COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 12.01.2023 N= 263

MUHUCTEPCTBO 3/[PABOOXPAHEHIA POCCUTIEIEN SEAEPATIINL

MHCTPYKIIAA
10 MEIULIMHCKOMY [TPUMEHEHWIO JIEKAPCTBEHHOI'O IPEITAPATA

ITHEMOTEKC® (Bakuuna nHeBMOKOKKOBAS MOJIHCAXAPHIHAA KOHBIOTHPOBAHHAK

ajAcopOHPOBAHHAN TPHHAAUATHBAICHTHAS)

PerucrpannoHnlii HoMep: JIII-007205.

Topropoe RaHMeHOBaHHE: [THEMOTEKC® (paknuea IHEBMOKOKKOBas IIOJNHCAXapHAHas
KOHBIOTMpPOBaHHas afcOpOHpOBaHHAsL TPHHAAIATHBAIICHTHAS).

I pynnupoBoYHOe HANMEHOBAHHE: BAKIUHA JUI IPOQHIAKTHKY THEBMOKOKKOBBIX HH(EKIHH.

JlexapcrBennas gopma: CyCIEH3MS I BHYTPAMBIILICYHOTO BBEICHHS.

Cocrasn:
Cocras Ha oxay no3y (0,5 m):
Heitcmeylowue eewgecmsa:

" TTHeBMOKOKKOBBIE KOHBIOrath! (noymcaxapun — CRM197):

ITonmucaxapup ceporuna 1 2,2 MKT
[Tonucaxapun cepotuna 3 2,2 MKT
IMomucaxapun ceporuna 4 2,2 MKT
* Tlonmucaxapun cepoTHa 5 - 2,2 MKT
[Monucaxapun cepotuna 6A 2,2 MXT
IMonucaxapuj cepotana 6B 4,4 MxrT
[Mommcaxapux ceporuna 7F 2,2 MKT
. ITomucaxapun cepotuma 3V 2,2 MKT
IMonucaxapun ceporuna 14 2,2 MXT
[Tonucaxapun cepotuna 18C 2,2 MKT
IMomucaxapun ceporumna 19A 2,2 MKT
~ [Tonucaxapun ceporuna 19F ‘ 2,2 MKT
IMomucaxapun cepotuna 23F 2,2 MKT
Benok mocurens CRM197 ot 20 0 60 Mxr

Bcnomozamenvivie eujecméa; BaTpus xiaopun - 4,250 Mr, sHTapHas xucjora - 0,295 wr,
nonucop6ar 20 - 0,025 mr, amomunust pocdar - 0,565 Mr (B nepecuere Ha amomunui 0,125 M),

BOJA JUIT MHBEKIHH ~ 1o 0,5 MiL
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Onucanne

['oMoreHHas cycren3us 0enoro 1BeTa.

dapmakoTtepaneBrnyeckan rpynna: MUBII - BakuuHa.
‘Kox ATX: JO7ALOQ2.

dapmakoiorHYecKHe cBOiicTBa

IIpenapar ITHEMOTEKC® (pakuvHa NHEBMOKOKKOBAf MOJHMCAXapHAHAS KOHBIOTHPOBAHHAS
agcopOupoBaHHasl TpHHAAUATHBAICHTHAS) BBI3BIBAET BBIPA0OTKY AaHTHTEN K KaICyJIApHBIM
IojTicaxapuaaM Streptococcus pneumoniae, obecrnedrBas TeM CaMbIM CIIENHPHUIECKYIO 3aIUTY
OT MH(EKIIHIt, BEI3HBAEMBIX BKIIOYCHHEIMY B BakuuHy 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A,
19F u 23F cepoTunaMu MHEBMOKOKKA.

Ipenapar ITHEMOTEKC® (Bakiyua ITHEBMOKOKKOBas MOJMCAXapHiHAS KOHBIOTHPOBAHHAS
ancopOHpoBaHHAas TPHHAMIATHBAIEHTHAS) COOTBETCTBYET KPUTEPUSIM OLEHKHM HMMYHOI€HHOCTH
KOHBIOTHPOBAHHEIX MOJIMCAXAPUHBIX BAKIUH I MPO(PUIAKTHKH ITHEBMOKOKKOBOH MH(EKIHH
0 YHCIY CyOBEKTOB, JOCTUIIIMX KOHLEHTPALMH CIEeNM(pHUECKHX AHTUTEN K KaICyJISPHBIM
nonucaxapugaM IgG > 0,35 MKT/MII mocne MMMYHH3AlMM, YPOBHS CPENHMX IEOMETPHYESCKUX
KOHI[EHTPALHil HMMYHOTIIOGYIMHOB H THTPY GAaKTEPHIFIHBIX AHTHTEIN IO OTICOHO(ATONHTAPHON
axtuBHOCTH (ODA) He Meree 1:8.

Beemenue mpenmapata ITHEMOTEKC®  (akuuna ITHEBMOKOKKOBasS — MONMCAXApUIHAS
KOHBIOTHPOBaHHAs afcopOHpoBaHHas TPUHAUATHBAICHTHAS) BHI3BIBACT BEIPAOOTKY aHTHUTEIN K
KallCyIApHBIM TONUcaxapupaMm Strepfococcus pneumoniqe, obecreyuBas TeM CaMEBIM
crienudIecKyIo 3aUTy OT HHPEKIHMH, BEI3EIBAEMbIX BKIIOYEHHBIMH B BakiuHy 1, 3, 4, 5, 6A,
6B, 7F, 9V, 14, 18C, 19A, 19F u 23F cepoTunamMu NHEBMOKOKKA.

IIpemapar ITHEMOTEKC® (pakuyHa MHEBMOKOKKOBAS IIOJMCAXAPHAHAS KOHBIOTHPOBAHHAS
ancopOHpoBaHHas TPUHAAUATHBAJIEHTHAs) BKIodaeT 7o 90% Bcex CEpoTHIOB, ABIAIOLIMXCS
NPYYMHON HMHBA3MBHEIX ITHEBMOKOKKOBEIX HHGexnui (MIIM), B ToM 4Yucie yCTOWYHBBIX K
JICYCHHIO AHTHOMOTUKAMH.

Hmmynnotii omeem y parnee He 6aKUUHUPOGARHBIX 63pocabix cmapuie 18 nem

B cpaBrHTENIEHOM Knnumecxc.oxw HCCIEIOBAHNY C YUIaCTHEM B3POCIEIX JOOPOBONBIEB B BO3pAcTe
oT 18 JeT u crapiue 1ocse 0JHOKPaTHOM BHYTPUMEBIIICYHOM HHBEKIMH B o3¢ 0,5 MJI npenapata
[THEMOTEKC®  (pakumsa  IHEBMOKOKKOBAs ' [oJIMCaxapuiHas  KOHBIOTHpOBaHHAA
ancopOHpoBaHHAsS TPUHANUATHBAJICHTHAS) W TIpenapara IpeBenap® 13 mokasaHo OTCYTCTBHE

CTATHCTHYECKH 3HAUMMON PasHHIIBI MEXIy HCCIETyEMbIMU IPYNIIaMH B I0JI€ JOOPOBONBLEB, Y
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MKT/MI, U1 KOKA0ro u3 13 cepoTunos rHeBMoxokka (p > 0,05).
JIOKa3aHO OTCYTCTBHE CTATHCTHYECKHM 3HAYMMBIX PasIMyYMi MEXIy MpPHBUTBIMA IPENaparoM

[THEMOTEKC®  (Bakumpa  IHEBMOKOKKOBas  IOJHCAXapHIHasd  KOHBIOTHPOBAHHAS

-azcopOUpOBaHHas TPUHAALATHBANECHTHAS) 1 IPEapaToM Tpesenap® 13 B more KOGPOBOIKIER,

MMEIOMMX depe3 4 HefIeNH OCIE BAKIMHAIMA TATP CEPOTHI-CIIEMHYECKUX QYHKIMOHATBHBIX
AHTUTE] K KOKIOMY U3 13 KalCyJIIpHBIX aHTUTEHOB ITHEBMOKOKKa > 1:8. Taxxe He BBIABJICHEI

pa3snuyhs B 3HAYEHHH CPEIHHX TEOMETPHYECKMX KOHLEHTPAllMH CepOTHI-CIEH(HIECKUX

AMMYHOTI06YIMHOB Kiacca G M CpeHHX T€OMETPHYECKHX TUTPOB CEPOTHII-CIIENU(PHICCKAX

GyHKIMOHANBHBIX aHTHTEN JUIA CEpOTHIOB 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 23F. Jna
cepotuna 19F 3HaueHHe CpeIHUX I€OMETPUUYECKHX KOHIEHTPAMH CepOTHIN-CHenMPHYECKHX

I/IMMYHOI‘JIO6YJIHHOB knmacca G B HUCCIeYEMbIX I'DYIINax HE3HAYUTENBHO PAa3IHYaINCh, HO O0JIA

CEpPOIIO3UTUBHEIX 10 cepoTriry 19F no6poBonpies depes 4 HeENH MOCIIE BAKIIMHALIMH COCTaBHIIA

ans npenapara [THEMOTEKC® (Baknuna MHEBMOKOKKOBaSs II0IMCaXapHAHAsT KOHBIOTHPOBAHHAs

" ancopSupoBanHad TprHanuatusanentHas) — 100,0 % (95 % JIU 88,65-100,00), a st npenapara

IIpesenap® 13 — 96,67 % (95 % I 83,33-99,41). Paznu4uii B one Jo6pOBONBIEB, HMEIOMMX
KOHIIEHTpaLIo ceporun-crenubmaeckux 1gG > 0,35 Mkr/mi, He 0GHapyXKeEHO.

Hmmynuutii omeéem y panee He 6AKUHHUPOGAHHbIX 63pOCbIX cmapie 50 nem

B cpaBHHUTENPHOM KIMHMYECKOM HCCIEJOBAaHHMM IIpemapara [THEMOTEKC® (Bakuuna
THEBMOKOKKOBAasI HOJIHCaXapuaHas KOHBIOTHPOBaHHAsA azncopbupoBaHHas

TpHHaJIATHBANENTHAs) ¥ npenapata Ilpomuakc® 23 ¢ ydacTieM B3pOCIBIX JOGPOBONBIEB B

Bo3pacte OT 50 neT ¥ crapiie, paHee He NPHBUTEIX MHEBMOKOKKOBEIMY BaKIIMHaMH, ITOKA3aHO,

YTO BEJIHMYMHBI CPETHHX TEOMETPHYECKMX 3HAYEHHH, H3MEPEHHBIX C  IIOMOIIBIO
ONCOHOGAroLUTAPHOM peaKuud X1 KaKAOTO CEpOTHIA 4Yepes 1 MecdAll mocie BBEICHUS

ONHOKPATHOI 03bL, 6BUH ceyommmu: 246,46 y ceporrna 1; 1160,73 y cepotuna 3; 1810,18 y

‘cepotuna 4; 277,78 y ceporuna 5; 6572,34 y ceporuna 6B; 4943,21 y ceporuma 7F; 1575,85 y

ceporuma 9V; 3920,95 y ceporuna 14; 3323,83 y ceporuna 18C; 4555,60 y ceporuna 19A;
1658,76 y ceporumna 19F; 3311,23 y ceporuna 23F.

B oTHOMmEHMH BTOpH‘IHOﬁ KOHEYHOH TOYKH OLEHKH MMMYHOTEHHOCTH IIOKa3aHO, UTO BEJIMYUHE]

CPEIIHHX TeOMETPHYECKHX 3HAYCHMUI, U3MEPEHHEIX ¢ noMompio I®A Pn PS, crienududssix 1y

Ka&XIOr0 CepoTHIa, B TIpylmne, NOJYYMBINEH Ipemapar TTHEMOTEKC®  (pakuuna
TTHEBMOKOKKOBasI NoJIHcaXapraaHast KOHBIOIHPOBaHHAS agcopOupoBaHHas
TPUHAIUATHBATICHTHA), 10 CPABHEHHMIO C IPYIIIION, MOy YHBIIEH penapar IIpomuakc® 23, uepes
.1 Mecsi11 TTocie BBEAEHUS A0361, OBUTH cjxcnyfomnMu: 9,82 y cepotuma 1; 2,05 y ceporuma 3; 6,0 y

cepoTrma 4; 3,91 y ceporuna 5; 13,73 y ceporuna 6B; 13,09 y ceporuna 7F; 13,76 y ceporuna
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9V; 25,39 y ceporuna 14; 18,96 y cepotuna 18C; 17,13 y cégb%jﬁ%%b%;"ﬁ H‘S‘tg “c"éilag% 112 19F;

20,72 y cepotuma 23F.

Ili1st cepoTrma 6A, KoTopbIi BIIoueH B npenapatr IIHEMOTEKC® (BakumHa HHEBMOKOKKOBAs
IIoNIMcaxapunHasi KOHBIOTHPOBaHHAS a,IICOPGHpOBaHHaSI“ TPUHAJLATUBAJICHTHAS), HO He
TIPUCYTCTBYET B TpernapaTe cpaBHerus [Ipommakc® 23, HukHuI Ipeien AByXCTOPOHHEro 95%
JOBEPHTEILHOIO HHTEPBAJIA OTHOIIECHUS CPEIHNX IeOMETPHYECKUX KOHIEHTPALUH C CEPOTHUIIOM
3, KOTOpEIf MOKa3al HaWMeHbIee 3HaYeHHE CpefHEH TI'eOMETPHYECKOH KOHLEHTpALHH
UMMYyHOTrI00yMHa G Cpefim CepOTHIIOB B Ipynne cpaBHeHus, 6bu1 6onbie 0,5. Ilostomy mis
cepoTrna 6A GbIIa TAKKE IOATBEPKIeHA HeMEHbIIas 3 eKTUBHOCTE IpenapaTa.
[IpoBeneHHEI aHANM3 B IOIrPYIIaX MO BO3PACTHEIM KareropusM ((axtop cTparnduKaium),
YUYHTHIBAEMBIH IIpU IPOBeleHMH panpomusanuy (0T 50 mo 64 ner u > 65 jeT), mokasai, 4To
MMMYHOTE€HHOCTS B Ke&KJOM BO3PAacCTHOM TIpymme He OTIMYanach OT TaKOBOM Yy BCeX
JIOOPOBOJIBLIEB.

TaxuM 06pasoM, IPOBEACHHOE HMCCIEAOBAHUE IMOKA3aI0, YTO Y BCEX TIPHBHTBIX NPENapaTroM
[THEMOTEKC®  (axumpa  DHEBMOKOKKOBas  IOJIMCAXapuiHas  KOHBIOTMPOBAHHAS
ancopOMpoBaHHas TPHHA/NATHBAICHTHAS) IIOKAa3aTElH YPOBHEHM CpPEOHMX IE€OMETPHYECKHX
3HAUEHMH KOHIEHTpAlMif AHTHTEN W TUTPa OaKTEPHLMIHEIX AHTHUTEN UL BCEX CEPOTHIIOB,
BXOMAIIMX B COCTAaB BAaKIMHBI, AOCTUTATH 3HaYeHWi, pekomeHoBanHEIX BO3 u Onu
COMOCTABAMEI II0 TOKa3aTelsiM HMMYHOTEHHOCTH ¢ mpemapatoM Ilpommaxc® 23. Ilo
0€30IIaCHOCTH TIperapaThl OBUIN TaKXKe COMOCTABUMBL

HMmMyHHBUE Omeem RpU UCHONL306AHUU mpex U O08yX 003 6 cepuu RepeuiHol
saKyuHayuu oemeii

B CpaBHMTENBHBIX KIMHHYECKUX HCCIIEOBAHMAX C yJacTHEM JETed B BO3pacTe OT 2 MECAICB
rocyie 3-X KpaTHO# HMepBHYHON BakuMHAUUK B no3e 0,5 MI M peRaknMHANMH B Bo3pacte 12-15
Mecsles  Ipenapar [THEMOTEKC® (BakumnHa IHEBMOKOKKOBAas  IIOJIMCAXapuHas
KOHBIOTHPOBaHHAs ajcopOHpoBaHHas TPUHAAUATHBAICHTHAd) B CPaBHEHAM C IIPENapaToM
IIpeperap® 13 moxaszan HemeHBINYIO SGGEKTHBHOCTL MEXIY HCCIEIYEMBIMH IPYNIIaMH IO
KpuTepusaM, ycraHoBieHHEIM BO3.

Ilociie BBegeHHs Tpex ao3 mnpemapata ITHEMOTEKC® (BakipHa IHEBMOKOKKOBas
‘nonncaxapnnnas{ KOHBIOTHPOBAaHHAs a/IcCOPOHPOBaHHAS TPUHANUATHBAIICHTHAS) [IPH TIEPBUYHON
BAKLIMHAIMHA JieTell B Bo3pacTe 40 6 MecsleB OTMEYEH 3HAYMTENBHBIA MOAbEM YPOBHA
AHTHTE] KO BCEM CEPOTHIIAM BAKIIMHEI, YaCTOTA AOCTVIKEHUS 3aMTHOrO ypoBHS anTdTeN IgG
> 0,35 mxr/mi cocransuia ot 98-100% nmd Bcex cepoTHIIOB.

Tlocne BBeseHus AByX g03 npemapata I[THEMOTEKC® (BakipHa IHEBMOKOKKOBas

TOJHCAXapHIHAs KOHBIOTMPOBAHHAs! aflCOPOUPOBAHHAS TPUHAMIATHBAIEHTHASL) TIPH [IEPBHYHOH
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BaKIMHALKH JETEH TOMH e BO3paCTHOH I'pyIIIEL
OTMEYAeTCsl 3HAYUTENBHBIH MONHEM TUTPOB @HTHTEN KO BCEM KOMIIOHEHTaM BaKIMHEI, UL
cepoTHnioB S, 6B, 7F, 19A, 23F yposens IgG > 0,35 MKr/miur onpeaensics y MEHBILETo MPOICHTA
JieTelt. BMecTe ¢ TeM OTMEYeH BEIpaXXeHHBIH OycTepHBIH 3¢p(deKT Ha peBaKIIMHAIMIO I Beex 13
CEpPOTHIIOB.

®opmupoBaHHe UMMMYHHOM MaMATH MOKAa3aHO I 00EMX YKa3aHHEBIX BBIIIE CXEM BaKLMHAIIUU.
BropuyHsiii MMMYHHBIH OTBET Ha PEBAKIMHUAPYIONIYIO JO3Y Y HETeH BTOPOrO Tofia XHU3HH IpH
HCIIONF30BAaHUH TPeX WIHM ABYX 103 B CEpUH NEPBUYHON BaKI[MHALMH CPaBHHUM A Bcex 13

CCPOTHIIOB. ‘

HokazaHus K NPAMEHEHAI0

IMpodmnakTHka THEBMOKOKKOBOM uH(EKIMH, BBI3BIBAEMOH Streptococcus pneumoniae
ceporunos 1, 3, 4, 5, 6A, 6B, 7F, 9V,14,18C,19A,19F u 23F y B3poCIBIX U AeTelf ¢ 2 MecHIEB.
BaxuuHaius mpoBOAUTCS B paMKaX HAIIHOHATBHOTO KalleHaaps NpodHIaKTHIECKHX IPHBABOK U
HAI[HOHANBHOTO KaJleHAaps Npo(UIaKTHIECKUX IMPUBUBOK IO SMMAEMHYECKHM IIOKA3aHHAM
COTJIACHO YTBePXKJICHHRIM CpOKaM, B TOM WHHCJIE JHNAM M3 TIpYNI pHCKa Da3BUTHA
TIHEBMOKOKKOBOM WMH(EKIMH: ¢ MMMYHOME)HLUMTHEIME COCTOSHHAMM, B ToM uucie BHY-
HH(eKIed, OHKONOTMIECKUMH 3a00NEBaHMAMH, IIONYYAIOIMMH HMMMYHOCYIPECCHBHYIO
Tepamuio; C aHATOMHYECKOH/(DYHKIMOHANBHOH acIuIeHHeH; ¢ YCTAHOBJICHHBIM KOXJICApHBIM
UMIUIAHTOM MM IDUIQHHPYIONIMECS Ha JNAHHYIO OIepandio; IAlMeHTaM C IIOJTeKaHHeM
CTIIMHHOMO3TOBOH JKHJKOCTH; TIALMEHTAM C XPOHUIECKUMH 3a00JI€BaHUAMHU JIETKHX, CEPAEUHO-
COCYJMCTOH CHCTEMBI, IIEYEHH, IOYEK M CaxapHBIM AMa0ETOM; NANMEHTaM ¢ GPOHXMANBHOM
acTMOM; HEIOHOINEHHBIM JMETAM; JHIAM, HaXOAS{IMMCA B OPraHH30BAHHBIX KOJUIEKTHBAX
(neTckme JOMa, WHTEPHATHI, apMeicKyue KOJUIEKTHBBI); PEKOHBAJIECIEHTAM OCTPOTO CPEIHEro
'OTMTa, MEHMHIUTA, I[THEBMOHMH; [UIMTEIBHO M 4YacTO OOJNEOmMM JeTAM; IaldeHTaM,
MHQUIMPOBAHHEIM ~ MuKOOakTepuell TyOepkynesa; BceM JmuaM crapme 50 e,

TabaKOKY pHIIBIIIKAM.

‘IIpornBonOKa3aHUSA

- 'AnepIyBCTBUTEIBHOCTE K KAKOMY-TTMO0 M3 KOMIIOHEHTOB BAKIHHEL

- CusHas peakumst (temmeparypa Beime 40 °C, oTek # rurepemust CBEILIE § CM B IMAMETpeE B
MECTE BBEJEHHS) IWIH IOCTBAKIWHATIHHBIE OCNOMHEHUS (aHa(UIaKTHYECKHH IIOK, TSDKENbIE
 TCHCDAIM30BAHHEIC AINEPTHICCKHE PEaKIluH, SHUEGhAINT MK SHIedaNomaTus, CyIOpPOKHBIH

CHH/IPOM H T.I[.) Ha OpeaplAyee BBEICHUE BaKIMH, COOEPIKAIIHX aHAJIOTHIHBIC KOMIIOHEHTHI.


e.avramenko
Выделение
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3a60NeBaHUil — BAKIMHALMIO TIPOBOJAT Uepe3 2-4 HeleNH II0CIe BEI3JOPOBICHAS WK B IIEPUON

- OcTprle MHQEKIMOHHBIE WIH HEHHQEKIHO

pemuccun. Ilpu Hersokenbix OPBU, ocTpBIX KMINEYHBIX 3a00JIEBAHHAX H APYTHX HETKENBIX

AHPEKIHIX BAKIMHALKIO IPOBOIAT IIOCIE HOPMANK3AINE TEMIIEPATYPEL.

Ilpumenenne npu GepeMeHHOCTH H B IIEPHO/ IPYXAHOr0 BCKAPMIIMBAHHS

Be3omacHOCTs NPUMEHEHUs BAKIUMHE! BO BpeMsi OEPEMEHHOCTH HE yCTaHOBJeHa. JlaHHBIE O
'npnmeﬂennn npenapara ITHEMOTEKC® (pakupHa NHEBMOKOKKOBAs IOJHCAXapHIHAS
KOHBIOTHDOBaHHAA aAcOpOMpOBAaHHAS TPHHANUATHBANECHTHAS) B NEPHON OEPEeMEHHOCTH
OTCYTCTBYIOT. MH(OpManus 0 NPOHUKHOBEHHH BAKIMHHOI'O QHTHTEHA WM aHTHTEN B TPYIHOC
MOJIOKO OTCYTCTBYET. B KauecTBe Mephl IIPEHOCTOPOXKHOCTH, IPEANOYTHUTENBHO H3berarh

TIpUMEHEHHH IIpenapara npu 6epeMEeHHOCTH | B IEPUOJ IPYJHOI0 BCKapMIIMBaHUS.

Croco6 npaMeHeHAs U 1035l
Cnocob egedenus
BaxnuHy BBOAAT B pa3oBoit gose 0,5 M BHYTPUMBIMEUHO. J[ETAM NEPBBIX JIET XXH3HU BaKIMHY
BBOJIAT B BEpPXHE-HAPYKHYIO [IOBEPXHOCTH CpelHelt TpeTu Oejpa, JMuaM crapiie 2-X Jer — B
| ZeNBTOBHAHYIO MBIIIITY ITeya. BakIMHY He ClieyeT BBOHTD B ATOMYHYIO 061aCTh HilH O0JIacTH,
I7ic MOJKET IIPOXOAMTH OCHOBHON HEPBHBIH CTBON M/MIIH KPOBEHOCHBIH COCY L.
Bakunny HeJb3si BBOAMTL BHYTPHBEHHO, IOAKOKHO MM BHYTPHKOXKHO!
ITepen npumeHeHHeM (QIJIAKOH € NPENAPATOM ITHEMOTEKC® (Baknuna NIHEBMOKOKKOBAS
TIO/IACaXapu/IHAas KOHBIOTMPOBAHHAA afCOpOHpOBaHHAsS TPHHAINATHBAICHTHAS) HEOOXOAUMO
XOPOIIO BCTPAXHYTH O NMOJIYIEHHAS TOMOTEHHOM CYCIICH3NH, .
He wucronpsyiite BakUmHY, €CIM CyCIIeH3Ws HE CTAHOBHTCS OfHOpoiHOW. He mcromssyhre
BAKIMHY, €CIH TPA OCMOTPE COAEPKUMOro (hrakoHa BHISBIAIOTCS WHOPOAHEIE HaCTHIBI WM
COCP)KMMOE BBIMNIIWT MHade, 4eM ONHMcaHO B HacTofmled muCTpykuuu. He cmemruBaiTe
BaKIUMHY C APYTMMHM BakIWHAMHE W/WIM JIEKaPCTBEHHEIMH CDEJCTBAMH B OAHOM (IIakoHE.
Hewucnons3oBaHHas BaKIMHA XPAHCHHUIO HE MTOJUIEKHUT.
Bo3MOoXHO ucmonbioBanwe mpemapata ITHEMOTEKC®  (sakuuma — ITHEBMOKOKKOBAS
IOJIMcaXapH/IHas KORBIOrHPOBaHHast a[cOPOHPOBAHAAs TPHHAAIATUBANICHTHAS) /T 3aBEPIICHAS
Kypca OpUBYBOK, HAYATOTO PYTMMH BAKIMHAMHY NIPOTHB THEBMOKOKKOBOH HH(EKIMH.
enapar IIHEMOTEKC® (BaKI.IHHa' [IHEBMOKOKKOBasl IIOJMcaxapyjHas KOHBIOTMPOBaHHAS
copOHpoBaHHAasd TPHHAANATHBANIEHTHAs) H  Ipenapar Ilpesenap® 13  sBmsmorCcs
B3aMMO3aMEHSEMEIME ¥ MOryT OBITb MCHOJB30BaHE! B MIOOBIX COYETAHHBIX CXEMax IpH

IIEPBUYHOM BaKIMHALMY U PEBAKIMHALMH ICTEH.


e.avramenko
Выделение

e.avramenko
Выделение
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CxeMa BaKIIHHAIINH:

| BospacT Hauaa BaKI[UHAIUH CxeMma BakyHaIUY VuTepBansl B JO3HPOBKa
2-6 MecsineB ! 3+1 UnpuBnayanbHas

170074 AMMYHM3aIsi: 3 OO3Bl €
2+1 HHTEpBAJIOM He MeHee 4 HeZleNb
MEXIy BBeneHusMH. Ilepsyro
JI03y MOXHO BBOIUTH C 2-X
MECSIIEB. Pepaknunanms
OJHOKparHO B 11-15 Mecanes.
Maccosas MMMYHHU3a1HA
IeTei: 2 N03bl C UHTEPBATOM HE
MeHee 8 Hedenr  MEXIy
BBEJEHUsMH.  PeBaKilMHaNUA

OJIHOKpaTHO B 12-15 mecsues.

7-11 mecsuen 2+1 2 03B C HHTEPBAJIOM HE MEHEE
4 Henenp MEXIy BBENCHHSIMH.
Pepaknmpaims OIHOKpATHO Ha

BTOPOM Ioay >XKH3HHU.

12-23 mecana 1+1 2 JI03BI ¢ KHTEPBAJIOM HE MEHEE

8 Hemenp MeXAY BBEACHUSIMH.

2 roja M crapiie 1 OmHoxpatHo.

Jlemu

TIpu BEIHY K IEHHOM yBEIMYCHIH HHTCPBAJIA MEX/TYy HHBEKIUSIMH HOOO0TO U3 IPUBEICHHEIX BHIIIE
KYPCOB BaKLMHAIWY, BBEACHWE NONMOJHHUTENBHBIX [03 IIpenapara [THEMOTEKC® (pakuuna
ITHEBMOKOKKOBAast HocaxapyuIHas KOHBIOTHPOBaHHas ayzicopbupoBaHHas
TPHHANNATHRAJICHTHAs) HE TpeOyeTCs.

-Bapocnvie cmapwe 18 nem

Baxkrura BROJMTCA 0JHOKpaTHO. Heo6X0aMMOCTE peBaKI[MHAIIMH NIPeTIapaToM [THEMOTEKC®
(BAKIMHA  IHEBMOKOKKOBas  IIONMCAXapuiHas  KOHBIOTHPOBaHHAS  aicopOHpOBaHHAL
TPHHAXATUBAIICHTHAS) HE yCTAHOBJIEHA.

Ocobuie epynnuvl nayuenmos

V TalMeHToB II0CiE TPAHCIUIAHTALMM TEMOINIO3THYECKMX CTBOJIOBBIX KIICTOK PEKOMEHAYCTCA
cepusd WMMYHH3al[UH, COCTOsmIas M3 4-X JI03 IIpenapara [THEMOTEKC® (Bakumua

TTHEBMOKOKKOBasA IIoJIucaxapyuiHas KOHBIOIHPOBaHHAA aﬂ00p6HpOBaHHaﬂ
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TpuragnaTHRanenTHas) no 0,5 Myt [lepsas cepls UMM AT GOt Ot H3 BHeSHMs Tpex 103
npenapara: TepBas 4032 BBOJUTCS C TPETBET0 HO IIECTOM MeCAl NOCie TPAHCILIaHTAllMH.
WuTepsan MeXOy BBEISHHSMH JOMKEH COCTAaBIATL | Mecsl. PeBakIMHMPYIONIYIO J03Y
PEKOMEHTYETCS BBOJUTH Yepe3 6 MECSIEB I0CIIE BBENCHHA TPEThEi NO3BL.

HeoHOMEHHBIM JETAM PEKOMEHIYETCS Y€ThIPEXKpaTHas BaKIMHANKMA. IepBast Cepyst COCTOMT U3
3-x 103. [TepBy1o 103y CileAyeT BBOAMTH B BO3PACTE 2-X MECSLEB HE3aBHCUMO OT MacCHI Tela
peGeHka ¢ mHTEpBaToM 1 Mecsim Mexmy Hosamu. Beepgesne uersepro#i (GycTepHOH) n035I

pekoMeHyeTcs B BozpacTe 12-15 mecaues.

IHoGounoe geiicTBHE

‘Bezomacrocrs mnpemapara ITHEMOTEKC® (BakupHa ITHEBMOKOKKOBAfd —IOJHCAXApH/IHAS
KOHBIOTMPOBAaHHAs aICOpPOMpOBaHHAs TPHHANUATHBAICHTHAS) H3y9eHa B 4-X KIMHMYECKHX
HCCIIENOBAHMAX Y 3I0POBBIX JIETed B Bo3pacTe OT 6 Helelb P MepBHUHOM BaKIUHALMK 1O 12-
15 mecsaner npu peBakiuMHauuu (348 neredl Ipu IepBUYHON Bamnﬂaunﬁ, 358 mereit npu
OycTepHO BaKI[MHAIAH).

HauGonee 4YacTHIMM HEXKeJATENbHBIMM peaKIUMsMM OBIIM peaklMd B MECTe HHBEKIVH,
[IOBBIIIEHHE TEMIIEPATYpPBI TeNa, Pa3gpaXKUTENFHOCTh, CHIIKECHHE alleTHTa, HAPYIICHHE CHA,
CHH)KEHHME YPOBHS aKTUBHOCTH, PBOTA ¥ [Hapes.. '

Be3onacHocTh BakIUHEI n3ydeHa y 892 paHee He BaKIIMHHPOBAaHHEIX B3POCIIBIX.

B cooTBEeTCTBMM C pe3yJbTaTaMM KIMHHYECKHX MCCIENOBaHUH Tpenapara ITHEMOTEKC®
(BaKLMHA  ITHEBMOKOKKOBas  IIOJIMCAXapU[HAs{  KOHBIOTHPOBaHHAs  ancopOMpOBaHHAs
TPMHAANATHBAICHTHAS) W  ONBITOM  TNPHMEHEHHMS  @HAIOTMYHBIX  KOHBIOTHPOBAaHHBIX
TIOJIMCAXapUHEIX BAKIWMH, B OTBET HA BBECHHC BAKIMHEI BO3MOXHO Da3BHTHE CIIE/yIOMIMX
MECTHRBIX ¥ CHCTEMHBIX HEXXENaTEIbHBIX ABICHUIH.

HesxenaTenbHele peakiuy, NepeducIeHHBIC HIKe, KIacCHPHIMPOBAHEI B COOTBETCTBHHU C
YACTOTOM MX NPOSBICHHS BO BCEX BO3PACTHBIX IPYyIIaX CIEAYIOMHM 06pa3soM: OYEHB YacTo
(=1/10); wacto (>1/100, no <1/10); HEYacTo (=1/1000, Ho <1/100); peaxo (=1/10000, ro < 1/1000)
u oueHs peako (<1/10000).

Ouenv _yacmele. THIEPTEPMHS; pa3IPKUTEILHOCTh; IOKPACHEHHE KOXH; OONe3HEHHbIC
OILYIEeHWs!, YIUIOTHEHUE UK OTEK pa3MepoM 2,5-7,0 ¢M B MECTE MHBEKIIUM; PBOTA; COHIIMBOCTE;
yXyAOleHHe CHA;, yXy[OUICHWe aNIeTHTa; [OJIOBHas 00k, TeHepanu30BaHHbIC HOBBIC HIH
‘ofocTpenye UMeKOMUXcs Golel B cycTaBax H MBIIIEUHEIX 60j1eH; 03HOG; yTOMIIIEMOCTS.
Yacmere: tuneprepmus Boime 39 °C; Goe3HEHHOCTE B MECTe HMHBEKLUM, NPUBOAMIAS K
KPATKOBPEMEHHOMY OTPaHHYEHHIO 00beMa ABIKEHHH KOHEYHOCTH; FAIEPEMHUST; Iapes; ChIIb.

Heuacmute: TIOKpacHeHHe KOXH; YIIOTHCHWE IIH OTeK pasMepamu Gosnee 7,0 cM B MecTe
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HHBEKIMA; Cyopord (BKmogas ¢eOpuibHbIE ICYI0POTH); Eéﬁ%ﬁ#'rﬂnép'gm%’rﬁﬁ%e}'fmocm B

‘MeCTe HHEEKIMH (KpanuBHUIE, AEPMATHT, 3y1); TOMIHOTA.

PeOxue. ciyyau TUMOTOHHYECKOTO KOJUIANCA, HPHJIMBEI KPOBH K JIMIYY; peaKIUs
THIEPUYBCTBUTENLHOCTH, BKIIOYas OJBINIKY, OpoHXocHa3M, oTeK KBHHKE pa3HOM JIOKaIH3alHy,
BKIIOYAAd OTeK Juma; aHaduiIakTHdecKas/aHapMIaKTOMIHAs peakuws, BKIOYas IIOK;
MbaTeHONATHA B 06IaCTH MECTA HHBEKIMH; JICHKOIECHH!S; TPOMGOLUTOIICHHSI.

Quenw pedxue; pernoHapHas mumbaneHonaTus; morudopMHas SpUTeMa; Ha30()apHHIHUT; alaTHs.

Ilepeno3supoBra
Tlepenoszuposka npenapara [THEMOTEKC® (pakupna NOHEBMOKOKKOBas MOIHCAXAPHUIHAS
KOHBIOTHpPOBaHHAas aJicopOrpoBaHHas TpPHHAALUATHBAJICHTHASL) MAIOBEPOSTHA, TaK KaK BAKLHHY

BBIITYCKAKOT BO Q)HaKOHC, cogepKalueM TOJIbBKO OOHY H03Y.

B3anmoneiicTBHe ¢ APYTHMH JIeKAPCTBeHHBIMH CPeACTBAMH

Ilpy OAHOBpPEMEHHOM MMMYHH3aIlMM pasHBIMH BaKIMHAMU HHBCKLMHU IIPOBOJST B pa3HBIE
YYaCTKH TeNa.

Lemu 6 6o3pacme 2 mecsya-5 nem

IIpenapar ITHEMOTEKC® (BakimHa IHEBMOKOKKOBAs IIOJMCAXApHAHAS KOHBIOIHPOBAHHAS
amcopOHpOBaHHas TPHHANIATHBAEHTHAS) codeTaeTcss C JIOOBIMH JpYrMMM BaKIHHAMH,
BXOJIIITMMH B HaIMOHANBHEIH KalleHAapk IPOGUIaKTHYECKHX IIPHBHBOK JETEH NEPBHIX JIET
Kn3HH, 3a uckmodennem BLDK. OnHoBpemennoe BBeaenue npenapara [THEMOTEKC® (saxknuna
ITHEBMOKOKKOBAsI TIOUCAXapUoHAs KOHBIOTHpOBaHHAsA ajcopOHpoBaHHAS
‘TPHHAIUATABAICHTHAS) ¢ JIIOOBIMH CIIEAYIOIIMMY AHTHIEHAMH, BXOMASLIMMH B COCTaB Kak
MOHOBAQJIEHTHBIX, TaXx X KOMOHHWPOBAaHHBIX BakUWH: JH(QTEpUHHBIM, CTONOHSIYHEIM,
GecKJIETOYHBIM MM  IIEJIBHOKIETOUHEIM KOKMOIHEIM, Haemophilus influenzae tum b,
IOJIMOMHUENNTHEIM, TelaTUT A, TellaTHT B, KOpeBEIM, SNHAAEMUYECKOTO MapOTHTAa, KPacHyXH,
"BETPSAHOMR OCIIBI H POTaBUPYCHOM HHGEKIUY — HE BIMAECT HA HMMYHOT€HHOCTD JAHHBIX BAKIUH.
B KIMHMYECKMX HCCIENOBAHMSAX C ydacTHeM aereld oT 2 J0 6 MecAlEB BaKUMHY BBOIMIA
OMHOBPEMEHHO ¢ APYTMMH IpPO(QMIAaKTHYECKHMH BaKUHHAMM, & MMCHHO BAKUHHAMH NIPOTHUB
nudrepuy, cTonGHsKa, Koximoma (GeckineTouHas BaKIiHa), IONMHOMHENNTa (MHAKTMBUPOBaHHAS
Baknuua) U remoduasHOM mamouku tuma b (Hib) uepes 7-14 nHeil mocne BaxiuHbI s
npodMIAKTHKY IHEBMOKOKKOBHIX MH(GeKIMi. Bakuuny npotus rematura B BBOZMIA
OZHOBPEMEHHO ¢ BakiuuoM 1 mpoIaKTHKY MHEBMOKOKKOBEIX HHQEKIMH IETSM B BO3pacTe
6 MecsAleB, KOTOpHIE MONYYaily BaKIHHY IIPOTUB TeNaTHTa B IpH pOXKIEHUM WK B BO3pacTe

oxono 1 mecamna. CornacHO IONYYEHHBIM JAHHBIM OJHOBPEMEHHOE BBEACHHE BakumHbI IUIs
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IPOGMITAKTUKA MHEBMOKOKKOBBIX HH(EKImi bIM, - cTon IJLSt'I}J{ﬁ}M" OKITIOIIHEIM

(6eckneTounas Bakuuua), Hib, renatut B, moiMoMueTMTHEIM (MHAKTHBHPOBAHHBIM) aHTUTEHAMH,
BXOJSIIMMH B COCTAB BaKIIMH, HE BIUSIET HA X HMMYHOTE€HHOCTE.

Hemu u noopocmku 6 go3pacme 6-17 nem )

Ianuste o mpuMenenuu npemapara IJTHEMOTEKC®  (akuuna — HHEBMOKOKKOBAs
TIONHCaXapHIHas KOHBIOTMPOBaHHas afcopOMpOBaHHas TPHHAAATHBANCHTHAS) OJHOBPEMEHHO C
BAKIMHOM MPOTHB  NAMMUIOMABHPYCHOM  HMH(QEKUHH  9ejoBeKa, KOHBIOTHPOBAHHOM
MEHHHIOKOKKOBO# BaKIIMHOMN, BAKIIUHON IIPOTHB CTONOHSAKA, TUGTEPHUH U KOKJIIOINA, KIELIEBOTO
3HIle(anuTa OTCYTCTBYIOT.

Jluya 6 eospacme 18-49 nem

JlaHHEIE 10 ONHOBPEMEHHOMY IpuMeHeHmo npemapara ITHEMOTEKC®  (Bakuumna
ITHEBMOKOKKOBAst HoJIMcaxapuaHas KOHBIOTHMPOBaHHAsA ancopbupoBaHHad
TPUHANIATHBATIEHTHAs) C JPYTUMH BaKI[UHAMH OTCYTCTBYIOT.

Juya gospacme 50 1em u cmapue

IIpenapar ITHEMOTEKC® (Bakuuua NMHEBMOKOKKOBAs MOJNHCAXapyjHas KOHBIOTHPOBAHHAS
ancopGHpOBaHHas TPHHAALATHBAICHTHAS) MOXET HCIOIb30BaThCA COBMECTHO C TPUBAIECHTHOH

HMHAKTHBHPOBAHHOM BaKIMHOM poTHB ce30HHOTrO rpunmna (TI'B).

Oco0b1e yra3zanus

Obwue mepsr nPedoCMOPOICHOCMU

Kak u B cioyuae ¢ BBEJCHHEM IPYTHX HHBEKIMOHHBIX BAKIHH, JOIDKHO OBITH HOATOTOBJIEHO
Heobxoaumoe 00OpYAOBaHMEe I SKCTPEHHOTO BMEIIATENLCTBA IIPH DPa3sBUTHH BO3MOXHOM
anaUIAKTHYECKON peakiuy I0Cie BBEICHUS BakiMHLL [locie BaKUMHAIIME BaKIUHHUPYEMBIH
JOJKEH HAXOAHWTHCS TOJ MEAMIMHCKMM HaOMIONEHWEM B TedeHHe Kak MUHHMMYM 30 MuHYT.
Mecra IIpOBE/IEHAS MMMYHH3AIMH HOJDKHEL GHITH 0OecIedersl CpeCTBAME POTHBOLIOKOBOMH
TEePaIIKH.

‘CBefieHUs. O BHIIONHEHHOM IPUBUBKE (1aTa BBEJICHHS, HA3BaHAE BAKIIMHEI, J03a, HOMEP CEpHH,
CPOK FOJTHOCTH, XapaKTep PEaKIiK Ha IPUBUBKY) BHOCAT B YCTAHOBNIEHHBIE yueTHEIE (opMsl. He
TpUrofeH K IpPUMCHEHHWIO IpeNapaT B YNAKOBKE ¢ HAPYIICHHOH IIEJOCTHOCTBIO HIIH
MapKHPOBKOH, C M3MEHEHHEIMH (U3MYECKHMH CBOMCTBAMH (LIBETHOCTH, HHOPO/HbIE BIJIFOYEHHS),
C HCTEKIIHM CPOKOM FOJHOCTH, XPaHMBLIMIHCS C HAPYIIEHHEM TEMIIEPATYPHEIX YCIOBHH.
BaxkupHaImo HeIOHOMIEHHEIX (KaK ¥ JOHOMIEHHBIX) AeTel CIEeAyeT HAYHHATE CO BTOPOTO Mecsna
XI3HY (IaCIOPTHEL Bo3pact). [IpH IPHHSTHY pelIeH s O BaKIMHAIMK HEOHOMIEHHOTo pebeHKa
(pommBIIerocs B CpoKe panee 37 Hemens GepeMEHHOCTH), OCOOEHHO MMEIOIIETO B aHAMHE3C

‘HE3PEHOCTDh JIBIXaTeNbHOA CHUCTEMBI, HeoOX0IUMO Y4ECTE, 4TO NONIb3a UMMYHHU3ALMH ITPOTHB
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(5]

THEBMOKOKKOBOH WH(EKINH Y NaHHON TPYINIIk
OTKa3hIBATECA OT BaKLMHALWM, HY IEPEHOCHUTH €¢ CPOKU. B CBS3M ¢ IOTEHIMATBHEIM PHCKOM
almHod, MMEIOIMUMCA TpPH IPAMEHEHWHM JIOOBIX BaKIMH, ITI€pBas BaKIMHALUA IIPernaparoM
[THEMOTEKC®  (BaxuuHa  NHEBMOKOKKOBas  TOJHMCAXapuiHas  KOHBIOTHPOBAHHASA
ancopGHpOBaHHAs TPHHANATHBANCHTHAS) HEMOHOEHHOTO PeGEHKa BO3SMOIKHA [0J| BpadeGHBIM
.HaGJIIOI[eHHeM (ne MeHee 48 9acoB) B CTAllMOHApE Ha BTOPOM 3TAIE BEIXaKHUBAHMS.

Ipenapar ITHEMOTEKC® (BaximHa NMHEBMOKOKKOBAsS NOJNHCAXapH/iHas KOHBIOTHPOBAHHAS
ancopOUpOBaHHAs TPUHANIIATHBATIEHTHAS) HE ClIeyeT BBOIUTD JIHLAM € TPOMOOIMTONCHHEH HITH
KaKUMH-THO0 HapyMICeHUSMH CBEPTHIBAEMOCTH KpPOBH, IIPH KOTOPHIX IPOTHBOIOKA3aHbI
BHYTpPHMbIIIEYHbE MHBEKIMH, €CJIM NOTEHIMAIbHAS TONb3a OT MHBEKIUY HE [epEeBELIHBACT
BO3MOXKHEIE PUCKH.

Hpenapar [THEMOTEKC® (pakmuna THEBMOKOKKOBAs IOJBCAXapuHas KOHBIOTHPOBAHHAA
amcopOupoBaHHas TPUHAAUATUBAJICHTHAS) OOECIICYMBAET 3alllMTY TOJBKO OT TE€X CEpPOTHUIOB
Streptococcus pneumoniae, KOTOPEIE BXOAST B €€ COCTaB, H HE 00ECIIEYNBAET 3AIUTY OT JPYTHX
MHKpPOOPraHH3MOB, BEI3HIBAIONMX HHBA3UBHEIE 3a00I€BaHM, THEBMOHHIO MIIX CPEAHHIA OTHUT.
Kax u B ciIydae ¢ ApyrHIMH THEBMOKOKKOBSIMH BakIuHamu, nperapar [THEMOTEKC® (sakuuna
ITHEBMOKOKKOBasi *  IIOJIMCaxapHaHas KOHBIOIHpOBaHHas amcopbupoBaHHasT
TPUHAAUATABANCHTHAS) MOXeT He 3alllMIIaTh BCEX JMIl, KOTOPBIM OH BBOAMJICH, OT
ITHEBMOKOKKOBOX MH(EKIIHH.

V mopmeit ¢ HapyIIeHHOH MMMYHHOH pPEaKTHBHOCTBIO, BCIEACTBHE HCIIONB30BAHHUS
MMMYHOCYIIDECCHBHON  Tepaluu, TeHeTHdecKoro pedexra, MHOUIHPOBAHHA BHPYCOM
nrMMmyHogedumura 4enoreka (BMY) umm Apyrux NpHYHH, MOXET OTMEYAThCS CHIDKCHHAS
PEeaxIns aHTHTEN Ha aKTHBHYIO MMMYHHU3AlHIO.

Ipumenenue npenapama ITHEMOTEKC® (eakyuna nHe6MOKOKKOGAR RONUCAXAPUOHAS

KOHBIO2UPOBAHHAs — AOCOpOUpOBAaHHAs — MPUHAOYAMUBANEHMHKAR) U NOAUCAXADUOHOU
nHe8MOKOKK080i 23-6anenmuoit saxyuner (IIITB23)

Jinsg GopMHpOBaHUSA MMMYHHOM IIaMSTH BAaKIMHAIUHMIO INPOTHB ITHEBMOKOKKOBOH HHQEKIHH
IPEAIIOYTHTENILHO HauyWHATh ¢ Ipernapara [THEMOTEKC® (Baxuusa NDHEBMOKOKKOBAs
onucaxapuiHas KOHBIOTHPOBAHHAA ancopOupoBaHHast TPHHAIUATHBAJICHTHAS).
e06XOAMMOCTE PEBAKLMHALIMY HE ONpeAeneHa. JIunam us rpy pUcKa UL paciIupeHns OXBaTa
epOTHIIOB B IIOCIEAYIONIEM MOXET OBITh pekoMeroBaro Beeaenye [111B23 gepes 1 rox, a Taxxke
3,5-4 ropa nocie npenapara [THEMOTEKC® (BakimHa MHEBMOKOKKOBas IOJHCaXapHiHAs
KOHBIOTHPOBaHHAS afcOpOUPOBaHHAs TPHHANIATHBATICHTHAS).

IleTsM, npusnTsiM npenaparoM ITHEMOTEKC® (Baxuuua THEBMOKOKKOBAs IOJIMCAXapHIHAS

'KOHBIOTHPOBaHHad ancopbupoBaHHAs TPHHAAUATHBAIEHTHAS) M BXOIAIIUM B TPYIITYy PHCKA
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(Hampumep, ¢ CEpIOBUIHO-KICTOYHOU aHEMMUE
3a60JIeBaHMEM WM UMMYHHOH aucdynkuueir), [TTIB23 BBoasT ¢ HHTEPBAIOM HE MEHEE 8 HENEb.
[TanueHTs!, BXOASAIIKE B IPYIIy PHCKA Pa3BUTHs THEBMOKOKKOBOM MH(pEKIHH (MalHeHTH ¢
epIOBHAHO-KIeTOUHOM aHemuedt wiu BUU-umHbekumelt), Bomodasd NalUECHTOB, paHee
IUHAPOBAHHEIX OJHON MJIM HeCcKOAbKuMU fo3amu III1IB23, MOryT mosydnTh KaKk MHHUMYM
y nosy nupemapata IIHEMOTEKC® (pakimpa NHEBMOKOKKOBAS IOJMCAaXapuHasd
BIOTHPOBAHHAs aJIcOPOUPOBEHHas TPHHAAUATABAICHTHAS). ,
nuHanuo npemaparoM ITHEMOTEKC® (pakuuna NHEBMOKOKKOBAs —IOJHCAXapU/HAS
BIOTHPOBaHHAs aJCcOpOHMpOBaHHAs TPUHAAUATUBATEHTHAA) NAUMEHTa, paHee IPHBHTOIO
I1B23, cnexyer mpoBORUTh He panee uyeM depe3 1 rox. B PO paxuuuanus NHEBMOKOKKOBOM
ompioraposanHoit 13-panenTHo# Baxuunoi (IIKB13) pexomennoBaHa BCeM B3pOCHIEIM JTHIIAM,

JIOCTHIIIHM BospacTa 50 JeT, ¥ MauueHTaM |3 Py pucka, npudeM Bakimaa [IKB13 BBoguTcs

IIEPBOM ¢ BOBMOXHOI mocyeayromei pepaxnunaumeit [TTIB23 ¢ naTepsanom He MeHee 8 HEMEMb.

Bausiane Ha c10COOHOCTH YNPABAATL TPAHCHOPTHLIMHA CPECTBAMH, MEXAaHH3IMAMH

HexoTopble HeXeTaTebHEIE PEeaKIiH, CBI3aHHEIE ¢ BBEACHHUEM BakIUHEL (CM. pasaen «[To6ognoe
JedcTBHE»), MOIYT OKa3BIBaTh BJIMSHHE HAa KOHIEHTPAIMIO BHUMaHUS M  OBICTPOTY
TICHXOMOTOPHHBIX (yHkimit, s mury ¢ TakuMM HEXENATEIbHBIMH DeaKlIHAMH, YIIpaBJieHHE
TpaHCHOpPTOM, pafoTa ¢ MeXaHW3MaMU BO3MOXKHEI TOJIPKO IIOCIE TIOJIHOTO HCYE3HOBEHUS

CHMIITOMOB.

MopMa BhIycKa

CycIensus il BHY TPEMBINIEYHOTO BBeqeHus, 0,5 Mi/no3a.

ITo 0,5 M mpemapata B HHBEKIMOHHEIA (IakOH HOPMATHBHOH BMECTHMOCTBIO 4 MI H3
npo3paysoro 6GecuBeTHOro crekia Tema I, ¢ mpoOko u3 OpoMOyTwIOBOro Kay4dyka, c
TIOMHAHMEBEIM KOJIIAYKOM € INTACTHKOBOM KPBIMIKOK.

TTo 1 unu 10 ¢prakoHOB BMECTE C MHCTPYKIMEH 110 IPHMEHEHHIO IIOMEMIAIOT B [Ia9Ky KAPTOHHYIO.
YciaoBHS XpaneHust
Ipu Temnepatype ot 2 zo 8 °C. He 3amopaxuBaTs.

XpaHUTH B HEJOCTYIIHOM JUIS JETEH MecTe.

Cpoxk rogHocTH

2 roja. He ucroyip30BaTe OCIE HCTEUCHHUS CpOKa roJHOCTH, YKa3aHHOI'O Ha YIIAKOBKC.
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YcenoBust oToycka

VnakoBka ¢ 1 ¢p1akOHOM — OTIIyCKalOT 10 PELENTY.

Vmaxoska ¢ 10 ¢nakoramy — g neueOHO-POGHIaKTHIECKUX YUPEXKACHUH.

IIpounsBoauTesp (Bee cTaanm)
‘000 «Hanonek», Poccus.
Anpec: KupoBckas o6nacts, OpHYeBCKHI MyHHIMIAILHBIA paioH, JIEBHHCKOE ropoicCKoe

nocenenue, buomenuunackuit kommiexc HAHOJIEK teppurtopus.

Baanenen PY/Opranuzanus, npuHAMAIOIMAsA OPeTEH3HA NOTPeOHTe el

000 «Hanonekx», Poccns.

127055, r. Mockga, yi1. ByTeipckuii Bai, gom 68/70, cTp. 1, atax 2, mom. I, kom.23-37.
Temn.: +7 (495) 648-26-87, on. moura: info@nanolek.ru, gmp@nanolek.ru.

MeHemxkep 10 perucTpanuu
CTpaTErMUECKUX MIPOEKTOB

000 «Hanonex» 10.A Yecapena
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