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MUHVCTEPCTBO 3[IPABOOXPAHEHIS POCCUTIEKON SEAEPATTIIE

VHCTPYKIIS
[10 MEJULIMHCKOMY [TPUMEHEHUIO JIEKAPCTBEHHOT O ITPEITAPATA

ITHEMOTEKC® (Bakunaa NHEBMOKOKKOBAS MOJIHCAXAPHIHANA KOHBIOTHPOBAHHAH

aJcopOHPOBAHHAA TPHHAXNATHBAJICHTHAS)

Perucrpanmonnsiii Homep: JIII-007205.

Toprosoe HamMeHOBAHHE: [MTHEMOTEKC® (paknusa NDHEBMOKOKKOBas ITOJNHCAXapuaHas
KOHBIOTMpPOBaHHas aflcOpOHPOBAHHAL TPHHAAIATHBAIICHTHAS).

I pyNnHpoBOMHOE HAKMEHOBAHKE: BAKIMEA I TPO(QHIAKTHKY THEBMOKOKKOBBIX HH(EKIUH.

JlekapcTBennas opma: CycCIeH3HS Il BHY TPUMBIICYHOTO BBEACHUS.

Cocras:
Cocra Ha oxny a03y (0,5 mi):
Heitcmayowue eewjecmsa.

" TTHeBMOKOKKOBEIE KOHBIOrathl (mosmcaxapuy — CRM197):

TTonmucaxapup ceporuna 1 2,2 Mxr
[Tonucaxapun cepoTuna 3 2,2 MKT
ITonucaxapun cepotuna 4 2,2 MKT
* Tlomucaxapun cepoTuna 5 " 2,2 MKT
[Monucaxapun cepoTuna 6A | 2,2 MXT
IMonucaxapu cepotana 6B 4,4 MKT
[Momucaxapux ceporuna 7F 2,2 MKT
. TTonucaxapun ceporuna 3V 2,2 MKT
IMomucaxapun ceporuna 14 2,2 MKT
[Tonucaxapun cepotuna 18C 2,2 MKT
TTomucaxapun ceporumna 19A 2,2 MKT
~ [Monucaxapun ceporuna 19F ‘ 2,2 MKT
TMomucaxapun cepotuna 23F 2,2 MKT
Benok Hocutens CRM197 ot 20 mo 60 Mxr

Bcnomozamenvivie seujecmsa: HaTpus xaopun - 4,250 Mr, sHTapHas xuciora - 0,295 wr,
nonucop6ar 20 - 0,025 mr, amomunust dpocdar - 0,565 Mr (B nepecuere Ha amomunui 0,125 M),

BOIA JUIA MHBeKIuii - 1o 0,5 M.



COOTBETCTBYET SKCINEPTHOMY OTHETY

Onucanne

['oMorenHas cycnenzus 06enoro LBeTa.

dapmakoTrepaneBrnyeckas rpynna: MUBII - BakuuHa.
‘Kox ATX: JO7ALO2.

PdapMaKoJoruiyecKkue cBOHcTBA

[penapar [THEMOTEKC® (paxnuHa NHEBMOKOKKOBas IIOJMCAXapHAHAS KOHBIOTMPOBaHHAS
agcopOupoBaHHasl TPHHAAUATUBAJICHTHAS) BBHI3BIBACT BEIPAOOTKY AaHTHUTEN K KaICYJISPHBIM
TIOJTHCAXapUIaM Streptococcus pneumoniae, o6ecriednBas TeM CaMbIM CHENUMHUIECKYIO 3allUTy
OT MH(EKIHIt, BEI3EIBAEMEIX BKIIOUEHHEIMHE B BakuuHy 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A,
19F u 23F cepoTunaMu MHEBMOKOKKA.

Ipenapar ITHEMOTEKC® (Bakumna IHEBMOKOKKOBas MOJMCAXapuiHas KOHBIOTHPOBaHHAs
ancopOUpoBaHHas TPUHAALATHBAIEHTHAS) COOTBETCTBYET KPHTEPUSIM OIIEHKM HMMYHOTE€HHOCTH
KOHBIOTHPOBAHHEIX TTOJIHCAXaPUHBIX BAKIKH U IMPO(QHIAKTHKH ITHEBMOKOKKOBOHN MHGEKIHH
IO 4YMCIy CyOBEKTOB, JIOCTUITIMX KOHIEHTPALMM CIENM(UUECKHX AHTUTEN K KaICyJISPHBIM
nonucaxapuaaM IgG > 0,35 MXr/Mn nmocne MMMyHHU3allMM, YPOBHS CPENHHX IEOMETPHYECKUX
KOHI[EHTPAIMit HMMYHOTTIOBYIMHOB H THTPY GaKTEpHIHAHBIX AHTHTEN IO OTICOHO(ATONHTAPHOM
axtuBHOCTH (ODA) He MeHee 1:8.

Beemenne mpemapata IITHEMOTEKC® (saximna IHEBMOKOKKOBas —IONMCAXapUHAs
KOHBIOTHPOBaHHas afacopOHpoBaHHas TPHHAAUATHBAICHTHAS) BHI3BIBACT BEIPAOOTKY aHTHTEIN K
KalCyJApHBIM  TOTUcaxapunaM Strepfococcus pneumoniae, obecrieynBas TeM CaMbIM
crenubrYeCcKyIo 3alUTy OT WH(EKIHMi, BE3EIBAEMBIX BKIIOUEHHEIME B BakuuHy 1, 3, 4, 5, 6A,
6B, 7F, 9V, 14, 18C, 19A, 19F u 23F cepotunaMu NHEBMOKOKKA.

IIpenmapar TTHEMOTEKC® (BakiuHa IHEBMOKOKKOBAS IMOJHMCAXAPHAHAS KOHBIOTHPOBAHHAS
axcopOHpoBaHHas TPUHAIUATHBANEHTHAs) BKitodaeT 10 90% Bcex CEpOTHIOB, ABISIOLHUXCS
NIPIYMHOM HMHBA3MBHEIX ITHEBMOKOKKOBBIX MHGexnui (MIIM), B ToM 4yucie YCTOWYHBHIX K
JICYCHHIO AaHTUOMOTUKAMH.

Hmmynnorii omeem y panee He aKUUHUPOGARHBIX 63pOCabix cmapuie 18 nem

B cpapruTENIRHOM K}II/IHI/I‘ICCK.OM HCCIEAOBAHNY C YHaCTHEM B3POCIBIX 10OPOBOJIBIEB B BO3PACTE
oT 18 yet u crapiue nocie OJHOKPaTHON BHYTPHMEIIICYHON HHBEKINHK B o3¢ 0,5 MiI ipemnapara
[THEMOTEKC®  (pakumuma  IHEBMOKOKKOBAS ‘ [ONHMCaxapuiHas  KOHBIOTHPOBaHHAA
aficopGUpOBAHHAs TPUHAILATHBAICHTHAS) W Tpenapara Ilpeperap® 13 mokasaHO OTCYTCTBHE

CTATHCTHYECKH 3HAUMMOM pasHHIEI MEXIY HCCIETYEMBIMU IPYNIIaMH B 10JI€ J0OPOBOIBLEB, Y



‘KOTOPBIX KOHIEHTpALHA cepomu-cnenmbmxe

MKT/MII, IS KKI0ro u3 13 cepoTunos rmHeBMoxokka (p > 0,05).
Jloka3aHo OTCYTCTBHE CTATHCTHYECKH 3HAYMMBIX DasiIU4Mil MEXIY NpPHBUTHIMH IPENapaToM

ITHEMOTEKC®  (pakuuma  IHEBMOKOKKOBas  INOJIMCAXapHAHAd  KOHBIOTHPOBAHHASL

ancopGupoBaHHas TpUHAUATHBANEHTHAA) A npenapatoM [Ipeenap® 13 B none K0GPOBOIBIES,

AMEIOIIMX uepe3 4 Helely Mocie BAKIHHAIMH THTP CePOTHI-CelM(HIecKiX QyHKIHOHAIBHEIX
AHTUTEN K KOKJIOMY 13 13 KancyJsIpHBIX aHTHTE€HOB NTHEBMOKOKKa > 1:8. Taxoxe HE BBIABJICHE

pasiuyhs B 3HAYEHHH CPEIHHX TEOMETPUYECKHX KOHLEHTPAlMH CEepOTHII-CIEIU(IIECKUX

HAMMYHOTIOOYIMHOB Kinacca G M CpegHuX TeOMETPHYECKHX THUTPOB CEPOTHII-CIEMH(PHICCKUX

(YHKIMOHATHHBIX aHTHTEN JUIs cepoTHIOB 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 23F. Ilna
cepotuna 19F 3HaueHWe CPEIHHX IeOMETPUUCCKUX KOHIEHTpAlWH CepoOTHMN-CIEnMpHYECKUX

HMMYHOTI06YIHHOB KiTacca G B UCCETyeMBIX IPYIaX HE3HAUYMTENBHO pa3IialInch, HO 0N

CepONO3uTHBHLIX 1O cepoTrIry 19F nobpoBonpnes uepes 4 HeENH IOCTE BAKIIMHAINH COCTaBHIIA

ans npenapara THEMOTEKC® (Bakuuna THEBMOKOKKOBaSI IIOJIMCAaXapHAHAsT KOHBIOTHPOBAHHAS

" agcopGupopanHas TpuHanuatusanentHas) — 100,0 % (95 % Ji1 88,65-100,00), a nyist npenapara

IIpeserap® 13 — 96,67 % (95 % IV 83,33-99,41). Pasnuuuii B osie ZOGPOBONBIEB, KMEIOMMX
KOHIIEHTpao ceporun-crenubmaeckux 1gG > 0,35 Mkr/mi, He 06HApYKEHO.

HmmyHnHbl oméem y panee He 6AKUUHUPOSAHHBIX 63pocbix cmapwe 50 nem

B cpaBHHMTENBPHOM KIIMHMYECKOM HCCIIENOBAHHH TIpemapaTa TTHEMOTEKC®  (Bakuuna
THEBMOKOKKOBAasI NOJIHCaXapuaHasl KOHBIOTUPOBaHHAs ancopbupoBaHHas

TPUHAUIaTUBANIEHTHAs) K IIperapara Iponmaxc® 23 ¢ ywacteM B3pOCHBIX AOOPOBONBICE B

BO3pacTe OT 50 nmer n crapnie, paHee HE NPHUBUTHIX MHEBMOKOKKOBBIMH BaKIIMHAMH, ITOKA3aHO,

YTO BEJIMYMHBI CPETHHX TEOMETPUYECKUX 3HAYCHHHM, H3MEPEHHBIX C  IIOMOIIBIO
ONCOHOGAroUTapHO peakudd U1 KaXJOrO CEpoTHIa yepe3 1 Mecdll mocie BBEISHUS

OZTHOKPATHOI J03bL, 6bUM creyrommmu: 246,46 y ceporuna 1; 1160,73 y cepotuna 3; 1810,18 y

‘ceporuna 4; 277,78 y cepotuna 5; 6572,34 y ceporumna 6B; 4943,21 y ceporuma 7F; 157585 y

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

B oTHOMEHNMH BTOpH‘IHOﬁ KOHEYHOHN TOYKM OLICHKH NMMYHOTC€HHOCTH ITOKa3aHO, ITO BEJIMIHHBL

CPeIHAX TEOMETPHYECKHX 3HAUCHUH, U3MEPEHHBIX ¢ momompio I®A Pn PS, crienuduyHbIX /sl

K&XZOro CepoTHIa, B TIpynme, MOJYYMBINEH Ipemapar [THEMOTEKC® (Baxuuna
TTHEBMOKOKKOBAs MOTHUCAXapHAHAsT KOHBIOTHPOBaHHAsS afcopOupoBaHHas
TPHHAIUATHBAICHTHA), 0 CPABHEHHIO C TPYIINIOH, Oy YABIIEH penapar Iponuaxc® 23, uepes
1 MecsI1 TIoCTe BBEIEHHUS 1035, GbUTA cnexyromntmmu: 9,82 y ceporuna 132,05 y ceporuma 3; 6,0 y

cepotuna 4; 3,91 y ceporuna 5; 13,73 y cepotuna 6B; 13,09 y ceporuna 7F; 13,76 y cepoTuna

3




KCNEPTHOMY OTHETY

P

f
} N=2
=F ko

9V; 25,39 y ceporuna 14; 18,96 y cepotuna 18
20,72 y ceportumna 23F.

st ceporrna 6A, KoTopslit BiIoueH B mpenapar IIHEMOTEKC® (BaknuHa THEBMOKOKKOBAs
IIOJIMCaXapuaHasi KOHBIOTHpOBaHHASA aJICOpﬁPIpOBaHHaSI‘ TpHUHaAIaTUBAJICEHTHAS), HO HE
TIPHCYTCTBYET B Tpenapare cpasHeRus [Ipommaxc® 23, mmwkHui Hpeien ABYXCTOPOHHEro 95%
JOBEPHTENIHLHOIO HHTEPBAJIa OTHOLICHHS CPEIHUX I'€OMETPHYECKHX KOHIEHTPALUH C CEPOTHIIOM
3, KOTOpHIfI MOKa3anl HaWMeHpIee 3HAYCHHE CpeJHEH I'eOMETPHYECKON KOHLEHTpAHH
IMMYHOrIoOyuHa G Cpefid CepOTHIIOB B Ipynne cpaBHeHws, 6bu1 6omsie 0,5. ITosTomy mis
cepoTuia 6A GbIIa TAKKe MOATBEPKIeHA HeMeHbIIas 5 dheKTHBHOCTS Npernapara.
[TpoBenenHwi ananus B MOArPYIIaX IO BO3PACTHEIM KaTeropusM (¢aktop crpatuduKanuy),
YUYHTHIBAEMBIH IIpK IPOBefeHMH panmomisanun (0T 50 mo 64 ner u > 65 jeT), mokasai, 4To
MMMYHOTE€HHOCT: B K&KJOH BO3pacTHOH TIpymme He OTIMYanach OT TAaKOBOM Yy BCeX
JIOOpOBOJIBIIEB.

TaxuM 06pasoM, IPOBEACHHOE HCCIESAOBAHUE IOKA3al0, YTO Y BCEX TPMBHTHIX NPEHapaTroM
I[THEMOTEKC®  (akumga  DTHEBMOKOKKOBas  IOJMCaxapuiHas  KOHBIOTHPOBAHHAS
ancopOMpoBaHHAs TPHHAAUATHBAICHTHAS) IIOKA3aTENH YPOBHEH CPEIHHMX IE€OMETPHYECKHX
3HAUEHUM KOHLEHTpAlii AHTHTEN W TUTPa OaKTEPHIMIHBIX AHTUTEN I BCEX CCPOTHIIOB,
BXOIAMHX B COCTAaB BaKIMHBl, AOCTUIAIH 3HAYEHHWH, pexomeHAoBaHHEIX BO3 u 6pumm
COIIOCTABHMBI 110 TIOKA3aTelnsiM HMMYHOTCHHOCTH ¢ IIpemapaToM Ipommaxc® 23. Tlo
6€30IacHOCTH TIpenaparsl ObLUIM TAKOKe CONOCTABUMEL

HMMyHHBIE Omgem HpU UCHOML3OGAHWU mpex Wiu 06X 003 6 Cepuu RepeudHol
saKyuHayuu demeil

B CpaBHUTENBHBIX KIHHHYECKUX HCCIENOBAHUAX C y4acTHEM JETEH B BO3pacre OT 2 MECSAICB
rocsie 3-X KpaTHOM HepBMYHON BaklMHANYMH B no3e 0,5 MJI M peBakIMHANNH B Bo3pacte 12-15
Mecsles  Ipenapar [THEMOTEKC® (Bakumna IHEBMOKOKKOBAas  IIOJIMCAaXapujHas
KOHBIOTHPOBAaHHAs ajcopOHpOBaHHas TPUHAALUATHBAICHTHAd) B CPaBHEHHH C IIPENapaTtoM
ITpeBenap® 13 moxaszan HeMeHBINYIO SOOEKTHBHOCTL MEXJIY HCCICTYEMBIMH IPYHIaMH IO
KpuTepusM, yctaHoBieHHEIM BO3.

Ilocie BBegeHus Tpex Ao3 npemapata ITHEMOTEKC® (BakupHa IHEBMOKOKKOBasd
vnonncaxapmmax KOHBIOTHPOBAHHAS a/ICOPOHpPOBaHHAS TPUHAIUATHBATICHTHAS) 1P IIEPBUYHON
BaKIMHAIMHA JieTed B BO3pacTe A0 6 MecsAleB OTMEYEH 3HAYUTEABHBIA MOABEM YPOBHA
AHTHTEN KO BCEM CEPOTHIIAM BAKLMHEI, YaCTOTA JOCTIDKEHHS 3alIMTHOrO ypoBHs antuten IgG
> 0,35 Mxr/mi cocranisna ot 98-100% nans Bcex cepoTHIIOB.

Tlocne BBemeHHs ABYX J03 IIpenapara [JHEMOTEKC® (BaxiuHa IIHEBMOKOKKOBAST

TIONIMCAXapHAHas KOHBIOTMPOBAHHAS 8/IcOPONpPOBaHHAA TPHHATIATHBAIEHTHAS) TIPH [ICPBHIHOH
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BaKIIMHALMY JeTel TOMH )kKe BO3PaCTHOMH IPYIITEL

OTMEYAETCS 3HAYMTENBHBIH MMONBEM TUTPOB aHTUTEN KO BCEM KOMIIOHEHTaM BaKLKHBI, UL
cepoTHnoB 5, 6B, 7F, 19A, 23F yposens IgG > 0,35 Mxr/Mit onpenesnsics y MEHBIIETO MPOLCHTA
JieTeil. BMecTe ¢ TeM OTMeYeH BEIpaKeHHBIH OycTepHEIH 3pdeKT Ha peBaKIIMHAIMIO I BeeX 13
CEPOTHUIIOB.

®opMupoBaHHE UMMYHHOM NMaMATH MOKa3aHO Uil 00ENX YKa3aHHEBIX BBIIIE CXEM BaKLMHAIHHU.
Bropuunsiii MMMYHHEI OTBET Ha pEBAKLUHUAPYIOMYIO 03y Y JETe# BTOPOrO ToAa XU3HH IIpH
JHCIIONB30BAHUU TPeX WIM ABYX 103 B CepuUH NIEPBUYHOM BakIMHALMU CpPaBHHM A Beex 13

CEPOTHIIOB. i

Ioka3aHus K NPUMEHEHHIO

IMpodunakTika DTHEBMOKOKKOBOW uH(EKNMH, BBI3BIBaeMON Streptococcus pneumoniae
cepotumnos 1, 3,4, 5, 6A, 6B, 7F, 9V,14,18C,19A,19F u 23F y B3pocisIX 1 feTell ¢ 2 MECSIEB.
Baxuunaims npoBoUTCS B paMKaX HAITMOHANBHOTO KaJleHaaps MpodHIaKTHIECKHX IPUBUBOK U
HAI[HOHANBHOIO KajeHaaps Npo(MIaKTHYECKUX IPUBHBOK II0 SMUAEMHYECKHM IIOKA3aHHAM
COTJIACHO YTBEPXK/ICHHRIM CpOKam, B TOM WYHCJI€ JMIAM M3 TIPYNI pHCKa Da3BUTHA
TTHEBMOKOKKOBOW HWHGeKIuH: ¢ nmmynouetbnunmr;mn COCTOAHHAMH, B ToM umciie BHY-
HH(peKIUed, OHKONOTMIeCKUMH 3a00NeBaHMsAMH, IIONYYAIONMMH HMMYHOCYIPECCHBHYIO
TepamMio; ¢ aHATOMHYECKON/(PYHKIMOHANBHOH aclleHHell; ¢ yCTAHOBJICHHBIM KOXJICAPHBIM
HMMIUIAHTOM HJIM IDIAaHUPYIOIIMECsT Ha MNAHHYIO OICpauMio; IIAlMeHTaM C IIOJTeKaHHEeM
CIIMHHOMO3TOBOH JKHJKOCTH; NALMEHTaM ¢ XPOHHUECKHMH 3a60JIEBAHUAMY JIETKHX, CEPIEYHO-
COCYJMCTOH CHCTEMBI, IIEYECHH, MOYEK M CaxapHBIM IUabeToM; NanMeHTaM ¢ GpPOHXHANBHOM
ACTMOM; HEIOHOIIEHHBIM JETAM; JMIAM, HaXOI{IUMCA B OPraHM30BaHHBIX KOJUIEKTHBAX
(neTckue JoMa, MHTEPHATHI, apMeiicKue KOJUIEKTHBEI); PEKOHBAJIECHIEHTaM OCTPOTO CPEIHErO
'OTHT4, MEHMHTHT4, [THEBMOHHMHM; IMTENFHO M 4YacTo OONEomMM HETAM; IalMeHTaM,
MHQUIMPOBAHHEIM ~ MuKOOakTepwel TyOepkynesa; BceM muuaM crapme 50 e,

Ta0aKOKY pHIIBIIAKAM.

JIpoTnBONOKA3ZAHHSA

- I'AnepIyBCTBUTENEHOCTE K KAKOMY-TTHO0 13 KOMITIOHEHTOB BAKIMHEL

- CussHas peakumst (Temmeparypa Beime 40 °C, oTek u rumepemus cBeiuie 8 CM B IMaMeTpe B
MECTE BBEJIECHHS) MM [OCTBAKUMHATBHBIE OCIOXHEHHS (aHADMIAKTHYECKMH LIOK, TSDKENbIe
TEHEPATA30BAHHEIE AJNIEPTMIECKHe PeaklvH, SHUChAIUT MM SHUE(ANonaThs, CyXOPOXHBIN

CHHJPOM H T.JI.) Ha IpeapLAyIIee BReJIEHHE BAKIMH, COAEPKALIMX aHATOTHYHbIC KOMITOHESHTHL.




[ =P '..' | l '. |:. )
- Octprle MHGOEKIMOHHBIE WM HeMH(EKIMOHHEIE 3a60ne[na'ﬁ‘n'si OCTDéH%[’e XPOHMYECKHX

OMY OTYETY

3a6oneBaHuit — BaKIMHAUKIO IPOBOAAT depe3 2-4 HeJeNH II0C/Ie BRI3AOPOBICHUS WK B NIEPHON
pemuceut. Ilpu mersoxkensix OPBU, ocTpsIX KMINEYHBIX 3a00NIEBAHHAX U APYTHX HETSIKENBIX

AH(EKIMAX BAKIMHALMIO IIPOBOAT I10CIIE HOPMAM3AHK TEMIIEPATY PBL.

IlpumeHenne npu GepeMEHHOCTH H B IIEPHO/ IPYAHOr0 BCKAPMJINBAHHS

Be30macHOCTs NMPUMEHEHHS BAKIMHEL BO BpeMsi OEpeMEHHOCTH HE yCTaHoBieHa. J[aHHBIE O
‘npnmeHeHnn npenapata ITHEMOTEKC® (BakuuHa IHEBMOKOKKOBas MONHCAXAPHIHA
KOHBIOTHDOBAaHHAs aicopOMpOBaHHAs TPHHAAUATHBANEHTHAS) B MEPHOA OEPEeMEHHOCTH
oTcyTeTByIOT. MHGOpMAanus 0 MPOHUKHOBEHHH BaKIIMHHOIO aHTHICHA HIIM AHTUTEN B TPYIHOE
MOJIOKO OTCYTCTBYEeT. B KauyecTBe Mephl IIPEAOCTOPONKHOCTH, IPEANOYTHUTENBHO u3berarh

TIpUMEHEHH IIperapaTa mpu 6epeMEHHOCTH H B IIEPHOJ TPy AHOIO BCKapMIINBAHHS.

Croco0 npaMeHeHUs H 10351

Cnocob egedenus

BaknuHy BBOAAT B pa3oBoit mose 0,5 M BHYTPUMBIMIEYHO. JIeTAM IEPBHIX JIET XKH3HU BAKIHUHY
BBOJAT B BEpXHE-HAPYXKHYIO [IOBEPXHOCTDH CpelHeit TpeTn Oejpa, qumam crapuie 2-X JIeT — B

| JENBTOBM/IHYIO MBIIIIY ITeda. BakIMHy He ClieyeT BBOAUTE B ATOJIMUHYIO 06:1acTh MM 06/1acTH,
T7Ie MOXKET IIPOXOAUTH OCHOBHOM HEpPBHEIH CTBOJ H/HIIM KPOBEHOCHBIH COCY L.

Bakunny HeJb3si BBOAMTL BHYTPHBEHHO, MOIKOKHO HIH BHYTPHKOKHO!

ITepex mpuMeHeHHeM (IakoH ¢ INPENapaToM IMTHEMOTEKC® (BakuuHa IHEBMOKOKKOBAS
TIONIACAXapUHAS KOHBIOTMPOBAHHAS afCOpOMpOBAaHHAS TPHHANNATHBAICHTHAS) HEOOXOAUMO
XOPOIIO BCTPAXHYTH RO NMOJTYIEHAS TOMOICHHOM CYCIICH3NH, .

He wucronssyiite BakUuHY, €CIM CyCIIEH3Ws HE CTAHOBMTCS OAHOpoxHOH. He mcnomssyhre
BAKIMHY, €CIH IPH OCMOTPE COACPKUMOro (IakoHa BBIABIAIOTCS WHOPOJHBIC JACTHILI MK
CONCPKUMOE BRIMNISUT MHAde, YeM ONMCAaHO B HACTOAMEH wmuCTpyKimu. He cmemmpaiite
BaKIMHY C APYTMMHM BaKIMHAMU W/WIK JIEKAapPCTBEHHBIMH CDEICTBAMH B OAHOM (IIakoHE.
Heucons3oBaHHasl BaKIMHA XPaHEHHUIO HE MTOIEXKHUT.

Bo3MOXKHO  HCIONB30BaHHE  IIperiapara [THEMOTEKC® (Bakmena ITHEBMOKOKKOBAs
IOJIMCaXapH/IHas KOHBIOTMPOBaHHas alCOPOUPOBAHEAS TPHHAANATUBANICHTHAS) /T 3aBEPIICHAS
Kypca OpUBYBOK, HAYATOTO JPYTMMH BAKLMHAMH IPOTHB ITHEBMOKOKKOBOH HH(EKIHIL.
Iperrapar ITHEMOTEKC® (Ba.KI.II/IHaE [IHEBMOKOKKOBasl TIONHcaxapujHas KOHBIOTHPOBaHHAs

ancopOMpOBaHHAS — TPHHAAUATHBAICHTHAas) M Iperapar Ilpesenap® 13  sBmsmorCcs
B3aUMO3aMEHAEMEIMH H MOTYT OBITh HCHOJB30BAHBl B JIOGBIX COYETAHHBIX CX€MaX IIpH

IIEPBUYHOM BaKIMHAIN U pEBaKIUHALMH ICTEH.



CxeMa BaKIIHHAITHH

COOTBETCTBYET 3KCMEPTHOMY

1m N4 A
|

ot 12.01.
(Bxogmwmid M3 N=42

e

' B03paCT HavaJla BaKIIHHAaINH

CxeMa BakIBHAIHH

VHTepBaibl B O3HPOBKa

2-6 MecsinieB

3+1
170007

2+1

WnpuBrayanbHas
AMMYHH3aIs: 3 JO3Bl €

HHTEPBAIOM He MeHee 4 HEJIENb

MexIy BBelaeHusMH. Ilepsyro
J03y MOXHO BBOIMTH C 2-X
MECSLICB. PepaxuuHanus
OJHOKpAaTHO B 11-15 Mecsnes.

Maccosas AMMYHH3aIHA
JeTel: 2 103b1 ¢ HHTEPBATIOM HE
MmeHee 8

HEAenb  MEeXIy

BBCACHHUSIMU. Pepakiunaanus

OHOKpaTHO B 12-15 Mecsues.

7-11 mecauen 2+1 2 TO3BI C HHTEPBAJIOM HE MEHEE
4 Henenp MEXAY BBEIECHHSIMH.
Pepaknuuaiyisi OJHOKpPATHO Ha

BTOPOM roay >XH3HHU.

12-23 mecana 1+1 2 J03B1 ¢ HHTEPBAJIOM HE MEHEE

8 Hemenb MeXIy BBEACHUSIMH.

2 roja u crapume 1 OnmHOKpaTHO.

Jlemu

TIpu BEIHYKIAEHHOM yBEIHYEHIH HHTCPBAJAa MEX/Ty HHBEKIUSMHU HOOOTO U3 IPUBEICHHEIX BLIIIE
KYPCOB BaKLMHAIWM, BBEACHWE IONMOJHMUTCNBHBIX N03 Ipemapara [THEMOTEKC® (pakuuna
ITHEBMOKOKKOBasI HOJTUCcaxapyuIHas KOHBIOTHPOBaHHAsS aynicopbupoBaHHas
TpHHAIIaTHRAICHTHASA) HE TpeOyeTCs.

-Bapocnvie cmapwie 18 nem

Bakuuna BROIHUTCS 0AHOKpaTHO. HeoOX0MMOCTh PEBAKI[HHAIIMA NpeTiapaToM TTHEMOTEKC®
(BaKUWHA  IHEBMOKOKKOBAs  IOJNMCAXapUIHAs  KOHBIOTMPOBAHHAS  anCOpOHpOBaHHAL
TPHHAXIATUBAICHTHAS) HE yCTAHOBIIEHA.

Ocobuie 2pynnvl nayuermos

V TauWeHTOB IOC/HE TPAHCIJIAHTALMH TEMONO3THIECKUX CTBOJNOBBIX KICTOK PEKOMEHIYCTCH
cepusd WMMYyHH3AUMM, CcOCTOsmas H3 4-X JI03 IIpenapara [THEMOTEKC® (Baxuua

ancopbupoBanHag

TTHEBMOKOKKOBaA IonucaxapuiHas KOHBIOTHpPOBaHHAA



OMY OTYETY

:"1 .

I ‘h*c"oc%hr 3

Ipernapara: mepBasd [032 BBOAMTICA C TPETBETO IO IIEeCTON MECAL TIOCNE TPAHCIUIaHTALMH,

1

TpuHaauaTHBaneHTHas) mo 0,5 mir. Ileppas cepla IMMYyHHM3ATH

WuTeppan MeXOy BBEIEHHSMH JODKEH COCTABNATH 1 Mecsl. PeBakIMHUPYIONYIO JO03Y
PEKOMEH/TyeTCsl BBOXUTH Yepes 6 MECSIEB NOCIE BBEICHHS TPETheH NO3BL.

HenoHOMEHHBIM JETAM PEKOMEHAYETCS YETHpEXKpaTHasd BaKIMHAMSL. IepBas ceprst COCTOHT U3
3-x no3. IlepByro m03y cieyeT BBOAWTH B BO3DPACTe 2-X MECALCB HE3aBHCHMO OT MAacChl Tejla
pebenka ¢ mHTEpBaNOM | Mecsi MexZy Ho3amH. Beenenne deTmeproli (GycrepHoif) no3mI

pekoMmenayercs B Bo3pacte 12-15 Mecaies.

IMoGouHoe nelicTBHE

‘Bezomacrocts mnpemapata ITHEMOTEKC® (BakupHa IHEBMOKOKKOBAs —IOJMCAXapH/IHAs
KOHBIOTMPOBAHHAsS aJCOPOMPOBaHHAs TPUHANUATHBAICHTHAS) H3ydeHa B 4-X KIMHMYECKHX
HCCIIENOBAaHMAX Y 30POBHIX JIETEH B Bo3pacre OT 6 HeAelb IPH MepBHUHOM BaKIUHALMK 1O 12-
15 mecaner mpu peBakiuHamuu (348 nereidl npu nepBUYHON Baxunﬁaunﬁ, 358 pereit npu
‘OycTepHOl BaKIMHAIIUH).

Haubonee 4YacTHIMH HEXeJATENBHBIMH pEaKIUsAMM OBUIM pEakIH¥ B MECT€ HHBEKINUH,
[IOBBIIIEHHE TEMIIEPATYPhl TeNa, pa3fpa)KUTENBHOCTh, CHIIKCHHE AllETHTA, HapYIICHHE CHa,
CHH)KEHHE YPOBHS aKTUBHOCTH, PBOTA ¥ JIHapes. '

Be3onacHocTh BakMHEL n3ydeHa y 892 paHee He BaKIIMHMPOBAHHBIX B3POCITBIX.,

B cooTBercTBMM C pe3yibTaTaMH KIMHHYECKMX MCCIENOBaHUM Tpenapara ITHEMOTEKC®
(BaKUMHA  ITHEBMOKOKKOBas  I[IOJIUCAXapuiHas  KOHBIOTHPOBaHHAs  ancopOMpOBaHHAs
TPHUHAQUATHBAICHTHAS) W  ONBITOM  [PUMEHEHHd  @HAIOTHYHBIX  KOHBIOTMPOBAHHBIX
TIOJTMCAXapUAHBIX BAKIWH, B OTBCT HA BBEJICHHC BAKIWHEI BO3MOXHO DAa3BHTHE CIEIYIOLIHX
MECTHBIX ¥ CHCTEMHBIX HEXENaTEbHbIX ABICHUH.

HesxenaTenpHele peakiuy, NEPETHCIICHHBIE HMXKe, KIacCHQUUMPOBAHEI B COOTBETCTBHHU C
YACTOTOM MX NpPOSBICHHS BO BCEX BO3PACTHBIX TPYINaX CIEAYIOMMM 00pa3soM: OYEHB YacTo
(=1/10); wacto (>1/100, mo <1/10); Hewacto (=1/1000, Ho <1/100); peaxo (=1/10000, ro < 1/1000)
u oueHs peako (<1/10000).

Ouenv _ugcmple. THIEPTEPMHS; Da3Ap@KUTEIBHOCTh; IMOKPACHEHHME KOXH; OONE3HEHHEIE
OIIYmIEHUs!, YIUIOTHEHUE UK OTEK pasMepoM 2,5-7,0 ¢M B MECTe MHBEKLIUM; PBOTA; COHIIMBOCTE;
yXyAOIeHHe CHA, yXyAUICHWe aNNeTHTa; TOJIOBHAs 00ib; TeHepanu30BaHHBIC HOBBIE HIH
‘ofocTpenye HMERImMXCcs Goliel B cycTaBax M MBIIEUHBIX 60j1eH; 03HOG; yTOMIISEMOCTb.
Yacmwre: runeprepmus Boie 39 °C; CoNe3HEHHOCTh B MECTE WHBEKIMM, NPUBOASIIAS K
KpaTKOBPEMEHHOMY OTPaHHYEHHMIO 00beMa ABMKEHUI KOHEYHOCTH; MANIepeMUst; Anapes; ChIIlb.

Heuacmyle. nokpacHeHHe KOXH; YIUIIOTHCHHE MIM OTeK pasMepamu Gonee 7,0 cM B Mecre

- 8



COOTBETCTBYET .

oT 12.U

KCMNEPTHOMY OTHETY

(Bxonauuak N
HHBEKIMA; Cynopord (Bkmodaa ¢eOpuibHbIe ICYIOPOrH); p[ea'fc'h'dﬁlr

‘MecTe HHEBEKIMH (KpanuBHUIE, AEPMATAT, 3yX); TOIIHOTA.

PeOxue: ciydam TUIMOTOHHYECKOTO KOJUIANCA; NPHJIMBEL KPOBH K JIMIYY; peaKIus
THIEPYYBCTBUTEIILHOCTH, BKIIIOYAs ONBIINIKY, OpoHXOCHa3M, oTek KBUHKe pa3HOMN JIOKaIu3alky,
BKJIIOYAas OTEK JMIa; aHapuIaKTHYecKas/aHa(MIaKTOWIHAs peakKIus, BKIOYas IIOK;
nuMbaTeHONaTHA B 061aCTH MECTA HHBEKIMH; JIEHKOIIEHHUS; TPOMOOLUTONICHHSL.

Quens pedxue: pernoHapHas TuMbaneHonarus; nomudopMHas SpUTEMa; Ha30()apHHIUT; anaTHs.

IlepenosupoBra
Ilepeno3upoBka npenapara [THEMOTEKC® (pakupHa NHEBMOKOKKOBAs MOJTHCAXapUIHAs
KOHBIOTHPOBaHHAs aJicopOUpoBaHHas TpUHAJNATHBAJICHTHAS) MAJIOBEPOATHA, TaK KaK BAKLHHY

BBIIIYCKAlOT BO @HaKOHC, coaepKalueM TOJIBKO OOHY HO3Y.

BianmopeiicTERe ¢ APYTHMH JIEKAPCTBEHHBIMH CPeACTBAMH

Ilpy OHHOBpPEMEHHOM HMMYHH3aIlMH pasHBIMH BaKIWHAMU HHBEKLIMU IIPOBOIST B pas3HBIC
YYaCTKHU Tena.

Lemu 6 6o3pacme 2 mecaya-5 nem

IIpenapar ITHEMOTEKC® (BaximHa MHEBMOKOKKOBas NOJMCAXApUIHAS KOHBIOTHPOBAHHAS
amcopOMpoBanHas TPHHAAIIATHBATIEHTHASA) codeTaeTcs C JIHOOBIMH JApPYTUMU BaKIMHaMH,
BXOJIOTMMH B HallMOHAIBHBIA KaneHAaph NPOGHUIaKTHYECKHX NPHBHMBOK NETEH NEPBHIX JIET
Xu3EH, 3a uckmouennem BLDK. OnHoBpemennoe BBenenue npenapara THEMOTEKC® (sakuuna
ITHEBMOKOKKOBast HOJTACAXapHIHAs KOHBIOTHPOBaHHASA ancopbupoBaHHas
‘TPHHANUATABAICHTHAS) C JIOOBIMH CIEOYIONIMMY AHTHUIeHaMM, BXOAAIIUMH B COCTaB Kak
MOHOBAJIEHTHEIX, TaKk M KOMOHHWPOBAaHHBIX BakUWH: JUQTEpPUHHBIM, CTONOHAYHEIM,
OecKJICTOYHBIM MM IENBHOKIETOYHEIM KOKIOMHEIM, Haemophilus influenzae tum b,
IOJIMOMHUENNTHEIM, TelaTUT A, TeaTHT B, KOpeBEIM, SMHAEMHYECKOTO MApOTHTa, KPacHyXH,
'BETPSAHOM OCIIBI M POTaBUPYCHOH HHGEKUNH — HE BIHSIET Ha MMMYHOT€HHOCTD JAHHBIX BAKIUH.
B KIMHMYECKUX HCCIENOBAHHMSX C ydacTHeM Aeredl oT 2 o 6 MeCAleB BaKUKHY BBOMMIA
OMHOBPEMEHHO ¢ JPYTHMH Mpo(HIaKTHYECKMMH BaKUMHaMM, & MMECHHO BAKLHHAMH NPOTHUB
nudrepun, cTonGHsAKa, KOKioma (GeckneTouHas BaklI#Ha), MOMHOMHENNTa (MHAKTUBUPOBAaHHAS
BaknuHa) M remopunpHOM manoukw Tuma b (Hib) uepes 7-14 nHeit mocme BakiuHEL JUis
NpoGHIAKTHKY IIHEBMOKOKKOBHIX uH(eKnmi. Bakiuuy mnopoTHR rematuta B BBOZMIH
OJIHOBpEMEHHO ¢ BakInHoiM A mpodIIaKTHKY ITHEBMOKOKKOBEIX HHQEKIMH IETSM B BO3pacTe
6 MecsAleB, KOTOpHIE MOMYYaily BaKIUHY [IPOTHB relaTuTa B IpH pOXAEHHM WM B BO3pacTe

okonro 1 Mecsana. COINIaCHO IOJyYEHHBIM JAHHBIM OJHOBPEMEHHOE BBEACHHE BakuuHbl 1Is
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AL

COOTBETCTBYET 3K

IPOGMITaKTUKA MTHEBMOKOKKOBBIX MH(eKImit
(6eckeTounas Bakuuna), Hib, renatur B, monuomMuenuTHEIM (HHAKTHBUPOBAHHBIM) AHTUTEHAMH,
BXOJSIIMMH B COCTaB BaKIHH, He BIMSET Ha UX HUMMYHOI'€HHOCTE.

Hemu u noopocmku 6 6o3pacme 6-17 nem )

Iauusle o mnpuMenenuu npenapata ITHEMOTEKC®  (akuuna nHEBMOKOKKOBAs
TIOMHCAXapHTHAS KOHBIOTHPOBaHHas a1copOrpoBaHHas TPHMHAIATHBAICHTHAS) OJHOBPEMEHHO C
BAKIMHOM MPOTHB  NANMIIOMABUPYCHOM  HMH(EKUMH  HejloBeKa, KOHBIOTHPOBAHHOM
MEHHMHIOKOKKOBOM BaKI[MHOM, BAKI[MHON IIPOTHB CTOJIOHSAKA, TU(PTEPUH ¥ KOKJIIOIIA, KIEIEBOTO
3HIIe(haTMTa OTCYTCTBYIOT.

Jluya & aozpacme 18-49 nem

JaHHElE 1O ONHOBpEMEHHOMY IIPHMEHEHHIO IIperapara ITHEMOTEKC® (pakuuua
ITHEBMOKOKKOBAs HOJIMCaXapUaHAS KOHBIOTHMPOBaHHAA ancopbupoBaHHas
TpPUHAAIATHBATIEHTHAS) C JPYTHMH BaKI[MHAMH OTCYTCTBYIOT.

Juya 6 éo3pacme 50 nem u cmapuee

ITpenapar ITHEMOTEKC® (Bakruna NHEBMOKOKKOBAs MOJNHCAXapujHas KOHBIOTHPOBAHHAS
ancopGHpoBaHHast TPHHAIUATHBAICHTHAS) MOKET HCIIOIb30BATHCA COBMECTHO C TPUBAIECHTHOM

HMHAKTHBHPOBAHHON BaKLMHOM IpoTuB ce3oHHOTo rpunna (TI'B).

Oco0b1e ykasanus

Obwue mepsl NPEOOCMOPOACHOCHIYU

Kak u B cimyuae ¢ BBEJCHHEM IPYIHX HHBEKIHOHHBIX BAKIMH, NOIDKHO OBITH IOATOTOBJIEHO
Heobxonumoe 0o0OpYIOBaHME [JIS SKCTPEHHOTO BMEILIATENLCTBA IIPH Pa3sBUTHH BO3MOXHOU
anaUIaKTHYECKON peakiiu IOCie BBEIEHUS BakIMHBL [Tocie BaKUMHAIME BaKIUHHUPYEMBIH
JIOJDKEH HaXOAUTHCA TOJ MEIUIMHCKHM HaONIOASHMeM B TedeHHe Kak MHHEMYM 30 MHHYT.
Mecra IpOBE/ICHAS MMMYHHU3AIMHE TOJDKHEL GBITH 06ecIedensl CpeCcTBAMH IPOTHBOLIOKOBOM
TepaIuH.

‘CBefieHHs O BHIIOJTHEHHO! [IPUBMBKE ([aTa BBE/ICHHS, HA3BaHME BAKIMHEL, J03a, HOMEp CEpHH,
CPOK TOJHOCTH, XapaKTep PeaKiuy Ha IPHBUBKY) BHOCAT B YCTaHOBIIEHHEIE yueTHbIE (opMsL. He
TpUrofeH K IpPUMCHEHWIO IpENapaT B YOAKOBKE ¢ HAPYIICHHOH IIEOCTHOCTBIO HIIH
MapKHPOBKOH, C H3MEHEHHEIMH (DU3MYECKUMH CBOHCTBAMH (LIBETHOCTH, HHOPOIHBIE BIJIFOYEHHS),
C HCTEKIIHM CPOKOM FOJHOCTH, XpaHUBIIHHACS C HAPYIMIEHHEM TEMIIEPATYPHBIX YCIOBHH.
BaxugHaI#o HeAOHOMIEHHBIX (KaK ¥ JOHOIIEHHBIX) ACTEH CIeMyeT HaYHHATE CO BTOPOTro Mecsna
H3HH (IaCIOPTHEL! Bo3pact). [Ipu NPHHATHE peNIeH s O BaKIMHAIMH HENOHOMERHOro pebeHKa
(poxmBmierocs B cpoke paxee 37 Hemenb GepeMEHHOCTH), OCOOEHHO HMEIOIIETO B AHAMHE3E

‘HE3PENIOCTH JBIXaTeNLHOK CHCTEMBI, Heo0XOJMMO yHeCTh, YI0 IONb3a MMMYHH3ALMH IPOTHB
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PTHOMY OTYETY

% ” (Bxoga _%’r‘ﬁ M3 N=4.236136)
IIHEBMOKOKKOBOH HH(EKITHE Y JAHHOM TPYIIIBL TAIKEHTOR OCOGEHHO BRICOKA 1 He ClleNyer Hi

OTKa3bIBATECA OT BaKIHHALUH, HX IEPEHOCUTH €€ CPOKH. B cBsI3M ¢ NOTEHIIHATHHEIM PHUCKOM
alrHO)d, HMMCIOIIUMCA IIpH IIPUMCHCHHH MOOBIX BaKIMH, TICpBad BaKIUHAIUA IIPENIAPATOM

[THEMOTEKC®  (BaxuuHa  NHEBMOKOKKOBas  IIOJMCAxapuiHas  KOHBIOTHPOBAHHAS

ancopbupoBaHHas TPHHAUATHBAICHTHAS) HEOHOMEHHOro pebeHKa BO3MOXKHA 110 BpaueOHBIM

HabionenneM (He MeHee 48 9acoB) B CTallHOHAPE Ha BTOPOM 3TaIlE BEIXKHUBAHHUL.
Ipenapar I[THEMOTEKC® (BakimHa MHEBMOKOKKOBAsS NONMCAXapyfiHas KOHBIOTMPOBAHHAS
ancopOUpOBaHHas TPUHANIIATHBATIEHTHAS) HE CIISIYET BBOAUTD JHLEAM € TPOMOOIMTONICHHMEH HITH

KaKMMH-ITHO0 HapYNIEHUSIMH CBEPTHIBAEMOCTH. KpPOBH, IIpH KOTOPBIX TIPOTHBOIIOKA3aHBI

BHYTPHUMEINIEYHEIE WHBEKIMH, €CJIH IIOTCHIHANBHAS TIONh3a OT MHBEKIUUA HE NEpECBEIIWBACT

BO3MOMHEIE PHUCKH.

Hpenapar ITHEMOTEKC® (BaknuHa IHEBMOKOKKOBAs IOJNHCAXapUAHAs KOHBIOTHMPOBAHHAS
amcopOupoBaHHas TPUHAAUATUBAJIICHTHAS) OOECIIEYMBAET 3alllMTY TOJHKO OT TE€X CEpOTHUIOB
Streptococcus pneumoniae, KOTOPBIE BXOJIST B €€ COCTaB, H HE OOECIIEYNBAET 3AMUTY OT JAPYTHX
MHKpPOOPraHA3MOB, BHI3HIBAIOIINX WHBA3UBHEIE 3a00/1€BaHU, THEBMOHHUIO MIIK CPEAHUM OTHT.
Kak u B citydae ¢ JpyruMu THEBMOKOKKOBLIMH BaKLIMHAMH, TIperiapar ITHEMOTEKC® (axuuna

IHEBMOKOKKOBass - IIOJMCaxapuaHas KOHBIOTHPOBaHHAs ancopOupoBaHHas

-TpI/IHaIIIIaTPIBaJICH’I‘Ha)I) MOXET HE 3alMiuarh BCEX JWI, KOTOPBIM OH BBOAWUICH, OT

ITHEBMOKOKKOBOX MH(EKIIHH.
Y mopmeit ¢ HapylIeHHOM HMMYHHOH PpEaKTHBHOCTBIO, BCJIEACTBHC HCIONB30BAHMSA

HMMMYHOCYIIPECCUBHON  Tepaluu, TeHeTHYecKoro Jedexra, HHOUIMPOBAHHS BHPYCOM

uMMmyHozaedumura deigoreka (BAY) umu Apyrux NpHYMH, MOXET OTMEYAThCs CHIDKEHHAS

PeaxIyst aHTHTE) Ha AKTHBHYIO UMMYHHU3ALHIO.
Ipumenenue npenapama ITHEMOTEKC® (saxyuna nHesmOKOKK08A NONUCAXAPUOHASA

KOHBIO2UPOBAHKAs — QOCOpBUpOBanHas. — MpUHAOYAMUBANEHMHAR) U HORUCAXADUOHOU

nHeeMoKoKK060t 23-eanenmuoii saxyurol (I111B23)

Jins GopMHpOBaHWs MMMYHHOH IaMSATH BAakIMHAIWIO NPOTHB ITHEBMOKOKKOBOH HMHGEKIMH
IpeANOYTHTENHHO HAuWHAThE ¢ Iperapara [THEMOTEKC® (BaxnuHa HHEBMOKOKKOBAs
HOJTUCaxXapUaHas KOHBIOTHPOBaHHAS ancopbupoBaHHas TPHHAUATHBAICHTHAS).
Heo6Xx0auMOCTh peBaKIMHALMA He ONpeaesaeHa. JIunam us rpyin pucKa Uit pacillipeHus 0XBaTa
CEpOTHIIOB B IIOCIETYIONIEM MOXKET OBITH pekoMeroBaro BBeaenye [1TIB23 gepes | rox, a Takxke
3,5-4 ropma mocie upenapata THEMOTEKC® (Bakimua MHEBMOKOKKOBAs IOJHCaXapHIiHas
KOHBIOTHPOBaHHAS acOpOHPOBaHHAT TPUHAMIATHBAICHTHAS).

IleTsM, npusntsiM npenaparoM [THEMOTEKC® (Bakumua ITHEBMOKOKKOBAs IOJIMCAXapHIHAs

'KOHBIOTHPOBaHHAs aAcopOUpOBaHHAd TPYHAAUATHBAJIEHTHAS) M BXOMILUM B TPYIITy pHCKa
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COOTBETCTBYET SKCINEP TAH OMY OTHETY

N23 Ne 264

OT 12 Ul.£

47 N4

(Bxogauui M3 '5'-"' ".i: 5 1 6]
(HanpuMep, ¢ CepHOBHIHO-KIETOYHON aHEMHUEH, acnerer P Bl i 8 LaRhueckny

3a60JIeBaHMEM WIK UMMYHHOHU qucdyrxiueit), [IIIB23 BBoAST ¢ HHTEpBaIOM HE MEHEE 8 HENlesb.
[TanueHTsl, BXOMIIKE B IPYIIy pHCKA Pa3sBUTHS NMHEBMOKOKKOBOH MHGEKNWH (MAlHeHTH ¢
ceprnoBMAHO-KIeTouHON aHemued win BUY-mndexumedt), Bimodas IIalMEHTOB, paHee
BAKIMHUPOBAHHBIX OXHOM WM HECKOMbKMMHU fAosamu IIIIB23, MOTYT MOMyHUHTh KaK MHHUMYM
onHy no3y upenapara ITHEMOTEKC® (BaknmHa THEBMOKOKKOBAS —IIOJIMCAXapHAHas
KOHBIOTHPOBaHHAA a/IcOpOUpOBAHHAS TPHHAALATABAICHTHAS). .
Bakuusamuio npermaparoM ITHEMOTEKC® (pakiuHa NHEBMOKOKKOBas —IIOJHCAXapUIHAS
KOHBIOIHpOBaHHAs aJcopOHpOBaHHAs TPUHAAIATYBAICHTHA]) MAUMEHTa, paHee IPHBHTOIO
'HHBZ3, cIiejlyeT TIPOBOJTUTE He paHee ueM udepe3 1 rox. B PP Baxuuualms IHEBMOKOKKOBOM
KoubrorupoBaHHoi 13-BanentHoit Bakuuuoi (IIKB13) pexoMernoBaHa BceM B3pOCHIEIM JTHIIAM,

IocTUrmuM Bospacta S0 JeT, n nanueHTaM U3 rpymnn pracka, npadem Bakimna [IKB13 seomurcs

NepBO# ¢ BO3MOXHOH mocexyronte pepaxnunanyeit [111B23 ¢ urTepsanoM He MeHee 8 HENENb.

Biusiane HA cOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH, MEXaHH3MaMH

HexoTopsle HexenaTeNbHEIE peakiiy, CBI3aHHEIe C BBeIeHHEM BakIUHEL (cM. pazaen «[Tobognoe
JefcTBHE»), MOIYT OKa3hBaThb BIMSHHE Ha KOHIEHTPANMIO BHHMaHUA M OBICTPOTY
TICAXOMOTOPHHIX (GyHKIui, [l nuil ¢ TAKMMM HEXENATENbHBIMH PEakIMAMH, YIIpaBJicHHE
TpaHCIoOpTOM, paboTa ¢ MeXaHW3MaMH BO3MOXKHEI TOJBKO IIOCIE IIOJHOTO HCYE3HOBEHHUS

CHIMIITOMOB.

@opma BhITycKa

CycIeHsus Iis BHYTPEMBILIEYHOTO BBeAeHus, 0,5 Mi/no3a.

Ilo 0,5 M mpemapata B MHBEKIHOHHEIA (IIaKOH HOPMATHBHOHM BMECTHUMOCTBIO 4 MI H3
Ipo3payHoro GecupeTHOro creidia Tuma I, ¢ mpoOkxod m3 OpoMOyTmwiIoBOro Kaydyka,
ATIOMUHHEBEIM KONIIAYKOM € ITACTHKOBOM KPBIMIKOH.

TIo 1 mnm 10 pnakoHOB BMECTE ¢ MHCTPYKIHEH 110 IPHMEHEHHIO [TOMEIAIOT B TaYKy KapTOHHYIO.
YciaoBas XpaneHust
Ipu Temnepatype ot 2 zo 8 °C. He 3amopaxuBars.

XpaHUTh B HEOCTYIIHOM JJIS JETEH MECTe.

Cpox rogHocTH

2 roga. He ucrop30Batek 0CHIE HCTEYEHHUS CpoKa IrogHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.
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YcoBust oToycka

ot 12.01.2023 N= 2¢

(Bxopawwmin M3 N=4236136)

COOTBETCTBYET SKCNEPTHOMY O

VnakoBka ¢ 1 ¢h1axkoHOM — OTIIYCKAIOT 110 PENENTYy.

Vmaxosxka ¢ 10 pnakonamu — Ju1g ie4e6GHO-TPODHIAKTHISCKUX Y UPEK ICHHUH.

IIpousBoauTess (Bce cTagnm)

‘000 «Hanonek», Poccns.

Agnpec: KupoBckas o6nacte, OpuueBCKH MyHHIMNANBHBIN pakoH, JIEBHHCKOE ropoickoe

nocenenue, buomenuunackuii kommiexke HAHOJIEK tepputopust.

Baanenen PY/Opranuzanus, npuHHMAIOmas NpeTeH3HA NoTpeduTenei

000 «Hanonex», Poccus.

127055, r. Mocksa, yi1. Byteipekuii Bai, nom 68/70, ctp. 1, atax 2, nom. I, kom.23-37.

Temn.: +7 (495) 648-26-87, 511. noura: info@nanolek.ru, gmp@nanolek.ru.

MeHemxep 10 peracTpaai
CTpaTErHUeCKUX MPOEKTOB
000 «Hanonek»

1O.A.Yecapera
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 14.08.2023 N= 15656
(Bxopswmit M3 N=4250606)

MHWHUCTEPCTBO 3[JPABOOXPAHEHUS POCCUMCKOM ®EEPALIUU

HMHCTPYKIIMA 110 MEJULIUHCKOMY ITPUMEHEHHIO
JIEKAPCTBEHHOI'O ITPETIAPATA

[THEMOTEKC®
(BaKLIMHA MHEBMOKOKKOBAs I0JIMCaXapH/IHasi KOHBIOTHPOBaHHas aficopOUpOBaHHAs

TPUHA/LATUBAICHTHAS )

HAaWMCHOBAHHUE JICKAPCTBEHHOI'O Iperiapara

CYCNEH3Hs AJI1 BHYTPUMBILIEYHOTO BBeAeHus, 0,5 Mi/no3a

nexkapcTBeHHas hopma, 103UpOBKa

000 «Hanonek», Poccus

HauMCHOBAHME ITPOU3BOAUTEIA, CTPaHA

HNzmenenue Nel

JlaTa BHECEHUSI U3MEHEHHUS « » 20_r.
Crapas pexakuus HoBas pepakuus
Cpok roguoctu Cpox roanocTa

2 roxaa. He ucnone3oBaTe mocie UCTEYEHHS 2,5 rojga. He ucronp30BaTh 1ocie UCTEYEHUs

CpOKa roaHOCTH, YKa3aHHOT'O Ha yIIaKOBKE. CpOKa rogHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

MeHepKep 10 perucTpaluuu / £ i
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