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MUHUCTEPCTBO 3JIPABOOXPAHEHU I POCCUMCKOM ®EJIEPALIMU
MHCTPYKIMS 1TO MEIMIITUHCKOMY NIPUMEHEHHIO
JIEKAPCTBEHHOI'O IIPEITAPATA
PoraTexk®

PET'MCTPAIIMOHHBIN HOMEP: JIT1-001865

TOPI'OBOE HAMMEHOBAHHUE: PoraTek®

I'PYIIIUPOBOYHOE HAMMEHOBAHMUE: Bakuuna Ais npoQuIaKTHKH POTaBUPYCHOI
MH(PEKLMK, IEHTABAJICHTHAS, JKUBast

JIEKAPCTBEHHASI ®OPMA: pacTBOp /U151 NpMemMa BHYTPb

COCTAB

OnHa 1032 (2 MJ1) COAEPIKHUT:

Jletiicmsyrowue eewyecmea

JKuBble peaccopTaHTbl YEIOBEYECKOro M ObIYbero POTABMPYCOB, BBIPALICHHBIE HAa KYyJIbType

kjaeTok Bepo:

PoraBupyc tuna G1 - He mMenee 2,2x10° UE*
PoraBupyc tuna G2 - ne menee 2,8x10° ME*
Porasupyc tuna G3 - He menee 2,2x10° UE*
Porasupyc tuna G4 - He menee 2,0x10° UE*
Porasupyc tuna P1A[8] - He menee 2,3x10° UE*

* UE — undexuronHas eauHuia

Bcnomocamenvnoie sewecmea

Caxaposa 1080 mr, HaTpus ruapokcua 2,75 mr, Hatpus uutparta auruapar 127 mr, narpus
auruapodocdara monoruapar 29,8 mr, nonucopbar-80 or 0,17 o 0,86 mr, poraBupycCHbIii
pactBoputeb. CymmapHbiii 00beM TMATH PACTBOPOB BHUPYCHBIX OAJIKOB M POTABUPYCHOTO
pactBopuTes coctaiser 15 % ot o0uiero oobema BaKLMHBI.

OIIMCAHHUE

[Ipo3paunas xuaKkocTb G1€IHO-XKENTOro LBETa; A0NYCTUMO HAIMYHE PO30BOIO OTTEHKA.
XAPAKTEPUCTHUKA

PoraTex® — 5710 kuBas nepopaibHas MEHTABAJEHTHAs BaKLUMHA, COJAEPKALIAs MATh KMBBIX
peaccopTaHTHBIX WITAMMOB poTaBupyca. PoTaBUpyCHbIE POMTEIBCKHE IITAMMbI PEacCOPTAHTOB
ObLIM M30JMPOBaHbl W3 OPraHU3MOB uelloBeKa W Obika. YeThipe BaKUMHHBIX PeaccopraHTa
poTaBUpyca 3KCIPECCHPYIOT OJMH W3 Hapy:KHbIX Kancuaubix 6enkoB VP7 (ceporunsl Gl, G2,
G3 nin G4) yeoBeuecKoro poAMTEILCKOro WTamma potaBupyca u 6esok VP4 (ceporun P7[5])

ObIYBEr0  POAMTENBLCKOrO ITamMma potaBupyca (Oenok VP4 oTBewaer 3a npukpeneHue



poTraBupyca K [OBEPXHOCTH KJE€TOK). Ha nosepxHocTH nsToro peaccopraHra BUpyca
sKkcnpeccupoBan  6esok VP4 (ceporun PIA[8]) uesoBedeckoro poaMTeNbCKOro LiTamma
poraBupyca W HapyKHbli KancuaHbli Oenok VP7 (ceporun (G6) Oblubero poaHTENbCKOrO
LITaMmMa poTaBupyca.

Kaxblii M3  peaccopTaHTOB BbIpallleH MO OTAENBHOCTH Ha KyJbType KIeTok Bepo
CTaHJApTHBIMK  KYJIbTYpaJIbHbIMM ~ MeTOoJaMu  0e3  MCMoJIb30BaHUsS  NPOTUBOIPUOKOBBLIX
rnpenapaTtoB. 3aTeM peaccopTaHThl BCE BMeCTe MomelieHbl B Oy(depHblii cTabuiIn3upyromuii
pacTBop.

Tak Kak B MNpPOM3BOACTBE pEaccOPTAHTOB, BXOSIUMX B cOCTaB BakuuHbl PortaTek®,
MCIOJIb3YeTCs OMOIOrMYECKUIA MaTepras JKMBOTHOTO MPOMCXOXK/ICHUS, B BAKLIMHE OOHAPYIKEHbI
masnbie pparmentsl JIHK LIBC-1 n LIBC-2 (unpkoBupyc cBuHEi | W 2 TUIOB), NpH 3TOM caMu
BupycHble yacTuubl LIBC-1 w/mnm LIBC-2 B BakuumHe ortcyTtcTBylOT. B Hactosiiee Bpems
HEU3BECTHBI CIy4yau 3a00/1eBaHus yesoBeka, Bbi3BaHHble [|IBC-1 u/uan LIBC-2.

Bakuuna PoraTexk® He conepkuT THOMEpcaa v Apyrux KOHCEPBaHTOB.
®APMAKOTEPAIIEBTUUYECKAS I'PYIIIIA: MMUBbI1-Bakuuna

KO ATX: JO7BHO02

UMMYHOBHUOJIOTUYECKUE CBOMCTBA

B ymepeHHOl KiMMaTH4ecKOW 30HE pPOTABUPYCHBIH TaCTPOIHTEPUT SIBJISETCH CE30HHBIM
3a00JIcBaHMEM € yBeJMYEHMEM 3ab0JeBaeMOCTH (DMUAEMHUSIMHM) B 3UMHHME Mecsibl. [lpu
OTCYTCTBHUHM  JIEYEHHUS POTABUPYCHBbIH TacTPOIHTEPUT MOKET TPUBECTH K JieTalbHOM
AeruipaTaluui.

Ippexmuenocmo

[lo  nanHeIM  KIMHMYeCKHMX ucclienoBaHuit ¢ dekTMBHOCTL  BaklMHbl  PotaTek® Gbiia
MPOJIEMOHCTPUPOBAHA B OTHOLUEHUM TACTPOIHTEPHUTA, BbI3BAHHOTO POTABUPYCAMH TE€HOTHIIOB
GI1P[8]. G2P[4], G3P[8], G4P[8] u GIP[8].

DpdekTnBHocTs BakiuHbl PotaTek® n3yuanack 1o 2 napamerpam B niane6o-KoHTpOJIMpyEMOM
uccienoBanuu sppextuBHocTH U 6e3onacHocT (REST):

1.V 5673 BakunnupoBaHHbIX jeteii (2834 peGenka B rpynne BakimnHbl) 3GpHeKTHBHOCTS
M3MEepsIaCh KaK yMEHbBIIEHHE YMCJa CAy4aeB pPOTABUPYCHOINO racTPOIHTEPUTA, BbI3BAHHOIO
reHotunamu G, Bxoasummu B Bakuuny (G1-G4), koTopslii paszsuBaics uepe3 14 aueit nocie
MOJIy4Y€HHUs TPEThEH /103bl BAKLIMHBI U HA NPOTSIKEHUU MEPBOTO MOJHOrO POTABUPYCHOTrO CE30HA
1nocJie BaKUMHALIMK.

2.V 68038 BakunnupoBaHHbIX jeteil (34035 nerteii B rpynne BakumHbl) 3G HeKTHBHOCTD

3allUTbl HU3MEpsAIaCb KaK YMEHBUWIEHWE YUCIIa Cly4yacn rocnuTaiu3auui u o6pameHm"4 3a
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HEOTJIOKHOM MOMOLLBIO 1O MOBO/1y pOTABUPYCHOI'O raCTpOHTEpHUTA, HAYUHas C 14-ro aus nocne
MOJIY4YCHHUA TpCTbeﬁ J103bl BAKIIUHBI.

Pe3ynbTaThl JaHHBIX HCC/IEI0BAHUIT Npe/ICTaBlIeHbl B TabIMIaX.

YMeHbIIEHHE YHCIIa CITyHaeB POTABUPYCHOTO raCTPOIHTEPUTA HA MPOTKEHUH OJHOrO TOJHOTO
ce3oHa nocliie BakumHaumu (rpynna akuuubl PotaTexk® n=2834) (% [95% noBeputenbHbIi

unrepsan (JI1)])

P eKTHBHOCTD NpoTUB pPOTaBUPYCHOIO
racTposHTepuTa 1000  CTENEeHUM  TSIKECTH B

3aBUCUMOCTH OT I'€HOTHIIA

Taxenas*  crenens | Jlobas Gl G2 G3 G4 G9
3abosieBaHus CTeneHb
(G1-G4) TAKECTH
(G1-G4)
98.0% 74,0% 74,9% 63.4% 82,7% 48,1% 65,4%
[88.3; 100,0] T [66.8: 79.91F [67.3; [2,6; [<0; [<0; ‘ [<0;
80.9]F 88.2]7 99.6] 91.,6] 99.3]

* Tsokenas creneHb onpejelsjach Kak pesyibtat "Gosbiie 16 u3 24" no BaaMauMpoBaHHOM
KJIMHUYECKOM CHMCTEME [10/IcYeTa, OCHOBAHHOW HA WHTEHCHUBHOCTH M TPOJAOJIKUTEIbHOCTH
CUMITOMOB (JIMNXOPA/JKH, PBOTHI, JUAPEU, U3MEHEHU MOBEACHMS ).

T CTaTUCTHYECKH 3HAYUMO.

YMeHbLIEHHEe YucIa rocnuTann3auuii 1 oOpalleHuit 3a HEOTIOKHOM MOMOILBIO M0 MOBOAY
pOTaBUPYCHOIO raCTPOSHTEPUTA HA MPOTSKEHUH 2 JIET MOCJIe BaKLIMHALIMK

(rpynna Bakuunbl PotaTek® n=34035) (% [95% JIH])

G1-G4 Gl G2 G3 G4 G9

94.5% 95.1% 87.6% 93,4% 89.1% 100%

[91.2: 96.6] [91.6; [<0: 98.5] | [49.4: [52.0; [69.6:
97,17+ 99,1]+ 97,5] 100,07+

T CTaTUCTHYECKH 3HAYUMO.

VMeHbLIEHHE YMCIIa CilyHaeB pOTaBUPYCHOIO racTPOIHTEPUTA, Bbi3BaHHOro reHotunamu G1-G4
BO BpeMs BTOpPOrO pOTaBUPYCHOIrO ce30Ha TMocje BaKUMHaUMM, coctaBuao  88,0%
[95% JIWU: 49.4; 98.7] ansa Tsxenoii crenenu 3aboneBanus u 62.6% [95% JIW: 44.3; 75.4] ans
3abosieBaHMs JIIOO0I CTENEeHU TSAKECTH.

D¢pdextuBHocTh npotue portaBupyca resotunos G2P[4], G3P[8], G4P[8] u GO9P[8] Gwina
paccuuTaHa A MeHblero yucaa ciaydaes, yeM a1 Gl. DPPeKTMBHOCTb NPOTHB FEHOTHIIOB

G2P[4], ckopee Bcero, cBsizaHa ¢ HannuueM peaccopranta G2 B COCTaBE BaKIMHbI.
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B KOMOMHMpPOBaHHOM  peTpoCneKTHBHOM —aHanuse wucciaenoBanus REST wu  apyroro
uccsienoBanus  (asel 3 3QHEKTUBHOCTb BaKUMHBI MPOTHB POTABUPYCHOIO TacTPOIHTEPHUTA
(/moboi crenenn TskectH), BbizBaHHOro Gl-, G2-, G3- u G4-ceporunamu, coctasuna 61,5%
[95% JIU: 14,2; 84.2] cpeau jetei, NOMyYMBLIMX TPETHIO 103y MpenapaTa B Bo3pacte oT 26 10
32 (BKJIIOYMTESIBHO) HEJIEb.

B ®unngnamu ObL10 NpoBeJCHO JONOJIHUTENBHOE MCCIIE/IOBAHHE B PAMKaX HMCCIE10BAHUS
REST. B ¢punckom pononnurensiom uccnenoannu (FES) na6monamu rpynny u3 20736 nerei,
paHee ywactBoBaBlUMX B ucciaenoBaHu REST. B uccnenosanmu FES nereit maGmopanu B
TEUEHHME J10 3 JIeT 1ocJie BaKIMHALIMH.

B wuccnenosanuu REST 6bi1o coobuieno o 403 ciyyasX poTaBUPYCHOTO racTpPOIHTEPHTA,
ca3aHHoro ¢ redotunamu G1-G4 m G9 (20 cnyyaeB B rpynne BakuuHbl W 383 B rpymnne
niaue6o). B uccnenopannu FES Gbiio otmeueno jponosnHutesnsho 136 ciyuaes (9 B rpynne
BakUMHbl U 127 B rpynne nuaue6o). Yucno ciyyaes juis Kaxaoi rpynnbl B ucciaenosanun FES
cocraBisio 31% wu 25% oT cymMMmbl cilydaeB Juisi COOTBETCTBYIOIIMX TpPynn B JIBYX
MCCIIeI0BAHUSX. ‘ ‘
Ha ocnose o0beanHennbix 1aHHbIX REST u FES ymenbuienue uncna ciyuaeB rocnuraimsaimil
1 00palleHuii 3a HEOTI0KHOH MOMOLIBIO 110 MOBOJLY POTaBMPYCHOIO raCTPOIHTEPUTA B TEYEHHE
3 net nocne BakUMHAUMK cocTaBuiio 94,4% (95% JIU: 91,6; 96.2) nns renorunos G1-G4, 95,5%
(95% JIN: 92.8; 97.2) nns renoruna Gl, 81,9% (95% JIU: 16.1; 98.0) s renoruna G2, 89,0%
(95% J1U: 53,3; 98,7) ans renotuna G3, 83,4% (95% JIM: 51,2; 95,8) nas renoruna G4 u 94,2%
(95% JIN: 62.2; 99.9) ana renoruna G9. B TeuyeHue TpeThero roja B Ipynne BaKUMHbI
(3112 nereit) oOpawiennit 32 MEAMUMHCKONH MOMOWIBIO 1O  MOBOJAY POTABUPYCHOIO
racTposHTepura 3apukcupoBaHo He Obulo, a B rpynne miaue6o (3126 aereit) Obl1 oTMeueH
| (HeTunUpyemblii) ciyyaii.

B kauHuuecknx uccnenoBaHusX ObUIO MOATBEPXKIEHO, UYTO JUIS JOCTHXKEHHS HEOOXOIUMOro
YPOBHSI M JUIMTEJIbHOCTH 3aLLMTBI NIPOTUB POTABMPYCHOIO racTpOIHTEPUTA CJEIYET MPOBOANUTD
MOJIHBIA KypC BakuMHauuu ¢ BBejeHuem 3 103 (ecm. CITOCOL IMPUMEHEHUWA U JIO3bI).
OJIHaKO peTpOCNEKTUBHBIN aHAIM3 JaHHBIX MOKa3all, YTo Ja)ke /10 3aBepLIeHHs MOJHOro Kypea
BaKIMHALIMK YMCJIO CIIy4aeB POTABUPYCHOIO TacTPOIHTEPUTA C TAKOH CTENEHbIO THKECTH,
KoTopas mnorpeboBana Obl rOCHMTAIM3AUMIO WM OOpallleHHe 3a HEOTIOKHON MOMOLIBIO,
YMEHbIIAI0Ch (Yepe3 npumepHO 14 1Heil nociie BBeIeHU S MEePBOM /103bl).

Apghexmusrocmo y neoonowennvix oemei

B uccaenosannn REST Bakuuny PotaTexk® Beau npumepro 1000 getsiM, poauMBIIMMCEs NpH
cpoke OepemenHOoCcTH OT 25 10 36 Heaenb. DddexruBHocTs BakumHbl PotaTek® y naHHOM

MOArpyNIbl HE OTJIMYAIACh OT MOATrPYIIIbI JIETEH, POAUBLIUXCSH B CPOK.
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Ilocmpeeucmpayuonnoe nadnooamenbHoe uccied06anue no 6@30nacHocmu

B KpynHOM npOCNEKTUBHOM  MOCTPErMCTPALIMOHHOM  HaOIIOAATENILHOM  MCC/IE0BAHUH,
nposoauswemcs B CILA, 6bu1 npoananusupoBan puck OonesHu Kapacaku y 85150 nereid,
NOJIy4MBIINMX OAHY UK Gosee 103 BakunHbl PotaTek® (17433 nauueHTo-1eT HaOMOAEHHUS).

B teuenne 0-30 aueii nocie BBeeHUs BAKLMHBI HE OBLIO CTATUCTUYECKH 3HAYUMON pasHMLIbI B
yactore pa3sutvs Oosiesnn KaBacaku no cpaBHEHMIO ¢ 4acTOTOM B obuei nonyasuuu. Kpome
TOro, He ObUIO CTATUCTMYECKH 3HAYUMOIrO MOBBILIECHUS PUCKA TOSBJIEHUs JAaHHOTO MOOOYHOrO
Spdekra npu nabmoaeHun B Teuenue 30 aHel nocie BBeaeHus BakuuHbl PoraTek® mno
CPaBHEHUIO ¢ AKJIC

(62617 nereid,

KOHTPOJILHOW ~ Ipynnoi JaeTedd, nojyyaBLIMX TOJbKO BAaKLMHY
12399 naumento-ner HaGmoaeHuit). OaMH MOATBEPIKAEHHBIA Cay4dail  Obli
3aperuCTPUpOBaH y AeTei, nosy4yaBwnx BakuuHy PoraTek®, B cpaBHEHUH C OJJHUM CllyyaeM y
netei, noayuasmmnx AKJIC (otHocuTenbhblii puck 0,7; 95% JIW: 0,01; 55,56). Takum oGpasom,
HUKAKOro JIOMOJHUTE/ILHOIO PUCKA, CBA3aHHONO € 0€30MacHOCTbIO, OTHOCHTEIBbHO OOIIEro
npoduis 6ezonacHocTH 3aUKCHPOBAHO He OBLIIO.

Hannwie uccreoosanuit no ')li)(/)el\‘HII(GH()('HIIl‘

[TocTperucTpauuonHbie Mccae0BaHus, NOATBepsKaatolie HPEKTHBHOCTL Npe10TBpalleH s

pPOTaBUPYCHOTO raCTPO3HTEPHUTA.

Jluzaitn Hccnenyemas Koneunbie ToUkH DpdexTus- Ce30Hbl
MCCIIEZIOBAHUS | MOMYJIALIUS HocTb B % | 3aboneBa-
(cTpaHa) [95% J1A] e€MOCTH
poTaBupy-
COM
baza naunbix | 33140 [locnutanuzaummn  u | 100% [87:100] | 2007-2008
oOpaleHui BaKLIMHUPOBAHHBIX oOpateHus 3a
(CILA) 26167 HEOTJIOKHOM
HEBAKLIMHUPOBAHHBIX | MOMOLIBIO MO MOBOAY
Bo3spact >7 mecsiieB | potaBMpyCHOro
[TonyueHo 3 103bi racTpodHTEpUTA
AmOynatopHbie 96% [76:100]
oOpalueHus no .
MOBO/Y
pPOTaBUPYCHOIO
racTpodHTEpUTA
["ocnutanuzauuu u | 59% [47:68]
obOpatueHus 3a
HEOTJIOKHOM
MOMOLLBIO 10 MOBOAY
GIVON BHJI0B
racTpOIHTEpUTA
KoroprtHoe 1895 ["ocnuranuzauuu  no | 98% [83:100] | 2007-2008
MCCJIC/IOBAHNE | BAKLIMHMPOBAHHbIX MOBOJY 2008-2009
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(DpaHuus) 3 no3amu pOTaBUPYCHOIO
2102 racTposHTEpUTa
HEBaKLIMHUPOBAHHBIX
Bo3spact <2 ner

HUccaenosanue | 402 cnyyaes ['ocnutanuzauun | 80% [74:84] 2011-2012
cayyaii- 2559 kouTposeit* oOpatLeHus 3a 2012-2013
KOHTPO.Ib Bospact <8 ner HEOTJI0AKHOM
(CLIA) [TosyueHo 3 103wl MOMOLIBKO 10 MOBOY

pOTaBUPYCHOIO

racTpodHTEpUTa

Cneyugpuuno no

wmammam

- GIP[8] 89% [55:97]
- G2P[4] 87% [65:95]
- G3P[8] 80% [64:89]
- G12P[8] 78% [71:84]
Cneyugpuuno no

eo3pacmy

- 1-if roj Ku3HMU 91% [78;96]
- 2-# roa1 :KM3HU 82% [69:89]
- 3-# roj1 JKU3HU 88% [78:93]
- 4-i1 roj1 JKM3HH 76% [51:88]
- 5-# o1 )KU3HH 60% [16:81]
- 6-ii— 7-ii roawl | 69% [43:84]
JKH3HH

*KonTponu — potaBupyc-oTpULIaTE/IbHBIE C/Iy4an OCTPOrO racTOPIHTEPUTA.

Hyimynoeennocmo

Mexanu3m  MMMYHHOH  3aliMThl  OpraHu3ma BakuuHOi PotaTek® oOT poTaBMpPYCHOroO
racTpOHTEPUTA /10 KOHLA HEe HM3yveH. B3auMocBsi3zb Mekay coJepKaHUeM aHTUTeNl K
poTaBupycam Mocjie BakUMHALMK POTAaBUPYCHBIMM BAKLMHAMHU M CTEMEHbIO 3alMThI MPOTHB
pOTaBUPYCHOIO racTpPOSHTEPUTA HE ycTaHoB/eHA. [0 JlaHHBIM KIMHUYECKHMX HCClel0BaHUi
(a3el 3 nocie MpoBeseHUs MOJHOrO Kypca BaKLMHALMK, COCTOSIIEr0 M3 Tpex /03 npenapara
PoraTek®, y 92,5-100% BakUMHUPOBAHHBIX B CBHIBOPOTKE HAOJIOAI0Ch 3HAYMTEILHOE
MOBBILICHUE YPOBHA aHTU-pOTaBUpycHOro IgA. BakuuHa BbI3bIBA€T MMMYHHBIH OTBET, T.€.
00pa3oBaHWe CBIBOPOTOYHBIX HEHTPAIM3YIOUMX aHTUTEl K MNATH OejKam pOTaBUPYCOB
YesI0BeKa, HKCIPEeCCUpOBaHHbIX Ha peaccoptanTax BakumHbl (G, G2, G3, G4 u P1A[8]).
INOKA3AHUS K IPUMEHEHUIO

AKTUBHAs WMMyHM3auus JeTeil B Bospacte oT 6 10 32 Hemelb C LEAbIO MPOQUIAKTHKH
racTposHTEpUTa, BbI3biBaeMOro porasupycamu ceporunos Gl, G2, G3, G4 u ceporunos G,
coaepxawmx PIA[8] (nanpumep, G9).

INPOTUBOITOKA3AHUS

e [loBbilieHHas 4yBCTBUTENbHOCTD K JIIOOOMY KOMIOHEHTY BakuMHbl PoraTek®, a takxke Ha

1049563
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BBe/leHue BaklMHbl PotaTek® B anamuese.

e MuBarmnauus KuuieyHUKa B aHaMHe3e.

® Bpos/aeHHble NMOPOKH Pa3BUTHS IKEJYJAOYHO-KMUIEYHOTO TPaKTa, Mpeapacrojaraiolme K
MHBAarMHaLUMKU KUILIEYHUKA.

e HWmmynoaeduunt, nopospenre Ha wummynoaeduuut (cm. OCOBBIE VKA3AHUS u
[MTOBOYHOE JIEUCTBUE).

e Octpble MH(EKUHMOHHbIE W HEMH(EKUMOHHBbIE 3a00sieBaHUs, O00OCTPEHME XPOHMYECKHX
3a00/1eBaHUI  ABJIAIOTCS BPEMEHHBIMM MPOTHBOMNOKA3aHUAMU JUIS TIPOBEJIEHUS TPHUBMBOK.
[naHoBblE NPUBMBKM MNpPOBOAAT uepe3 2—4 HeleliM MNOC/€ BbI3JOPOBICHUS WM B TEPUOJL
PEKOHBAJIECUEHUMH MM peMuccuM. [lpM HeTsKenbIX OCTPBIX BUPYCHBIX PECUPaTOPHBIX
MH(EKUMAX, OCTPBIX KHILIEUHBIX 3a00/1eBaHUSIX U APYTUX 3a00J1€BaHUAX NPUBMBKM NPOBOASTCS
Cpasy 1ocJjie HopMaau3aluu TeMnepaTyphbl.

e Octpas (opma auaped WM pBOTHI (B ITHUX ClydasX BakKLUMHALMIO NMPOBOAAT Ha CTajJMM
peMuccuM).

e HenepeHocumocTs (ppyKTO3bl, HapyllIEHHE BCACBHIBAHUS TJIOKO30-IajaKTO3HOIO KOMIJIEKCa,
HEJ10CTaTOYHOCTh (PEPMEHTOB caxapasbl /WJIH U30MaJIbTas3bl.

C OCTOPOXHOCTHIO

e [lpy axTuBHBIX 3a00/1€BAHMAX IKEIYJOYHO-KMIIEYHOrO TPaKTa, BKJOUYAs XPOHHUYECKYIO
JMapeto (OTCYTCTBUE KIMHUYECKHUX JIAHHbIX).

e [lpu 3anepxke pazBUTHUS (OTCYTCTBUE KJIMHUYECKUX JIAHHBIX).

e [lpy MMMYHOKOMIIPOMETHPOBAHHOM COCTOSIHMM (HanpuMep, B Pe3yJIbTaTe 3/10Ka4eCTBEHHBIX
HOBOOOPA30BaHHIi WIIM UMMYHO/IENIPECCUBHOM TEpanumu).

e [lpu OiM3KOM KOHTaKTe ¢ JMUAMM C MMMYHOJAeMUMTOM (Hanpumep, C JHMLAMH CO
3710Ka4€CTBEHHbIMU HOBOOOpa30BaHUAMHM HIu ¢ JULIAMHU, MoJ1yyaroluMH
MMMYHOCYIPECCUBHYIO TEparuio).

e [lpu Tpancdy3nu KpoBH WM NPOYKTOB KPOBH, BKJIKOUYAS MMMYHOIJIO0Y/IMHBI, MEHEE YeM 3a
42 1Hs 10 HAMEYEHHOM BaKIIMHAIIMH.

INIPUMEHEHUE IIPU BEPEMEHHOCTH MW B [IIEPHOJI TIPYJIHOI'O
BCKAPMJIMBAHUSA

Bakuuna PoraTex® npeanazHaueHa To1bKo s jeTeil. JJaHHBIX M0 MPUMEHEHHIO BAKLIMHBI T1PH
OepeMEHHOCTH W/UJM B NEPHO/I TPYAHOTO BCKAPMIIMBAHHS HET.

OcoOble rpynnbl nauHEeHToB

Memu



JITT 001865-021017

Bakuuna PoraTek® 06buHO X0OpowIo nepeHocHTest U 061a1aeT BbICOKON 3 (PeKTUBHOCTBIO MO
NpeI0TBPALIEHUIO POTABUPYCHOIO racTPOSHTEPUTA MPU PUMEHEHUH Y JIETEH B Bo3pacTe OT 6
10 32 Heaeb.

DpdexTuBHOCTL M Ge30MacHOCTb He ObIIM YCTAHOBJICHBI Y IETEH B BO3pacTe Milajlle 6 Helelb.
CITOCOBb IPUMEHEHMUS U 103bI

Cnocob eseoenus

TOJILKO JUUIS1 IPUEMA BHYTPb. HE J1J151 UHBEKI!

Bakuuna PoraTek® npesacrapisier cob0ii roTOBYIO K TPUMEHEHHIO JKUKOCTh.

Bakunna PoraTek® MoxkeT BBOJMTLCS BHE 3aBUCUMOCTH OT BPEMEHM NpUEMa MUILK WK J1I000#
’KM/IKOCTH, BKJIIOYAs rPpyAHOE MOJIOKO.

Bakuuny PoraTex® Henb3st cmelwMBaTh C JApyrdMH pacTBOpamMM W BaKLMHAMH B OJIHOM
emkocTd. Bakuuny PoraTek® Henb3s pacTBOpsTb WM pa3BOAMThL. He uchoavzosams, eciu
00OHapy’KeHbl BHELIHUE TOBPEKIACHUS TYObl W/MIW COAEPIKMMOE TYObl BBIMJISIUT HHAYE, YeM
ykasaHo B pasjene «OITMCAHUE» nannoii nHcTpyKuuu.

Cxema mua.(uuauuu

Kypc BakumHaumm coctouT U3 Tpex 103 npenapara PoraTek®.

[lepBas no3a npenapata PortaTek® BBoauTcs jgetsiM B Bospacte oT 6 0 12 Henelb.
[Tocneayrome 10361 BBOAATCS ¢ MHTEPBAIOM MEXK/1y BBEACHUAMH OT 4 10 10 Heienb.

Bee Tpu 10361 pekoMeHyeTes BBECTH /10 10CTHKEHHUS pebeHKOM Bo3pacTa 32 Hejielb.

[Ipn BBel€HMHM HEMOJHOM 103kl (Hanpumep, peGeHOK BBIMUIIOHY/I WIIM CPBITHYJI YacTh J103bl) HE
PEKOMEH/IyeTCsl BBOAMTL JIOMNOJHUTENbHYIO /103y, TaK KakK JaHHbIA PEXKHUM 03MPOBAHUS HE
M3y4alics B KJIMHUYECKUX Ucciel0BaHusaX. OcTaBLinecs 103bl Ce/lyeT BBOJAUTH COIJIACHO CXeMe
BaKLIMHALMH.

Heoonowennvie oemu

Bakunny PoraTexk® MOKHO NMPUMEHATH Y HEAOHOWICHHBIX ETeH, POJMBILMXCS TMPHU CPOKE
OepeMeHHOCTH He MeHee 25 Helelb. BakuuHy clieyet BBOAMTH TaKMM JIETIM HE paHee yem

Hepes 6 Heeb rnocje POKACHUA.

Perxomenoayuu no noocomoesxe u npogeoenuro saxyunayuu npenapamom Pomalex®:

BbiHbTe O/IHY YNAaKOBKY M3 XOJIOAWJIbHUKA, pa3OpBUTE €€ U I0OCTAHbTE

i MJ1IaCTUKOBYIO TYOYy.
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- (/j‘\\ Jlepxka TyOy BepTHKaJbHO, KOJMAYKOM KBEpXYy, [OCTYYHUTE [0
=1 \
\’)‘}S@?J-y s KOJINA4Ky, YToObl YAaJUTh )KMAKOCTb U3 103UPYIOLIEr0 HAKOHEYHHUKA.

\V,

Otkpoiite TYOy ABYMSI TPOCTBIMHU JIBUKEHUSIMMU:
1. Tlpokonute JO3UpYIOLIUH HaKOHEYHHK, MOBEPHYB

3aBUHYHMBAIOLMHICS KOJIIAYO0K /10 ynopa no 4acoBoi CTpeJIKe.

2. TloBepHHTE KOIMA4YOK MPOTHB YACOBO# CTPEJKH U CHUMHUTE €rO.

Beeaure 103y, OCTOPOKHO BbIKMMas JKMJIKOCTb B pOT pebeHKa B
HanpasJICHUKW BHYTPEHHEH CTOPOHBI 1lIeKH, Noka Tyba He onycTteeT (B

HaKOHCYHHUKE Ty6bl MOJKET OCTAThCH Karuis )KI/IHKOCTM).

[TycTeie TYObl M HAKOHEYHHMK TMOJUIEKAT YTHIIM3ALMK B KOHTElHepax

A1 6MOOTXOJIOB B COOTBETCTBUHU C YTBEPIKICHHBIMU TpaBHUJIaMH.

MOBOYHOE JIENCTBUE

Bakunna oObIYHO XOPOLLIO NMEPEHOCUTCH.

Y neteid, yyacTBOBaBLIMX B TpexX M1aue00-KOHTPOIMPYEMBIX KIMHHUYECKUX MCCIIEI0BAHUSIX
(6130 neteit B rpynne BakuuHbl PoraTek®, 5560 neteit B rpynmne miane6o), ObLIM OLEHEHDI
no6ouneie pdexTol npenapara PotaTek® B Teuenue 42 jHei nocjie BaKUMHALMK C WM Oe3
COBMECTHOIO MCMOJIb30BaHMS JPYruX BaKUMH 15 JeTeil. B uenom HexenarteibHbie peakiuu
Obiin otmevensl 'y 47% neteil, noay4aBinx BakuuHy PoraTek®, no cpasuenuio ¢ 45.8% B
rpynne mnnaue6o. HauGonee uacTbiMM HekKenaTeNbHbIMU SIBICHUSAMHU OblIM THUIEPTEPMHUSI
(noBeienue Temneparypsl Bbitie 38°C) (20,9%). anapes (17.6%) u pora (10,1%).

CepbesHble HexenaTelbHble peakuuu OblIM OLEHEHbl Yy BCeX ydacTHUKOB (36150 nereit B
rpynne BakuuHbl PotaTex®, 35536 neteii B rpynne niane6o) B 3 KJIMHUYECKUX HCCIIEIOBAHUSX
B TeueHue 42 queil nocse npuema Kax1oi 103bl. B esom yactora cepbe3HbIX HexesaTeIbHbIX
peakuuii cocrabasna 0,1% B rpynne Bakuunbl PotaTek® u 0,2% B rpynne niaueoo.

HexenarenbHblie pEakuuu B rpynne BaKUWHbI IMPUBEACHBI HUKEC B COOTBETCTBUU C CUCTEMOM
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opraHop/kjaccoB. Ha oOcCHOBaHMM OOBEAMHEHHBIX JAHHBIX 3 KIMHHUYECKMX MCC/IE10BaHMIA
(6130 nereit B rpynne BakumHbl PoraTex®, 5560 neteit B rpynne miaue6o) nepevyrcieHbl
HEXKeJIaTe/IbHbIC peaklMk, 4YacToTa KOTOpbIX B rpynne BakuuHbl PotaTexk® npeBocxoauna
4yacToty B rpynne miauedo Ha 0,2-2,5%.

HexenartenbHble peakuuu, BblJENCHHBIE KypCHMBOM, HAOIIOAAINCh B MOCTPErMCTPALMOHHOM
nepuoe.

YacroTa HexenaTe/lbHbIX peakiuii onpe/esiach Cleayoumum o0pa3om:

oveHb 4vacto (>1/10), wacto (>1/100, no <I/10), weuwacto (>1/1000, no <1/100), peako
(=1/10000, no <1/1000), ouenb peako (<1/10000), HeusBecTHO (4ACTOTY JaHHBIX
HEIKEJIaTE/IbHBIX PEaKIIMi HEBO3MOXKHO YCTAHOBUTH U3 UMEIOLIMXCS JIAHHBIX).
- Undekunonuble u napazutapheie 3a60/1€BaHus

Yacmo: vHGEKUMHM BEPXHUX JbIXaTE/bHBIX MyTei

Heuacmo: Ha30apuHIruT, CpeIHUA OTUT

- Hapyuienus co cTopoHbl MMMYHHO# CHCTEMBI

Heuzeecmno: anadmvaxmuwebmﬂ peakyusiy

- Hapyuienus co cTopoHbl 1bIXaTeIbHOM CUCTEMBbI, OPraHOB IPY/AHOM KJIETKH U CPEAOCTEHUS
Peoro: Gponxocnazm

- Hapyuienus co cTOpoHbI 5KelyI04HO-KUILIEYHOTO TpaKTa

Ouenv yacmo: nuapes, ppoTa

Heuacmo: cemamoxesust, 60J1b B BEPXHHUX OT/I€/IaX JKMBOTA

Peoko. uneacunayus kuweynurat, *

- Hapyuienus co cTopoHbl KOXKH M MOAKOKHBIX TKaHEH

Heuacmo: cbinb

Peoxko: kpanusnuyat

Heuseecmno: aneuosoemar

- O0ume paccTpoiicTBa U HapyLIEHHUs B MECTE BBEJIEHHSI

Ouenv yacmo: runepTepMus

Heussecmmno: pazopaxcumenvnocmo]

T Jlannble HexenaTelbHble peaKkiMu ObLIM YCTAHOBJIEHbI B XOA€ MOCTPErMCTPALMOHHOIO
HaOmoaenua. Yactora JaHHBIX HeKelaTelbHbIX peaklMii OlleHMBajach Ha OCHOBAHMM
COOTBETCTBYIOLMX KIMHUYECKUX UCCIICI0BAHMIA.

* cm. OCOBBIE YKA3AHUAL.

I HexenartenbHble peakiuu, KOTOpble HAOMOAAIMCH NPU MOCTPErUCTPALIMOHHOM MIPUMEHEHHH
BaKLMHbI; UX YACTOTY HEBO3MOKHO YCTAHOBUTL M3 MMEIOLIIMXCS JIaHHbIX.

ﬂOﬂ().'IHll"le.‘"lea}Z llll([)()]).\!allll}i HO HEKOMOPbIM HedHcenamelbHbiM peaKkyusim
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bonesns KaBacaku naGmonanace y 5 u3 36150 gereit B rpynne Bakuunbl (<0,1%) v 1 u3 35536
B rpynne nnanebo (<0,1%) c otHocutenbHbiM puckom 4.9  [95% JIW: 0,6 239,1]
(cTaTUCTHYECKM HE3HA4YMMO). JlaHHble KpPYMHOro MOCTPErucTpallMoOHHOro HabII0IaTeIbHOrO
uccne10Banns 6€30MacHOCTH HE MOATBEPIKAAIOT MOBBILIEHUS PUCKA BO3HUKHOBEHMSI 0OJIE3HM
Kapacakn nocne BakuuHaumu npenapatom PoraTexk® (cm. UMMYHOJIOTUMYECKUE
CBOMCTBA).

Hueacunayus xuweunuxa

Jlannble HabaK0AaTeIbHBIX HCCIe/IOBaHUi Oe30MacHOCTH, MPOBEAEHHBIX B HECKOILKHX CTPaHax,
CBU/ICTEJILCTBYIOT O TOM, YTO TPUMEHEHHME BAKLUMHBI Ul MPOPUIAKTUKA POTABUPYCHOM
MH(EKLNMHU MOKET YBEJINUYUTH PUCK BOSHMKHOBEHHMS MHBArMHALIMK KUILIEYHUKA B TeYeHHe 7 JHEl
nocje BakuMHaUMKM Ha 6 ciyyaeB Ha 100000 neteit npu cpaBHEHUM C OXKHAAEMbIM (OHOBBIM
YPOBHEM  BO3HMKHOBEHMs  MHBarMHauuu.  CylecTBYIOT  OrpaHMYEHHble  JlaHHbIE,
MOATBEPIKAAIOIIME MEHbILIEE YBEJIMYEHUE pUCKA BO3HUKHOBEHMS WHBArMHAlMK KHLIEYHHMKA
nocjae npueMa BTOPOH 103bl. (DOHOBas wvacToTa CjayvyaeB MHBarMHaUMW KMILIEYHUKA Y
HE BaKLIMHUPOBAHHbIX pOTaBidpycnoﬁ BaKLUMHOW Jaeteil muaawe 1 roja B 3THX éTpaHax
BapbupyeT oT 33 g0 101 na 100000 nereit B roa. HemssectHo, cBsi3aHa JiM peructpauus Gosee
BBICOKOTO YMCJia CJly4yaeB MHBAarMHalUMKM KULIEYHUKA C 0osiee JUIMTENIbHBIM  MEPUOJIOM
HaO/IIO€HUs 3a JETbMHM, KOTOPbIM BBOJAWJIM BaKUMHY /s NPOQUIAKTHKH POTaBUPYCHOM
uHpekunu (cm. OCOBbLIE YKA3ZAHUS).

OcooOvle epynnvl nayuenmos

CyuecTByeT pHMCK pasBUTHS alHOd Yy HEJOHOLICHHBIX JeTei (POXIEHHBIX Ha CpOKe
OepemenHocTH 10 28 Henenb BkItounTenbHo) (cM. OCOBBIE YKA3AHUS).

B xoae nocrtperucTpauMoHHOro HabOACHMsS JIeTe ¢ TSOKENbIM  KOMOMHMPOBAHHBIM
MUMMYHOJAE(UUMTOM  OBIIM  OTMEYEHBI  CJlydyau  TacTPOIHTEPUTA,  COMPOBOKIAOIIErOCs
BbI/IEJIEHHEM C KaJIOM LITAMMOB pOTaBUPYCa, BXO/SILLMX B COCTAB BAKIIMHbI.
INEPEIO3UPOBKA

Mmerotes cooOLeHnst 0 HECKOJIbKUX cilyyasx rnepeio3upoBku BakiuHoi PoraTek®. Otanunii B
npouiae HexenaTeNbHbIX SBJICHMH 10 CPaBHEHWIO ¢ NPUMEHEHMEM Mpernapara B
PEKOMEH/I0BAHHbBIX /103aX HET.

B3AMMO/JIEMCTBUE C JIPYT'UMM JIEKAPCTBEHHBIMMU ITPEIIAPATAMM
IIpumenenue ¢ opyeumu eaxyunamu

[Ipenapat PoraTek® MOXKHO BBOJAMTH JETSM OJHOBPEMEHHO C JIIOOBIMH  ClIEYIOIMMU
AQHTUI€HAaMH, BXOJIALUIMMH B COCTAB KaK MOHOBAJIEHTHBIX, TaK U KOMOMHHUPOBAHHBIX BaKIIMH:
AMPTEPUHHBIM ~ AHATOKCMHOM,  CTOJOHSAYHBIM ~ QHATOKCMHOM, OECKJIETOYHOMW  KOKJIIOIIHOM

BaKIMHOW,  KOHBIOTMPOBAHHOW  BakuMHOW  npotuB  Haemophilus  influenzae  tvn b,
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MHAKTUBUPOBAHHON MOJIMOMMENIMTHON BaKUMHOM, BAaKUWHOW MPOTHB BUPYCHOro renarurta B,
reKCaBaJICHTHOM BaKLMHOM (conepxauieii BBILLIEINEPEYUCIIEHHbIE KOMITOHEHTBI),
KOHBIOTMPOBAHHON  IMHEBMOKOKKOBOH — BAaKLIMHOW, KOHBIOFMPOBAHHOM  MEHMHIOKOKKOBOM
BakUMHOH  ceporpynnbl C. He OblIO  OTMEYEHO CHMKEHHS MMMYHHOrO OTBETa MpH
O/THOBPEMEHHOM BBEJIEHUH HECKOJIbKUX BaKIIMH M BakKLMHbI PoTaTek®.

OnHoBpemeHHOE BBeeHHE mnepopaibHOil noamosakuuubl (OI1B) u Bakuuubl PotaTek® He
BJIMAJIO HA HMMYHHBIH OTBET, Bbi3biBaeMblii OB, HO HECKO/IbKO CHMKAI0O MUMMYHHBIN OTBET Ha
BakUMHY PortaTexk®, o1HaKO HET JAaHHBIX, MOATBEPKAAIOUIMX CHHUKEHME CTENEHM 3alLUTHI OT
TsOKeNbIX JOpM poTaBUPYCHOTrO ractposHteputa. UMMyHHbIH oTBeT Ha BakuuHy PotaTek® He
u3menscs npu seeaennu OINB uepes aBe Hesenu nocie BBeieHus BakiMHbl PotaTek®.
OCOBBIE YKA3AHUS

Bo Bpems npoBenenus BakUMHALUMKM  JIOJKHBI  OBITH  JIOCTYNHBI  BCE  HEOOXOAMMbIE
JIEKapCTBEHHbIC Mpenapartbl, BKaoyas azapeHaaud (1:1000), Ha cayyail BO3HMKHOBEHMS
anaduiaktuueckoii peakuuu (cm. IOBOYHOE JIEMCTBUE).

JlanHble no >¢¢eKTHBHOCTH U GesonacHocT npuMeHeHus BakuMHbl PotaTek® y nerei c
KOMIPOMETUPOBAHHBIM MMMYHMTETOM, JeTell ¢ OeccumnrtomHoil BUY-undekuunei nium aerei,
KOTOPBIM OBLIO C/IE/IAHO NEPEMBAHUE KPOBH HJIH BBEICHbI MMMYHOTIO0YJIMHBI He GoJlee YeM 3a
42 s 10 BBEJEHMS  BAKLMHBI, OTCYTCTBYIOT. MajloBEpOSTHO, 4YTO GECCHMMITOMHAs
BUY-undexuus (BUY-nocuTenbcTBO) Oyaer BaWsTh Ha 6e30macHOCTb M dP(PEKTUBHOCTD
BakiMHbl PoraTek®. Tem He MeHee B CBS3M C HEAOCTATOYHOCTBLIO KIMHHUECKMX JAHHBIX HE
peKoMeH 1yeTcs HazHayeHue BakuuHbl PotaTexk® npu 6eccumntomuoit BUU-undekmu.

Y jeteil ¢ TAKENBIM KOMOMHMPOBAHHBIM MMMYHOAE(PUUMTOM ObLIM OTMEYEHbI Clydau
FaCTPOIHTEPUTA,  BBI3BAHHOIO  IWITAMMaMM  pOTaBUpyca,  BXOJSLIMMH B BaKIMHY
(em. [TPOTUBOITOKA3AHMUS).

[To naHHBIM KIMHMUYECKMX MCCie/loBaHUiT BaKLMHHBIA BUpYC oOHapykuBancs B kaie y 8,9%
BAKLIMHUPOBAHHBIX JIETEH TOJILKO B TeUEHHUE | HejeM nociie BBeIeHUs NMEepBOit 103bl BAKLUMHBI U
ToibKO y 0,3% neteit (1 cayuaii) nocie BBeaeHus 3-eif 103bl. MK BbIAEICHUS BaKLUMHHOIO
BUpyCa MPUXOAMTCS Ha 7-H JeHb mnocie BakuuHauuu. COriacHo [MOCTPErucTpalMoHHbIM
JIlaHHBIM BO3MOJKHA Mepejlaya BakIMHHOIO BUpYyca HEBAaKIIMHUPOBAHHBIM JiMuaM. Bakumna
PotaTek® nosmkHa ¢ OCTOPOKHOCTBIO HA3HAYATHCS JIETAM, HAXOAALIMMCS B TECHOM KOHTAKTE C
JMUAMH ¢ UMMYHOAE(ULMTOM (B TOM YHMC/Ie, NPU KOHTAKTE C JIMLAMM C OHKOJOrMYECKMMM
3a00s1eBaHUAMM, MMMYHOKOMIIPOMETUPOBAHHBIMH WU JMLamu, MoJ1yHaloLLMMH
MMMYHOCYTPECCHBHYIO Tepanuio). Caeayer cobmoaaTh ocodble rMrHeHHYecKHe npaBuia npu
KOHTAKTe ¢ KaJloM BaKUMHUPOBAHHOIO peOeHKa.

B knunnueckom wuccnenoBannn Bakuuny PortaTek® npumensin npumepno y 1000 neteii,
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POXKIEHHBIX MPH CpoKe rectaunu ot 25 1o 36 Hepenn. [lepByio 103y BBOaMIM Ha 6-0ii Hexene
nocae poxzaenus. besonacHocte u dpexTuBHOCTL BakuMHbl PotaTek® Gbina comnocraBuma y
JIaHHOH MOATPYNIbl JCTEH W Y NOArpYNMbl JeTed, pOAMBIIMXCS B CPOK. OJHAKO CpPean 3THX
1000 neteid, 19 nereii poanaock B cpok ot 25 10 28 Heaenb rectaumu, 55 — ot 29 10 31 Henens,
a octaibHble — oT 32 10 36 Hegens (M. UMMYHOJIOIT'MYECKUE CBOMCTBA u CITIOCOB
[TPUMEHEHUA U J1I03bI).

Husacunayus

[Tockosibky nanHble HabMOAATENLHBIX UCCICI0BAHHIT CBHAETENILCTBYIOT O MOBBILLIEHHOM PUCKE
BO3HMKHOBEHHS! MHBarMHallMM KMLIEYHUKA TOC/IE NPUMEHEHMs BaKUMHbI Ul NPOPUIAKTUKH
pOTaBUPYCHOH MHpeKUMM B TedeHue 7 aHeit nocie BakuuHauuu  (cm. [IOBOYHOE
JIENCTBUE), B kauectse MEepbI MPEAOCTOPOKHOCTH Bpayy HEOOXOJUMO OTCJICKHUBATDH JIHOObIE
CUMIITOMbI, YKa3bIBalOLIME HA BO3HMKHOBEHHE 3TOro 3aboneBaHusi (octpas GOJib B JKHUBOTE,
HEYKpOTHMasi pBOTA, HAJIMYKUE KPOBHM B Kajie, B3lyTHE )KMBOTA W/WITH BbICOKAs TEMIepaTypa).
Poaurenn/onekynbl 101KHbI ObITh MPOMHGOPMUPOBAHBI O HEOOXOAMMOCTH 0e30TIaraTeabHO
oOpaluaTbes 3a MEAMLIMHCKOMN MOMOILBIO B cnyqée BO3HUKHOBEHMS TaKUX CUMITOMOB.

B ciayyae wnanumuus npeapacnosloKEHHOCTH K BO3HMKHOBEHMIO WHBarMHallMM KHLICYHMKA
cm. paszaen [IPOTUBOITOKA3AHUKAL.

B Hactosuiee Bpems OTCYTCTBYIOT JaHHble O 0e30MmacHOCTH M S(PPEKTUBHOCTH NpPUMEHEHUs
BakUMHbI PotaTek® y HOBOPOMKAEHHBIX C JKETy/0YHO-KUILEYHBIMU 3a00/IeBaHUAMM (BK/IIOYAS
XPOHHYECKYIO MApet0) H MpH 3aiepiKke pa3sutus. [lpumenenne Bakunnbl PoraTek® cienyer
OCYLIECTBIIATL C OCTOPOKHOCTBIO Y TAKMX HOBOPOJK/IEHHBIX, @ TAKIKE B TOM Cjlydyae, KOrja, rno
MHEHHUIO Bpaya, 0TKa3 OT BaKUMHALMK STOH rpynnbl 1eTe npeactasiset OoJbLUIMIA PUCK, YeM ee
pOBE/IEHHE.

YKaszaHHbIi ypOBEHb 3alMTHI 10C/€ BaKLUMHALMK npenapatom PotaTek® obGecneunBaeTcs npu
3aBEPLICHHOM Kypce BakUMHAUMHK, coctosumem w3 3 no3. Kak u mobas apyras BakuuHa,
PoraTek® wne Mmoxer obecneuuTb MOJHYKO 3alIMTY BCEX BAKUMHUPOBAaHHLIX. Bakuuua
PoraTex® »sddekTnBHa TONLKO NPOTHB POTABUPYCHONW MHMEKUMH W HE 3allMLIaeT oT
racTpO’HTEPUTA, BHI3BAHHOIO JIPYrMMH NATOT€HHBIMU MUKPOOPraHW3MaMHu.

Kinnyeckue uccneopanus 3ppexTMBHOCTH 3alUNThI MPOTHB POTABMPYCHOIO racTPOIHTEPUTA
nposoauanck B Espone, CIA, crpanax Jlatunckoit Amepuku u Asun. Bo Bpems nposeienus
JQHHBIX KJIMHUYECKMX MCCIIe/IoBaHUI Hanbojiee pacnpocTpaHEHHbIM TE€HOTHIIOM pOTaBMpyca
Obi1 GIP[8], B TO Bpems kak ocraibhbie renotunsl G2P[4], G3P[8], G4P[8] u GOP[8]
00HapyKMBaJIMCh pexke. YPOBEHb 3alUThI, KOTOPbIH obecneunBaer Bakiuna PotaTek® npotus
pOTaBUPYCOB JAPYrUX THIOB U B IPYTrUX NOMYJISLUUAX, HEU3BECTEH.

JlaHHble KIMHMYECKUX MCCIIEI0BAHHI 110 NPUMEHEHHIO BakiMHbl PotaTek® 11s npoduaakTuku
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M0C/I€ KOHTAKTa ¢ NalMEHTOM C POTABUPYCHBIM FACTPOIHTEPUTOM OTCYTCTBYIOT.

[Ipu pemiennn o0 BakUMHALUMK pebEHKA C TSAIKEIO0H CTENEeHbIO HeJOHOIEHHOCTH (OepeMeHHOCTh
<28 Heaenb, HO He MeHee 25 HeJlelb), 0COOEHHO MMEIOIIEro B aHaMHEe3€e HE3pesloCTh OpraHoB
JbIXaHHs, HEOOXOAMMO YUUTBIBATh TOT (DAKT, UTO M0JIb3a UMMYHHU3ALMU TIPOTUB POTABUPYCHOM
MH(EKUMH y JaHHOW Trpymnnbl NAaUMEHTOB BbICOKA. BeiieiCTBME 5TOro He CleayeT HH
OTKa3bIBaTbCA OT BAKUMHALUMM, HU MEPEHOCUTH €€ CpOoKW. OIHAKO YyUYMTbIBasi MOTEHLHAIbHBIMI
PHCK anHod, NMepBYIO BAKLUMHALMIO HEJOHOUIEHHOrO MJIa/IEHIA MPeano4YTUTELHO MPOBOAUTL B
YCIIOBHSX CTaUMOHapa € BO3MOXKHOCTBIO BpaueOHOro Hal/IOACHMS 3a COCTOSHUEM TaKoro
nauueHTa B Teuenue 48-72 u.

BAKLHHY PoraTex® 3ATIPEILIEHO BBOJIMTb MHBEKIIMOHHO!

Bakuuny PotaTexk® cneayer BBOAMTHL KaKk MOXHO ObICTpee TMOCJI€ M3BICUCHHUS W3
XO0JI0/IMJIbHUKA.

B ciayyae ecau BakuMHy HE MCNOJb30Ba/IM, OHA MOJUICKHUT YTHIM3aUMM B KOHTEHHepax s
OGHOOTXO0/10B B COOTBETCTBUM C YTBEPIKACHHBIMH MpaBUIaMH.

BJIMSTHUE HA CITOCOBHOCTb YHI;ABJISITB TPAHCIIOPTHBIMH
CPEACTBAMMU U PABOTATH C MEXAHU3MAMMU

Henpumenumo.

®OPMA BBITYCKA

PacTBop a1s npuema BHYTpb.

B TyGe coaepikuTes oHa npuBMBOYHAs J103a.

[To 2 M1 B TyObl 00bEMOM 4 MJI M3 MOJAMATHICHA HU3KOW TMJIOTHOCTH C OTBMHYMBAIOLICHCS
KPBILLIKOH! U3 MOJMITHIIEHA BbICOKOW MJIOTHOCTH.

Ha xopnyce TyObl Ha aHTTMHCKOM $I3bIKE HAHECEHO: C OIHOM CTOpOHBI — «Rotavirusy, «Vaccine»
v sorotun Gupmbl B BUAe rpaduyeckoro cumpoia, ¢ japyroi — «Rotavirusy, «Vaccine» u
jgorotun Gupmel B BUe abopeBuatypbl «MSDy.

Tyba nomeleHa B MHAMBU/YalIbHYIO YIAKOBKY M3 (DOJIbIHM allOMHUHUEBOA.

Vnarxoexa ons OMmMnycKka uz anmek

[To 1 TyGe B ynakoBke u3 ¢osibr¥ aJlOMMHMEBOI BMECTE C MHCTPYKLMEH MO MPUMEHEHHIO B
KapTOHHOW Mavke.

Vnaroera ons neveono-npounakmuveckux yupesrcoenui

[To 10 T1y0, Kaxknas B MHAMBMAYaIbHOH ynakoBke M3 (OJbIM aJOMUHUEBOH, BMecTe C
MHCTPYKLMEN 10 NPUMEHEHHUIO B KAPTOHHOW Mavke.

YCJIOBUSI XPAHEHMUSI

Xpauutb npu Temneparype ot 2 10 8°C B 3alIMILEHHOM OT CBETa MECTE.

Xpanmb B HCJIOCTYITHOM J1JI4 JIETE mMecTe.
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