MMHHUCTEPCTBO 3[JPABOOXPAHEHU S POCCUNCKOM ®EJIEPAITN

NMHCTPYKIIMA

10 IPUMCHCHHIO JICKAPCTBCHHOI'O IIp€riapaTta Ajd MEANIUHCKOTO TPUMCHCHU A

MPEBEHAP® 13
(BakIMHAa  TTHEBMOKOKKOBAs  IOJIMCaXapuIHas  KOHBIOTMpPOBaHHAs  ajacopOMpoBaHHAS,
TPUHAIIATUBAJICHTHAS)
MEXAYHAPOJIHOE HETATEHTOBAHHOE WJIHU I'PYIIIIMPOBOYHOE
HA3BAHMUE: Bakiuna 11t IpoQHIAKTUKHA THEBMOKOKKOBBIX MH(DEKITHIA
PETMCTPAIIMOHHBIN HOMEP:
JIEKAPCTBEHHAS ®OPMA: cycrnieH3us 111 BHYTPUMBIIIEYHOTO BBEACHUS

Bakuuna HpeBeHap® 13 mpencraBnsier coOOW KamcylsipHble THoJHcaxapuabl 13 cepoTumnon
nHeBMOKoOkka: 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F u 23F, unauBuayaibHO

KOHBIOTMPOBaHHbIe ¢ au¢repuiinbiM Oenkom CRM . u ancopOMpOBaHHBIC HA AIFOMHHUS

docodare.
COCTAB

CocraB Ha ogny 103y (0,5 mi):
Axmuenvle eeuecmea:

[THeBMOKOKKOBBIE KOHBIOTATHI (Toaucaxapus - CRMg7):

[Tonucaxapun ceporuna 1 2,2 MKT
[Nonucaxapun ceporuna 3 2,2 MKT
[Tonucaxapup ceporuna 4 2,2 MKT
[Tonucaxapun cepotuna 5 2,2 MKT
[Tonucaxapun ceporumna 6A 2,2 MKT
[Tonucaxapun ceporuna 68 4,4 mxr
ITomucaxapun ceporumna 7F 2,2 MKT
[Tonucaxapun ceporuna 9V 2,2 MKT
[Tonucaxapun ceportuna 14 2,2 MKT

Onurocaxapun ceporuna 18C 2,2 Mkr
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[Tonucaxapup ceporuna 19A 2,2 MKT
[Nonucaxapun ceporuna 19F 2,2 MKT
[Nonucaxapun ceporuna 23F 2,2 MKT

benox-Hocurenn CRM1 o7 ~32 MKT

Bcnomozamenvnvie eewgecmea: amomunus ¢ochar — 0,5 mr (B mepecuere Ha aJIOMHHHUN
0,125 wmr), Hatpus xmopun — 4,25 mr, ssHTapHas kuciaora — 0,295 mr, nomucopdar 80 — 0,1 wmr,

BOJa IS MHBEKIMI — 10 0,5 M.

OIIMCAHME

["'omorenHas cycrieH3us 0eoro 1BeTa.

DPAPMAKOTEPAIIEBTUYECKAMS I'PYIIIA: MUBII-Baknuna.
Kox ATX: JO7ALO02

WMMYHOJIOTMYECKHUE CBOMCTBA

BBenenune BakUMHBI HpeBeHap® 13 BBBBIBacT BHIPAOOTKY AaHTHTEN K KamCYISPHBIM
nojucaxapuaam Streptococcus pneumoniae, 00ecTiednBas TEM CaMbIM CHEUU(DUIECKYIO 3aIIUTY
oT uH(pEKIMH, BEI3bIBAEMBIX BKIIIOUCHHBIMU B BakiuHy 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A,
19F u 23F ceporunaMy MHEBMOKOKKA.

CornacHo pexomenpanusiM BO3 sl HOBBIX KOHBIOTMPOBAHHBIX IHEBMOKOKKOBBIX BaKLIMH
OIpezesieHa SKBUBAJIECHTHOCTh MMMYHHOTO OTBETa HpeBeHap® 13 o Tpem KpUTEpHUsIM: IPOLIEHT
NaIMEeHTOB, JOCTUTIINX KOHUEHTpauu crneruduueckux anturen I1gG > 0,35 mkr/mit; cpenHue
reomerpuueckue koHueHtpamuu (CI'K) wumMmyHOrnoOymuHoB #  omcoHo(aromurapHas
akTUBHOCTh (ODA) Oaktepuruanbix antuten (OPA tutp > 1:8 u cpeaHne reoMeTpuuecKue
tutpsl (CI'T)). st B3pOCHBIX JIMI] HE ONPECIICH 3alUTHBIA YPOBEHD MPOTHUBOITHEBMOKOKKOBBIX
aHTUTEN U ucTodib3yercs cepotumn-cuenudpuyeckas ODA (CI'T).

Bakuuna HpeBeHap® 13 Bxmouaer 10 90 % cepoTUIOB, ABISIOUIMXCS NMPUYMHON MHBA3HBHBIX
THEeBMOKOKKOBBIX MH(pekuuit (MI1H), B TOM unciie yCTOWYUBBIX K JICUCHHIO aHTHOMOTHKAMHU.
HmmynHblil 0meem npu uCno1b306aHUU Mpex Ui 08yxX 003 6 Cepuu NePEUUHOINl 6AKUUHAUUU
ITocne BBenaeHUsa Tpex /103 HpeBeHap® 13 mpu nepBUYHON BaKIMHALIMKM JIETE B BO3pacTe 110
6 Mec OTMEYEH 3HAUYUTEIbHBIN IIOIBEM YPOBHS aHTUTEN KO BCEM CEPOTUIIAM BAKIIMHBI.

Ilocne BBeneHUs ABYX 103 IpU MEPBUYHON BAKIMHALUU HpeBeHap® 13 B pamkax MaccoBoOi
MMMYHM3AI[UU JIETe TOW K€ BO3PACTHOW TPYMIbI TaKKE OTMEYACTCS 3HAYUTEIbHBIM MOIbEM
TUTPOB AHTUTEN KO BCEM KOMIIOHEHTaM BaKIMHBI, Juisi cepoturnoB 6B u 23F yposens IgG >

0,35 MKr/mMi1 ompeesnsics y MEHBIIIETo TPOIeHTa JeTell. BMmecTe ¢ TeM, oTMedeH BBIpaKCHHBIN
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OycTepHBIIl OTBET Ha PEeBAKIMHAIMIO JJI BceX cepoTuroB. DopmupoBaHe UMMYHHOU MaMATH
MOKAa3aHO ISl 00eMX yKa3aHHBIX BBINIE CXEM BaKIMHAIMK. BTOPUYHBI MMMYHHBIM OTBET Ha
PEBAKIIMHUPYIOUIYIO 103y Y AETEeH BTOPOTO rojla )KU3HU IPU UCTIOIb30BaHUH TPeX WU ABYX 103
B CEpUH MEPBUYHON BaKIIMHALIMUA CPABHUM JIJIs1 BCceX 13 cepoTUIOB.

[Ipn BaknuMHaIMK HEAOHOIIECHHBIX JETEeH (POAMBIIMXCS TPH CPOKe TecTaruu <37 Hemenb),
BKIIIOUYasl TTYOOKO-HEJIOHOIIEHHBIX JeTe (POIMBIIUXCS TPU CPOKE TecTaruu <28 Heuenb),
HAaUYMHAs C BO3pacTa JBYX MECAIEB, OTMEYCHO, YTO YPOBEHb 3AIIUTHBIX CHEIHUPUICCKHX
IPOTUBOMHEBMOKOKKOBBIX aHTUTed W uX O®PA mocine 3aKOHYEHHOro Kypca BaKIMHALWU
JOCTUTAJIM 3HAYEeHWM Bble 3amUTHBIX Yy &87-100 % mNpuUBHATBIX KO BCEM TPHHAALATH
BKJIIOYEHHBIM B BaKIIMHY CEPOTHUIIaM.

Hmmynozennocmep y demeii u noopocmkoe 6 éozpacme om 5 0o 17 nem

Hetu B Bo3pacte ot 5 10 <10 neT, KOTOphIE JO ATOTO MOJYYWIM KaK MUHHUMYM OAHY H03Y
MMHEBMOKOKKOBOM ~ 7-BaJICHTHOM  KOHBIOTMPOBAHHOW  BaKIMHBI, a TaKXKe paHee He
BaKIIMHUPOBAHHbIE JI€TU U MOJIPOCTKU B Bo3pacte oT 10 mo 17 ner, mony4uB 1o OAHOM 1103€
BaKI[UHBI HpeBeHap® 13, mpoaeMOHCTpUpPOBAaIM HMMMYHHBIM OTBET Ha Bce 13 cepoTunos,
SKBUBAJICHTHBIA TakKOBOMY y gneteil 12-15 mecsieB, BaKIMHUPOBAHHBIX YETHIPbMA J103aMU
npemnapara HpeBeHap® 13.

OnHOKpaTHOE BBEJICHHE HpeBeHap® 13 nmersm B Bo3pacte 5-17 ner cmocobHO oOecnednTh
HEOOXOUMBII UMMYHHBIN OTBET Ha BCE CEPOTHUIILI BO3OYAUTENS, BXOISIINE B COCTAB BAKIIMHEI.
Ipdhexkmusnocmep Hpeeeuap® 13

Hneazuenas nneemoxokkosan ungexyusn (UINH)

[Tocne BHEnpeHus HpeBeHap® B cxeme 2+1 (aBe 103bl Ha IEPBOM TOJly KU3HU U PEBAKLUHALIMS
OJIHOKPAaTHO Ha BTOPOM TOJYy >KHM3HH) uepe3 ueTwbipe rojga npu 94 % oxsaTe BaKIMHALUEH
ormeueHo 98 % (95% JU: 95; 99) cuuxenue uactorsl WIIM, BbI3BaHHBIX BaKIIMH-
cnenuduanpiMu cepotunamu. Ilocne mepexoma Ha HpeBeHap® 13 ormeueHo nanbHeilee
cHmkeHne 4vactorel  MIIM, BBI3BaHHBIX  BaKIUH-CHCIU(PUYHBIMU  JOMOJTHUTEIHHBIMU
ceporunamiu, ot 76 % y aereit B Bo3pacte muasuie 2 net 10 91 % y aereit B Bozpacte 5—14 ner.
Cepotun-cnernupuueckas 3¢ dextuBHOCTh B oTHOIEeHNH UM mo 1omosHUTEIbHBIM CEPOTHTIAM
Ipesenap” 13 y mereif B Bospacte < 5 jer, Kosnebamack oT 68 % 10 100% (ceporui 3 u 6A,
COOTBETCTBEHHO) U cocTaBmwia 91 % s cepotunos 1, 7F u 19A), npu sToM He HaGM0IAI0CH
ciayuyaes UIIY, BeI3BaHHBIX ceporunoM 5. [locne BkimroyeHus HpeBeHap® 13 B HauMOHaNbHbBIE
MporpaMmMbl UMMYyHHU3aluu yactota peructpauun MIIN, BbI3BaHHBIX CEpOTUNIOM 3, CHU3WJIACHh
Ha 68 % (95 % AU 6-89 %) y nmereit no 5 ner. B wuccnenoBaHuM Ciy4ail-KOHTPOJb,
BBIIIOJIHEHHOM B JIaHHOM BO3PacTHOM TIpyIie, MOKa3aHo CHIbKeHHe 3aboseBaemoctn UIIH,

BBI3BaHHBIX cepoturoM 3, Ha 79,5 % (95 % AU 30,3-94,8). Cpeonuii omum (CO)
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[Tocne BHeapeHUsT BaKIMHALIMU HpeBeHap® C MOCJICYIOIIUM TEPEX0JA0M Ha HpeBeHap® 13 no
cxeme 2+1 BoIgBICHO cHIKeHHE Ha 95 % dyacTtoTel Bo3HMKHOBeHUS CO, BEI3BaHHBIX
cepotunamu 4, 6B, 9V, 14, 18C, 19F, 23F u ceporuna 6A, a Takxke Ha 89 % CHUKEHUE YACTOTHI
CO, BbI3BaHHBIX cepotunamu 1, 3,5, 7F u 19A.

ITneemonus

IIpu mepexonme ¢ HpeBeHap® Ha HpeBeHap® 13 ormeueHo 16 % cHUKEHHE YacCTOTBHI BCEX
ciydaeB BHeOonpHUUHOM THeBMOoHUH (BBII) y neteii B Bo3pacte ot 1 mecsana ao 15 ner. Cinydan
BBII ¢ mneBpaibHBIM BBIIOTOM yMeHbIIMIUCH Ha 53 % (p <0,001), mueBMokokkoBble BBII
cHE3ITHCH Ha 63 % (p < 0,001). Bo Bropoii rox mocie BHeaperus IIpesenap” 13 oTMmeueHo
74 % cumxenue yactoTsl BBII, BEI3BaHHBIX 6 TOMOJHUTEIBHBIMY CEPOTUIIAMU HpeBeHap® 13.V
JleTed B BO3pacTe MJIaJuIe S JIET I0CIE BHEAPEHUs BaKLVHALUU HpeBeHap® 13 mo cxeme 2+1
otmeueHo 68 % (95 % [AU: 73; 61) cHuxeHune yncia aMOyaaTOpHbIX BU3UTOB U 32 % (95 % [U:
39; 22) yMeHbIIIEHUE YHCIIa TOCTIUTAIA3AIUHN 110 TTIOBOAY ainbBeossipHoi BBIT m060it aTHONIOTHY.
Hocumenscmeo u nonynayuonHiil 3¢pgexm

[poxemoncTprposana s¢dekrurocts [IpeBerap” 13 B OTHOLICHHH CHIKCHHS HOCUTEIBCTBA B
HOCOTJIOTKE BAaKIMH-CIICHH(IYHBIX CEPOTUIIOB, KaK 06MIKX ¢ BakuuHOM [IpeBenap” (4, 6B, 9V,
14, 18C, 19F, 23F), tak u 6 monomuutensHbix (1, 3, 5, 6A, 7A, 19A) 1 poaCTBEHHOTO CEpOTHUTIA
6C.

[HonynsuoHHbII apdexT (cepoTumn-cnenupuyeckoe CHIDKEHHE 3a00J1eBaeMOCTH
HEBAKIIMHUPOBAHHBIX JIMI[) OTMEYCH B CTpaHax, rae IlpeBemap’ 13 HCHONB3yeTcs B paMKax
MacCcoBOM HMMMYHHM3allud B Te4YeHHE Oosiee 3 JIeT C BBICOKMM OXBAaTOM BaKIMHAIMEH U
COOJIIOJICHHEM CXEMbl MMMYHHU3ALUU. Y HEBAKIUHHUPOBAHHBIX HpeBeHap® 13 nun 65 ner un
crapiie npojaeMoHcTpupoBaHo ymenbiienne WUIIM wa 25 %, npu stom WIIN, BbI3BaHHBIE
cepotunamu 4, 6B, 9V, 14, 18C, 19F, 23F, cuuzunucs Ha 89 % u Ha 64 % ymenwsmunucsy NI,
00ycioBiIeHHBIC 6 HOMOTHUTENbHBIME cepotuniamu (1, 3, 5, 6A, 7A, 19A). Yacrota uadpekumii,
BBI3BaHHBIX cepoTUIIOM 3, cHu3miIack Ha 44 %, cepotunoM 6A — Ha 95 %, ceporunom 19A — Ha
65 %.

Hmmynozennocmeo 6axyunul Hpeeeuap® 13y e3pocavix

Knunuyeckue uccienoBaHus HpeBeHap® 13 mpenocTaBiAOT aHHBIE 10 UMMYHOT€HHOCTH Y
B3pOCJIBIX B Bo3pacTe 18 jer m crapiue, BKIOYas JIMIL B Bo3pacTe OoT 65 JIeT U TeX, KTO paHee
MONyYWJT BakIMHALMIO OMHOW wiu Ooyiee [103aMU  TOJIMCAXapUAHOW IMHEBMOKOKKOBOM
23-anentHoit BakmuHou (I11B23) 3a 5 mer mo BKIIOYEHHS B HCClenOBaHue. B kaxmom
UCCJIEIOBAaHUM ObUIN 3/10POBbIE B3POCIbIE © HMMYHOKOMIIETEHTHBIE MAIIUEHThI C XPOHUYECKUMU
3a00JIeBaHUsSIMM B CTAQJUU  KOMIICHCAIlMW, BKIIOYas COMYTCTBYIONIYIO  MAaTOJIOTHUIO,

(GOpMUPYIOTYIO TOBBIIICHHYIO BOCIIPUMMYHUBOCTh K THEBMOKOKKOBOH HH(EKITUU (XPOHUUIECKUE
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CEpICYHO-COCYIUCThIE 3a00JIeBaHUsI, XpOHMYECKHE 3a00JieBaHUs JIETKMX, BKIIOYas acTMy;
3a00JeBaHMsl TOYEK M caxapHbld JguabeT, XpOHUYeCKHue 3a00JeBaHHs TE€YCHH, BKIOYAs
AIIKOTOJILHBIC TMOPAaXKEHUs), W B3POCIBIX C COLMATBHBIMU (DaKTOpaMH pUCKA — KYpEHHEM U
370ynoTpedseHneM — amkoroyiieM. VMMMyHOTeHHOCTh U 0€30MacHOCTH HpeBeHap® 13
IIPOJEMOHCTPUPOBaHa JUIsl B3pOCHbIX B Bo3pacte 18 yieT u crapiie, BKIOYas MalMeHTOB, paHee
BakimHUpoBaHHBIX [1[1B23. UMMyHONIOTHYECKas: SKBHBAJICHTHOCTh YCTaHOBIEHA st 12 o0mmx
¢ TIIIB23 ceporunos. Kpome toro, mist 8 obmux c [IIB23 ceporunoB u mo ceporuny 6A,
VHUKAIbHOTO Ut BakiuHbl [TpeBerap” 13, MpoeMOHCTPHPOBAH CTATHCTHYECKH 3HATMMO Gonee
BBICOKMM HMMMYHHBI OTBET Ha HpeBeHap® 13. 'V B3pociabix B Bo3pacte 18-59 mer CI'T
orconodaronuraproii aktuBHOCTH (ODA CI'T) K0 Bcem 13 ceporumnam HpeBeHap® 13 ObiH HE
HW)KE TaKOBBIX y B3pOCibIX B Bo3pacte 60-64 net. bonee Toro, inua B Bozpacre 50-59 ner nann
CTATUCTUYECKH OoJiee BHICOKMH WMMYHHBIM OTBeT Ha 9 m3 13 cepoTHNOB MO CpaBHEHUIO C
moabMU B Bo3pacte 60-64 ner.

TpoaemMoHCTpHpoBaHa KinHHYeckas sddextusHocTs IpeBenap” 13 B paHIOMH3MPOBAHHOM
JBOMHOM CJIETIOM 1a1e00-KOHTPOIIMPYEMOM  MCCIIEOBAHUH CAPITA (Gomee
84 000 manMeHTOB) B OTHOIICHWH BHEOONHHUYHOW MHEBMOKOKKOBON mHeBMoHHMH (BIIII) y
B3pOCIBIX B Bo3zpacte 65 net u crapme: 45 % B oTHowmeHuu nepsoro snu3ona BIIII, Bei3BaHHOK
CEpOTHUIIAMH, NEPEKPHIBAEMBIMU HpeBeHap® 13 (uHBa3uBHON © HeWHBa3uWBHOH), 75 % B
OTHONICHWH  WHBAa3WBHBIX  WHQEKIWN, BBI3BAHHBIX  CEPOTUIIAMH, TEPEKPHIBAEMBIMHU
HpeBeHap® 13.

Hmmynnwvtii omeem y 63pocnvix, panee eakyunuposannvix I111B23

V¥ B3pocnbix B Bo3pacte 70 jeT u crapiie, OJHOKpaTHO BakuuHupoBaHHbIX [IIIB23 > 5 jer
Hasaz, BBegeHue IlpeBenap” 13 MPOIEMOHCTPHPOBANO MMMYHOJOTHYECKYIO SKBHBATCHTHOCTD
st 12 o0mmx cepoTunoB 1mo cpaBHeHWI0 ¢ oTBeToMm Ha [IIIB23, mpu stom Ha 10 oOmux
CEpPOTHUIIOB M CepoTHN 6A MMMYHHBIM OTBET Ha HpeBeHap® 13 ObUT CTAaTUCTHYECKH 3HAYUMO
BBbIIIE 1O CpaBHEHHIO ¢ orBerom Ha III1B23. HpeBeHap® 13 naer Oosee BBIpaKEHHBIH
MMMYHHBIN OTBET 10 CpaBHEHMIO ¢ peBakuuHauuei [111B23.

HmmyHnnwtit omeem 6 0codblx 2pynnax nayueHmos

[TarmeHTsl € OMMCAHHBIMU HUXKE 3a00JEBaHUSMHU IMOJBEP)KEHBI MOBBIIICHHOMY PHUCKY
MTHEBMOKOKKOBOUW HH(EKITNH.

CepnoeudHo-memquaﬂ anemuA

B 0oTKpBITOM HECPABHUTEIIBHOM HCCIIEIOBAHUU C ydacTheM 158 neTell U moApOCTKOB B BO3PACTE
> 6 u < 18 5meT ¢ ceprnoBUIAHO-KIETOYHON aHEMHUEH, paHee BaKIIMHUPOBAHHBIX OJHOW WM Oojee
no3zamu [1T11B23 kak MUHUMYM 3a 6 MecsleB O BKJIOUEHHS B UCCIIEIOBAHME IOKAa3ajo, YTO

BBEJICHUE IEPBOU J103bI HpeBeHap® 13 npu 1ByKpaTHON MMMYHH3ALMHU C UHTEPBAJIOM 6 MECALIEB
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MPUBOAWIO K CTAaTUCTUYECKUA 3HAYMMO BhICOKOMY MMMYHHOMY oTBeTy (CI'K IgG k xaxmomy
CepoTHIy, ompeaenseMbie MeToqoM UMMYyHO(pepmentHoro aHanmm3a (UDA), u ODPA CIT k
Kaxaomy cepotuny). [locrne BeneHus BTOPOH 10361 MMMYHHBIH OTBET OBLI COIOCTaBUM C
TaKOBBIMH I10CJIE IEPBOM 103bI Ipenapara.

BUY-undexuus

BUY-undunmpoBanusie AeTH U B3pocible ¢ KonuyecTBoM CD4 > 200 ki1eTok/MKI (B cpeaHeM
717,0 x1neTok/MK), BUpycHOM Harpy3koi < 50 000 xoruit/mn (B cpennem 2090,0 xonuit/mi), ¢
orcyrctBueM akTuBHBIX CIIM]/[-accommupoBaHHBIX 3a00J€BaHUN W paHEe HE IMOTy4YaBIIUe
. . ®

BAaKIMHAIMA IMHEBMOKOKKOBOM BakIMHOW, mojydasu 3 no3bl [Ipeenap 13. Ilokazarenu IgG
CI'K u ODA 06b1TH JOCTOBEPHO BBIIIE MOCIE MEPBOI BaKIIMHALIUN HpeBeHap® 13 no cpaBHEHUIO
C JI0BaKIIMHAJIBHBIM ypoBHEM. Ha BTOpyro u TpeTbro 1036l (uepe3 6 u 12 mecsies) pa3BUBalICs
0oJiee BBICOKMH MMMYHHBIN OTBET, Y€M TTOCJIC OJHOKPATHOW BaKIIMHAIIUH HpeBeHap® 13.

Tpanucnaianmayus 2eMon03IMULECKUX CIMB0A08bIX KICMOK

Jletn u B3poCIbie, KOTOPbIM Obla BBIMOJHEHA aJUIOr€HHAs TPaHCIUIAHTAIMS TeMOMO3THYECKUX
ctBonioBbix KieTok (TI'CK), B Bo3pacte > 2 JjieT ¢ MOJTHOM TeMaTolOorHyecKod pemuccuein
OCHOBHOTO 3a00JICBaHHSI WJIM C YJOBJICTBOPUTEIHLHONW YAaCTHUYHOW pEMHUCCHEH B ciydae
TUM(OMBI 1 MHUETIOMBI, TOJTyYaad TPH 03B HpeBeHap® 13 ¢ uHTepBasioM He MeHee 1 mecsua
Mexny nozamu. Ilepsyro no3y npenapara BBoamiu uepes 3-6 mecsues nocie TT'CK. Yersepryro
(OyctepHy0) 103y HpeBeHap® 13 BBoamiu uepe3 6 MecdleB IMOCiEe TpeTbe a03bl. B
COOTBETCTBUHU C OOIIMMH pEeKOMEHIAIusMu, pa3oByto no3y [II1B23 BBomumu depe3 1 mecsi
nocite yeTBeproit 10361 Ipesenap” 13. Turpsl GyHKIHOHAIBHO akTHBHEIX aHTuTen (O®A CI'T)
B 3TOM HCCJIEIOBAHUM HE OINpENEIUINCh. BBenenue HpeBeHap® 13 Be3bIBasIO NOBBIIEHHE CI'K
CepOTHUII-CTICU(PUUECKUX AHTUTEN TOCIIE KaXI0W 103bl. IMMYHHBIH OTBET Ha OyCTEpHYIO O3y
HpeBeHap® 13 ObuT 3HAYUMO BBIIIE IS BCEX CEPOTHIOB IO CPABHEHWIO C OTBETOM Ha

MEPBUYHYIO CEPUI0 UMMYHH3AIIH.

MOKA3AHUA A1 IPUMEHEHUSA

- mpo(HUIaKTHKA THEBMOKOKKOBBIX MH(EKINH, BKIIFOUas HHBa3WBHBIC (B TOM YHCJIC MEHUHTHT,
OaKkTepUEMHIO, CETICUC, TSHKEIbIe THEBMOHNUH ) M HEMHBA3UBHBIC (BHEOOJbHUYHBIC THEBMOHHUH U
cpenHue oTUTh) (popmbl 3a00JIeBaHUMN, BEI3BIBAEMbBIC Streptococcus pneumoniae cepoTHNOB 1, 3,
4,5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F u 23F ¢ 2-x MecsI1IeB )XKU3HU U Jaliee 0e3 OrpaHuvICHUS
10 BO3PACTY:

- B paMKax HaIlMOHAIBHOTO KaJeHaps MPOPUITAKTHUSCKUX IPUBHUBOK;

- y JIUII TPYTIII MOBBIIIEHHOTO PUCKA PA3BUTHSI THEBMOKOKKOBOW MH(EKIIHH.
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BakiuHanmsi mpoBOIMTCS B paMKax HAIIMOHAIBLHOTO KaJeHIaps MpodUIaKTHUYECKUX TMPUBUBOK
COTJIACHO YTBEPXKIAEHHBIM CPOKaM, a TAKXKeE JIULAM IPYIIl PUCKA MO Pa3BUTUIO ITHEBMOKOKKOBOM
UHQPEKINU: ¢ UMMYHOACPUIIUTHBIMU COCTOSIHUSIMH, B T.4. BUY-uHekunen, OHKOJIOrHIeCKUMU
3a00JIEBaHUSIMH, MOJTy4Yaro UM MMMYHOCYTPECCUBHYIO TEparuio; c
aHATOMUYECKOM/(DYHKITMOHAILHON aCIICHUEH; C YCTAHOBJICHHBIM KOXJICAPHBIM UMILUTAHTOM HIIH
IJIAHUPYIOLIKMECS Ha 3Ty ONEPALMIO; NAUEHTaM C IMOATEKaHUEM CIIMHHOMO3TOBOM KUJIKOCTH; C
XPOHUYECKHMH 3a00JICBaHUSMU JIETKUX, CEPICYHO-COCYAMCTON CHUCTEMBI, TEUEHU, IMOYEK U
caxapHbpIM nuabeToM; OONBHBIM OpOHXHATBHOW AaCTMOW, HEJOHOUICHHBIM JETSAM; JIUIIaM,
HaxOoJAIMMCS B OpPraHW30BAHHBIX KOJUICKTHBAaX (JETCKHE J0Ma, WHTEpPHAThI, apMEUCKHe
KOJUIEKTUBBI); PEKOHBAJIECLEHTAM OCTPOrO0 CPEJIHEr0 OTUTa, MEHUHTUTA, ITHEBMOHUU;
JUIMTETbHO W 4YacTo OOJNCIoMMM JeTSIM; MalueHTaM, WHQUIHUPOBAHHBIM MHKOOAKTEpHEH

TyOepKyiesa; BceM junam crapiie 50 jier; TabaKoKypHIbIIUKAM.

MMPOTUBOIIOKA3AHUSA

— lloBbIeHHAss YYBCTBUTEJIBHOCTh Ha MPEAIIECTBYIOIIEE BBEIACHUE HpeBeHap® 13 wmm
Ipesemap” (B ToM wumcle, aHAQWIAKTHYECKMH IIOK, TSDKENBIEC T'CHEPAIN30BAHHEIC
aJJIepru4ecKre peakiun);

— TIOBBILIICHHAs YYBCTBUTEJILHOCTh K JAU(TEPUHHOMY aHATOKCHHY W/WIIM BCIIOMOTaTEIbHBIM
BEILIECTBAM,;

— OCTpble MH(EKIUOHHBIE WIM HEUH(EKIMOHHBbIE 3a00JIeBaHUS, OOOCTPEHHS] XPOHHUYECKUX

3a0oneBaHuii. BakiuHanyo npoBOAST MOCIE BBI3IOPOBICHUS WU B TIEPUO]T PEMHUCCHUH.

HNPUMEHEHUE IIPU BEPEMEHHOCTU W B HNEPUOA TIPYIHOI'O
BCKAPMJUIMBAHUSA

be3onacHocTh nMpuMeHEeHHsI BaKIMHBI BO BpeMsi OEpEMEHHOCTH U TPYJHOTO BCKapMIIMBAHUS HE
yCTaHOBJIeHa. J[aHHBIE O MPUMEHEHUH HpeBeHap® 13 BO BpeMsi GEpEeMEHHOCTH OTCYTCTBYIOT.
OTCyTCTBYIOT JaHHBIC O BBIACJICHUHN AaHTUI'CHOB BAKIWMHBI UJIN IMIOCTBAKIIMHAJIBHBIX AHTUTCI C

TPYAHBIM MOJIOKOM IIPH JIAKTAL[UU.

CITIOCOBb ITPUMEHEHMUSA U 1O3bI

Cnocoo eséedenus

Bakiuny BBoAAT B pa3oBoii fo3e 0,5 M1 BHYTPUMBIILIEYHO. J[eTSM NEepBBIX JIE€T KU3HU IPUBUBKU
IPOBOJAT B BEpPXHE-HAPYKHYIO IIOBEPXHOCTh CpeiHel TpeTu Oezpa, JIMam crapiie 2-X JIET — B

JIeTbTOBUIHYIO MBIIIITY TUICYa.
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[lepen npuMeHeHHEM MINPUL ¢ BaKIIMHOMN HpeBeHap® 13 HE0O6X0IUMO XOPOIIO BCTPSIXHYTH J0
MOJy4YEHUs] TOMOI€HHOW cycneH3uu. He wucmnosib3oBarh, €civ OpU OCMOTPE COIEPKHUMOTO
mrpuna BbIABIIAOTCA HHOPOJAHBIC YaCTHULBI, UM COACPKUMOC BBIITIAAUT MHAYC, YCM B Pa3acCiic
«Onucanue» HaCTOAIIEH HHCTPYKIIHH.

®
He 6e00umo Ilpegsenap™ 13 enympucocyoucmo u 6HympuMblideyo 6 A200uunyro ooaacms!

Ecnu Hayata BakUMHALMS HpeBeHap® 13, pexomMeHayeTCsl 3aBEpLIMTh €€ TaKKe BAKIMHOU
HpeBeHap® 13. IIpu BBIHYX/IEHHOM YBETHMYEHUH HMHTEPBaTa MEXKIY HHBEKIHAMH JTI000TO M3

MPUBEJICHHBIX BBIIIE KypPCOB BaKI[MHAIIUW, BBEICHHUE JTOTIOJHUTEIBHBIX 103 HpeBeHap® 13 ue

TpedyeTcs.
Cxema sakyunayuu
Cxema
Bo3spact nauana
BaKI[MHAIIN NHTepBanbl U 103UpOBKA
BaKIIMHAIIIH
u
2 -6 mec NunuBuayanbHass UMMyHU3alus: 3 7036l C MHTEPBAIOM
3+1 He MeHee 4 Hen Mexay BBeAeHusMU. [lepByro 103y
WJIIH MOHO BBOJMTH € 2-X Mec. PeBakuuHanus OJHOKPAaTHO B
2+1 11-15 wmec.
MaccoBast UMMyHH3aLUs 1eTei: 2 103bl C UHTEPBAJIOM HE
MEHee 8 Hed MExXIy BBEICHUSIMU. PeBakiuHamus
oaHokpatHo B 11-15 mec.
7-11 mec 2+1 2 7[03bl C HHTEpPBAIOM HE MeHee 4 Helo Mexny
BBeJICHUSIMU. PeBakuMHaIMs OJJHOKPATHO HA BTOPOM IOy
JKM3HU
12-23 mec 1+1 2 03Bl C THTEPBAJIOM HE MEHEE 8 HEJl MEXKy BBEICHUAMU
2 roga u crapuie 1 OnHOKpaTHO

®
Hemu, panee saxyunuposannwvie Ilpesenap

BakruHanust npoTHB MHEBMOKOKKOBOW MH()EKITNHU, HayaTasi 7-BaJICHTHON BaKIMHOMN HpeBeHap®,
MOET OBITh MPOJIOIHKEHA HpeBeHap® 13 Ha 11000M 3Tane cxeMbl UMMYHU3ALUH.

Jluua 6 6o3pacme 18 n1em u cmapuie

HpeBeHap® 13 BBOmMTCS OmHOKpaTHO. HeEoOXOaMMOCTh peBaKIMHAIIUN HpeBeHap® 13 ne
ycTaHoByieHa. Pemenne o0 mHTEpBajie MEXIy BBEIACHHUEM BaKIIMH HpeBeHap® 13 u IIIB23
CJICAYCT NPpUHUMATL B COOTBETCTBUU C 0(1)I/II_II/IaHLHBIMI/I MCTOANYCCKUMHU PCKOMCHIAIIUAMMU.

Ocoo0ble 2pynnvl nayuenmogs

vy ManUMEHTOB IIOCJIC TPAHCIINIAHTAIMU TI'€MOIIO3THYCCKHUX CTBOJIOBBIX KIIETOK PCKOMCEHIAYCTCA

cepus UMMYHU3alMU, cocTosimas u3 4 103 npenapara HpeBeHap® 13 mo 0,5 mu. IlepBas cepus
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MMMYHH3AIMN COCTOUT U3 BBEJCHMS TPEX 03 IMpernapaTa: nepnas 103a BBOJUTCS C TPETHETO IO
IecToun MCCALl MOCJIC TpaHCIUJIaHTAIlUU. I/IHTepBaJI MCKAY BBCACHUAMU NOJIKCH COCTaBIIATH
1 mecsi. PeBakuMHUPYIOIIYIO J03y PEKOMEHYETCsl BBOAUTH Yepe3 6 MecsleB Mocie BBEACHUS
TPEThEHl A03BI.

HenoHomieHHBIM  J1eTM pEKOMEHIyeTcs 4YeTblpexkKpaTHas BakuuHauus. Ilepsas cepus
MMMYHH3AIUN COCTOMT M3 3-X 103. llepByro 103y cienyeT BBOOUTH B BO3pacTe 2 MeECSALEB
HE3aBHCHMO OT Macchl Tena peOeHka ¢ MHTepBaloM | Mecsi Mexay ao3amu. BaeneHue
yeTBepTOM (OyCcTepHOI) 103bI pEKOMEHIyeTCs B Bo3pacTe 12-15 mecsiies.

Toorcunvie nayuenmuol

NMMyHOTEHHOCTB 1 6€3011aCHOCTh BaKITUHBI HpeBeHap® 13 ObUTH TOATBEPKACHBI JIJIS TIOKUITBIX

nannucHTOB.

IMOBOYHOE JIENCTBUE

be3zonacHOCTh BaKLMHBI HpeBeHap® 13 u3ydena y 370poBbIX neteit (4429 nereii/14267 no3
BaKIIMHBI) B Bo3pacte oT 6 Henenb A0 11-16 mec u 100 metsx, poAUBIINXCS HETOHOIICHHBIMU (B
cpoke < 37 Hemenb rectanuu). Bo Bcex wucciemoBaHUSIX HpeBeHap® 13 npumensuics
OJIHOBPEMEHHO C IPYTMMH BaKIIMHAMU, PEKOMEHI0BaHHBIMHU ISl JAHHOTO BO3pacTa.

Kpome Toro, 6€30macHOCTh BaKIIMHBI HpeBeHap® 13 ouenena y 354 nereit B Bo3pacte 7 Mec -
5 nmet, paHee He BaKIIMHUPOBAHHBIX HU OJHOMN M3 MTHEBMOKOKKOBBIX KOHBIOTHPOBAHHBIX BaKIIHH.
HaubGonee wacTbIMuU HeXKeNaTENbHBIMU pEaKIUSAMU ObUIM peakuu B MECTe HHBEKIIHH,
MOBBILICHUE TEMIEpPaTyphl, pa3IpakUTEIbHOCTh, CHU)KEHHE amleTUTa U HapyLIEHUE pexruMa
CHa. Y JeTeM crapliero Bo3pacra IpU MEPBUYHOM BaKLMHALUHU HpeBeHap® 13 nabmonanacek
0oJiee BRICOKAs YaCTOTa MECTHBIX PEaKIIHii, YeM y JIETEH MepBOTo To/1a KU3HHU.

[Ipyn BakuHaMK HpeBeHap® 13 HEIOHOUICHHBIX ACTeH (POAMBIIMXCS B CPOKE TECTAIMH
< 37 Henenb), BKIIOYas INyOOKO HEJAOHOIIEHHBIX JETEeH, pOJUBLINXCS MPU CPOKE OEPEMEHHOCTH
MeHee 28 Heelb U JAeTel ¢ 3KCTpeMalbHO HU3KOM Maccoi Tena (< 500 r) xapakrep, yacTtoTa u
BBIPQXEHHOCTh MTOCTBAKIIMHHBIX PEAKIUH HE OTIIMYAIKUCH OT TAKOBBIX Y IOHOIIECHHBIX JIETEH.

V nun B Bo3pacte 18 jeT u cTapiie 0TMedaioch MEHbIIIEe KOJIMYECTBO MOOOYHBIX d(HPEKTOB BHE
3aBHCHUMOCTH OT MpPEALIECTBYIOIMX BakIUHaIMi. OJHAKO YacTOoTa Pa3BUTHUS peakuuidl Obuia
TakKas e, Kak ¥ y IPUBUTHIX 00Jiee MOJIOIOTO BO3pacTa.

B nienmom vactora mo6ouHsIX 3(h(HeKkToB OblIa OJMHAKOBA Y MAIMEHTOB BO3PACTHBIX rpymm 18 —
49 net m y manueHnToB crapiie 50 yer, 3a UCKIIIOYeHHEeM pBOTHI. JlaHHBINH T0O0YHBIA dDdeKT y
MalureHToB B Bo3pacte 18 — 49 ner BcTpedalsics yaie, 4eM y MalUeHTOB B BO3pacTe CTaplle

50 mer.
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VY B3pocibix nanuenToB ¢ BUU-undekiuen otMeyanach Takas e 4acToTa TOOOYHBIX PEaKIIHi,
KaK ¥ y MaiueHToB B Bo3pacte S50 jeT u crapuie, 3a UCKIIOYEHHEM JIMXOPAIKU U PBOTHI,
KOTOpBIC HAOJIIOIATMCh OY€Hb YacTO M TOITHOTHI, KOTOpask HaOIr0qaIach 4acTo.

VYV nmanueHToB mociie TPaHCIUIAaHTAlMU FE€MOIMO3TUYECKUX CTBOJIOBBIX KJIETOK YacTOTa Pa3BUTHS
noOOYHBIX peaklnii ObuIa Takas ke, Kak U Y 3JI0pOBbIX B3POCIBIX MalMEHTOB, 32 UCKIIIOUEHUEM
JUXOPAJKUA U PBOTHI, KOTOPbIE y MAIMEHTOB MOCJI€ TPAHCIUIAHTALIMKM BCTPEYAIUCH OYEHb YacCTO.
Y nereil W MOAPOCTKOB C CEPIIOBUIHOKIETOUHON aHemuer, BUY-undexiumeit wnmm mocie
TPAHCIUIAHTAllUM TE€MOIIOATHYECKUX CTBOJIOBBIX KIJIETOK OTMEYalach Takas >K€ 4YacToTa
MOOOYHBIX PEAKIMH, KaK W Yy 30POBBIX MAaIMEHTOB B Bo3pacTe 2-17 ner, 3a MCKIIOYEHHUEM
TOJIOBHOM 0O0JIM, PBOTHI, AWAPEH, JIUXOPATKH, YTOMIISIEMOCTH, apTPAITHN U MUAITHH, KOTOPHIE Y
TaKUX MaIMEHTOB BCTPEUATUCH KaK «OUEHb YaCThIE».

HexenaTtenbHble peakiuu, MEPEUUCICHHbIE HUXKE, KIAacCU(PUIUPOBAHbI B COOTBETCTBHH C
YacTOTOM MX MPOSIBICHUS BO BCEX BO3PACTHBIX IpyMMax CIEAYIOUMM 00pa3oM: OUY€Hb 4YacTble
(> 1/10), wacteie (> 1/100, HO < 1/10), Hewactrie (> 1/1000, HO < 1/100), peakue (> 1/10000, Ho
< 1/1000) u ouens penkwue (< 1/10000).

Hesrcenamenvhule peakyuu, 6bl16,1eHHblE 8 KTUHUYECKUX UCCE008AHUAX Hpeeenap® 13

Quenb _uacmele: TUNIEPTEPMUS; PA3APAKHUTEIBLHOCTD, IOKPACHEHHWE KOXH, OOJIe3HEHHbIE

OIIYIICHUS, YIUIOTHEHHWE WM OTeK pazMepom 2,5-7,0 cM B MecTe HHBEKUUHU (IOCHe
pEeBaKIMHALIUY W/UIHU Y IeTel B Bo3pacTe 2-5 jer); pBoTa (y marueHToB Bo3pacte 18 — 49 ner),
COHJIUBOCTb, YXYJILIEHUE CHA, YXYIIIEHUE alleTUuTa, ToJI0BHas 00Jib, FTeHEpaT30BaHHbIE HOBBIE
WM 000CTPEHHE UMEIOIITMXCS 00JIeH B CycTaBaxX W MBIIICYHBIX 00JIeH, 03HOO, YTOMIISIEMOCTD.
Yacmule: tuneprepmus Bbime 39 °C; 00J€3HEHHOCTh B MECTE€ HWHBEKIIMH, MPUBOJAIIAS K
KPaTKOBPEMEHHOMY OTPaHHUYEHUI0 O00beMa JBWKEHHH KOHEYHOCTH; TUIEPEMHS, YIJIOTHEHHE
WM OTeK pasmepamu 2,5-7,0 cM B MeCT€ BBEICHHUs BaKIUHBI (ITOCJIE CEpPUH TEPBUIHOU
BaKIIMHAIIMU Y JIeTeH B Bo3pacTe 10 6 Mec), pBOTa, JUapesi, ChIb.

Heuacmule: mOKpacHeHHE KOXH, YIUIOTHEHHWE WIH OTeK pa3dmepamu Ooinee 7,0 cM B MecTe
WHBCKIUU; IUIAKCHBOCTh, Cydopord (BkIo4as  (QeOpuibHBIE  CYIOPOTH),  PEaKiuu
TUTIEPYYBCTBUTEIIBHOCTH B MECTE€ HHBEKITMHU (KpaNMBHUIIA, IEPMATHUT, 3y1)**, TomHOTA.

Peokue: cnydan THIOTOHWYECKOTO KOJUIarnca®™, MPUIUBBI KPOBH K JHUIY**, peakuus
TUIEPYyBCTBUTEIHLHOCTH, BKIIIOYAs OJBIIIKY, OpOHXOCTa3M, 0Tek KBUHKE pa3HO JIOKaIH3aIuH,
BKIItoUasi OTeK Juma**, anadunmaktudeckas/ aHadWIAKTOWTHAS PEAKIHs, BKIIOYAsS MIOK™*,
nuMdaneHonaTys B 001aCTH MECTa UHBEKITUH.

QOuenwb pedkue. peruoHapHas auMdbaaeHomaTus * *, monudopmaas spurema* *.
9

* . Ha6n}0,uannc1> TOJIBKO B KIIMHHYCCKHUX MHMCCIICAJOBAHUAX BAaKIIWHBI HpeBeHap®, OAHAaKO

BO3MOXHBI U JJIsI HpeBeHap® 13.
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** _ OTMEYaTHCh TPH MOCTMAPKETHHTOBBIX HAOMIONCHMSAX BAaKIMHBI IIpeBeHap”; MX MOXKHO
paccMaTpuBaTh KaK BIIOJHE BO3MOXKHBIEC U JUIS HpeBeHap® 13.

HexenarenbHble sIBICHHS, HAOMIOJABIINECS B JPYTHX BO3PACTHBIX TPYIIAX, TAKKE MOTYT
NpOSIBIIATBCA Yy JE€Te W TMOJAPOCTKOB B Bo3pacte 5-17 ner. OgHako B KIMHUYECKUX
HCCJIEIOBAaHUSIX UX HE OTMEYAIU U3-32 HEOOJBIIOr0 KOJIMYECTBA YHaCTHUKOB.

3HAYUMBIX pA3NUYUi B YacTOTe pas3BUTHI MOOOYHBIX J(P(EKTOB y B3pPOCHIBIX, paHEe

BaKIIMHUPOBAaHHBIX U HeBakIIMHUpoBaHHbIX [IIIB23, He oTMeueHo.

INEPEJJO3UPOBKA
Iepenosuposka Ilpesenap” 13 MaToBeposiTHA, TAK KAaK BAKIWHY BBITYCKAIOT B IITPHIIE,

COJIEprKalleM TOJIBKO OAHY 103Y.

B3AUMOJIEMCTBUE C JIPYTUMHU JIEKAPCTBEHHBIMU ITPEITAPATAMHM W
IMPOYUE BUJIbI B3BAUMOJENCTBUM

JlanHble 0  B3amMosameHsemoctH  IlpeBeap” 13  Ha  ApyrHe  IHEBMOKOKKOBBIC
KOHBIOTUPOBAHHBIE BAKIIMHBI OTCYTCTBYIOT. [Ipy OJTHOBpEeMEHHON UMMYHH3ALMHU HpeBeHap® 13
U IpYTUMU BaKLIIMHAMU UHBEKIMH JI€Jal0TCs B pa3Hble YYaCcTKU Tea.

Jlemu ¢ so3pacme 2 mec - 5 1em

Ipesemap® 13 coueraercss ¢ IMOOBIMHA APYTHMH BAKIMHAME, BXONAIIAMH B KaJCHAAph
MMMYHH3AIUU JETEel MEpBbIX JIeT XU3HH, 3a uckiatoueHrneM BIDK. OpHoBpeMeHHOE BBeIEHHE
BakimHbI IIpeBeHap” 13 ¢ mOOBIME CIEYIOUINME AHTHICHAMH, BXOJSIIMMH B COCTAaB KaK
MOHOBAJICHTHBIX, TaK W KOMOMHHUPOBAaHHBIX BaKIUH: JAU(TEPUNHHBIM, CTOJOHSYHBIM,
OCCKJICTOYHBIM WJIM LEJIbHOKJIETOUYHBIM KOKJIIOIIHBIM, Haemophilus influenzae tun b,
NOJIMOMMEIIUTHBIM, renatuta A, renatura B, KOpeBbIM, dIUIEMUYECKOrO MapOTUTa, KPACHYXH,
BETPSHOM OCIBI U POTABUPYCHOW MH(EKLNU — HE BIMSIET HA MMMYHOT€HHOCTh JaHHBIX BaKI[MH.
B cBs3u ¢ Gosiee BBICOKMM PHCKOM DPa3BUTUS (HEOPMIIBHBIX PEAKIU IETsIM C CYAOPOKHBIMH
paccTpoiicTBaMu, B TOM 4uciie ¢ GeOpHIbHBIMU CY0POraMy B aHAMHE3€, a TAKXKE IMOTYJaloLIHM
HpeBeHap® 13  OIHOBpPEMEHHO C  IEIbHOKJIETOYHBIMH  KOKJIIOIIHBIMA  BaKIMHAMH,
PEKOMEHAYETCS] CUMIITOMAaTHYECKOE Ha3HAYEHHUE JKapOIIOHMKAIOIIKX cpelcTB. IIpu coBMecTHOM
npumenennn Ipesenap” 13 u Wudanpukc-rekca gacTota (eGPHIBHBIX Peakiuil COBMAma ¢
TaKOBOW 11 COBMECTHOT'O IIPUMEHEHMUS HpeBeHap® (IIKB7) u Uudanpukc-rexca. [loBimenue
4acTOThI PEIOPTUPOBAHUS CYJOPOr (C U 0€3 MOBBIICHUS TeMIEpaTyphl Tela) U TMIOTOHUYECKHU-
TUTIOPECTIOHCUBHBIX  Anu30710B  (I'TD) Habmomamoch TIpH  COBMECTHOM  HCIIOJIB30BaHUH
HpeBeHap® 13 u Hudanpukc-rekca. IlpumeHeHne XKapomOHIKAIOMIUX IpEnapaToB CIeIyeT

Ha4YWHATb B COOTBCTCTBUHU C MCCTHBIMHU PCKOMCHIAAILIUAMMU 110 JICHCHUTIO I[GTGIZ C CYAOpPOKHBIMU
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paccTpoiicTBaMHu WJIM JETeH C HaTW4ueM B aHamHe3e (peOpHIbHBIX CyIOpOT, U Yy BCEX IETEH,
KOTOPBIM  BBOAMWIIU HpeBeHap® 13 ogHOBpeMEHHO C  BakKIMHAMH, COJEPKAIIUMHU
LEJbHOKJIETOUYHBIM KOKJIFOITHBIN KOMIIOHEHT.

CornacHO JaHHBIM IMOCTMAPKETUHTOBOIO HCCIIEIOBAHUS MNPOPUIAKTUUECKOTO MPUMEHEHUs
JKapOMOHMKAIOIIUX CPEACTB HAa HMMMYHHBIM OTBET Ha BBEJICHHUE BAKIIUHBI HpeBeHap® 13,
MPEeJIoiaraeTcs, 4To MpopUIaKTHIeCKOe Ha3HAYCHHE alleTOMUHO(EHa (TapareraMona) MOKeT
CHIKaTb MMMYHHBI OTBET Ha CEPHUI0 IIEPBUYHOM BaKLIMHALUHU HpeBeHap® 13. UmmyHHBIN
OTBET Ha PEBAKIMHAIIMIO HpeBeHap® 13 B 12 MecsaieB npu mpoPUIaKTUIECKOM TPUMEHEHUN
napaneramosia He MeHseTcs. KinmHnueckoe 3Ha4eHUe 3THX JaHHBIX HEU3BECTHO.

Jemu u noopocmku ¢ eo3pacme 6 - 17 1em

JlaHHBIE O NpPUMEHEHUUW IIpenapara HpeBeHap® 13 OIHOBPEMEHHO C BaKIMHOW IPOTUB
ManuIJIOMaBUPYCHON HH(EKIIMH YEeIOBEKa, KOHBIOTMPOBAHHOW MEHHWHTOKOKKOBOW BaKITMHOM,
BaKIIMHOM MPOTHUB CTOJIOHSAKA, TUPTEPUN U KOKITIOIIA, KJIEIIEBOro SHIePalIuTa OTCYTCTBYIOT.

Jluua 6 6o3pacme 18-49 nem

JlaHHBIE IO OHOBPEMEHHOMY IIPUMEHEHHUIO IIpenapara HpeBeHap® 13 ¢ npyrumu BakLIMHAMH

OTCYTCTBYIOT.

Juua ¢ éo3pacme 50 n1em u cmapue

Bakuuna HpeBeHap® 13 MOXeT HCIOJBb30BATbCS  COBMECTHO C  TPHUBAJIECHTHOU
WHAKTUBUPOBAHHON BakiMHON mpoTuB ce3onHoro rpunma (TI'B). Ilpu xomMOmHHpOBaAaHHOM
WCIIOJIb30BAHUM BaKIIMH HpeBeHap® 13 u TI'B, ummyHHbIe O0TBETHI Ha BakuuHy TI'B coBnamanu
C OTBETaMHM, IMOJYYECHHBIMU MpPU NPUMEHEHUM OJHOW BakiuMHbl TI'B, nMMyHHBIE OTBETHI Ha
BaKLUHY HpeBeHap® 13 Obutn HMXKE, YeM IpH HCIOJIH30BAHUU TOJIBKO HpeBeHap® 13.
Knuangeckas 3HaunMocTh JaHHOTO (pakTa Hem3BecTHa. YacToTa pa3BUTHUS MECTHBIX PEAKIIMA HE
yBEJIMUMBAJIacCh TMPU OJHOBPEMEHHOM BBEICHHU HpeBeHap® 13 ¢ WHaKTUBUPOBAHHOU
TPUMIO3HON BAKIIMHOW, TOTJAa KaK 4acToTa OOMMX peakiuid (TojgoBHas 00Jb, 03HOO, CHIIb,
CHIDKCHHME anmeTuTa, O0JIM B CyCTaBaX W MBIIIIAX) MPU OJHOBPEMEHHONW HMMYHU3AIUU

IIOBbIIIIATIACH. OILHOBpeMeHHOC MMPUMCHCHUC C IPYTUMU BAKIIUHAMHU HC UCCICAOBAJIOCH.

OCOBBIE YKA3ZAHUSA U MEPBI ITPEJOCTOPOKHOCTU ITPU ITPUMEHEHUHU

C ydeToMm pelKuX cliydyaeB aHa(QUIAKTUYECKUX PEaKIUi, UMEIOIIUXCSI TIPU MPUMEHEHHH JIFOOBIX
BaKIIMH, BaKIIMHUPOBAHHBIN MAIUEHT JOJDKEH HAXOAMTHCS MOJ MEIUIIMHCKAM HAOIIOJICHUEM B
TeyeHue Kak MHUHMMYM 30 MUH MOcia€e MMMyHU3alMM. Mecrta NpoBeIEeHHs HMMYHHM3alUH
JOJIKHBI OBITH OOECTIeUYeHbl CPeICTBAMU TPOTUBOIIOKOBOI TeparuH.

Bakuunanuioo HEJIOHOIIEHHBIX (KaK M JOHOILIEHHBIX) JETeH CcieayeT HAauuHAThb CO BTOPOTO

Mecsa )KU3HM (TacopTHBINA Bo3pacT). Ilpy npuHITHM pelieHns 0 BaKIMHAILMY HEJOHOIIEHHOTO
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pebenka (poamBIIeTocs B cpoke < 37 Henenb OEpeMEHHOCTH), 0COOCHHO MMEIOIIETO B aHAMHE3¢e
HE3PEJIOCTh ABIXaTeTbHOW CHCTEMbI, HEOOXOJUMO Y4YeCTh, YTO TOJb3a MMMYHHU3AIlUU MPOTUB
MTHEBMOKOKKOBOM MH(EKINH Y TaHHOW I'PYMIIbl MAIMEHTOB OCOOCHHO BHICOKA U HE CJIEAYeT HU
OTKa3bIBaThCsl OT BaKIMHALIMK, HU MEPEHOCUTH €€ CPOKHU. B CBS3M C MOTEHIMATBHBIM PUCKOM
alHOd, MMEIOIIMMCS TPY TPUMEHEHHH JOOBIX BAKIMH, MepBas BakiuHamms Ilpesemap” 13
HEJIOHOIIIEHHOTO peOeHKa BO3MOXKHA TMOJ BpayeOHbIM HaOmoneHueM (He MeHee 48 u) B
CTallMOHApe Ha BTOPOM 3Talle BhIXaXUBAHUS.

Kak u npyrue BHyTpUMBIIIEYHbIE UHBEKIMH, TAIIUEHTaM C TPOMOOLIIMTONCHUEHN W/ APYTUMU
HapyIICHUSAMH CBEPTHIBAIOIIECH CHUCTEMBbI KPOBHM W/WJIM B Cly4yae JICUYEHHUS aHTUKOATYJISHTAMU,
BaKI[MHALIUSA HpeBeHap® 13 pomkHa MNPOBOAUTHCA C OCTOPOKHOCTBIO, MPU YCIOBUU
CTaOMIM3allMK  COCTOSIHUS TAIlMeHTa W JOCTIDKCHUS KOHTPOJII TeMocTa3a. Bo3MOXXHO
MOJIKOKHOE BBEICHNUE BaKIINHEI HpeBeHap® 13 naHHOM rpyImIie MAMEHTOB.

[Ipeenap” 13 He Moxer obecmednts NPOMDUIAKTHKY —3a00NCBAHMN, BBI3BAHHBIX
MTHEBMOKOKKAMHU JIPYTUX CEPOTUIIOB, AaHTUTEHBI KOTOPBIX HE BXOJSAT B COCTAB JJAHHOMW BaKIMHBI.
JetsiM U3 rpynn BBICOKOTO PUCKa B BO3pacTe Miaiiie 2 JEeT cleAyeT NPOBOIUTH MNEPBUUYHYIO
BAKIMHAIIAIO HpeBeHap® 13 B COOTBETCTBUM € BO3pacTOM. Y MAIMEHTOB C HapYyIICHHUEM
MMMYHOPEAKTUBHOCTH  BaKLMHALUSA MOXET COMNPOBOXKIATHCS  IMOHMXEHHBIM  YPOBHEM
AHTUTEI000Pa30BaAHUS.

Ilpumenenue HpeeeHap® 13 ulllIB23

Jns ¢opmupoBaHus MMMYHHOM MaMsITH MMMYHHU3AIMIO MPOTHUB MHEBMOKOKKOBOM HH(EKIHNU
MPEANOYTUTELHO HAYUHATH C BaKIHUHBI HpeBeHap® 13. HeobXxoaumMoCTh pEBaKIMHAIIMA HE
omnpeneneHa. Jluiam w3 Tpynnm BBICOKOTO pPHCKa JUIsl PACIIMPEHUsT OXBaTa CEPOTUIIOB B
MOCIEAYIOMEM MOXET ObITh pekomeHaoBaHo Beeaenue [I[1B23. Wmetorcs naHHBIC
KIIMHUYECKUX uccnenoBannii BakuuHanuu 1111B23 gepes 1 roa, a Takxke yepes 3,5-4 rona nocie
BAKIIMHBI HpeBeHap® 13. IIpu uHTEpBane MeX1y BakIUHALMAMHU 3,5-4 TOJ1a UMMYHHBIA OTBET
Ha [111B23 ObL1 BIIIe 0€3 U3MEHEHHI PEaKTOTEHHOCTH.

JleTsiM, NpPUBUTBIM BaKLWHOU HpeBeHap® 13 ¥ BXOASIIMM B TIPYNIy BBICOKOI'O pHUCKA
(HampuMmep, ¢ CEepHOBUAHO-KJICTOYHOW aHemueH, acruienueit, BUY-undeknueit, XpoHHIeCKUM
3a0oneBanneM WM UMMyHHOW muchynkmueit), [111B23 BBoguTcs ¢ MHTEpBaJioM HE MEHee 8
Henenb. B cBOIO ouepenb MalMEHTHI, BXOJAIIME B TPYMNNY BBICOKOIO PUCKAa MHEBMOKOKKOBOM
uHpeknuu (TAMeHTH C CepIIOBUIHO-KIEeTOUHOW aHemued wiu BUY-undexmmeit), BkiItouas
MalMEHTOB, paHee BAKIMHUPOBAHHBIX OJHOW WM Heckoibkumu no3amu [111B23, moryt
MOJYYUTh KaK MUHUMYM OJIHY J103y BaKIIMHBI HpeBeHap® 13.

Pemenne 06 wHTepBasne Mexny BBeaeHusmu [I111B23 u BakmuHbI HpeBeHap® 13 nomxHO

NPUHUMATBCS B COOTBETCTBUU C O(UIIMANBHBIMU pekoMeHnanusmu. B pspe ctpan (CIIA)
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PEKOMEHIyEMbIii MHTEpBaJ COCTaBJIsIeT He MeHee 8 Henenb (mo 12 mecsies). Ecim marmueHt
panee Obu1 npusuT [111B23, HpeBeHap® 13 cnenyer BBOoAMTH He paHee uyeM uepe3 1 rog. B PO
BakiuHauusa [IKB13 pexomengoBaHa BceM B3pOCIbIM JIMIAM, JTOCTUTIIMM Bo3pacta 50 jer, u
namnyeHTaMm rpynn pucka, npuuem BakinuHa I[IKB13 BBoautcss mnepBoi ¢ BO3MOXKHOM
nocienyrouen pesakurHanueit [111B23 ¢ uatepBanom He MeHee 8 HEEIb.

HpeBeHap® 13 conepxut menee 1 mMmonp Hatpus (23 Mr) Ha 103y, T.€. IPAaKTHYECKH HE
COJICPXKUT HATPHUSL.

B npenenax ykazaHHOTo Cpoka FOJAHOCTH Ipernapar HpeBeHap® 13 coxpaHsieT cTaOMIBHOCTh B
teueHue 4 nueit npu temrneparype 10 25 °C. [lo okoHUaHUU ATOTO Mepuoja mpenapar CleyeT
a1n00 HEMEAJIEHHO HCII0NIb30BaTh, JUOO BEPHYTh B XOJIOAWJIBHUK. DTHU JaHHbIE HE SIBISIOTCA
YKa3aHUSIMHU IO YCJIOBHSIM XPAaHEHUS U TPAHCIIOPTUPOBAHMS, HO MOTYT SBJISITHCS OCHOBAHHEM
JUTSL pEUIeHHsI TI0 MCTIOIh30BAHHUIO BAKIIMHEI B CITydae BPEMEHHBIX KOJIeOaHUI TeMIepaTyphl Mpu
XPaHEHUHU U TPAHCTIOPTUPOBAHUH.

Ocobennocmu  enuaHuA 1€KAPCMBEHHO20 CPeOCmeéa HA CROCOOHOCHb  YRPAGIAMD
MPAHCROPMHBIM CPEOCHIEOM WU ROMEHUUATLHO ONACHBIMU MEXAHUIMAMU

HpeBeHap® 13 He oka3plBaeT WM OKa3bIBACT HE3HAUYMTEIHHOE BIMSHUE Ha CIIOCOOHOCTH
YIPaBIsATh aBTOMOOUJIEM M MOJIb30BAaThCS TEXHUKOM. OJHAKO, HEKOTOPBIE pEeaKIIUU, YKa3aHHbIE
B pasznene «IlobouyHoe nelicTBHE», MOTYT BPEMEHHO BIIMATH Ha CHOCOOHOCTH YHPABISATH

TPAHCIIOPTHBIM CPCACTBOM W NOTCHIHUAJIBHO OIMTACHBIMU MCXaHU3MaMH.

dopma BbINIYCKa

CycnieH3us [uisi BHyTpUMBIIIeuHoro BBeAeHus 0,5 Mi/mo3a.

[To 0,5 mut B mmpuI; BMECTUMOCTBIO 1 MJT U3 po3padHoro OecriBeTHOro crekia (tut I).

| mmpun u 1 crepunbHas urjla B IUIACTUKOBYIO YIAKOBKY, 3all€YaTaHHYIO MOJIM3TUIEHOBOMN
MJIEHKOM. | MacTUKOBas yHaKOBKa BMECTE C MHCTPYKLUHMEH MO MPUMEHEHUI0 B KapPTOHHYIO
MayKy.

5 INMpHUIIEB B INIACTUKOBYIO YIIAKOBKY, 3all€4aTaHHYIO MOJUAITUICHOBOM IJIEHKOM.

2 NIACTUKOBBIX YNAKOBKM M 10 CTEpWJIBHBIX UIJT BMECTE C MHCTPYKLHEW IO NMPUMEHEHHUIO B
KapTOHHYIO TIAUKYy.

ITpu ynakoBke Ha OO0 «HIIO IletpoBakc Papm»:

[To 0,5 mut B mmpui; BMECTUMOCTBIO | MJT U3 po3padHoro OecriBeTHOro crekia (tut I).
| mmpun u 1 crepunpHas urila B IUIACTUKOBYIO YIAKOBKY, 3all€YaTaHHYIO MOJIM3TUIEHOBOMH
IUIEHKOW. | IUIacTUKOBas YNAKOBKA BMECTE C MHCTPYKLUEH 110 NPUMEHEHUIO B KAPTOHHYIO

MayKy.
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Ycii0BUSI XpaHeHHUS M TPAHCTIOPTHPOBAHUS

IIpu Temnepatype ot 2 no 8°C. He 3amopaxuBaTh.

XpaHUTh B HETOCTYITHOM ISl IETEN MeCTe.

Tpancnopruposats npu Temneparype ot 2 °C — 25 °C. He 3amopaxuBatsb.
JlomyckaeTcst TpaHCTIOPTUPOBaHKE MpH TeMriepatype Boitie 2-8 °C He Ooee MITH THEH.
Cpok rogHoctu

3 roga.

He ncnonp3oBaTh mocie HCTEYSHUS CpOKa roJHOCTH, YKAa3aHHOI'O Ha YIIAKOBKC.

YcaoBus oTnycka
VYnakoBka ¢ | mmnpuieM — 1o penenty

VYnakoska ¢ 10 mmpunamu — 1uis Je4eOHO-TPOPUIAKTUIECKUX YUPESKICHUN

[Ipennpusitue-npou3BoAUTENb
1) Baiter ®apmacerotukan3 JusmxH o¢ Baiier Xonaunars Kopnopeiimn, CIITA
401 Hopr Munntayn Poyn, Iepn Pusep, Heto Hopk 10965, CILIA
2) bakcrep ®apmacsrotukan3 Comromas JIJIC, CIITA
927 Cayt Kappu Ilaiik, brymunrron, IN 47403, CIIIA
3) Ipaiizep Alipmrua PapmacbioTukans, Mpranaus
I'peiinmx Kactn busnec-napk, Knonnankun, Jlyonun 22, Upnanaus
4) OO0 «HIIO ITerpoBakc ®apm», Poccuiickas Oenepanus

142143, MockoBckas o6sactb, [Togonbckuit paiion, c. [lokpos, yin. CocHoBas, 1. 1

YnakoBaHo:

Baiter ®apmacerotukans, CoequaeHHoe KoponeBcTBo

Hebrto JIxiin, XaBanT, Xammmup, P09 2NG, Coequnennoe KoposieBcTBO
15 R0

00O «HIIO IlerpoBakc ®apm», Poccuiickas deneparus

142143, MockoBckas obnacts, [logonsckuii paiion, c. [Tokpos, yn. CocHoBas, a. 1

IIpemen3zuu nompebumerneti Hanpasiams No aopecy:

1) OO0 «ldaiizep»

123112 Mockaa, [Ipecnenckas Hao., a. 10, BL] «bamus na Habepexuoit» (bmok C)
Tenedon: (495) 287-5000, daxc: (495) 287-5300

2) 00O «HIIO IlerpoBakc ®apm», Poccuiickas deneparus
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142143, MockoBckast oomactb, [logonbckuii paiion, c. [lokpos, yn. CocHoBas, 1. 1

Ten./dakc: (495) 926-2107, e-mail: info@petrovax.ru

3) ®enepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBHanzop):
109074, Mocksa, CnaBstHcKas 1., 1. 4, ctp. 1
Ten.: (495) 698-4538; (499) 578-0230

PykoBoauTens oTaena perucrpanuu C.A. Ocumnosa

Crp. 16 u3 16



