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WHCTPYKLIMA
[10 MEJJUIIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Pora-V-Jiig®

Peruncrpaunonnslii Homep:

Toprosoe nanmenosanue: Pora-V-2iin®

Mesxaynapoanoe HenmaTeHTOBAHHOE H/IN FPYNIIMPOBOYHOE HANMEHOBAHHE: BAKIIMHA JULS
NpopUIAKTHKH POTABUPYCHOM HH(EKIMH, IEHTABAJIEHTHAS, YKHBasI

JIeKapCTBeHHaH qmpmaz JII/IO(I)I/IJIHSaT JJIST ITPUTOTOBJICHUS pacTBOpa Ui IIpUEeMa BHYTPb

Cocra:

Opnua npuBHBOYHAsK 1032 (2,5 MIT) CONEPKHT':

eticmeyowue eewjecmea

JKuBble peaccOpTaHThl YelOBEYECKOro M OBIYBEr0 POTABUPYCOB, BBIPAIEHHBIE HA KYIBTYpE

KJ1eTok Bepo:

PoraBupyc tuna G1 - He MeHee 10>° GOE*
PoraBupyc tuna G2 . ne menee 10°° GOE*
PoraBupyc tuna G3 - He Menee 10%% GOE*
PoraBupyc tuna G4 - He menee 107° GOE*
PoraBupyc tuna G9 - ne menee 10> OOE*

DOOE* - hokyc duryopecuupyroliie euHHUIIb]
Bcenomozamenviole seujecmasa
Caxapo3sa 50,0 mr, riunus 50,0 mr, cpera MEM 17,0 mr.

Pacmeopumens

JlumonHo# kuea0THI MOHOrHMApaTa 24,0 Mr, Hatpus GukapGonaTa 64,0 Mr, Boa ISt HHBEKIIHI 10
2,5 M.

[Ipumeuanue:

1 - Bakunna u pacTBOPUTEIIb HE COLEPKAT KOHCEPBAHTOB.

Onucanue

JInodummsar s npuroToBeHus pacTBOpa /Ui pUeMa BHYTPb - OJHOPO/IHAS TOPHCTAS,

PbIXJIast Macca OT po30BaTOro J10 YKEJITOBATO-0€J10r0 1BETA.



[Tocne BoccTaHOBIIEHHS PacTBOPHUTEIIEM — ITPO3pavyHas XXUAKOCTb OT pO30BaTOro 10
JKEJITOBATOI'O IIBETA.

PaCTBOpI/ITCHB — I[Ipo3pavHas OecuBeTHas )KHIKOCTD.

XapakTepucTHKA

[penapar Pora-V-2iin® npencrabinser co6oii nepopasibHyio, [IEHTABAJICHTHYIO, )KUBYIO BaKIIMHY
At npoGUIAKTHKM POTABUPYCHOH HMH(EKLMH, KOTOpas COAEPKHT MATh pPeaccoOPTAHTHBIX
(uesoBeyeckre U OBIMBH PEacCOPTAHTHBIE LITAMMBbI) IITAMMOB poTaBupyca cepotunos Gl, G2,
G3, G4 u G9, BeIpalIeHHBIX HA KYJIbTYpe KJIETOK JTHHHU Bepo. Bee mrammer conepskat ren VP7
COOTBETCTBYIOLICTO CEPOTHIIA U3 LITAMMOB YEJOBEYECKUX BUPYCOB, PEACCOPTAHTHBIX ¢ OBIYLUM
poraBupycom (UK).

[Ipu IpOM3BOACTBE BAKIIMHBI HCIIOJIB3YIOTCS. MATEPUAIIBI JKUBOTHOTO MPOMCXOKICHHS.

Bakuuna ¥ pacTBOpUTENb HE COJEPXKHT KOHCEPBAHTOB. BcroMoraTenbHbIE BEIIECTBA HE

COACPIKAT BCHIECTB JKUBOTHOI'O ITPOUCXOIKIACHUS.

®apmakorepanesTnyeckasi rpynna: MUBII - sakuuna.

Koa ATX: JO7BH02

dapMakoJIOrnyecKue cBoiicTBa

B yMepeHHOH KIMMaTHYeCKOH 30HE pPOTABUPYCHBIH TacTPOIHTEPUT SBISETCS OCHOBHBIM
CE30HHBIM 3a00JIEBAHMEM C yBEJIHMYEHHEM 3a00J1eBaeMOCTH (SMUAEMHUSIMH) B 3MMHHE MECSIIBL.
[Ipy OTCYTCTBHH JIe4eHHs] POTABHPYCHBIH TaCTPOIHTEPHT MOXKET NPHBECTH K JIETaJIbHOI
JIeTH/IpaTaliy.

Sppexmusrnocmo

[lo jganHbIM  KIMHHYECKHX Hcclie0BaHuit d(QexkTHBHOCT, BakuMHbl Pota-V-Diin® 6Gbuia
NPOJEMOHCTPUPOBAHA B OTHOLUEHHWHM FacTPOIHTEPHUTA, BBHI3BAHHOTO POTABUPYCAMH CEPOTHIIOB
G1, G2, G3, G4, G9.

DddexTuBHOCTS BakuuHbl PoTa-V-2iin® npu TpeXKpaTHOM mepopalbHOM BBELCHHH U3y4asu B
KJIMHHYECKUX HCCieaoBaHusX ¢ yuyactueM 15 000 nereii.

Bakuunanus npenaparom Pota-V-Ditn® nosonnna npenoTBpatuth 4,30 3MH3040B THKEIOTO
POTaBHPYCHOTO racTposHTepura B pacuere Ha 100 yenoBexo-er. COBOKYIIHBIH PHCK Pa3BUTHS
TAKEJIOT0 POTABUPYCHOTO FACTPOSHTEPUTA Y BAKIIMHUPOBAHHBIX OBbLT 3HAUYUTEIBHO HUIKE, YEM B
rpynne miane6o.  Otmeuvanu ysenuueHue 3(G(EKTUBHOCTH BAKIMHBI IO MEPE IOBBITICHHUS

TAJKECTH POTABHPYCHOTO racTpodsHTepuTa 1oboro renesa. [Tokazarens 3¢ (eKTHBHOCTH BAKLIMHBI



Pora-V-2iin® cocrasun 73,2%.

B pesysibpTare KIMHHUYECKHMX HCCIIEIOBAHHUSX [10KA3aHO, YTO JUIS JOCTHXKEHHS HEOOXOIMMOro
YPOBHA M JUIMTCJIBHOCTH 3alIMTBl INPOTHB POTABUPYCHOIO TaCTPOIHTEPHTA HEOOXOIAMMa
TPEXKpaTHasi BAKI[HHAIIMSI.

HmmyHnozennocmo

[Ipu oLeHKe MMMYHOT€HHOCTH OBUIH MOJTYYEHbI CJIE/IYIOIIHE PE3YIBTATHI

- 2-X, 3-X 1 4-X KpaTHOE yBeJIHUYEHHE BETHYHHBI THTPOB IgA coctaBuio 75 % B rpynie, NPUBHTHIX
BakuuHOI Pota-V-2iin® u 20 % B rpynne, nosyuausieit [Liane6o.

- YpOBeHb CEpOKOHBEPCHH uepe3 28 jaHeil rociie BBeAeHUs 3-if 10361 cocTaBisil 48 % B rpymme
NPUBHTBIX BaKLUHUHON Pota-V-Diin® u 21 % B rpynne, nmomyunsiei [Iiane6o.

B uessix peruerpannn Bakuunbt Pora-V-3iin® B Poceniickoit ®exepannn Gb11 npoBeaeHbl
KJIHHUYECKHEe HCCIeI0BAHUS ¢ YYACTHEM JIeTeil.

B anamm3 ummyHOreHHoctH BakuuHbel PoTa-V-Ditn® GbumM BKIIOYEHB HaHHBIE 97 1eTeii-
YYaCTHHUKOB HCCJIe/I0BaHMs — 48 jeTell U3 IpyNnbl TPEXKPaTHO MPUBHTHIX BakiuHOM Pora-V-
Dia® u 49 nmeteit u3 rpymmsl TpexkpatHo npuHuMaBmuX IlnaneGo. Jlons mereit-ydyacTHHKOB
KJIIMHHYECKOIO  MCCJIC/IOBAHMsSI, KOTOpble OBUIM  CEPONO3HUTUBHBIMH C  KOHI[EHTpAlUeH
porasupyccnenupuueckoro IgA > 20 En/min Ha MOMEHT MX BKIIIOYEHHS B HCCIIEIOBAHHE MEPe]]
PHEMOM NepBO# 103b1, cocTaBuia 20,8 % B rpynne Bakuunbl Pota-V-2iin® u 32,7 % B rpymnme
[lnaueGo. IlpoBenenue TpexXKpaTHOH BAKUMHALWM CEPONO3MTUBHBIX  J€Tei-y4aCTHHKOB
MCCJICIOBAHUS MTO3BOJIMIIO JOCTHYL IOKasaTens cepokoHBepcuu a0 50 %. B rpymnme ucxomno
CEpPOHETaTHBHBIX YYACTHUKOB KJIMHHYECKOro uccenoBanus 10 92,11 % npuBHTBIX MpernapaToM
Pora-V-Diin® umenu yetsipexkparHoe i Gojiee yBeInIeHue TUTPA CHEeNHU(PUUECKUX aHTUTE]L.
YBenuuenne cnenuduuecKkux aHTuTen [gA mocse TpeXKpaTHOro BBEIEGHMS BaKIMHBI Pora-V-
Diin® nabmomann y 90 % NpPHBHTHIX JeTeii-y4aCTHHKOB, IIPH 3TOM KpPaTHOCTH YBEJTHUCHHS
ypoBHsl IgA B rpymme mpHBHUTBIX BaKIUHOH Pota-V-Ditn® cTaTHCTHYECKH 3HAYMMO OT/IHYANIACh
OT KpPaTHOCTH yBeJIM4YeHus ypoBHs IgA B rpymme [Tnane6o.

[1pu u3yuenuu nmmyHoreHsocTH Bakuutbl Pota-V-2iin® B o6meit nomyismu CEPOHEraTUBHBIX
M CEpONO3HTHBHBIX JETECH-YYaCTHUKOB MCCIEA0BAHMS MOKA3aHO, 4YTO [OCJE TPEXKPATHOM
UMMYHH3allMK cpeaHereomerpuueckas pennunHa Tutpa (CI'T) crnenupuueckux aHTHTEN B
rpynIe NPUBHTHIX BAKUMHONW PoTa-V-Dita® 0CTOBEPHO CTATHCTHYECKH 3HAYMMO [IpeBbIIaja
CI'T anturen B rpynne Inane6o u cocrasmsiia 130,81 EJI/mit. Kpatnoets npupocta CI'T antuTen
B rpynne BakuuHbl Porta-V-Din® cocrasnsna 39,05, B rpymme IlnauneGo — 2,80. YpoBHH
CEPOKOHBEPCHH (C JBYX-, TPEX- U YETHIPEXKPATHBIM MIPHPOCTOM AHTUTEN) B IPYIIIE NPUBHTHIX
BakiuHo# Pora-V-Ditn® cocrasnsim ot 79,17 % no 83,33 %.

MexaHn3m MMMyHHOH 3alMTBI OpraHu3Ma BakuuHOW Pota-V-2iin® or poraBupycHOro



racTpO’HTEpUTA IO KOHIIAa He U3y4eH. B3auMOoCBs3b MEXKy COAEPKAHUEM aHTHTEIN K CEPOTHIIAM
poraBupyca G1, G2, G3, G4, G9 nocne BaKIMHALKUU POTABUPYCHBIMH BaKLIMHAMU U CTEIIEHBIO
3aLIUThI IPOTHB POTABUPYCHOTO raCTPOIHTEPUTA HE YCTAHOBJICHA.

[lo faHHBIM KJIMHHUYECKUX MCCJICJIOBAHUI IIOC/IE IPOBEJEHHUS IIOJHOIO Kypca BaKIHHALHH,
COCTOSIIIEro U3 Tpex 103 npenapara Pota-V-2itn®, y 92,11 % HCXOIHO CepPOHETaTHBHBIX J€TeH-
YYaCTHUKOB HUCCJIE/IOBAHUS B CBIBOPOTKE KPOBH HAOII01AJIOCH 3HAYUTEJILHOE MTOBHIIIEHUE YPOBHS

aHTH-POTaBUPYCHOrO IgA.

ITokazaHusi K NPUMEHEHHIO
AKTHBHasi UMMYHH3alUsl 3JI0POBBIX JleTel B Bo3pacTe OT 6 Heaeslb A0 32 Helelb C LEJbIo

npoUIaKTUKH TaCTPOIHTEPHUTA, BBI3BAaHHOTO poTaBupycamu cepotunoB Gl, G2, G3, G4, G9.

[IpoTruBonokasanus

- TToBbIIIEHHAs UYBCTBHTEILHOCTD K TIOOOMY KOMIIOHEHTY BaKIHHEI Pota-V-2iin®, a Takxke
Ha BBeJIeHHE JII000H BaKIMHBI sl TPO(UIAKTHKH pOTABUPYCHON HH(EKIHH B aHAMHE3E.

- BpoxieHHbIe TOPOKH Pa3BUTHUS JKEJIyIOUHO-KUIIEUHOTO TPaKTa, Ipeapacioaraomue K
MHBAarMHALU{ KULICYHHKA.

- Tsoxénpiit komOuHupoBanublil ummynoaeduumt (TKHWJT). [Tockonbky y nereit ¢ TKUJL

ObUtM 3a)MKCUPOBAHBI Cllyyad pa3BUTHSI TaCTPOIHTEPUTA, BBI3BAHHOTO JPYTHMH HKUBBIMH
POTaBUPYCHBIMH BaKIIMHAMH.

- MHBaruHanys KHeuHNKa B aHaMHe3e.

- ['1r0K030-ranakTo3Has MajibadbcopOIHsl U HEMePEHOCHMOCTh Caxapo3bl.

- Octpbple HH(pEKUHOHHBIE U HeMH(EKIIMOHHBIE 3a00JIeBaHHUSI U 000CTPEHHE XPOHUYECKUX
3a00JIeBaHUI SIBJISIIOTCS BPEMEHHBIMH IPOTHBOIOKA3aHUSMHU, TPUBUBKH IPOBOIAT uepe3 2
HEeJIeJIU TI0CJIe BBI3JIOPOBIICHHUS.

- Tsoxenas popma nuapen.

C 0CTOpPOKHOCTBHIO

- JletaMm ¢ ocaabiIeHHBIM MMMYHHTETOM U JAETSM, HAXOSIIMMCS B TECHOM KOHTAKTe C JIMLaMU
C UMMYHOAE(DHULUHUTOM (OTCYTCTBHE KJIMHUYECKHX JI@HHBIX).

—  CyO¢ebpunbHas Temmeparypa Tena.

—  MHdexuun BepXHHUX JBIXaTEIbHBIX MyTeH JErKOH CTENEHN TSHKECTH.

—  3abonepanus JXKKT, BKitouas XpOHHYECKYIO IHAPEIO.

—  3azep)kka pa3BUTHSL.



IIpumenenue npu 6epeMEHHOCTH H B IIEPHO/ IPY/AHOT0 BCKAPMJIMBAHHSI
) -
Bakunna Pora-V-Din® npennasHadena TONbKO st nerel. HeT MaHHBIX O HpUMEHEHHH

npernapara 'y 6epeM€HHLIX JKCHIIMH U B IEPUOA I'PYIHOIO BCKapMJIMBaHUS.

Crnoco6 npuMeHeHus U 1035l

Bakuuna Pora-V-2iin® npeanasnadena ToapKo 1is [IpHEMa BHYTpb!

[lepen mpumenennmem BakuuHy Pora-V-Diin® HeoGxommmo passect [IPUJIaraeMbIM
pactBoputeneM (cm. Pexomenoayuu no no02omoske u nposedenuio 6aKyunayuu).

Bakunna Pota-V-Diin® MokeT BBOIMTBCS BHE 3aBHCHMOCTH OT pyUemMa MULM WK 000
JKUJKOCTH, BKJIHOYAs rpyaHOe MOJIOKO. Baxunny Porta-V-Din® nenmbss cMemmBarh ¢ Apyrumu
JIEKAPCTBEHHBIMH CPEJICTBAMM.

Bakuuny Pota-V-Dia® u npuiaraemblii B KOMILIEKTe pacTBOPUTENb MEpe] HCIOJIb30BaHHEM
HEOOXOMMO BU3YaJIbHO TPOBEPHUTH HA OTCYTCTBHE MEXAHMYECKUX BKITIOUCHHH W/WITH H3MEHEHHEe
BHEIIHEro Buaa (cm. pasnen «Onucanuer). B ciyuae ux oOGHApy)KeHUs CleAyeT OTKa3aThesl OT
NPUMEHEHHU S BAKLIMHbBI U PACTBOPUTEJIS.

Paspenéunyio Bakuuny Porta-V-Diin® Heo6X0oXMMO HCIIONB30BaTh B TEYeHHE 6 YACOB MOCIE
pasBezeHust MO0 10 KOHLA BPEMEHH MMMYHH3Al[HH, B 3aBHCHMOCTH OT TOTO, YTO HACTYIAeT

paHbllle, IPH YCJIIOBHM XpaHeHus npu temmepatype ot 2°C no 8°C.

Cxema sakyunayuu

Kypc BakumHaumu coctout u3 tpex 103 npenapara Pota-V-2iin®, kaxaas 103a mo 2,5 mi.
[Ipenapar Pota-V-Ditn® cnemyer BBOAWTDH TPHIKIBI, C HMHTEPBAJAMU MEXIY BBEJCHHEM
OYepeJHON [103bI HEe MeHee 4-X HeJleslb, HauuHas ¢ 6-HeIebHOr0 BO3pacTa.

I1py BBeeHHH HEMOIHOMN 103b1 BAKLHMHBI (HANpHMep, peGEHOK BBITUTIOHY MJIM CPBITHYJ YacTh
J103bI), HA YCMOTPEHUE Bpaya, MOXKHO Pa3oBO MPUMEHHTh 3aMEIIAIONIYIO0 103y BAKIHHBI HA TOM
Ke BU3UTE BakMHauK. OcTaBIIHecs 1035l BakIMHbl Pota-V-Diin® cremyer BBOAUTH COrIACHO
CXeMe BaKIIMHAIIHH.

Coenacno  pexomenoayuii  Becemupnoi  Opeanusayuu  30pasooxpanenus, eclnd — IUIAHOBAs
MMMYHH3alHs Hayara Mo3ke 6 MecsleB W/WIH MHTEPBal COCTaBiIseT Oosiee 4 HeIenb, MOXKHO
OCYLIECTBIJISATH BBeJEHHE BakIMHBI Pora-V-2itn® camocrostensno nu6o ¢ BaKIIMHAMH AKJIC,
MHAKTUBUPOBAHHON [MOJIMOMHEIMTHOH BAaKIMHOW, OpaJbHOW IOJIMOMHUEIMTHON BaKLMHOM,
BakUMHOW npotuB Haemophilus influenzae tuna b u npotus renarura B.

Pexomenioano, 4To0bI 1€TH, KOTOpBIE MOMyYald BaKUMHY ISl TPO(QHUIAKTHKM POTABHPYCHOM
MH(EKLNA, [EHTABAJICHTHYIO, JKHBYIO [UIsi IepBOM HMMyHHM3alHH HPOTHB pOTAaBHpYCa,

NPOJI0JIKAIH MOJTy4aTh 103kl STON JK€ BaKIMHBI B JabHeHeM (3 103bl).



Jlaunble 0 Ge30MacHOCTH, HMMYHOT@HHOCTH WM 3()(EeKTHBHOCTH BaKUHHBI Pota-V-Diin® npu

BBCICHUH nooqepé)mo C JAPYIrUMH 3aperuCTpUpOBAHHBIMH BakKLUHAMH JIJIs1 HpO(bI/UIaKTI/IKI/I

POTaBUPYCHOH HHPEKIHU OTCYTCTBYIOT.

Pexomenoayuu no nodcomogke u nposedenuio 6aKyuHayuu

. CHUMHTE NJIAaCTHKOBBIE KOJIMAYKH C ()IIAKOHOB, COJEpIKAIIHX

PaCTBOPHUTEIIb H nnodmnmar.

2. Tlpucoenunute anantep u WIPHUI K GJIAKOHY C PACTBOPUTENIEM, HAXKAB
BHH3 JI0 TeX IMOp, [10KA HAKOHEYHUK HaNEXKHO He yctaHOBHTCs. Habepure

BECh paCTBOPHUTEIIb B LIITPHIIL.

3. Vobepure npucnocobenne ¢ ¢iakona ¢ pactBoputesiemM. BeTpaxuure

LIIIPUL, COAEPIKALIUN PACTBOPHTEIb.

4. Bemute BCE coiepKMMOE INMpUIA BO (IIAKOH, COAEpIKALIHIA

aropuImM3ar.

5. Bcerpsxuute (nakoH M IPOCMOTPHTE €ro, uTOObI JIHO(HIN3AT
IIOJIHOCTBIO pacTBopuiics. Pa3BenéHHas BakuuHA IpeacTaBiseT coOoif

np03paqun‘/’1 pacTBOp OT pO30BATOIO JI0 XKEJITOBATOI'O 1IBETA.

6. HaGepute onny 103y (2,5 MJI) BOCCTAaHOBJIEHHOTO pacTBOpa BaKLHHBI

00paTHO B LIIPHII.

7. OtcoeaMHHTE WIPHI[ OT aanTepa.

8. OcTopoHO BBEIUTE BCE COAEPKUMOE IINpHNa (0Ha 103a 2,5 M) B
poT peOEHKa (B HanpaBIeHHM BHYTPEHHEH CTOPOHEI INeKH). PeGéHoK
JIOJDKEH HAXOJMTBCS B ITOJIOKEHUH TOJTyJIeXKa.

He BBOIMTE B BUJI€ UHBEKIUH!

IToGounoe neiicrBue




Ha ocHoBanumM OOBENMHEHHBIX NAHHBIX 5 KIMHHYECKHX Hccuenopanuit (Gomee 15 000
YYaCTHHUKOB) II€PEYHCIIEHB] HE)KeNaTeIbHbIe PeakIiH, YaCTOTa KOTOPBIX B IPYIINe BaKIUHEI PoTa-
V-Diin® He npeBblana yacToTy B rpynre [[naue6o.

Hacrora HexeaTebHbIX peaKLinii ONpe/Ielsiiach CieIyoIuM 00pa3oM:

oueHb 4acTo (=1/10), wacto (=1/100, Ho <1/10), Heyacto (>1/1000, ro <1/100), peaxo (>1/10000,
Ho <1/1000), ouenp pexxo (<1/10000), HeH3BeCTHO (YACTOTY MAHHBIX HEXKeEJATENBHBIX PEaKIHil
HEBO3MOKHO YCTAHOBUTH U3 UMEIOIUXCH JAHHBIX).

- ndexunoHHbIe U napasuTapHble 3a00/1€BaHUs

HYacmo: vH(eKUNN HIKHUX JIBIXATENIBHBIX ITyTei, OPOHXHOIUT, GPOHXONHEBMOHHUS, BOCIIATICHHE
JETKUX, HHPEKINY BEPXHUX JIBIXATEIbHBIX IyTeH*,

Heuacmo: nazobapuarut*, cpeaHuit oTut*.

- Hapymienus co cTopoHBI HMMYHHOM CHCTEMBI

Heuséecmno: anapunaktudeckas peakums*,

- Hapyienusi co CTOpOHbI 1bIXaTeNbHON CHCTEMBI, OPraHOB IPY/IHON KJIETKH H CPEIOCTEHHS
Peoko: Gponxocnazm*,

- Hapyiienus co cTOpOHBI JKeJTy104YHO-KHIIIEYHOT 0 TPaKTa

Ouenb yacmo: raCTPOSHTEPUT, CHUKEHUE alNETHTA, PBOTA, AUAPES.

Heuacmo: remaroxe3ust™, 60Jib B BEpXHHUX OT/E/IaX KUBOTa*.

Peoxo.: nHBaruHauus KUIeYHuKa**,

- Hapyiienus co cTOpOHBI KOXKH M MOAKOKHBIX TKaHEH

Heuacmo: cpinp*,

Peoko: xpanuBHHUIA*.

Heussecmno: anrnosgema*.

- OGmue paccTpoiicTBa ¥ HapyIIEHHs B MECTE BBEACHHS

O4eHb 4acTo: rUMEePTEPMHUSs, pa3IPaKUTEILHOCTD.

*JlaHHble He)KeJIaTeNIbHbIe Peaki[Hd BO3MOYHBI IPH NPHMEHEHHH BakiuHbI Pota-V-2in® u
YCTaHOBJIEHBI B XOJ€ MPOBEJCHUS KIMHMYECKUX HMCCIeNOBaHUH BakuuHbl 171 NPOQUIAKTHKH
pOTaBUPYCHON MH(EKIHNHU, IEHTaBAIEHTHOM, X)1BO# (PoTtaTek®).

** Jlo Hayana nepBHYHOrO aHaIN3a HeXKeNaTe bHbIX ABJICHHI BO3HHKIIO 7 ClIy4aeB HHBArHHALUH
KMIIEYHUKA, U3 KOTOPBIX 4 ciiyyas ObLIM B IpyIIe HPUBHTHIX BAKIHHOM Ul MPOQUIAKTHKHI
POTaBUPYCHON WH(EKLMK, NEHTABAJCHTHOM, XUBOH 1 3 B rpymmne [nane6o. Hu oxun ciyvaii He

BO3HHUK B TeueHue 28 aHeil nmocie BBeaeHus BakuuHbl Porta-V-2iig®.

Ilepeno3uposka

O ciyyasx nepeo3upoBKH BakuMHbI Pota-V-in® He coobIuanocs.



yLII/IT]':»IBaSI, YTO BaKIMHALMs OOJDKHA ITPOBOJIUTCS TOJIBKO KBaJIPI(bI/II_II/IpOBaHHI:IM MCIUIIMHCKHUM
IIEPCOHAJIOM, PUCK II€PEAO03UPOBKH KpaﬁHe HHU30K.

HpI/I BO3HHKHOBCHHUH CJIy4acB MEPECIO3UPOBKH BAKIIHMHBI POTa-V-aﬁﬂ® HEOOXO0IHMO TIIATCJIIBHOC
HaOo/IeHHe 3a I[IPUBHUBAEMBIM B TCUYCHHEC HE MECHEE 6 4 s CBOCBPEMCHHOI'O OKa3aHUs
HEOTJIO)KHOM TOMOIIHU IIpyH BO3HHUKHOBCHHH aﬂnepmqecxoﬁ p€akiuuu B BHIC CHMIITOMOB
I'MIICPYYBCTBHTCIIbHOCTH HEME/UICHHOI'O TUIIA U I'MIICPYYBCTBUTEJIbBHOCTH 3aMEUIEHHOT'O THIIA. B
ClIydac IICPEAO3HMPOBKH TaKXKE BO3pACTACT PHCK HEXKEJIATCIbHBIX SIBJICHUH, CBSI3aHHBIX C

MPUMEHEHUEM JIEKApCTBEHHOrO npemnapara (cM. pasaen «[lo6ouHoe neicTBue).

B3aumopeiicTBHe ¢ APYrHMU JIEKAPCTBEHHBIMH CPEACTBAMH

Bakuuny Pota-V-2iin® MOXHO BBOIHTB ONHOBPEMEHHO C JAPYIMMH BakIMHAMH B paMmKax
NporpaMMbl MMMYHH3ALUHU JI€TeH, BKIIOYass KOMOMHUPOBAHHYIO BaKIIMHY MPOTHB KOKJIFOIIA,
muprepun u cronbusaka (AKJIC), MHAKTHBHPOBAHHYIO MOJMOMHENMTHYIO Bakuuuy (MUIIB),
OpasibHYIO nojimomMueTuTHY0 Bakuuny (OI1B), Bakunny npotus Haemophilus influenzae tuma b
(Hib) u npotus renatura B. Mccnenosanus B3aumonelictsus Bakuunsl Pota-V-2itn® ¢ apyrumu
JIEKapCTBEHHBIMHU CPE/ICTBAMH Y JIeTeH HE MMPOBOIHIIKCh.

MMmyHOCynpeccHBHas  Tepanus, BKJIIOYas OOJyueHHE, aHTHMETAOOJIUTBI, AJIKHUIMPYIOLINE
CPeICTBA, IUTOTOKCHYECKHE CPEACTBA U KOPTHKOCTEPOUIBI (HCIIOJIb3yeMble B J03aX OOJBINUX,

(1 MI/IHI/IMaJIBHLIC), MOTYT CHHXXaTb I/IMM}’HHHﬁ OTBET HA BaKIIMHAIHIO.

Oco0ble ykazanusi

Hauneie mo Ge3omacHocty U ¢ dexTuBHOCTH Bakuuubl Pota-V-2in® y mereil ¢ ocnaGieHHbIM
HMMYHHUTETOM, JeTeld, uHpuuuposannelx BUY mnm neteit ¢ XpOHHYECKHM racTpOIHTEPHTOM,
OTCYTCTBYIOT.

Bakuuny Pota-V-2ia® MOKHO ¢ 0CTOPOXKHOCTBIO BBOAUTD AETAM ¢ 0C/I1a0IeHHBIM UMMYHUTETOM
U JICTSIM, HAXO/IALIMMCS B TECHOM KOHTAKTe C JHIAMH C MMMYHOAC(HUIIMTOM, €CJIH, 110 MHEHHIO
Bpaya, 110J1b3a 3HaYUTEJIbHO ePEBEIINBACT PUCK BAKIIMHALUH.

Octpast uHpEKUH WK JIMXOPaNouHOe 3a00JeBaHHE MOTIYT ObITh OCHOBAHHEM JUIS OTCPOYKH
BBe/IeHHUs BaKUMHBI PoTa-V-2iin®.

CyO¢peOpunbnas Temneparypa Tesna 0 HHOEKIUS BEPXHUX JbIXaTeIbHbIX MyTell JETKO cTerneHn
TSKECTH HE ABJISIIOTCS MPOTHBOIMIOKA3aHUEM K BBEICHHIO BAKLUMHBI PoTa-V-2iin®.

JlocTynHbie onyOnMKOBaHHBIE JaHHbIC MOKA3bIBAIOT HE3HAUMTENHHOE YBEIMYEHHE YaCTOTHI
BO3HMKHOBEHHsI MHBAarHHALIMY KUIIEYHUKA [10CJIE BBEICHUS APYTUX JKUBBIX MIEPOPATBHBIX BAKLIHH

JUIsS IPO(UIIAKTHKY POTABHPYCHBIX HH(EKIHIT, B 0COGEHHOCTH TIOCIIE BBECHHS TIEPBOI T03bL.



Jlannble 1o 6€30MacHOCTH, MOJIYyYeHHBIE B KIIMHMYECKHX HCCIIEI0BAHUX BaKLIUHbI PoTa-V-Iiin®,
HE TI0Ka3bIBAIOT YBEJIMYEHHS pHCKAa BO3HUKHOBEHUS WHBArMHAIMKM KHIIeYyHHKA. OgHAKO
MEMIMHCKAHE pabOTHMKH JIOJDKHBI ~ TINATEJIbHO OIEHHBATh Cllydad C CHMITOMAaMu,
HAIlIOMMHAIOLUIMMHU WHBAarMHalMIO KHIIeYHuKa. [1o106HO apyrum BakiuHam st TPOQHIAKTHKH
POTaBUPYCHBIX HH(EKIMIA, IMMYHH3alUs BaKIMHO} Porta-V-2iin® He MoxeT 06e30macuth Beex
PELHIIHEHTOB BAKIIMHEI OT POTAaBUPYCHOU HH(EKIIHH.

Bakuuna Pora-V-Diin® e obecrieunBaer 3aIuTy OT TacTPOIHTEPHTA, BHI3BAHHOTO APYTHMH

[TATOr€HHBIMHU OpraHU3MaMH.

Bausinue Ha cnocoGHOCTD YHpaBJasiTh TPAaHCIIOPTHBIMHU CPeACTBAMH, MEXaHHU3MaMH
WccnenoBanwmii mo HU3YYCHHIO BJIMSTHHUS BAKIIMHBI HA CIOCOOHOCTE K YHPAaBJICHUIO TPAHCIIOPTHBIMH

CPpEACTBAMHU U MEXaHU3MaMH HE ITPOBOAMUJIOCH.

®opma BeImycKa

JInopunusar JUIs IPUrOTOBJICHHS pacTBOpa I IpHeMa BHYTpPb, 2,5 Mi1/103a.

Jluogpunuzam

[To 1 nmm 2 no3sl Modunnzara Bo (hrakoHaX BMECTUMOCTBIO 4 MJT MM 5 MJI COOTBETCTBEHHO U3
OECIBETHOrO MPO3PAYHOTrO CTEKIIA, YKYTIOPEHHBIX IPOOKaMH U3 6poMOyTHIIKayuyKa Ceporo 1{BeTa
Y 3aBAJIBLIOBAHHBIX ATIOMHHHEBBIMH KOJIMA4YKaMH C IJIACTUKOBON KPBIMIEYKO# Tura (Gium-opd
JIMJIOBOTO 1[BETA.

Pacmeopumens

[0 2,5 mut (st 1 no3er Bakuuae!) nan 5,0 Mit (uist 2-X 103 BaKIMHBI) PACTBOPHTENS BO (PIAKOHAX
BMECTUMOCTBIO 4 MJI WM 5 MJI COOTBETCTBEHHO M3 OECIBETHOTO MPO3PayHOro CTEKIa,
YKYINOPEHHBIX IMpOOKaMH M3 rajoreHOyTHIKaydyka Ceporo IBeTa M 3aBaIbLlOBAHHBIX
QIIOMUHHEBBIMH KOJIMAYKAMH C TJIACTHKOBOM KphIlIeuKol Tumna ¢uumn-odd cuHero unsera.
Komnnexmnocms 0nst 1 00361 6axkyunbol

[lo 1 ¢uakony ¢ muodunuszarom Bmectumoctbio 4 My, 1 (uakoHy ¢ pacTBOpHTeleM
BMECTHMOCTBIO 4 MJI ¢ | anantepom 1 CTePHIBLHBIM OJHOPA30BbIM LITIPHIEM JUIS IEPOPATEHOTO
lpHeMa B NPO3PavyHOM IJIACTHKOBOM KOHTelHepe. Ilo 1 miacTukoBomy KOHTeHHeEpY BMecCTe ¢
HHCTPYKIHEH M0 NIPUMEHEHHIO TOMEIIAIOT B AYKY KAPTOHHYIO.

Komnnexmuocmo 0ns 2 003 6axyuHol

[Io 1 ¢uakony ¢ nnmopumuszatom BMECTHMOCTHIO 5 My, | (IAaKOHY ¢ pacTBOpHTEIEM
BMECTUMOCTBIO 5 MJI ¢ | ajgantepoM M 2 CTEPHIBHBIMH OIHOPA30BBIMH LINPULAMHI JUTS
[EPOpaIIbHOTO IIpHEMa B TPO3PAYHOM IUIACTHKOBOM KOHTedHepe. [lo 1 mactukoBoMy

KOHTeﬁHepy BMECTE C HHCTpYKLIHCﬁ 110 MPpHUMEHCHHIO ITIOMEIIAIOT B MAaYKy KapTOHHYIO.



YciaoBust XxpaHeHus

Jluogunuzam

[Ipu Temnepatype ot 2 110 25 °C B 3alMIIEHHOM OT CBETa MECTe.

Pacmeopumenw

I1pu remneparype ot 2 10 25 °C B 3amuuieHHOM OT cBeTa MecTe. He 3aMopauBaTh!
Komnaexm (nuogunuzam, pacmeopumens, adanmep, wnpuy)

[Ipu Temneparype ot 2 10 25 °C B 3ammImeHHoM 0T cBeTa MecTe. He 3aMopaskiBaTh!

XpaHUTb B HEIOCTYITHOM sl I€TEN MecTe.

Cpok rogHocTu
Juoghunuzam: 30 mecsues.
Pacmeopumens: 60 mecsiues.

CpOK F'OTHOCTH KOMIIJICKTA YKa3bIBA€TCs 110 HAUMCHBIIEMY CPOKY 'OJHOCTH OJTHOI'O U3
KOMITOHCHTOB.

He MPpUMEHSATD IIperapar 10 UCTCYECHHUH CpOKa rOJHOCTH.

YeaoBust oTnycka
Ynakoska ¢ 1 10308 BakMHBI — «OTIIYCKAIOT 110 PELEnTy».

YnakoBka ¢ 2 jo3amu  BakiuuHbl — «J[ns  J1e4eGHO-MPOGUIAKTHYECKHX W CaHMTapHO-

NPOMUIAKTHUECKHX YUPEIKAEHUM .

IIponsBoanTenn
Cepym Uuctuthtor o Wuaus Ist. JITa, Unmust.
Serum Institute of India Pvt. Ltd.

Anpec: 212/2, Op¢p Conu ITynasanna Poyn, Xanancap, [Tyne-411028, Maxaparrpa, Uuus.

Buiajesien perueTpanuonHoro yxocrosepenns/oprann3amnusi, IpHHAEMAIONIAS PETEH3HH
norpebureiei

000 «®APM U1 JITM», Poccus.
107045, r. Mocksa, laes nepeyinok, a. 20, opuc 517.

['enepanbHbIi 1UpEKTOp

000 «®APM UJTJIT»
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