIN HUXKYi 3HaUeHHS cepefHboreoMeTpruunol KoHeHTpanii (CI'K) IgG ta
OQ®P cepepaboreomMeTpu4yHOro TUTPY aHTUTIN (CI'TA) MOpiBHSAHO 3 OiTHMHU, SIKi OTpUManu
IIIOHaMMeHIIIe OHY NOoNepPefHI0 BaKLIMHALIII0 IIperapaToM IIpeBenap” 13. Ha croropni kiiHiuHa
3HauywicTs HUXK4uX CI'K ta CI'TA HeBigoma.

HeesakuuHosaHi 0imu (8ikom 12-23 micauis).

HocnimxeHHs BakuuHY [IpeBeHap (7-BajleHTHOI) Y HEBaKIIMHOBaHUX AiTel (BikoM 12-23 Mics1iiB)
II0Ka3aJio, 110 OJ1sl JOCATHEeHHs KoHIeHTpallil IgG y cupoBartii ansg cepoTtuniB 6B Ta 23F, nomi6bHoi 1o
Ti€l, 110 iIHAYKY€EThCS 3-0030BOI0 CEPIEI0 BAKIMHU, [JIT HEMOBIAT HeoOXigHi 2 mo3u.

Himu ma nidaimxku s8ikom 8i0 5 0o 17 pokis.

Y BimkpuTOMY HOCTigKeHHi i3 3anydyeHHIM 592 300poBUX OiTeW Ta MiAJiTKIB, ¥ T.4. 3 6pOoHXialIbHOIO
actmoio (17,4 %), gKi MOXKYTb MaTH CXUJILHICTh IO THEBMOKOKOBOI iH(EKIIil, TpU 3aCTOCYyBaHHi
BaKIIMHU l'IpeBeHap® 13 6yno mocsaruyTo iMyHHOI Bigmosifgi ans Bcix 13 cepoTtunis. Pa3osa mo3a
npenapaty [IpeBenap” 13 BBoOMIM [iTAM BiKOM Bifi 5 o 10 pokiB, gKi monepenHso 6yIu BaKIIMHOBaHI
moHaMeHIIe 1 103010 BakIMHU [IpeBeHap, a TaKOXK HiTSM Ta mifigiTkaM BikoM Big 10 go 17 poxkis,
SIKi paHillle HIKOJIM He OTPUMYBa/Iu THEBMOKOKOBY BaKLIUHY.

dx y miteu BikoMm Bifg 5 7o 10 pokiB, Tak i y AiTeu Ta mifamiTkiB BikoM Bif 10 go 17 pokiB iMyHHa
BinmoBins Ha [TpeBerap® 13 GyJia He TipiIo 3a iMyHHY BifIoBigb Ha [IpeBeHap A 7 CIIbHAX
cepotuIiB Ta Ha [IpeBeHap 13 myis 6 OOATKOBUX CEPOTHUIIIB IIOPIBHAHO 3 IMYHHOIO BiATIOBIOOIO MiCTIS
YeTBEPTOI 703U Y HEMOBJIAT, BAKIIMHOBAHUX Ha 2, 4, 6 Ta 12-15 MicA1x KUTTS, 10 BUMipIOBAIOCh 3a
piBaamu IgG y cuposartmi.

Y mitent Ta mipmiTkiB BikoM Big 10 go 17 pokiB mokasuuku OOP CI'TA depe3 1 Micsllp micns
BaklKHalil He nocTynanucs OOP cepefHbOT€OMETPUYHOTO TUTPY @HTHUTINI Y AiTeX BiKOBOI I'PYIHX Bif
5 mo 10 pokiB gns 12 3 13 cepoTutis (3a BUHATKOM CEPOTUILY 3).

IMyHHa BIANOBIAE MiC/IA HIAITKIPHOI0 BBEIEHHS.

[TigmIKipHU# MIISX BBeIEeHHS BaKIIMHU l'IpeBeHap® 13 6yB olliHeHUN Y HEIOPiBHSIIBHOMY AOCTioKeHHI
i3 3amyuyenHaM 185 3q0poBux MallieHTIB (HEMOBIIAT Ta AiTel) 3 AnoHii, 9Ki oTpuManu 4 go3u
npemnapary y Bimi 2, 4, 6 Ta 12-15 micsauis. Pe3ynbTaTl HOCTiAKEHHS [TOKa3asy, 1o Oe3neka Ta
iMyHOTE€HHICTh BaKIIMHYU IIPY MigIMKIiPHOMY 3aCTOCYBaHHi Oy/IM 3arajaoM MOPiBHIHHUMU 3 TUMH, 110
CIIOCTepiranach y OOCIIIXKEeHHIX IPU BBEIEHHI BaKI[MHU BHYTPIIIHEOM s130BO0.

EdekTruBHICTL BAaKIIMHU HpeBeHap® 13.

IHBasusHe nHeBMOKOKO8e 30dXB80PHOBAHHA.

Iani, ony6nikoBaHi [lemapTaMeHTOM OXOPOHM 300POB’ss AHTIIl, TPOIEeMOHCTPYBAJIH, 1110
yepes3 YOTUPHU POKHU IICIIS BBeeHHS BaKIMHYU [IpeBeHap y BUTIIAML IBOX 03 MMEPBUHHOI Cepil
U1 HEMOBJIAT 3 OyCTEeP-003010 Ha APYrOMY POIli KUTTS Ta OXOIJIEHHSIM BakuuHalieo 94 % B
AHrmil Ta Yenbci ciocTepiranocs 3MeHIIIeHHS 3aXBOPIOBaHb, CIIPUUYNHEHUX 7/ CEePOTUIIaMU,



1110 BXOMAATH A0 CKiamy BakiuHU, Ha 98 % (95 % I 95; 99). V nopansiioMy, yepe3 40TUPHU
POKH TIics mepexony Ha IIpesenap® 13, [omaTKoBe 3MEHIIEHHS 3aXBOPIOBAHOCTI Ha
iHBa3MBHI THEBMOKOKOBI 3aXBOPIOBaHHS, CIIPUYMHEH] 7 CepOTUIlaMy, 1110 BXOAATH [0 CKJIamy
Bak1uHU [IpeBeHap, cTaHOBUIIO Bif 76 % y miTeu BikoM 10 2 pokiB 1o 91 % y mited Bikom
5-14 poxkis.

CepedHiti omum.

B ony6rikoBaHOMY HOCiIZKEeHHi, sSTKe TPOBOAUIIOCS Ha TepUTOpii [3painio 3 BUKOPUCTAaHHSAM JBOX [03
TIePBUHHOI cepii 3 6ycTep-a03010 Ha IPYyroMy POLi KWUTTs, BIIKB BakuuHY [IpeBeHap® 13 Ha cepefHil
OoTUT OYB OKYMEHTAJILHO MiATBEPXKEHUN Y CUCTEMI aKTUBHOTO CIIOCTEPEXKEHHS Ha PiBHI MOyl C
KyJIbTypaJIbHUM JOCTIIIXKEHHSIM PiAMHYU 3 CEPeIHbOT0 ByXa, OTPUMAHOI IMIJITXOM TUMIIAHOLEHTE3Y, 110
IIPOBOJMIIOCS Y i3palibChKUX AiTEN BIKOM [0 2 POKIiB i3 CEpEeIHIM OTUTOM.

Ilicns BBemeHHs BakIMHY [IpeBeHap, a 3rofgoM BakiuHu [Ipeserap® 13 crocTepiranocss 3HUXKeHHS
3axBoproBaHoCTi 3 2,1 mo 0,1 Bunmagky Ha 1000 giten (95 %) On1st CepoOTHIIB, 110 BXOASATEH OO CKIamy
BakUuHU [IpeBenap, Ta cepotuny 6A i 3HUXKeHHA 3axBoproBaHOCTi 3 0,9 no 0,1 Bunangky #Ha 1000
miTeit (89 %) mna gomaTKoBuX cepotumis 1, 3, 5, 7F ta 19A y cknapi Bakiuay [Ipeserap® 13.
[IlopiyHa 3arasibHa 3aXBOPIOBaHICTh Ha THEBMOKOKOBUM CepeNHii OTUT 3MeHwmunacs 3 9,6 go 2,1
Bunagky Ha 1000 mitewt (78 %) y nepiog 3 nunus 2004 p. (mo BBeeHHS BaKUKWHY [IpeBeHap) [0
yepsHs 2013 p. (micns BBeneHHs BakiuHY [Ipeserap® 13).

ITHesMmOHIA.

Y GaraToueHTpOoBOMY 0OCepBaliitHOMY AOCHiAXKeHHI y @paH1il MopiBHIOBaIX Nepiogy A0 Ta micis
nepexofy 3 BakIuHY IIpesenap Ha [Ipesenap® 13 Ta BCTaHOBU/IM 3MeHIIeHHd Ha 16 % (3 2060 fo
1725 BunagkiB) Bcix BUNagKiB HerocmiTanbHol mHeBMOHil (HII) y BigmineHHSX HeBigKIagHOI JOTIOMOTH
y miTeu BikoM Bif 1 micsns mo 15 pokiB. 3MeHIIeHHsS cTaHOBUIO 53 % (3 167 mo 79 BUmnaakiB)

(p < 0,001) gnma HII 3 ekcymaTuBHUM IIJIeBpUTOM Ta 63 % (3 64 mo 24 Bunapkis) (p < 0,001) gns
BHUIIQMIKiB THeBMOKOKOBOI HII, migTBepaxkenux Mikpobionoriuno. Ha mpyromy potii micyis BBeieHHS
BakLuHY [IpeBeHap® 13 3araibHa KinbKicTh Bunankis HII 3aBAsKy 6 MONaTKOBAM CEPOTHUIIAM, 110
BXOMATH [0 CKJIafy BaKLUHU l'IpeBeHap® 13, 3MenmmuiIacs 3 27 mo 7 i30J1b0BaHuX Bunanakis (74 %).

3MeHIIeHHS BUIIAOKiB THEBMOHII, CIpUYKUHEHO] Oyab-aKUM 30yIHUKOM, OyJI0 HauOiIbIl BUPaXKeHUM
cepeq MONOAIIMX BaKI[MHOBAHMX BiKOBUX I'pyI i ctaHoBUIO0 31,8 % (3 757 mo 516 Bunapakis) Ta 16,6 %
(3 833 mo 695 BuMapKiB) y rpylax BiKOM o0 2 POKIB i Biff 2 70 5 POKiB BifIOBIIHO. 3aXBOPIOBAHICTh
cepe[l CTapIIuX, IepeBaxkKHO HEBAKIIMHOBAHUX MiTeH (> 5 PoKiB) He 3MiHMIACS BIIPOIOBXK
OOCIIiI>XKeHHs.

3a JOomoMOroIo Aiir04ol cucteMu crnoctepexeHHs (3 2004 mo 2013 pp.) AN DOKyMEHTaIbHOTO
MiTBEPIXXEHHS BIUIMBY BaKLWHY [IpeBeHap Ta HacTynHol BakuuHu [Ipeenap® 13 ua HII y miteit
BiKOM 110 5 POKiB, SKMM 3aCTOCOBYBa/IM 2 M03U IIEPBHUHHOI cepii 3 6ycTep-m03010 Ha APYTroMy poIii
XKUTTSA, Ha TepuTopil ITliBmerHoro I3painio 6yso 3adikcoBaHO 3MeHINEHHS aM0yTaTOPHUX Bi3UTIB Ha
68 % (95 % M1 73; 61) Ta BumapKiB rocmiTaisatii 3 mpuBony anbBeonsapHoi HIT Ha 32 % (95 % [I 39;
22) micns BBeOeHHS BaKIUHU l'IpeBeHap® 13 y opiBHAHHI 3 IepiofoM 10 BBeIEeHHS BaKI[UHU
IIpeBeHap.

BonmB Ha HOCOTJIOTKOBE HOCIWCTBO.

Y mocnigxeHH] B paMKax (papMaKooriyHoro Harnaay y OpaHiiil y fiTed 3 TOCTPUM CEPERHIM OTUTOM
3MiHH B HOCOTJIOTKOBOMY HOCiCTBi THEBMOKOKOBHUX CEPOTHUIIIB OI[iHIOBA/IY IIiCIIsl BBEOEHHS BaKINH



IIpesenap (7-BaneHTHOI) Ta misHime [Ipesenap® 13. IIpesenap” 13 3HaYHO 3MEHIIYBaB HOCOTJIOTKOBE
HOCICTBO 6 JogaTKOBUX cepoTutiB (i cepotumny 6C) pa3oM Ta oKpemux cepotutis 6C, 7F, 19A
nopiBHAHO 3 [IpeBeHapoM. TaKoXK CIOCTEPIraaocs 3MeHIIeHHs HocilicTBa cepotuny 3 (2,5 % mpoTtu
1,1 %; p=0,1). HociticTBa cepoTumiB 1 Ta 5 He cmocTepiranocs.

BnnuB MHEBMOKOKOBOI KOH I0rOBaHOI BaKIIMHUA Ha HOCOTJTIOTKOBE HOCIMCTBO OOCIIiIXKyBaBCs B
PaHAOMi30BaHOMY IIOABIMHOMY CIIiIIOMY AOCIifIXKEeHHi Ha TepUTOpil [3painio, B AKOMY AiTH
oTpumMyBanu abo IIpeBenap® 13, a6o [IpeBenap (7-BaneHTHuil) Ha 2, 4, 6 Ta 12 Micsmi XUTTS.
I[Ipesenap” 13 3HaYHO 3MEHIIyBaB HEI[OJABHO BCTAHOBIEHE HOCOITIOTKOBE 3apakeHHs 6
NOOAaTKOBUMU cepoTunamu (ta ceporumy 6C) pa3oM Ta okpeMumu cepotunamu 1, 6A, 6C, 7F, 19A
IIOPIBHAHO 3 IpenapaToM [IpeBeHap. 3MeHIEHHS He CIIOCTEPITasocs IIpU 3aCTOCYBaHHI CEPOTHUIlY 3,
a IJIs CePOTHUITY D KOJIOHi3alls Oya gyxe pigkoro, mo6 MoxHa 6yI1o ouiHuTy BIUIHB. [logiOHi piBHI
HOCOTJIOTKOBOT'O 3apakKeHHs CIIoCTepiranucs ajis 6 3 7 CIiTbHUX CEePOTHUITB B 000X Ipynax
BakIMHalll, a gys ceporuny 19F cnocTepiranocs: 3HauHe 3HUKEHHS PiBHA.

Y upoMy mocrigXeHHI 3apeeCcTpOBaHO 3MEHIIeHHs HociicTBa cepoTumiB 19A, 19F ta 6A
S. Pneumonia, HeuyTnUBUX 00 OaraThoxX aHTUOIOTHKIB. 3MeHIIIeHHS CTaHOBUIIO Bif 34 mo 62%
3aJ1eXKHO Bifi cepoTuIly Ta aHTUOI0THKA.

T'ocmputi cepedHiu omum.

TakoxX micnis BBeleHHS BaKI[MHHU y HaI[iOHAJIbHY IIporpaMy iMyHi3alil 6yia BcTaHOBIIEHA
e(eKTUBHICTh 3aCTOCYBaHHA IIpenaparty [IpeBeHap 3a cxeMmoio 3 1 BiTHOCHO I'OCTPOTO CePETHbOT0
OTUTY Ta THeBMOHii. [Tpu peTpocneKTUBHIM OIiHIII BeNTMKOi cTpaxoBoi 6a3u ganux CIIA yactoTa
Bi3WTIB 3 IPHUBOAY r'OCTPOT0 CEPENHLOTO OTUTY 3HU3UNAcT Ha 42,7% (95% 11, 42,4 - 43,1%), a
KiJIBKICTB PEleNTiB, BUIMCAHUX AITIM BIKOM [0 2 POKiB 3 IPUBOAY I'OCTPOTO CEPENHBOI0 OTUTY, - Ha
41,9% mopiBHSHO 3 BUXITHUMHU JaHUMHU [0 BUAadi mireHsii Ha npemapart (2004 mpotu 1997-99 pp.). ¥
nofmiOHOMY aHaumi3i KinbKicTh rocmiTanisalii Ta amMmOynaTOpHUX Bi3UTIB 3 IPUBOAY ITHEBMOHII (Oy/Ib-
SIKOTO T'eHe3y) 3Hu3unucs Ha 52,4% ta 41,1% BignosigHo. [I719 BUNagKiB, ineHTHU(HIKOBAHUX IK
ITHEBMOKOKOBA ITHEBMOHISI, 3HUKEHHS YKCyIa rochiTanisanii Ta aM0yJIaTOPHUX Bi3UTIiB y OiTel BikOoM
1o 2 pokiB cTaHOBUIO 57,6% Ta 46,9% BinmoBimHO. Xo4a aHaIi3, 1m0 6a3yeThCS Ha CIIOCTEPEXKEHHI,
He [la€ MOXKJIMBOCTI BCTAHOBUTU 0€3M0Cepe il MPUYNHHO-HACTIZKOBUN 3B’S130K, 11l pe3ynbTaTi
cBimu4ats, 110 [IpeBeHap Bifirpae BaxK/IuBY POJIb Y 3HUKEHHI TSIXKKOCTI 3aXBOPIOBaHHS CIIU30BUX
000JI0HOK (TOCTpHUYM CepenHili OTUT Ta THEBMOHIS) V I[iTbOBIN MOMYISIIl.

LocaidxceHHA epekmusHocmi 3a yuacmio 0opocaux 8ikom 8i0 65 pokis.

EdeKTUBHICTh CTOCOBHO HETOCITiTaIbHOI ITHEBMOHII Ta iHBa3MBHUX MTHEBMOKOKOBUX 3aXBOPIOBaHb,
CIIPUYMHEHUX CePOTHUIIaMHU, SIKi BXOASATH M0 CKJIay BaKIMHU, OYJI0 OIiHEHO y BEJIMKOMAaCIITaOHOMY
PaHIoMi30BaHOMY IOMIBIHOMY CIIiIIOMY Iy1alie00-KOHTPOJIbOBaHOMY HociigkeHHi (Community-
Acquired Pneumonia Immunization Trial in Adults - CAPiTA) B Himepnaumax. 84496 oci6 BikoM Bif

65 pOKiB OTpuManIu OfHY 403y BaKIMHU HpeBeHap® 13 abo maebo B criBBimHomenHi 1:1.

Y mocnipxenni CAPiTA Gpanu y4acTh JOOPOBOJIBIN BiKOM Biff 65 pOKiB, MeiuKO-HeMorpadiuni
XapaKTEPHUCTUKU SIKUX MOTJIX Bifpi3HATHUCE Biff TaKuX y 0Ci0, 110 MOTpeOy0Th BaKIMHAII.

Bunagku nmepBUHHOI rocIiTani3allii 3 THeBMOHI€0, MigTBEPXKEHO0I0 peHTreHorpadieio rpygHol
KJIiTKHY, Oynu ineHTH(diKOBaHi y 0113bK0 2 % mocnmimxkyBanux (n = 1814), y T. 4. 329 Bumnapkis 0ymu 3
HigTBEPOKEHO0 MHeBMOKOKOBOIO HIT i 182 Bumapku HIT Oyiu BUK/IMKaHI CEPOTUIIAMH, SIKi BXOOSTh
[0 CKIany BakuvHY.Bka3aHi maHi 0OTpUMaHO A7 IOMyJIALil 3a TPOTOKOJIOM JOCTiIKEHHS Ta
nomnynsAmii marieHTiB, MogrdikoBaHOl 3a MPHU3HAYEHUM JIiIKYBaHHSM, SKi OTpUMasu xo4a 0 OgHy J03Y



npenaparty (Intent-to-Treat)).
Ilocai0xceHHs iMyHO2eHHOCMI 3a yuacmio dopocaux 8ikoM =18 pokie ma ocib 1imHb020 BiK).

Y mopocnux ocib mopir aHTUTIN ISt CepoTUIIOCTIen(piYHNX THEBMOKOKOBHUX Tojticaxapunaux IgG, mo
3B’sI3aHUi 3 KOHIIEHTPAIli€l0 @HTHUTIJI T aCOLII0ETHCS i3 HOCATHEHHSM 3aXUCTy, He OYB BU3HAYEHUH.
Y BCiX OCHOBHUX KJTiHIYHMX OOCHTIIXKEHHSIX OIS OLIHKY MOTEHILIWHOI e()eKTUBHOCTI MMPOTH iHBA3UBHUX
ITHEBMOKOKOBUX iH(EKIIill Ta THEBMOHIl BUKOPUCTOBYBa/IM CEPOTUII-CIIENU(idHi OIICOHO-(paronuTapHi
peaktii (O®P). Yepes Micsiib micasg KOXHOI BaKIiHallil Bu3Havanu TutTpu O®P Ta nmpoBogunu
PO3paxyHOK reoMmeTpuynux cepenHix tTutpiB (I'CT) OOP. Tutpu ODP BinoOpaxKaioThCs 5SIK 3BOPOTHE
3HaueHHS Ha#binbIIOro po3BefeHHS CHPOBATKH, SKe 6 3HUXKYBa0 BUXKNBaHICTh THEBMOKOKIB
moHaMen1e Ha 50%.

Ba30Bi gocnigKeHHs BaKIMHU l'IpeBeHap® 13 6ynu nmobynoBaHi TaKUM YHHOM, 11100 1MOKa3aTH, 1110
Yyepe3 OOMH MicAIlb IMicis BaKIMHaLil (yHKIiOHaMbHa iMyHHa BifnoBigs O®P ang 13 cepoTumis He
IIOCTYIAETHCH, a AJd OesKUX CePOTHUIIIB IIepeBUIIy€e IMyHHY BiANOBiAb Ha 12 cepoTUmis, CIiIbHUX 3
JIiIIeH30BaHO 23-BaJIeHTHOO II0JIicaxapUIHO THEBMOKOKOBOIO BaKIMHOI (cepotunu 1, 3, 4, 5, 6B,
7F, 9V, 14, 18C, 19A, 19F, 23F). IMmyHHY BifillOBigb Ha YHiKaJIbHUM [JIS BAKIUHU HpeBeHap® 13
cepoTun 6A OLiHIOBa/IM IIJITXOM JEeMOHCTpallil 4-KpaTHOT0 3pOCTaHHS cnenudigyaoro tTutpy OOP
IIOPiBHSHO 3 PiBHEM 10 iMyHi3ailii.

Y €spori ta CIIIA 6yn0 mpoBeneHo I'ATh KITiHIYHUX JOCTiIKeHb 3 METOIO OLiHKY iMyHOT€HHOCTi
BaKIIMHU HpeBeHap® 13 y pi3Hux BikoBUX IrpyI (B gianma3oHi 18 - 95 pokiB). Ha croropsi kiiHiuHi
OOCIHiI»XKeHHs BaKIMHU HpeBeHap® 13 3abe3meuyioTh faHi II0A0 iMyHOTE€HHOCTI y OPOCIIKX 0Cib
BikoM Bif 18 pokiB, y ToMy 4ucCiIi BiKOM Bif 65 pOKiB, gKi paHille (3a 5 POKiB [0 BK/IIOYEHHS Y
OOCIiI?KEeHHS) MTPOXOAUIN BaKIIMHAIII0 OHI€I0 YU OeKiTbKoMa J03aMu 23-BaJIeHTHOI MojlicaXxapuaHol
BaKIKHU. Y KOXKHE NOCIiAKeHHs 0y BKIIOYEeHi: 3M0poBi 0co0M, iMyHOKOMIIETEHTHI 0co0u 3i
cTabiTbHUMK OCHOBHUMHU 3aXBOPIOBAaHHSIMHU, 5SIKi 00YMOBITIOIOTh CXUJIBHICTh 10 ITHEBMOKOKOBOI
iHGexii (TaKUMU IK XpPOHiYHI 3aXBOPIOBAaHHS CEPIIEBO-CYIUHHOI CHCTEMH, XPOHIUHI 3aXBOPIOBAHHS
IUXabHOI CUCTEMHU, BKJTIOYA0YM acTMy, Po3jagy GyHKIiI HUPOK, LyKPOBUY AiabeT Ta XpoHiuHi
3aXBOPIOBAHHS MEeYiHKY, BKJIIOYAIOYX aJKOTOJIbHE YpaXkKeHHs MeYiHKHU), a TaKoXK 0co0u 3 pakTopaMu
pU3UKY (HasiHHA Ta 3JI0BXKUBAHHS aJIKOT0JIEM).

BesneuHicTs Ta iMyHOreHHicTh BakuuHY [IpeBerap” 13 Gyo foBeneHo y oci6 BikoM Bif 18 pokis,
BKJ/TFO4AI04H 0Ci0, sKi paHimre 6y BaKIIMHOBAHI THEBMOKOKOBOO MOJTiCAXaPUIHOI BaKIIMHOIO.

Ilopocai, sAKi paHiwe He 6yau 8aKyUHOBAHI 23-8a/1€HMHOI0 NHEBMOKOK0B80H NOAICAXAPUOHOK
B8AKUUHOH.

Y npsiMoMy NOPiBHAILHOMY AOCTIiAXKEHH], sike 0yJI0 IpoBefeHo i3 3amy4eHHsIM 0cib BikoM 60-64
POKH, y4aCHHMKH OTPUMYBaJIK Pa3oBi no3u Bakuuuu [IpeBeHap”® 13 a6o 23-BaeHTHOI MTHEBMOKOKOBOI
IoJlicCaXapugHOl BaKIMHU. Y TOMY XK AOCTiAXKeHH] iH1Ii rpynu gopociux BikoM 50-59 pokis Ta
IOPOCIIHUX BikOM 18-49 pOKiB OTpHMMYyBaiM pPa3oBy 403y BakiuHY [Ipesenap” 13.

Y mopocnux BikoM 60-64 poku TEOMETPUUHUN CepenHii TUTP OPP nns Bakuuau ITpesenap® 13 Gys
He MEHIINM, HiXK reoMeTpryHui cepenHivi Tutp OOP, oTpuManuii ansg 23-BajJeHTHOI THEBMOKOKOBOI
moJTicaxapuaHOl BaKIMHY (st 12 CEpOTHIIB, 1110 BXOOUIU OO0 CKJIady 000X BakiuH). 17151 9 cepoTutis
tuTpu OOP Oynu CTaTUCTUYHO OOCTOBIPHO OilIbIII BUCOKUMHU Y 0Ci0, SIKi OTPUMYBAJU BaKIMHY
I[IpeBenap” 13.

Y mopocmux Bikom 50-59 pokiB reOMeTpUUHUY cepenHii TUTP ODP mns Bcix 13 cepoTHMiB BaKIUHY
IIpesenap” 13 6yB He MeHIIXM, HiX piBHi iMyHHOI Bigmosizi Ha IIpeserap” 13 y oci6 Bikom 60-64



poku. [Inst 9 cepoTuniB iMyHHa BigmoBiAgb 3ajiexkaja Bif Biky Ta Oyia CTaTUCTAYHO JOCTOBIPHO Oinmbiil
BHpaxeHoro y oci6 50-59 pokiB, Hixk y ocib 60-64 pokis.

Y Bcix gopociux oci6 BikoM 3 50 pokiB, AKi 0TpEMany pa3oBy 03y BakIuHK [Ipesenap” 13, TUTpH
O®P mns cepotuny 6A Oymu 3HAYHO BUITMMHU, HiXK y 0ci6 BikoM 3 60 pOKiB, 5IKi OTpUMasu Pa3oBy J03y
23-BaJIeHTHOI THEBMOKOKOBOI IT0/TicaXapuAHOI BaKIIMHU.

Yepes pik micnsa BakuuHanil npemnapatoM [Ipeserap”® 13 Tutpu OPP 3HU3MUINCEH IOPIBHSHO 3
PiBHSIMM, BU3HAUYEHUMH Yepe3 Micslpb micad BakuuHanil. Bogaouac, Tutpu O®P nns BCix cepoTumis
3a/IUIIanuCch BULIMMY, HiXK Ha BUXiTHOMY PiBHI.

Tabmuig 1

[TamienTtu ['CT O®P uepe3s 1 pik micns
BakKIKHAIlil IpenapaToM

IIpeBenap”® 13

I'CT OQP Ha
BUXITHOMY DiBHI

Iopoci BikoMm 50-59 pokiB, sKi paHiiie He

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

Iopoci BikoMm 60-64 poKiB, 1110 paHiiie He

Oynu BaKI[MHOBaHI 23-BaJIeHTHOIO 5-37 19 - 733
ITHEBMOKOKOBOIO TOJTiCaXapuoHOI BAKIIMHOIO

Y mopocnux BikoM 18-49 pokiB reoMeTpuyHi cepengHi TUTPHU GyHKIIIOHaIbHUX aHTUTINT OOP mo ycix
13 cepoTHIIiB, AKi OXOMIIOTLCS BaKIMHOIO [Ipeserap” 13, Oynu He MeHII e(peKTUBHUMHU, HiX
BiIIIOBifi Ha BakIMHAaIi0 NpenapatoM [Ipeserap” 13 y mopocnux BikoM 60-64 poku.

Yepes 1 pik micns BakuuHaii npenaparoM [Ipesenap® 13 TuTpu GyHKIiOHANEHAX aHTUTLT ODP
3HUXKYBAJIUCS MOPIBHAHO 3 TUTPAMU dyepe3 1 MicAIb micig BaKIUHAIl, IPoTe TUTPH QYHKIIIOHATIbHUX
antuTin O®P {0 BCiX CEPOTHITIB 3aJIUINIAINCS BUIIIMMY 3a BUXIOHI PiBHI.

Tabmuig 2
BuxigHUi TeOMETPUYHUN ['eOMeTpUYHUY CepeHild TUTD
MamiesTa CepenHiil TUTP PyHKIIIOHaIbHUX [pyHKI[IOHaTbHUX aHTUTiI ODP
I aHTUTIT OOP yepe3 1 pik micns BaKIMHALil

npenapaToM IIpesenap” 13

[Topocni y Biui 18-49 pokis, gki
paHillle He OTpUMyBasu 23- Big 5 no 186 Big 23 mo 2948
BaJICHTHY THEBMOKOKOBY
[oJIicaxapyuHy BaKIUHY

Ilopoci, sKi paHiwe 6yau 8aKYUHOBAHI 23-8a1€HMHOI0 NHEBMOKOK0800 NOAICAXapudHO0
B8AKUUHOH.

ITopiBHsAHHA IMyHHOI BiATIOBiAi Ha BBefleHHs npenapaTy [Ipeserap”® 13 Ta 23-BaseHTHOI
noJricaxapugHOl BaKIMHY IIPOBOAUIN Y IIPSIMOMY IIOPiBHSJIBHOMY IOCiOKEHHI 3a y4acTio ocib BikoM
Big 70 POKiB, SIKi IIfOHaWMEHIIIe 3a 5 POKIB 10 BaKIIMHAIlil ¥ OOCHiIKeHHI OTPUMYBaJI Pa30BY 103y
ITHEBMOKOKOBOI ITOJTiCaxapuHOl BaKLIMHH.

[TopiBHSAHHS 3HAUYEeHb '€OMETPUYHOI0 CePEmHLOro TUTPY ODP (uepes 1 micsaus micns BaKIHAILiI)
y paHillle BaKIIMHOBAaHUX ITHEBMOKOKOBOIO I10JTiCaXapUAHOI0 BaKIIMHOK YYaCHUKIB BiKoM mmoHap 70



POKIB, SIKi OTpUMaX pa3oBy K03y BakiuHu IIpesenap” 13 a6o 23-BaleHTHOI moicaxapumHoOl
BaKIMHYU, HaBefleHi y Tabmuili 3.

Tabmnuig 3

l'eomeTpruunny cepenHiii Tutp OOP y gopocnux ydacHUKIB BikoMm noHap 70 pokiB, paHilile
BaKLMHOBaHUX ITHEBMOKOKOBOIO ITOJTicAaXapuAHOI0 BaKIIMHOIO, $IKi OTPUMYBaId Pa30By AO3Y
npenaparty IIpeserap” 13 a6o 23-BaleHTHOI THEBMOKOKOBOI IofTicaxapuaHoi Bakiuau (PPSV23) **”

ITpesenap® 13 PPSV23 N=395-445 CnisBigHomeHHs ['CT OOP BakiuHu

Ceporunn N=400-426 IIpeBenap” 13 Ta PPSV23
I'CT O®P I'CT O®P I'C cniBBigHOIIIEHHS (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, 2,06)
23F 158 43 3,7 (2,69, 5,09)

* He meHnIa e(eKTHBHICTh BCTAHOBIIIOBAJIAChH, SIKIO 3HAUYEHHS HUXHBOI MeXi mBoOiuHOro 95%
I mist reoMeTPUYHOT0 CepenHboro TUTpy Oinbie 0,5.

° CTaTHCTUYHO JOCTOBipHA GiNbII BUpaXKeHa BiflOBiAb BCTAHOBIIIOBAIACH, AKIIO 3HAUEHHS
HUXKHBOI MeXi 0Bo6iuHOT0 95% [II /15t TeOMETPUYHOTO CEPEIHBOT0 TUTPY Oinbiire 1.

* [Insg cepotuny 6At, yHiKanpHOTO [ BakiuHu [IpeBeHap® 13, CTaTUCTUYHO OCTOBIpHA
OinbI BUPaXkeHa BifIIOBigb BCTAHOBIIOBAJIACK, SKINO 3HAYEHHS HUXKHBOI MexXi 7B06iuHOT0 95%
NI gnsa I'C coiBBigHOLEHHS Oifbime 2.

Y mopociux 0ci0, BaKIMHOBAHUX THEBMOKOKOBOIO ITOJIiCaXapUIHOI BAKIIMHOIO II[OHAKMEHIIe 3a 5
POKiB [0 TIOYATKY KIiHIYHOTO HOCTiIXKeHHs, FTeOMeTpUYHi cepenni Tutpu OOP niis BakKIIMHU
IIpeBenap” 13 Oynu He MEHIUMMH, HiX BifIIOBiHI ITIOKA3HUKY [JIs 12 CIINEHUX CEPOTHIIB
23-BaJIeHTHOI THEBMOKOKOBOI I0JTiCaXapXUAHOl BaKIMHYU. Binbil TOT0, y IIbOMY AOCTiAXKEHHI
miist 10 3 12 cminmbHUX cepoTHUIliB 0yJ10 MOKa3aHO CTaTUCTUYHO AOCTOBIpHO Oinbiii piBHI
TeOMETPUYHOI'0 CepPeNHbOro TUTPY O®P. IMicna BakuuHawii npemapatoM IIpeserap” 13 iMyHHa
BifmoBigh Ha cepoTut 6A Oyja CTaTHCTUYHO OOCTOBIPHO OiNbIll BUPaXKeHO0, HiXK IiC/Is BaKIMHAIIi1
23-BaJIeHTHOIO II0/TicCaXapHUIHOI0 BaKIIMHOIO.

Y oci6 BikoM Bif 70 pokiB, siKi 6ynu BaKIIMHOBaHi 23-BajIeHTHOIO THEBMOKOKOBOIO I10JTiCaXapHUIHO0
BaKIKHOIO IIIOHAMMEHIIe 3a 5 POKiB [0 IMOYaTKy [OCHiXKEeHHS, Yepe3 PiK Iiciig BaKLIKXHAIIi1
npenapaTtoM IIpeserap® 13 tutpu ODP 3HU3UIUCH HOPIBHAHO 3 PIBHSMM, OTPAUMaHUMHU Yepe3 MiCsIb
micyst BakiuHalil. Boguouac, Tutpu O®P Ois BCiX CEPOTUIIIB 3aIMIIANKCE BUIIMMHU, HiXK Ha
BUXIIHOMY DiBHI.

Tabnuus 4

['CT OOP na I'CT O®P yepes 1 pik micns

[TamienTu . .
= BUXiTHOMY piBHI BakuuHauii IIpesenap” 13



Hopocri BikoM Bifg 70 pokiB, sKi 6ynu
BaKIIMHOBaHI 23-BaJIeHTHOIO IIHEBMOKOKOBOIO
oJTiCaXapUOHOI0 BaKI[MHOK IIOHaMeHIIe 5 POKiB
TOMY

9-122 18 - 381

IMyHHa BifNoOBigh B 0COOGIMBUX TPYIAaX MAIiEHTIB.

Oco0u 3 ONMHCAHUMH HUXK4Ye CTaHaM¥ MalOTh IJBUINEHUN PU3UK PO3BUTKY THEBMOKOKOBOTO
3aXBOPIOBAHHS.

KriniyHa 3HAUyILIiCTh PIBHIB @HTUTLJI, COPUUYMHEHUX BaKLIUHOIO I[Ipesenap® 13 y IHUX 0COOTHMBUX
rpynax nalieHTiB, HeBijoMa.

CepnouOHOKAIMUHHA aHeMisl.

Y O®pantii, ITamnii, Benukobpurasnii, CIIIA, JliBani, €Erunti Ta CayniBchkiii Apasii 0yi10
TIPOBE/eHO BiTKPUTE OOHOIPYIOBe NOCIiIXKEeHHS ABOX 03 BakuuHU IIpeBenap” 13, ki
BBOJUIIU 3 iHTEpBajioM 6 MicAIiB. Y HbOro 3amyuunu 158 mitei i migIiTKiB BikoM Bif =6 [0
<18 pokiB i3 ceprnoBUIHO-KIITUHHOO aHeMi€lo, Ki OyIu paHillle BaKIIMHOBaHiI OIHi€0 a0
KiJTbKOMa [03aMu 23-BaJleHTHOI MTHEBMOKOKOBOI IT0JTicaXapuAHOl BaKIIMHY II[OHaWMEHIIIEe 3a
6 MicsIiB MO BK/IIOYEHHS B [OCITimxKeHH. [Ticns mepimol BakKIMHAIlil mpemapaTomM
IIpesenap® 13 piBHI aHTUTIN, AKi BAMIPIOBANKCS 3a TeOMETPHUYHUMHU CEPeIHIMA
KOHI[eHTpauiaMu IgG i reoMeTpUYHUMU CepefHIMU TUTPaMu PyHKLIOHaIbHUX aHTUTINT ODP,
Oynu CTaTHCTUYHO 3HAYHO BUIIMMU 3a PiBHI, IKi criocTepiranucs no BakiuHarlii. [Ticms
BBE[IEHHS IPYT0i 03K iMyHHa BifMoBigk Oya MOPiBHIHHOIO 3 OTPUMAHOIO ITiCJIT BBEEHHS
mepioi mo3u. Yepes oguH piK Miciis BBeOeHHS APYToi 03U PiBHi aHTUTIN, SKi BUMipOBaIucs
3a TeOMETPUYHUMU CepefHiMU KOHIeHTpauiamu IgG i reoMeTpUYHUMY CepefHIMU TUTPaMU
¢dbyHKIioHanbHUX aHTUTIN OQP, Oynu BUIIMMU 3a PiBHI A0 BBEOEHHS IEPIIO] [03U IIpenapaTy
1'IpeBeHap® 13, 3a BUHSATKOM IreOMETPUYHUX CepenHix KoHneHTpauiu IgG nnsa cepotumis 3 Ta 5, gKi
OyIu 4uCenbHO MOTiOHUMH.

BlJT-iHexkuisA.
Limu ma dopoci, siKi paHiwe He 6yau 8AKUUHOBAHI NHEBMOKOKOBOH B8AKUUHOIO.

BlJI-indikoBani mitTu Ta mopoci 3 KinbkicTio CD4 kmitun =200 Ki1./MKJ (CepemHs KimbKiCTh

717,0 Kn./MKJ), BipyCHUM HaBaHTaxkeHHSAM <50000 Kormiii/Mn (cepegHe HaBaHTaKEeHHS

2090,0 xomiti/mi), sIKi He Malu aKTUBHOT'O 3aXBOpIOBaHHS, IoB’s13aHoro 3i CHIII, Ta siki He Oynu
paHillle BaKI[MHOBaHi1 THEBMOKOKOBOI BaKLIMHOK, OTPUMYBaIu 3 0O3U BaKLIUHU I[IpeBenap® 13.
3rigHo 3 3arajbHUMHU PEKOMEHMALISIMH, MiCIg IIhOT'0 BOHK OTPUMYBaIu Pa30BY 03y 23-BaJeHTHOI
ITHEBMOKOKOBOI II0JIicaxapuaHOl BaKIIMHU. BakKIIMHY 3aCTOCOBYBaIM 3 iHTepBanioM 1 Micanb. IMyHHY
BigmoBiAb ouiHioBanu y 259-270 ocib, OCTyIHUX A7 OLiHKY, TPUOIN3HO Yyepe3 1 Micsup micns
OTPUMAaHHS KOXHOI 034 BakIuHH. [1icis BBefeHHs nepiuol fo3u IIpesenap® 13 COpUYMHSAB piBHi
aQHTHUTIN, IKi BUMipIOBa/IMCS 3a TeOMETPUUHUME CepefHiMu KoHIleHTpaliaMu IgG i reoMeTpUYHUMU
cepenHiMu THTpPaMu PyHKITIOHANMBHUX aHTUTINT OOP, 110 OyIM HOCTOBIPHO BUINMMHU 3a PiBHIi 10
BaknuHalil. Iicaa apyroi Ta TpeThoi f03u BakuuHY IIpeserap® 13 iMyHHa Bifnosins Oyna momiGHOO
o BiATIOBifi micyis 3aCTOCYyBaHHS IepInoi 4031 abo BUIIOIO 3a Hel.

Lopocai, saKi paHiwe 6yau 8aKyuHOBaHI 23-8a1eHMHOK NHEBMOKOK080H NO/iCaxapudHo
B8AKUUHOIO.



BIJI-ingikoBaHi mopocni BikoMm =18 pokiB (KinbkicTs CD4 kmitu =200 K1./MKJ (CepenHs KilbKiCTh
609,1 km./MK1), BipycHe HaBaHTaxkeHHsT <50 000 komi#i/Mn (cepenHe HaBaHTaxeHHS 330,6 Komii/Mi),
6e3 aktuBHOro CHIII-acomitoBaHOI'0 3aXBOPIOBAHHS), SIKi Oy/IM BaKIIMHOBaHI 23-BaJIeHTHOIO
ITHEBMOKOKOBOIO IOJTiCaXapUAHOI0 BaKIIMHO NIPUHAMMHI 3a 6 MICAIB OO0 BKIIIOUEHHS B OOCIiIXKEHHS],
OTPUMYBaNH 3 034 BakIuHY [IpeBenap”® 13 Ha yac BKIIOUEHHS Ta 4epe3 6 i 12 MicAwiB micus
OTPUMaHHS IEePIIOi 03K BaKIUMHU l'IpeBeHap® 13. ImyHHY BiANOBifOb OL[iHIOBAJIU Y

231-255 gocTynHUX OIS OL[iHKM 0Ci0 mpubau3Ho Yepe3 1 MicsIlp micas OTpUMaHHSA KOXKHOI 103U
BakuuHY [Ipesenap® 13. ITic/is oTpEMaHHS mepiuoi [o3u npenapaTy IIpesenap”® 13 piBHi aHTHTIN, AKi
BUMIPIOBAJIUCS 3a TeOMETPUYHUMHU CepefHiMU KoHIleHTpaniaMu IgG i reOMeTpUYHUMY CepenHiMU
TUTPaMu GYHKITIOHAMbHUX aHTUTIN OOP, Oyiau CTaTUCTUYHO 3HAYHO BUILUMU 3a PiBHI, SKi
CIiocTepiranucs f0 BaknuHaril. [Ticis BBeeHHS OPYyrol Ta TPEThOl 03U BaKLIUHI

l'IpeBeHap® 13 imyHHa BifmoBigs Gya IOpPiBHAHHOI a00 BUILOIO 3a BiATIOBigE IiCyIs BBEOEHHS MEPIIOl
Mo3u. Y paMKax LIbOTO AOCTimKeHHs 162 mallieHTH 0TpUMai OOHY IOoIepeHio no3y 23-BaleHTHOl
ITHEBMOKOKOBOI II0JTicaxapyUaHOl BakKIWHY, 143 mallieHTH oTpuManu 2 MonepeaHi 703y i 26 malfieHTiB
oTpuMaJy OiNbIN HiXK 2 TonepenHi mo3u 23-BajleHTHOI MOTicaXapuaHOl BAaKIIMHU. Y TAlli€HTiB, SKi
oTpuManu ABi abo Ginblne monepenHi [o3u 23-BajJIeHTHOI THEBMOKOKOBOI IT0JTiCaXapuaHOI BAKIUHHY,
CIoCTepiranacs cxoxa iMyHHa BifIIOBiIb IOPIBHAHO 3 Ial[leHTaMH, SIKi OTpUMaJIi OOHY II0IIePenHI0
[03y.

TpaHcnaaHmauis 2emonoemu4Hux cmogbyposux KAimuH.

Iitu Ta mopocii, sKuM 6yJI0 TPAHCIIAHTOBAHO I'aJIOTeHHi TeMOIOeTHYHi CTOBOYPOBi KITITHHY Y Billi
=2 POKH, 3 IIOBHOIO IeMaTOJIOTiYHOI0 PeMiCi€elo OCHOBHOTO 3axBOpIoBaHHS a0o 3 AyxKe mo6poio
4aCTKOBOIO PEMICi€lo y pasi miMdoMu Ta Mi€eIoMH, OTpUMyBaId TPH 03K BakuuHY [Ipesenap® 13 3
IHTEepBaJIOM MiX A03aMu IoHaWMeHIe 1 micsans. [lepiny 4o3y BBOOUIM yepes 3-6 MICSLiB
Iicyis TpaHCIIaHTAallil TeMOIIOETUYHUX CTOBOYPOBUX KITiTHH. YeTBepTy 003y (OycTep-
if'exuis) mpemapaty IlpeBeHap® 13 BBoguu yepes 6 MiCALIB MiC/Is BBEIEHHS TPETHOI [03H.
3rigHO 3 3araJbHUMU PeKOMeHOalisiMu, Yepe3 1 Micsup Mic/is BBeIeHHS YeTBEPTOl 03U Ipemapary
I[IpeBenap® 13 BOHM OTPUMYBaJX Pa30By HO3Y 23-BaJleHTHOI MTHEBMOKOKOBOI MOTiCaXapuaHOl
BakIMHU. IMyHHY BifNOBiOb, IKYy BUMIPIOBAJIA 3a FTeOMETPUYHUMU CepelHIMU KOHIeHTpauiamMu 1gG,
otiHoBanu y 168-211 ocib, mocTymHuX s OIiHKM, MpubIu3HO0 Yepe3 1 Micsirs micis BaKIMHAILI.
[Ticnst BBemeHHs KoXHOI fo3u [Ipeserap® 13 CIpUYMHSB IiIBUINEHHS PiBHIB aHTUTIN. TTicss
4eTBepToi Mo3u npenapaty [Ipeserap® 13 iMyHHa Bigmosigs Gyla JOCTOBIPHO MifBHUIINEHOIO g YCixX
CEepOTHUIIiB ITOPIBHSHO 3 BiANOBIAAIO MiCas TpeThol fo3u. Tutpu QyHKIioHanpHNX aHTUTL (OOP) y
I[bOMY AOCIIIAXXKEHHS He BUMIipIOBaIu.

dapmakoKiHemuka.

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

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

AKTHUBHa iMyHi3alis OJis monepenKeHHS iHBa3MBHUX 3aXBOPIOBaHb, THEBMOHII Ta TOCTPOTO
CepemHbOTO0 OTUTY, CIPUYKMHEHUX Streptococcus pneumoniae, y OiTed BiKOM Bif 6 TUXKHIB.

AKTUBHa iMyHi3alis o1 MonepeKeHHS iHBa3MBHUX 3aXBOPIOBaHb Ta MTHEBMOHII, CIPUYNHEHUX
Streptococcus pneumoniae, y BOPOCTUX 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.

HemoBnsTa Ta OiTv BiKOM Bif 6 THKHIB 10 5 POKIB.

Bakiuny ITpesenap® 13 MOXKHa 3aCTOCOBYBATH OfHOYACHO 3 Oyab-IKMMK BaKIMHAMH, K MOHO-, TaK i
KOMOiHOBAaHHMMH, ITI0 MiCTSITh aHTUTeHHU: TUTEPil, mpaBIld, KAIUIoKa (I[iIbHOKITITHHHUY a0
aleTIIIpHUAN KOMIIOHEHT), Haemophilius influenzae tuny b, nmomiomieniTy iHaKTUBOBaHUM, T€IATUTY
B (mopo 3acTocyBaHHS 3 npenapaToM [HbaHpuKC rekca™ auB. po3nin «Ocob6MmuBoCTi
3aCTOCyBaHHS»), MEHIHTOKOKOBO1 ceporpynu C, Kopy, emifeMidHOro apoTUTy, KpacHYXH, BITPSIHOI
BiCIIK Ta poTaBipyca.

I[IpeBenap® 13 MOXHa TaKOXK OJHOYACHO 3aCTOCOBYBATH 3 BAKIMHOIO I IPOQiTaKTUKK
MeHIHTOKOKOBOI iH(deKIii ceporpym A, C, W-135 Ta Y nosicaxapuaHo0, KOH I0TOBaHOO 3 IIPABIIEBUM
AHATOKCHUHOM, HiTSM BiKOM Bif 12 mo 23 micsiris, siki 6yiu mepBUHHO e(eKTUBHO BaKIIMHOBaHI
npenapaTtoM [IpeBeHap® 13 (3rigHO 3 MiClleBUMU PEKOMEHAIIAMH IIIOA0 JTiKyBaHHS).

[laHi, oTpuMaHi 1if YaC MOCTMapKETHUHTOBUX KIIIHIYHUX OOCIIiIXKEHb, I[00 OLIHKY BIIJIUBY
Ipo(diTaKTUYHOTO 3aCTOCYBaHHS aHTUIIIPETHUKIB (i0yrnpodeH Ta mapaleTaMos) Ha iMyHHY BifTIOBighb
Ha 3aCTOCYBaHHS BaKI[MHU l'IpeBeHap® 13 npumnyckarTs, 1110 3aCTOCYBaHH l1apaleTaMoy
OJHOYACHO 3 BaKI[MHOIO a00 B IeHb BaKIMHAIlil MOXKe 3HU3UTH IMyHHY BifiMIOBiAL OpraHiaMy Ha
IIpesenap” 13 mics mepBUHHOI BaKIMHALI HEMOBNIAT. BifNoBigs Ha 3acTOCyBaHHS OyCTEP-HO3K
yepe3 12 Mics1iB He 3MiHIOBanach. KimiHigyHe 3HaUYeHHS I[bOT0 SIBHUILla HEBigoMe.

ity Bikowm Big 6 mo 17 pokiB.

Ha croropui HeMae JaHUX O[O0 CYMICHOI'O 3aCTOCYBaHHSA 3 IHIIMMY BaKIWUHAMU.

ITopocmi BikoM Bixg 18 10 49 pokKiB.

Ha cproropsi HeMae JaHUX O[O0 CYMICHOI'O 3aCTOCYBaHHS 3 IHIIMMU BaKLIMHAMHU.



[Topocmni BikoM Big 50 pOKiB.

IIpesenap” 13 MOXKHa 3aCTOCOBYBATH OAHOYACHO 3 CE30HHOK TPHBAIEHTHOK iHAKTHBOBAHOI
IIPOTUTPUIIO3HOI0 BAKI[HHOIO.

PesynbraTé OBOX OOCHiAXKEHD, IPOBEAEHUX 3a Y4aCTIO JOPOCIUX MalieHTiB BikoM 50-59 pokiB Ta
BiKOM Biff 65 POKiB, HOKa3aaX MOXK/IMBICTE OMHOYACHOTO 3aCTOCYBaHHs BakuuHu [Ipeserap”® 13 Ta
TPUBAJIEHTHOI iIHAKTUBOBAHOI IPOTATPUIIO3HOI BaKIIMHY. BignoBifb Ha BBe€eHHS TPhOX aHTUTEHIB, 1110
BXO[SITh 0O CKJIagy TPUBaJIeHTHOL iHAKTHBOBAHOL IPOTUTPUIIO3HO] BAKI[MHY, IPX BBEIEHHI ITi€l
BaKLMHY OKPEMO Ta y IIOENHAHHI 3 BaKIMHOW [Ipesenap” 13, Gyia MOPiBHSHHOIW.

IIpx ONHOYACHOMY 3aCTOCyBaHHI BakuuHY [IpeBeHap® 13 Ta TpHBaJIeHTHOI iHAKTMBOBAHOI
IPOTUTPUIIO3HOI BAKIMHK iMyHHa Binmosink Ha IIpesenap” 13 Gyia MeHII BUPaKeHOW, HiX IpH
CaMOCTIMHOMY BBe[eHHi BakIuHY [Ipesenap® 13, aje MOBroCTPOKOBHIL BIIUB Ha PiBEHb
LIUPKYJII0I0YUX aHTUTLI He Bif3HA4YaBCs.

Y TpeTboMy mocCTigKeHHi 3a y4acTio opociux BikoM 50-93 pokiB Oyra mokasaHa MOKJIHUBICTh
O[IHOYaCHOTO 3aCTOCYBaHHs BakIuHK [IpeBeHap” 13 Ta C€30HHOI YOTHPUBAIEHTHOI iHAKTHBOBAHOI
npoTturpuno3xol BaknuHu (YII1B). IMyHHa BignoBias [0 BCix yoTuphox mramiB YIIIB He
3MeHIIyBalach IPH OFHOYACHOMY 3aCTOCYBaHHI BakiuHY [Ipesenap® 13.

ImyHHi Bifnosigi Ha [TpeBerap® 13 He Oyiu clabIIMMy IPY 3aCTOCYBaHHi ogHOYacHo 3 YIIIB y
TIOPiBHSAHHI i3 3aCTOCYBaHHAM BakKLUMHH [IpeseHap” 13 okpeMo. SIK i Ipyu OIHOYACHOMY 3aCTOCYBaHHI
3 TPUBAJIEHTHOIO BaKIIMHO0, iMyHHA BigMOBib 00 AeSIKUX THEBMOKOKOBHX CEPOTHUIIIB OyJla HUKUYOIO
IIPY 3aCTOCYyBaHHI 060X BaKLMH OTHOYACHO.

HocnigKeHHsI 0MHOYAaCHOr 0 3aCTOCYBaHHA 3 iHIIMMU BaKIMHAMU HE IIPOBOUIIN.
Pi3Hi iH'€KIIiHI BaKIIMHY CIIif 3aBXKOY BBOOUTH B Pi3Hi OiMSHKY 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.

Hapa3i goctymnHi mani 3 6e3neku Ta iMyHOT€HHOCTI CTOCOBHO 00MeKeHO1 oMy sii i3
CEePIOBUOHOKIIITHHHOIO aHeMieio, BIJI-iHdexkirieto abo oci0, SKMM TPAHCIIJIAHTOBAHO TeMOIIOETHYHI
cToBOYPOBi KiTiTHHY (IuB. po3min «PapMakoguHaMmika»). [JaHi 3 6e3meKu Ta iMyHOTeHHOCTi BaKITMHU

HpeBeHap® 13 BipcyTHI ons iHIIMX 0COONMMUBUX I'PYI 0Cib 3 ocnabieHuM iMyHITETOM (HalpHUKIIaf,
BHACJTIZIOK 37I05IKiCHOTO0 HOBOYTBOPEHHS a00 He(POTUUHOT0 CUHAPOMY). [ IUX TPyl BaKLIKHAIIiI0
CJIi pO3r/sigaTH Ha iHAMBiAyalbHil OCHOBI.

[lomoMiXHI peYOBUHU.

Jlikapcekuii 3aci6 IIpesenap”® 13 mictuts 0,1 Mr monicop6aty 80 y KoxHii mo3i 0,5 M1, 1m0
ekBiBaneHTHO 0,2 Mr/mn monicopbaty 80. [Tomicopbat 80 MoXke CIPUYMHATH Peakxiiii
rimepuyrtnuBocTi. Lle# mikapchkui 3acib MiCTATh MEHII HiK 1 MMOJTb HaTpio (23 Mr) Ha g03Y,
TOOTO IIPAKTUYHO HE MICTUTh HATPIilO.

HeMoBnsTa Ta miTé BiKOM Bif 6 THXKHIB 10 5 POKIB.

Y kniHIYHUX OOCHiIXKEeHHIX l'IpeBeHap® 13 BUKJIMKaB iMyHHY BifiTIOBiAb Ha YCi TPUHALUATh CEPOTHIIIB,
110 BXOMSTh [0 CKIafy BaKIMHY. IMyHHA BifIoOBifb Ha cepoTun 3 micis peBaKIMHAallil He
IepeBUIllyBasla PiBHi, [0 CIOCTepiranucs micis cepil BaKIuHallil y paHHbOMY AUTSYOMY BiIli.
KniniyHe 3HaYeHHS IBUIINA IHAYKIN] IMyHHOI IaM’SITi CepOTUIly 3 HeBimoMe (OUB. PO3LiN
«®apMakKoouHaMiKa»).

BigcoTox ocif, y skux BupoOnsnucs GyHkuionanbHi antutina (O®P = 1:8) mo ceporumis 1, 3 Ta 5,
6yB BucokuM. [IpoTe cepenHi reomeTpruyHi 3HaYeHHS TUTPiB OOP Oynu HUKYUMU 3a BifmoBigHi
3HQUEHHS TUTPIB [JI9 KOKHOTO 3 PELUTU AOJaTKOBUX CEPOTHUIIIB BaKLIIMHY; KITiHIYHA 3HAYYILICTh LIOT'O
sBUIIA 11 e(EeKTUBHOCTI 3aXUCTy HeBigoMa (OuB. po3ain «PapmMakoguHaMika»).

OOMexkeHi JaHi MpoIeMOHCTPYBaH, 110 7-BaneHTHUM [IpeBeHap (MepBUHHUI KypC TphOMa J03aMH)
BUKJIMKA€E 3a[l0BIJIbHY IMyHHY BITIOBIIb Y HEMOBJIAT 3 CEPIOBUAHOKIIITUHHOIO aHEMIEIO, IIPUYOMY
mpodine 6e3meku OyB CX0XKUM 3 THM, III0 CIIOCTEPITaETHCS Y TPyIax 03 HassBHOCTI BUCOKOTO PU3UKY
(muB. po3pin «dapmMakogUHAMIKa»).

Iity BiKOM [0 2 POKiB HOBHHHI IPOXONMTH KypC BaKIKHAaMil npenapatoM [Ipeserap”® 13, axuit
BifmoBigae ixHbOMYy BiKy (muB. po3min «Croci0 3acTocyBaHHS Ta H03u»). 3aCTOCYBAHHS
ITHEBMOKOKOBOI KOH'IOTOBaHOl BaKLIMHY He 3aMiHs€ 3aCTOCYBaHHS 23-BajleHTHUX ITHEBMOKOKOBUX
IIoJTicCaXapUOHUX BaKIMH OJI OiTei BIKOM = 2 POKiB 3 TAKMMU CTaHAMH, SIK CEPIIOBUIHOKIITUHHA
aHeMmis, acmmenisi, BIJI-iHdek1is, XxpoHiuHe 3axBopioBaHHS a00 ocnabieHa iMyHHa CUCTEMa, YV 3B’ I3KY
3 AKMMH IX BiIHOCSATH [0 TPYIHU MigBUIIEHOTO PU3UKY IIOA0 iHBa3MBHOTO 3aXBOPIOBAHHS,
CIIpUYMHEHOTr0 Streptococcus pneumoniae. 3a HassBHOCTI peKOMeHAallill, JiTU 3 TPYIIXA PU3UKY BiKOM
Bif 24 Mics1iB, SKi BxKe Oy/Ii IepBUHHO BaKIMHOBaHi npenapatoM IIpeserap” 13, HOBUHHI
OTpPUMYyBaTH 23-BaJIeHTHY THEBMOKOKOBY IT0JIicaxapuiHy BaKIUHY. IHTepBal MiX 3aCcTOCyBaHHAM 13-
BaJIEHTHOI THEBMOKOKOBOI KOH 10roBanol Bakiuuy (ITpesenap”® 13) Ta 23-BaleHTHOI THEBMOKOKOBOI
IoJTIicaXapuUaHOl BaKIIMHY IIOBUHEH CTAHOBUTHU NMPHHAWMHI 8 TuXKHIB. HeMae gaHuX Ipo Te, Y MOXKe
3aCTOCyBaHHS 23-BajIeHTHOI MTHEBMOKOKOBOI I10JTiCaXapuaHOI BaKIIMHY Y HiTel, IKi He 0OTpUMYyBaIn
TIepBUHHOI BaKLMHaIii, a60 y fiTell, mepBUHHO BaKIMHOBaHKX penapaToM IIpesenap” 13, mpu3BecTH



10 HU3bKOI PeaKTUBHOCTI Ha HACTYIHI 703y npenapary IIpesesap” 13.

[Tpu nepBUHHOMY Kypci iMyHi3a1ii rmuboKo HelOHOUIEHUX HEMOBIAT (HapoAXKeHuX < 28 THUXKHI
BariTHOCTi) Ta 0COOIMBO TUX, 1[0 MAIOTh HE3PITiCTh AUXalbHUX IIJIAXiB B aHaMHe3i, CJliJ BpaxoByBaTH
TIOTEHIIMHUY PU3UK PO3BUTKY allHOE Ta HEOOXigHICTh MOHITOPUHTY OUXaHHS NPOTAToM 48-72 roguH.
OcCkinbKy y Ii€]l TPy HEMOBISAT KOPUCTD Bifl BaKI[MHALll € 3HAYHOI0, He CHIif BigMiHATH a0
BigKJIagaTH BaKIIMHALIIO.

OuikyeThCs, 1110 CEPOTUNY BaKIIMHU 3aXUIIAI0Th Bifl TOCTPOT0 CEPeNHbOr0 OTUTY 3HAYHO MeHIlle, HiX
Bif] iHBa3MBHUX 3aXBOPIOBaHb. OCKiJIbKY CePEeOHil TOCTPHM OTUT CIPUUMHSIOTE OaraTo iHIImX
OpraHi3MiB, OKpiM MHEBMOKOKOBUX CEPOTHIIIB, HAIBHUX B LIl BaKIMHIi, 0YIiKyETHCS, III0 3aXUCT Bif
yCix cepeqHix OTUTIB Oyne HU3bKUM (OUB. po3hin «PapMaKoguHaMiKa»).

IIpu oHOYACHOMY 3aCTOCYBaHHI BakuuHH [Ipesenap”® 13 3 BakuuHOM IHpaHpukc rekca™ (DTPa-
HBV-IPV/Hib) yacToTa po3BuTKy HeOpuIbHUX peaklliil € momibHoI0 [0 Ti€l, 110
CIIOCTePiraeThCs MPU OJHOYACHOMY 3aCTOCyBaHHiI BakMH [IpeBeHap (7-BajieHTHOI) Ta
IHdaHpuUKC rekca™ (muB. po3min «ITobiuni peakirii»). [T0BimOMIISIIOCH IIPO IiIBUIINEHY YaCTOTY
BUHUKHEHHS CYOOM (SIKi CyIIPOBOAXKYBaIUCsS a00 He CYIIPOBOIKYBATUCS MigBUIIEHHSIM
TeMIIepaTypu), a TAKOXK TiTOTOHIYHO-TIIOPECIIOHCUBHOT'O eMi30My Iifl YaC OMHOYACHOTO
3aCTOCYBaHHS BaKLIUH IIpeBenap® 13 Ta Indanpukc rexca™ (mus. po3ain «I[1o6idHi peakmii»).

s miTed 3 CymOMHUME MOPYIIeHHIMHU a0 3 peOpunbHUMY CyooMaMHu B aHaMHe3i, a TakKoXK IJIs BCix
miTedi, ki oTpuMyIoTh IIpeserap” 13 0gHOYACHO 3 BaKIMHAMH, A0 CKIAy IKUX BXOLUTE
[[ITbHOKJTITUHHUY KOKJIIOIIHUY KOMIIOHEHT, CJIiJ] IPOBECTH XKapO3HUXKYyBaJIbHY Tepalliio 3rifHo 3
MiCIIeBUMM PEKOMEHOaLisIMU OO JTiKyBaHHS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.

[laHUX OO0 3aCTOCYBaHHSA ITHEBMOKOKOBOI 13-BalleHTHOI KOH I0r0OBaHOl BaKI[MHU BariTHUM XiHKaM
HeMae. ToMy CIIifi YHUKATH 3aCTOCYBaHHS BaKLIUHU HpeBeHap® 13 mig yac BariTHOCTI.

IocmimXeHHsT Ha TBApPHHAX He MOKa3aau 0e3mocepeiHboro ado 0mmocepeaKoBaHOr0 MKiIIHBOTO
BIIJINBY Ha PENIPONYKTUBHY QYHKIIIIO.

HesigoMo, 4yu BUOiNsE€THCSA MTHEBMOKOKOBal 3-BajleHTHA KOH I0TOBaHa BaklMHa 3 TPYAHUM MOJIOKOM
JIIOOUHU.

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

I[Ipesenap® 13 Mae He3HayHMI BIJIKB aGo B3arai He Ma€ BIJIMBY Ha IIBUAKICTh Peakiiil mpu
KepyBaHHi aBTOTpaHCIOpTOM abo poboTi 3 iHmuMu MexaHizmMamu. OfHAK [esKi peakilii, BKa3aHi y
po3mini «ITo6iuHi peakirii», MOXYTh TUMYACOBO BIIMBATH Ha 3MATHICTh KEPYBAaTH aBTOTPAHCIIOPTOM
abo mpaIoBaTH 3 iHITUMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.



BakuuHy citig BBOOUTH BHYTPIIIHEOM s130B0. [IpemnapaT 6a:kaHO BBOOUTH Y TaKi HiNTSTHKHU:
nepenHbOIaTepabHa MMOBEPXHS CTerHa (JaTepaabHUM ITMPOKUN M'I3 CTEeTHA) Y HEMOBIISAT abo
OEeNbTOBUOHUY M'S3 IIJIeYa y OiTel Ta JOPOCIIUX.

[Tpotsirom 36epiraHHsT MOXKJIMBE PO3IIapyBaHHS BaKLIKWHY Ha Oinuit ocay Ta mpo3opuit po3uul. [lepen
BUTHCHEHHSM ITOBITPS 31 IMIIPHIla BaKIUHY CJIif oOpe CTPYCUTH OO OTPUMaHHS OfHOPimHOI 6imoi
cycnenasil. [lepen 3acTocyBaHHSM BaKILKHY CJIif] Bi3yaJIbHO IIEPEBIPUTH IIOJ0 HAsIBHOCTI TBEPAUX
4yacToK Ta/ab0 3MiHM 30BHIIIHBOTO BUTIIAMY. He 3acTOCOBYBaTH, SKIO BMICT BUTJISIZA€E iHaKIIe, HiX
omucaHo. HeBUKOpUCTaHi 3auIIKY ab0 BigXOOU CIIif YTUJi3yBaTH 3TiAHO 3 MiCLIeBUMHU BUMOTaMU.

4K i gng ycix iH eKUiiHUX BaKIMH, HeoOXifHO 3a0e3MeynTy MegUYHNUME Harasam mpoTsaroM 30 xB 3
MOMEHTY BaKIIMHAIlil Ta MOXKJIMBICTh OTPUMAHHS BiIMTOBITHOIO JTiKyBaHHS P BUHUKHEHHI
aHainakcii, fKa y pifKiCHUX BUIIagKax MOXe PO3BUHYTHUCS IiCJIA 3aCTOCYBaHHS BaKLUHU (OUB.
po3min «ITo6iuHi peakitii»).

CxeMa imyHi3aliii

CxeMma iMyHi3aIlil BaKI[MHOIO l'IpeBeHap® 13 mae Oa3yBartucs Ha OQiliiiHNX PeKOMeHAAIligX.

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

HemoBnsATaM, 9Ki OTpEMay Heplly f03y BakuuHY [IpeBeHap”® 13, peKOMEH0BaHO 3aKiHYUTH KyPC
BaKIuHali mpenapaToM IIpeserap”® 13.

HemoBmnsaTa BiKOM Bifl 6 THKHIB 10 6 MiCSITiB.
[TepsuHHa 8akyuHayis mpboma 0o3amu.

PexoMeH0BaHUI KypC iMyHi3allii CKlnagaeThcsi 3 4oTUPHLox 703 1o 0,5 mit. [IepBUHHA BaKIMHALIiS Y
HEMOBJISIT CKJIaJa€eThCA 3 TPhOX H03. [lepily 103y 3BUYaliHO BBOASATH Y Billi 2 MicAli. [HTepBanl Mix
[03aMU CTAHOBUTH He MeHIle 1 micaug. [lepiy mo3y MoXkKHa BBOOUTH Y Billi He MeHIIEe 6 TUXKHIB.
YeTBepTy H03y (peBakLKHALiSg) PEKOMEHOYETHCSA BBOOUTH Y Bili 11-15 micais.

IlepsuHHa 8akuuHauiss 08oMa 003amu.

AnprepHaTHBHO, Konu IIpesenap® 13 mpu3Ha4aioTh B MeXKax CTaHJapPTHOI IporpaMy iMyHi3auil
HEMOBJISIT, MOXKHa 3aCTOCOBYBaTHU KypC, 110 CKJIaga€eThCA 3 Tpbox A03 1o 0,5 M. Ilepiuly no3y MoxHa
BBOAWTH, IOYNHAIOYM 3 2-MiCAYHOTO BiKy, ApYyTY - 4epe3 2 Micsui. TpeTio 0o3y (peBaKIuHaIis)
PEKOMeHAyeThCd BBOOUTH y Billi 11-15 Micsuis (gus. po3pin «PapmMakoguHaMika»).

HeponorieHi HeMoBIsATa (FecTallilHuM Bik <37 THUXKHIB).

[ HeJOHOIIEHUX HEMOBIIAT PEKOMEHAYETLCS IPOBOAUTH KypC iMyHi3allil, 1110 CKTafla€ThCA 3
yoTupbox A03 1o 0,5 M. Kypc nepBrHHOI iMyHi3allil CKIIafa€EThCSA 3 TPHOX [03: MEPIIy A03Y
3aCTOCOBYIOTH Y Billi 2 MiCA1li, a TOAAJIBII - 3 iIHTepBaIoM IprHaWMHi 1 Micalp Mix go3amu. [lepiry
I03y OO3BOJISETHCS 3aCTOCOBYBATH 3 IIECTH THUXKHIB Bil HapogKeHHs. YeTBepTy Ho3y (6ycTep-
iH’€K11i10) PEKOMEHYETHCS 3aCTOCOBYBATH Y Billi Bif 11 mo 15 micsuis (Aus. po3ginu
«®apmakonguHaMika» Ta «OCOBIUBOCTI 3aCTOCYBaHHSI»).

IliT BiKOM Bif 7 MicAIIiB, Ki He IPOXOOXIN BaKIIMHALII.

Hemosaama gikom 7-11 micauis.



IIBi mo3u mo 0,5 My 3 iHTepBaIOM MiX BBeleHHSIMYU He MeHIle 1 micaus. TpeTio go3y
PEKOMEHAYETLCS BBOAUTU Ha APYTOMY POILIi XKUTTS.

Himu gikom 12-23 micaui.

[IBi go3u mo 0,5 My 3 iHTepBaNIOM MiX BBEIEeHHSIMU HE MEHIIe 2 MiCAIiB (IUB. PO3MOin
«®apMaKoOAMHaMiKa»).

Ilimu 8ikom 2 - 17 pokis.
Opna mo3a 0,5 M.

[liTu, sSKi nonepenHbo OYIK BaKIIMHOBaHI mpemapaToM IIpeBeHap (7-BaneHTHUM) (Streptococcus
pneumoniae, cepotunu 4, 6B, 9V, 14, 18C, 19F ta 23F).

[IpeBenap” 13 MiCTUTB Ti X caMi 7 CepOTHUIIIB THEBMOKOKOBHUX IOJliCaXapHUiB, KOH I0TOBAHHUX 3 TUM
camuM OinkoMm-HOociem CRM ,,, 110 BXOAATH 0 CKiIafy npenapaTy IIpeBeHap.

HeMmoBnAT Ta miTew, iMyHi3allito sKux 0yJI0 po3modaTo BaKIMHOIO [IpeBeHap MoXKHa ITepeBeCcTy Ha
IIpesenap” 13 Ha Oyab-AKOMy eTarmi iMyHizarii.

Limu sixom 12-59 micauyis, nosHicmw imyHi308aHi npenapamom IIpeseHap (7-8anreHmMHuUM).

HiTsSIM MOIOOIIOTO BiKY, sIKi BBaXKalOThCS IIOBHICTIO iMyHi30BaHMMM BakKIUHOIO [IpeBeHap (7-
BaJIEHTHOIO), CJIiT BBeCTU OOHY [03y 0,5 MJI BaKIIUHA HpeBeHap® 13, mo6 iHgyKyBaTH iMyHHY

BI[IIIOBib Ha 6 AOJATKOBUX CepoTuUmiB. L0 103y npenapary HpeBeHap® 13 ciig BBeCcTH
IOHaMMeHIIe Yepe3 8 THXKHIB ITiC/IsT OCTAHHBOI 03K BaKIMHY [TpeBeHap (7-BalieHTHOI) (IUB. PO3Min
«DapMakoguHaAMiKa»).

Ilimu sikom 5 -17 pokis.

HiTaMm BikoM Bif 5 70 17 pOKiB MOXKHa BBOOUTHU OOHY 003y BaKLUHU HpeBeHap® 13, K110 BOHU
paHimre Oyu BaKIIMHOBaHi ofgHi€eo abo KinmbkoMa fjo3aMu npenapaty [IpeseHap. Lo o3y BaKIIMHU

HpeBeHap® 13 crig BBeCTH mMIoOHaMMeHINe yepe3 8 TUXKHIB IiCIsg OCTAaHHBLOI 103U BaKIMHU [IpeBeHap
(7-BanenTtHoi) (OuB. po3min «PapMakKogUHaAMIKa»).

[Topocri BikoM =18 pokiB Ta 0co6u JIiTHLOTO BiKY.
OpHa pa3oBa mo3a.
Heo0xifHiCTh peBakIMHALil HaCTYIHOI 03010 BakuHu IIpesenap” 13 BCTaHOBIEHO He GyIIo.

K110 BUKOPUCTAHHS 23-BaJIeHTHOI THEBMOKOKOBOI ITOJTicCaXapUaHOl BAKIIMHYA BBAXKa€ThHCS
MOLIZILHYUM, CJIifi criepily BBOguTH IIpeBerap” 13 He3alexXHO Bifl CTaHy BaKUMHAII iHIIMMH
ITHEeBMOKOKOBMMHU BaKIIMHaMHU (OUB. po3minu «B3aeMopmist 3 iHIKUMU JTiKapChbKUMU 3aco0aMu
Ta iHII BUOM B3aeMofin» Ta «OapMakKoguHaMiKa»).



Oco06KBi IPyIX MAITiEHTIB.

OcobaM 3 OCHOBHMMU 3aXBOPIOBAaHHSIMH, Yepe3 sIKi BOHM MalOTh CXUJIbHICTh 10 iHBa3UBHOTO
ITHEBMOKOKOBOTO 3aXBOPIOBaHHS (HAMpHKIaL i3 CEpIOBUAHOKIITUHHOI aHeMieto abo BIJI-
iH(deKIIi€10), BKIIIOYaloun TUX, SKi OyaIu paHille BaKIIMHOBaHI OfHi€ abo KinbKoMa [03aMu
23-BaJIeHTHOI THEBMOKOKOBOI IT0JTiCaXapHAHOl BAaKIIMHY, MOXKHAa 3aCTOCOBYBaTH MPUHAKWMHI
ofHy 103y BakuuHY [Ipesenap®13 (muB. po3mis «®apMakoAuHAMIKa»).

I7ns ocib, sskuM OyJI0 TPaHCIJIAHTOBAaHO reMOIMOETHYHI CTOBOYPOBI KITiTUHY, pEKOMEHIOBaHa
cxeMa BaKIMHaIlii CKJIafjaeThCs 3 YOTUPLOX 03 BakiuHy [Ipesenap® 13, mo 0,5 M/ KOXKHa.
ITepBrHHA BaKLIKHALA CKIAJa€EThCS 3 TPHOX 003 3 iIHTEPBAJIOM MiX BBEeIEHHIMU
IoHarMeHIe 1 Micsilip, TepIia 3 SKUX BBOOUTHCS Yepe3 3-6 MICAIliB micls TpaHCIJTaHTaIllil
TreMOIIOETUYHUX CTOBOYPOBUX KIIiTUH. YeTBepTy 03y (OycTep-iH eKIlisi) pEKOMEHAYEThCS
BBOIUTH Yepe3 6 MiCsIIiB Imiciisi BBeIeHHS TPeThol No3u (IuB. po3din «dapMakoguHaMiKa»).

Himu.

IIpeBenap” 13 mokasaHuii [0 3aCTOCYBaHHS [iTSM BiKOM Bif 6 TUXKHIB (guB. po3ain «Iloka3aHHg»,
«OcobnmuBocTi 3acTocyBaHHS», «Croci6 3aCTOCYBaHHS Ta [0O3U»).

Ilepedo3yeaHHusi.

ITepeno3yBaHHs BakIMHOK IIpeseHap” 13 ManoiiMoBipHe yepes Horo GopMy BUIYCKY y BUTTISAMI
IoTIepegHbO HAllOBHEHOTO mmpuiia. [IpoTe icHYI0Th MOBiOMIIEHHS IIPO IIepefo3yBaHHs BaKIIUHU
IIpesenap” 13, sKe ONMCYETHCA K 3aCTOCYBAHHS HACTYIHUX 03 Yepe3 MEHIINH, Hixk
PEKOMEHI0BaHO, iIHTePBAJI Yacy IicJis monepeaHboi Jo3u. 3araaoM mobiuHi peakirii, mpo sKi
IIOBIOMJISITIOCS IPY NTepefo3yBaHHi, BiANOBiAAOTh TUM, IIPO SKi MOBIAOMIISIOCS IIPU 3aCTOCYBaHHI
1103 3a PEKOMEHI0BaHOK CXeMoo Jis npenapaTy [Ipeserap® 13.

ITo6iuni peakuii.

AHari3 MOCTMapKeTUHTIOBUX 3BiTiB fla€ 3MOT'Y IIPUIIYCTUTH MOXKJIUBICTD IMiJBUILIEHOT0 PU3UKY
BUHUKHEHHS CYyOOM (5IKi CyIIPOBOAXKYBanucs ado He CYyIIPOBOIKYBAJUCS MigBUIIEHHIM
TEMIIEPaTypH), @ TAKOXK TiMOTOHIYHO-TIIOPECIIOHCUBHOTO €Mi304y B IpyIliax, e 3aCTOCOBYBaIn
BaknuHy [Ipesenap® 13 pa3oM i3 BakuuHO0 IH(GaHPUKC rekca™, MOPIBHSAHO 3 TPYIaMH, e
3aCTOCOBYBa/IM TiNbKK BakuuHy [Ipesenap”® 13.

[To6iuHi peaxiiii, 110 CIIOCTEPiranucs y KIiHiYHUX DOCTIIXKEeHHAX ab0 MPOTSATroM ITOCTMapPKETUHT OBOTO
mepiogy 3aCTOCyBaHHS BaKIMHYU, HaBefleHi HUXK4e 3a KJjlacaMU CUCTEM OpraHiB y MOPSAAKY 3HUKEHHS
YaCTOTH Ta TAKKOCTi. HaCTOTy BU3HA4YalOTh 3a TAKMMM 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 BCTAHOBUTHM, BUXOMSUM 3 HASIBHOI iHGopMatiii).



Hemos1ama ma dimu g8ikom 8i0 6 mudcHie 0o 5 pokis.

Besneky BakIMHY OLIHIOBAJIX ¥ KOHTPOJILOBAHUX KITIHIYHUX JOCTIAKEHHIX i3 3amydeHHsam 4429
300POBUX HEMOBIISIT BiKOM Bifl 6 TMKHiB Ha MOMEHT TMepIIol BakinHalii Ta 11-16 mics11iB Ha MOMEHT
peBakuuHanmii. [IpoTsarom gocmimxkerHs 6y1o 3acTocoBaHo 14267 no3 npenapary [Ipesexap® 13. B
YCiX JOCIiIKeHHAX 3a y4acTio HeMoBAT [IpeBeHap” 13 3aCTOCOBYBaIM OGHOYACHO 3i 3BUYAMHUMHU
meliaTPUYHUMHK BaKIIMHAMHM (OUB. po3din «B3aeMopmis 3 iHIIMMH JTiKapChbKUMK 3aC00aMu»).

Takox oriHioBanu 6€3MeKy 3aCTOCyBaHHS BaKUUHYU ¥ 354 miTel BiKOM Bif 7 MicsIiB o 5 PoKiB, sKi
paHirie He Oyny BaKI[MHOBaHi.

o HabinbI PO3MOBCIOAXKEHNUX MOOIYHUX ITPOSIBIB ¥ HEMOBJIAT Ta OiTel BiKOM Bif 6 TMXKHIB 10 5
POKiB Halex)aTh Peakiil y MiCIli BBefeHHsI, IIiTBUIIIeHHS TeMIIepaTypH, IiaBuIlieHa 30yoIUBICTh,
3HUKEHHS alleTUTY Ta IifiBUIlleHa COHMUBICTL Ta/abo MOTipIIeHHS CHY.

Y kniHivHOMY HOCigKeHHi BaKIKHAII Ha 2, 3 Ta 4 MicsIli XKUTTS OBIJOMIISITIOCS PO GiTbITy
YacTOTY BUNAJKIB MiiBUIIEHHS TeMiepaTypu = 38 °C y HeMOBJAT, SKUM BBogunu [IpeBeHap (7-
BaJIGHTHUI) OMHOYACHO 3 mpenapatoM [Hbaupukc rekca™ (Big 28,3 % mo 42,3 %), HIXK y
HEMOBJISIT, IKUM 3aCTOCOBYBa/H Ti/IbKM BaKIMHY [HpaHpuKC rekca™ (Big 15,6 % mo 23,1 %).
[Ticns in’ekil 6ycTep-no3u y Bini Big 12 mo 15 Mmics1iB yacToTa BUNAOKiB MigBUIIEHHS
TeMnepatypu = 38 °C cranosuina 50,0 % y HEMOBAT, sIKi OTpUMYyBai OgHO4YacHO [IpeBeHap
(7-BanenTHuUi) Ta IHpaHpUKC rekca™, MOPiBHIHO 3 33,6 % y HEMOBIIAT, SIKi OTPUMYyBaJu
TinbKu [Hparpukc rekca™. Lli peakuii 0ynu nepeBaxHo noMmipauMu (39 °C abo MeHIIe) Ta
TUMYaCOBUMHU.

[ToBimomIsANIOCS TIPO MiABUINEHHS YaCTOTH BUHUKHEHHS IO0IYHUX peakiliil y MicIli BBe[leHHS BaKIIMHU
y OiTeu cTaplie 12 MicALiB IOPiBHAHO 3 YACTOTOX BUHUKHEHHS, sIKa CIIOCTepiranach y HEMOBJIAT IIif
Yac MepBUHHOTO KypCy BBe[eHHs mpemnapaty IIpesenap” 13.

IIobivHI peakuii, uLo cnocmepieaaucs y KAiHiYHUX 00CAIOHCeHHAX.

B xmiHiyHUX JOCTigKeHHIX Tpodinb Oe3meku BaKIIMHU HpeBeHap® 13 6yB nomi6HUM [0 podisnio
BakUuHU [IpeBeHap. Huxkuye3a3HaueHa 4acTOTa I'PYHTYETHCS Ha MOOIYHUX peaklligX, BU3HAYEHUX V
KJTiHIYHUX JOCTiIXeHHAX npemnapary IIpesenap” 13.

Posnany 3 60Ky iMYHHOL CUCTEMU:

pi0ko: peaxliii TimepyyTIUBOCTI, BKII0Ya4yy HabpsIK 00uYYs, 3aAuIlIKa, OpPOHX0CIa3M.

Po3namy 3 60Ky HEPBOBOI CHCTEMH:

Heuacmo: CyooMH (BK/I04ar4u (HeOpuIbHi CyqoMu);
pi0ko: TITOTOHIYHO-TIOPECIIOHCUBHUY €Ii307,.

Po3nanu 3 60Ky TpaBHOI CUCTEMHU:

dyJice yacmo: 3HUKEHUM alleTHuT;

yacmo: OJIIOBaHHS; Miapes.

Po3nany 3 60Ky MIKipK Ta DigMKipHOl TKAHWHMU:



yacmo: BUCHII;
Heuacmo: KpONuB'sHKa ab0 BUCUI, OTIOHUM 10 KPOIIUB SHKHU.

3aranbHi po3yagy Ta peakilil y Miclli BBeleHHS:

dyaice yacmo: TigBUINEHHS TeMIIEpaTypH, HifBuileHa 30yoIuBicTh, Oyab-siKe TOYEePBOHIHHS ¥ MicIIi
BBeJIeHHS, 3aTBePiHHS/HaOpsK ab6o 6i1b/00I0YiCTh, COHIUBICTD, OPYIIeHHS CHY. [IouepBOHIHHSA
MicIlg BBefleHHSI ab0 3aTBepHiHHSA/MPUIIYXJIiCTh po3MipoM 2,5 cM - 7,0 cM (micnig peBaKIMHAIl Ta y
OiTeu CTapuioro BiKy (2-5 PokKiB));

yacmo: MABUIIIEHHS TeMIiepaTypH Tina >39 °C, 00MeXeHHS PyXJIUBOCTI y MiCIli BBeIE€HHS
(uepe3 BUHUKHEHHS 00J110), TOYEPBOHIHHS V MiClli BBeeHHs a00 HaOpsK/3aTBepHiHHS
po3mipom 2,5 cm - 7,0 cM (micnst Kypcy BaKIMHaIll Y paHHbOMY Billi);

Heuacmo: IOYEPBOHIHHA y MICILIi BBeI€HHS, IPUIYXJIiCTh/3aTBEPAIHHA po3MipoM > 7,0 cM,
ady.

[TomaTkoBa iH(opMalIIis 111010 0COGNUBYX TPYII MAIIEHTIB: alTHOE Y TTIMO0KO HeOHOIIEHUX iTel

(= 28 TuxHiB BariTHOCTI) (OUB. po3minn «OcoBIUBOCTI 3aCTOCYBAHHS»).

ity Ta DigmiTKy BiKOM Bim 6 mo 17 POKiB.

BesneuHicTs npenaparty ouiHwoBanu y 592 pitert (294 putuHu BikoM Bifg 5 1o 10 pokiB, onepegHbo
iMyHi30BaHi moHaMeHIIe OfHiel mo3010 [IpeBeHapy, Ta 298 mitei BikoM Bim 10 mo 17 pokiB, gKi He
OTPUMYBaJIi THEBMOKOKOBOI BAaKIIMHU).

HaiinomupeHimumy no0iYHUMY peakIlisiMu y OiTel Ta MmifamiTKiB BikoM Big 6 mo 17 pokiB Oyu:

Po3nanu 3 60Ky HEPBOBOI CHCTEMHU:

yacmo: TOJIOBHi 007,

PO3H8.EI/I 3 6OK§Z MIJTYHKOBO-KHUIMTKOBOT'O TPAKTY:
dyJice yacmo: 3HUKEHUM alleTHUT;

yacmo: OJII0OBaHHS, fiapes.

Po3nanu 3 60Ky MIKipy Ta MigIKipHOI KIiTKOBUHM:

yacmo: BUCUIIAHHS, KPOIIMB'THKA ab0 BUCHIIaHHS, TOAiIOHI 0 KPONIUB' THKH.
3aranbHi po3nangy Ta peakilil y Miclli BBeJeHHS:
dydice wacmo: mifBuINeHa 30yANUBICT; epUTEMa Y OyAb-IKOMY MiClli BBeleHHSI BaKIMHY;

YIIiTbHEHHS/MPUNYXJIiCTh a00 0inb/60MiCHICT; COHNMMUBICTE; ITOTaHa SKIiCTh CHY; OOJiCHICTH y MicIi
iH’€eK1Ii1 BaKIIMHY (B TOMY YHCJIi IOPYLUIEHHS PYXJIMBOCTI);

yacmo: TMiABUIIEHHS TEMIIEPATYPHU.

a1 mo6ivHi peakilil, sSKi monepenHbo CIOCTepirasucs y HEMOBIIAT Ta OiTel BiKOM Bif 6 TMXKHIB 10 5



POKiB, MOXYTh TaK0XK OyTH ¥ IIill BIKOBiil T'pYTIi, ajie He CIIOCTepPirajucs y I[boMy JOCTiIXKeHHi,
MOZKJIMBO, Uepe3 HeBEJIUKUH po3Mip BUOipKu.

ITodamkoea iHppopmauisi w000 ocobausux 2pyn nauieHmis.

ity Ta mimmiTKY i3 CepnoBUOHOKIITUHHOI aHeMieto, BIJI-indekirieto abo 3 TpaHCITaHTaIlED
TreMOIOETUYHUX CTOBOYPOBUX KJTITHH MAlOTh CX0XKY YaCTOTy PO3BUTKY HeOaxKaHUX peakliii, 3a
BHHSITKOM T'OJIOBHOTO 007110, 6JTI0BaHHS, miapel, MiIBUILEHHS TeMIIepaTypH, BTOMIIOBAHOCTI, apTpantrii
Ta MiaJsrii, 10 CIIOCTEPIralThCS yxKe 4acTo.

[Topoci gikom =18 pokis i 0cobu 1imHb020 8iK).

OuiHKy 6e3MeKy MPOBOAUIIN Y 7 KITiHIYHUX OOCTigXKeHHX ydacTio 91 593 mopocnux BiKOM Bif

18 go 101 poky. [Tpeenap® 13 sBogunu 48 806 [OpPOCIUM y4acHUKAM, 3 AKuX 2616 (5,4 %) Mmanu
BiK Big 50 mo 64 poxkis, a 45 291 (92,8 %) HanmexXamu 0o BiKOBOI Irpyn# Bif 65 pokiB. 1916 narrieHTiB
i3 3arasibHOTO YKca 0ci0, 110 OTPUMYBaIU I[IpeBerap® 13, panime (ImoHaiMeHIIe 3a 3 POKH [I0
IIenJIeHHS Y JOCTifKeHHi) Oy BaKIIMHOBaHi 23-BajleHTHOI0 THEBMOKOKOBOIO I10JTiCaXapHgHO0
BaKIIMHOMW0, a 46 890 mallieHTiB He MPOXOOWIN paHillle BaKIIMHALiI0 23-BaleHTHOIO ITOJTicCaXxapUaHOI0
BakuuHOI. OfHE 3 X 7-MU OOCIIAXKEeHb BKIIOYaJIo Irpyny gopociaux (n=899) sikom Big 18 mo
49 pokis, sKi oTpuMyBany [Ipesenap® 13 i gki paHile He OTpUMyBaK 23-BaJeHTHY
ITHEBMOKOKOBY I10JIiCaXapyUaHy BaKIUHY.

CnocTepiranacst TEeHAEHINIS 10 3HUKEHHS 3 BIKOM YaCTOTH PO3BUTKY HeOaKaHMX Peakiliil.
He3anexHo Bif HasIBHOCTIi/BiACYTHOCTI momepeIHbOi BaKIMHallil, y ocib BikoM Bif 65 pokiB
KiNbKicTh HeOaxkaHUX peakiliii Oyia MeHIO00, HiX y Oi/bIlI MOJTOAUX OCi0, Ipu LbOMY B
1IinoMy mo6iuHi peakiil ciocTepiraloThCs HalvacTillle B HaWMOJIOAIINX JOPOCIINX BiKOM Bif
18 mo 29 poxkis.

3arajyioM KaTeropii 4acToTu po3BUTKY HebaKaHUX peakllii OyIu CX0KKWMHU B yCiX BiKOBUX Tpymax, 3a
BHHSITKOM 6110BaHHS (croctepiranocs pyxe dacto (31/10) y mopocnux BikoM Bifg 18 mo 49 pokiB i
gacto (Big 31/100 mo <1/10) B ycix iHIIKX BIKOBUX I'PyIlax) i MiIBUINEHHS TeMIIepaTypu
(cmocTepiranacs ayxe 4acTO B JOPOCIUX BiKOM Bif 18 mo 29 pokiB i 4acTo B yCixX iHIINX
BiKOBUX rpynax). CuibHUY OifIb/4yTNUBICTD Y MICILIi BaKIIMHAaIll Ta 3HauHe 00MeXKEeHHS PYXiB
y PyLi clocTepiraaocs ayzxe 4acTo B JOpocuX BikoM Bif 18 go 39 pokiB i 4acTo B ycCix
IHIIUX BIKOBUX Ipylax.

ITobiuHi peakuii, 3apeecmpo8ati y KAiHiYUHUX 00CAIOHCEHHSX.

Y K0XKHOMY KJTiIHIYHOMY OOCJIIXKEeHH] peecTpaliiio MiCLIeBUX Ta CUCTEMHUX peakliii IPOBOLUIIA
II0JIeHHO poTAroM 14 gHIB y paMKax 6-TH JOCHiAXKeHb Ta IPOTATOM 7 AHIB Y paMKaX OGHOI'0
nocrimxkeHnHs. Hux4e HaBegeHO mo0iYHi peakiiii 3a 4aCTOTO0, SKi OI[iHIOBANIM Y KITiIHIYHUX
mociimKeHHAX BakiuHu [Ipeserap® 13 y HOPOCTIHX.

Po3nanu MeTab0ii3aMy Ta TpaBIeHHS:

Oydice yacmo: 3HUXKEHHS alleTUTy.

Po3namu 3 6OK§Z HGQBOBOi CHUCTEMMN:

dyaice yacmo: TONMOBHUM Oib.



Po3znagu 3 60Ky TpaBHOI CUCTEMH:

dyaice wacmo: giapesi, 6moBaHHS (Y mopocnux BikoM Bif 18 no 49 pokiB);
yacmo: 61M0BaHHS (y Jopocnux BikoM Bif 50 pokiB);
Hevuacmo: HyLOTa.

Po3nanu 3 60Ky iMyHHOI CUCTEMH:

Heuacmo: Peakllil TinepyyTIuBOCTi, y TOMY YKCIli HabpsK oO6nuyys, 3aAuiika, 6pOHX0CIIa3M.

Po3nanu 3 60Ky MIKipK Ta migMKipHOl TKAHWHMU:

dyJice yacmo: BUCUTIAHHS.

3arasbHi po3/iafy Ta peakliil y Miclli BBeIeHHS:

dyace yacmo: 03HOO, CTOMIIIOBAHICTh, epUTEMA, 3aTBEPHIHHS UK HAOPSK, 6inb abo 6004icTh ¥ MicIri
in’ekii (cunmpHUM 6inb @60 YYTIHUBICTH Y MicCIli BaKIIMHAIl y2Ke YacTO CIIOCTePiraaucs B JOPOCIUX
BikoM Bix 18 mo 39 pokiB), oOMexKeHHS PYyXiB KiHIiBKY (00MEeXKEHHS PYXiB y PYIIi TSAKKOTO CTYIIeHS
Oy2Ke 4aCTO CIIOCTepiraaucs B fOpoCaux BikoM Bif 18 go 39 pokiB);

yacmo: MiABUIIEHHS TeMIepaTypH (Iy2Ke 4aCTO CIOCTepiranocs B JOPOCIUX BiKoM Bifm 18 mo
29 poxkiB);

Heuacmo: NiM¢aAeHOIaTis, 10 JT0Kalli3yeThC B OiNISHIN MiCIsl BBeIEHHS iH €KIIil.

Po3nanu 3 60Ky KiCTKOBO-M's1I30BOI CUCTEMH Ta CIONIYYHUX TKAHUH:

dyJice yacmo: apTpanris, mMianrid.

3arajiom BBeleHHs BakuuHY [IpeBeHap”® 13 ocobam, 10 BxKe paHime 6yay BaKIMHOBaHi
ITHEBMOKOKOBOIO ITOJIiCaxapuAHO BaKIMHOI0, He CYIPOBOAXKYBAJIOCh 3HAYHUMHU BiIMIHHOCTSIMU y
YacTOTi MOOIYHUX peaKiIri.

[lodamxkoea iHpopmauis w000 ocobausux 2pyn nauieHmis.

BIJI-indikoBaHi opocti MalTh CX0XKY YaCTOTY PO3BUTKY MOOIUHUX peaklii, 3a BUHATKOM
IiABUINEHHS TeMIlepaTypu Ta 61t0BaHHS, SIKi CIIOCTEpiraaucs Oyzxe 4acTo, i HygoTH, 1110
crocTepiranacs 4acTo.

Iopocri, SKUM TPaHCIIJIaHTOBAHO TeMOIOETUYHI CTOBOYPOBI KIIITUHY, MAlOTh CX0XKY YaCTOTY
PO3BUTKY IOOIYHKX peakilili, 3a BUHSATKOM IIiIBUILIEeHHS TeMIIepaTypH Ta OI0BaHHS, SKi
CIIoCTepiranucs gyxKe 4acTo.

IIpu ogHOYaCHOMY 3acToCyBaHHi npemnaparty IIpesenap® 13 Ta TpHBaIeHTHOI iHAKTHBOBAHOI
IIPOTUTPUIIO3HOI BaKIIMHY CIIOCTEPIrany MigBUIIEHHS YaCTOTH NTEeBHUX 0YiKyBaHUX CUCTEMHUX
peaxllii MOPiBHSHO 3 TAKOI0 Y pa3i BBeIEHHSI OKPEMO TPUBAJIEHTHOI iHaKTUBOBAHOI ITPOTUT PUIIO3HOI
BaKILKHYU (T0JTIOBHUY 0iflb, 03HOO, BUCUIIAHHS, 3HUKEHHS alleTUTY, apTPaIrisa Ta Mianris) abo
BakuuHYU IIpeBerap® 13 (ronoBHUI Gislb, CTOMIIIOBAHICTh, 03HO0, 3HUKEHHS alleTUTy Ta apTPaITis).



ITobiuHi peakuii, 3agpikcosaHi nid yac nocmpeecmpau,itiHo20 3acCMoCyB8aHH BAKUUHU

HpeeeHap® 13.

Huxxue3asHaueHi mo6iuHi peakiril Ha JTikapCcbKui 3acid BBaxkKarOThCs HeOakaHUMHU peakIlisiMu Ha
npenapar [Ipeserap® 13. OCKiNbKY IOBiJOMIEHHS PO I peakiii 6yau oTpuMaHi 3i CHIOHTAHHKUX
3BIiTiB, iXHIO YaCTOTY He MOXKHa OyJi0 BU3HAYUTH, a OTKE, BOHA BBaXKasacs HEBigJOMOIO.

Po3snany 3 60Ky KPOBOHOCHOI Ta HiM(paTHYHOI CUCTEMU:

niMmbapeHomnaTis, 10 JI0KaIi3yeThCs B OiNSHIL Miclls BBefleHHS iH’€K1Iil.
Po3nanu 3 60Ky iMyHHOI CUCTEMH:

aHa(inakTryHa/aHadiTaKTOIgHA Peakllis, BKIII0Yal0uy 110K, aHTIOHEBPOTUYHUYN HaOpSIK.

Po3nany 3 00Ky WIKipK Ta DigMKipHOl TKAHWHMU:

MyIbTU()OPMHA epUTEMA.

3arabHi po3/lafy Ta Peakllil y Miclli BBeleHHS:

KPOIKB’STHKA, IepPMaTHUT, CBepOixkK y MicIli BBeIeHHS; IPUIIJIUBY KPOBI.

ITogidomaeHHs npo ni0o3pro8aHi nobiuHi peakuii.

[ToBimoMmeHHs Ipo MoOiYHI peakiiil MicJs peecTpaliil TiKapcbKoro 3aco0y Ma€ BaK/IMBe
3HaueHHs. Lle mae 3MOry NpoBOAUTYU MOHITOPUHT CIIiBBIAHOIIEHHS KOPUCThL/PU3UK IIPU
3aCTOCYBaHHI IIbOTO JTiKapCchKOro 3aco0y. MemuuHuM Ta (hapMalleBTUYHUM ITpalliBHUKAM, a
TaKOX TallieHTaM a0o iXHiM 3aKOHHUM IIPefCTaBHUKAM CIIifl TOBiJOMISATH IIPO YCi BUTIAAKHU
Iigo3pioBaHUX MOOIYHUX peakIliii Ta BiACyTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y uepes
aBTOMAaTH30BaHy iHpopMalliiiHy cucteMy 3 (hapMaKOHATISAAY 3a IIOCHAIaHHSIM:
https://aisf.dec.gov.ua.

Hecymicnicmb.

[TpemapaT He CIif 3MilIyBaTH 3 iHIIKMHU JIIKAPCHKUMHU 3ac00aMU, OCKiTbKY JOCITi?KeHHS CyMiCHOCTi
He IIPOBOIUIIMCS.

Tepmin npudamuocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiratu B XOJIOMUIIbHUKY Ipu TeMmepaTypi Big 2 mo 8 °C. He 3amopoxyBaTu. 36epiratu B
HEIOCTYIIHOMY AJIS JiTel MiCIi.



BakmuHa 30epirae ctabinbHICTh IpoTAroM 4 nHiB pu TeMiepaTypi go 25 °C. [1o 3akiHYeHHI0 JaHOTO
nepiony ii cnig BuKopuctaT abo yrumnizyBatu. Lliero indpopmallieio moBUHHI KepyBaTUCS TPALiBHUKY
chepu 0XOPOHY 300POB’S ¥ Pa3i THMYaCOBUX KOJIMBaHb TEMIIEPATYPHU.

YnakoBka.

ITo 1 mosi (0,5 mn) cycmensil oyist iH'exIfiil y MONepegHbo HallOBHEHOMY IIMPHIli 00’eMoM 1 M
(ckno rigpomiTuyHoro Tumy I) 3i MTOK-OpIIHEM (MOJINPOIineH), 3 00MeKyBaueM Pyxy
OPIIHSA (X7TOPOyTUIOBUY Kay4yK, 110 He MiCTUTD JIaTEKCY) i 3aXUCHUM KOBIIaYKOM (i30IIpeH
OpoMOyTHIOBUM Kay4dyK, III0 HE MiCTUTh JIaTEKCY).

[To 1 nonepenHLO HAIIOBHEHOMY IUIIPUILY Ta OLHIN BiOKpPEMJIEHiN TOJli B iIHAUBIAyaIbHOMY YOXJIi y
3aKpPUTOMY IIJITaCTHKOBOMY KOHTeWHepi. [11acTUKOBUYM KOHTEWHED Y KAPTOHHIM KOPOOIIi.

Karteropist Bigmycky. 3a peLenToM.

BupoOHHUK.

I[Tpaizep Menwdexuypunr bensrig HB / Pfizer Manufacturing Belgium NV.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls MpoBaIXKeHHs HOro Tis/IbHOCTI.

Perircser 12, [Tyypc-Cint-Amannc, 2870, Benbris / Rijksweg 12, Puurs-Sint-Amands, 2870,
Belgium.



