
DESCRIPTION

Polio Sabin ™Olle ami Three (oral), oral suspension
Bivalent Oral Poliomyelitis vaccine Types 1 and 3 (bOPY)

Po/~oSabin ™OJ/e and Three (oral) is a bivalent, live attenuated poliomyelitis virus vaccine of the Sabin
strains Type I (lSc, 2ab) and Type 3 (Leon 12a, ] b), propagated in MRC5 human diploid cells.

Each dose (0.1 1111) contains not less than 106
.
0 CCTDso of Type 1 and 105.8 CCIDso of Type 3.

Excipients: Magnesium chloride, L-arginine, polysorbate 80 and water for injections.

Neomycin sulphate. polymyxin B sulphate and phenol red are present as residuals from the manufacturing
process.

ADMINlSTRATION

Polio Sabin TMOl1e and Three (oral) is for oral use only (see also sections Immunization Schedule and
Precautions ).

One dose of vaccine (0.1 ml) is contained in two drops which are delivered from the polyethylene dropper
supplied with the multi dose container.

The vaccine may be administered alone or mixed with beverages or foods provided that these do not contain
substances that may inactivate polioviruses, such as preservatives. Suitable vehicles are simple syrup, milk,
bread and a lump of sugar. Since the vaccine has a bitter salty taste, it may be given in syrup or on a lump of
sugar, particularly when it is to be given to young children.

The vaccine should be administered to breast-fed infants, preferably two hours before or after breast-feeding
in order to avoid contact with the antibodies present in the breast milk.

Care should be taken not to contaminate a multidose dropper with saliva of the vaccinee.

The vaccine is presented as a clear liquid, yellowish to pink suspension.

Due to minor variation of its pH, Polio Sabin ™ One and Three (oral) may vary in colour from yellow to
pink. Changes of the colour of the vaccine within this range do not signify deterioration of the vaccine.

Vaccines should be inspected visually for any particulate matter prior to administration.

Multidose vials of Polio Sabin T1"OIlC and Three (oral) from which one or more doses of vaccine have been
removed during an immunization session may be used in subsequent immunization sessions for up to a
maximum of 4 weeks, provided that all of the following conditions are met (as described in the WHO policy
statement: The use of opened multi dose vials in subsequent immunization sessions. WHON &8/00.09):
• The expiry date has not passed;
• The vaccines are stored under appropriate cold chain conditions;
• The vaccine vial septum has not been submerged in water;
• Aseptic technique has been used to withdraw all doses;
• The vaccine vial monitor (VVM), if attached, has not reached the discard point

When distribution or administration is not imminent, it is advisable to store the vaccine, if possible, at
temperatures of -20°C or lower since this halts deterioration in va.ccine potency. __ "

.•~ .J!.C~l •• t;:;,.

2



Ifth~ vaccine h~ been ~ccidentally exposed to high environmental temperatures, it is recommended that the
vaccine be used lJ.l1ll1edlately or stored ideally at -20°C or at 2-8°C until administration under condition that
the YYM allows Its LIse.

IMMUNIZATION SCHEDULE

Polio Sabin TAlOlle and Three (oral) is indicated for active irnmunisation in all age groups azainst infection
caused by poliomyelitis viruses of Type I and 3. I::>

In a multidose container, one irnrnunising dose (0.1 rnl) is contained in two drops.

The advised vaccination schedule for each country must be in accordance with the national or WHO
recommendations.

Polio Sabin ™ One and Three (oral) can be administered at the same time as Haemophilus influenzae type b
vaccine, hepatitis B vaccine, diphtheria, pertussis and/or tetanus vaccine, inactivated polio vaccine (IPV),
measles, rubella and/or mumps vaccine, yellow fever vaccine or BCG vaccine if this fits into the vaccination
schedule.

Concomitant administration of oral poliomyelitis vaccine (OPY) and rotavirus vaccine does not affect the
immune response to the polio antigens but may slightly reduce the immune response to rotavirus vaccine. A
clinical trial involving more than 4200 subjects who received trivalent OPV concomitantly with
GlaxoSmithKline Biologicals' rotavirus vaccine (Rotarix™) showed that clinical protection against severe
rotavirus gastro-enteritis was maintained.

If Polio Sabin TM One and Three (oral) cannot be given at the same time as other live attenuated vaccines, an
interval of at least one month should be left between both vaccinations.

Immunosuppressive treatment may reduce the immune response, may favour the multiplication of the
vaccine viruses and may increase the length of excretion of the vaccine viruses in the stools.

SIDE EFFECTS

Very rarely, vaccine-associated paralysis has been observed with trivalent oral poliomyelitis vaccines (less
than one case per I mil lion doses administered). The majority of vaccine associated paralytic poliomyelitis
(VAPP) occurred after the administration of the first dose.

Fever, vomiting and diarrhoea have been observed after immunisation with Polio Sabin ™Olle and Three
(oral). Allergic/anaphylactoid reactions have been described after imrnunisation with GlaxoSmithKline
Biological's trivalent oral poliomyelitis vaccine.

CONTRAINDICATIONS

Polio Sabin ™Olle and Three (oral) is contraindicated in subjects with known hypersensitivity to neomycin
or polyrnyxi n, or to any other component of the vaccine. A history of contact dermatitis to neomycin or to
polymyxin is not a contraindication.

Polio Sabin "<One and Three (oral) is contraindicated in subjects having shown signs of hypersensitivity
after previous administration ofGlaxoSmithKline Biologicals' oral poliomyelitis vaccines.

Polio Sabin "<One and Three (oral) is contraindicated in subjects suffering from primary and secondary
immunodeficiencies. For those persons it is recommended to use an inactivated polio vaccine (IPV).
However, according to the WHO Expanded Programme on Immunisatien (EPI) recom'yej)?atior~v,
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~ympto.ma~ic an~ asymptomatic infection with human immunodeficiency virus is not a contraindication for
imrnumsation with Polio Sabin TMOl1eand Three (oral).

PRECA UTIONS

Polio Sabin "<One and Three (oral) should under no circumstances be injected.

~ofio Sabin "<One and Three (oral) may not prevent or modify the course of the disease in subjects already
infected with a wild Type I or Type 3 poliovirus.

The administration of Polio Sabin ™One and Three (oral) should be postponed in subjects suffering from
acute severe febrile illness, or persistent diarrhoea or vomiting. However, the presence of a minor infection,
such as a cold should not result in the deferral of vaccination.

Since diarrhoea and/or vomiting (as well as gastro-intestinal infection) may interfere with the administration
of Polio Sabin ™One and Three (oral), the dose received will not be counted as part of the immunisation
schedule and should be repeated after recovery.

The attenuated poliomyelitis viruses multiply in the gut. The faecal excretion of the vaccine viruses may
persist for several weeks and may also be transmitted to the contacts of the vaccinees; contacts of vaccinees
should therefore be warned about the need for strict personal hygiene.

Non-immune persons in close contact with a recently vaccinated subject may very rarely be at risk of
vaccine-associated paralytic poliomyelitis.

Whenever Polio Sabin ™One and Three (oral) is administered to an individual, it is goocl clinical practice to
offer immunisation to susceptible close contacts (such as unvaccinated parents) at the same time.

As with any vaccine, a protective immune response may not be elicited in all vaccinees.

Previous vaccination with IPV is not a contraindication for the use of Polio Sabin TMOl1eand Three (oral).

Pregnancy

Although there is no evidence that live attenuated polioviruses have an adverse effect on the foetus, in
accordance with general principles, the vaccine should not be given to pregnant women unless they are
exposed to a definite risk of infection with wild polioviruses. The risk benefit of the use of the vaccine
should be evaluated in comparison to the use of inactivated polio vaccines.

Lactation

The effect 011 breast-fed infants of the administration of Polio Sabin ™One and Three (oral) to their mothers
has not been evaluated in clinical studies. No known contra-indication has been established.

The vaccine may be administered to a lactating mother.

Women of childbearing potential/ Contraception

Women of childbearing age without immunity to polio should use contraception during 3 months following
vaccination.

Overdose
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Occasional reports of overdose with GlaxoSmithKline Biologicals' trivalent oral poliomyelitis vaccine have
been received. Overdose has not resulted in ill-effects.

Insufficient data on Polio Sabin "<One and Three (oral) are available.

Incom patiblliries

This medicinal product must not be mixed with other medicinal products.

PHARMACOLOGICAL PROPERTIES

For this section, see WHO Product lnformation on the WHO website.

STORACE

The expiry date is indicated on the label and packaging.

The vaccine is potent if stored at not higher than -20°C until the expiry date indicated on the vial. lt can be
stored for up to six months between +2°C and +8°C.

In order to preserve optimal potency of Polio Sabin "<One and Three (oral) exposure of the vaccine to
ambient (non-refrigerated) temperatures should be kept to a minimum and exposure to sunlight should be
avoided.

Shipment should be done under refrigerated conditions, particularly in hot climates.

Freezing and thawing does not affect the titre of the vaccine.

Store in the original package in order to protect from light.

PRESE TATrON

The vaccine is presented in glass vials (rnultidose vials containing 10 doses or 20 doses).

Vaccine Vial Monitor (see VVM pictogram at the end of the leaflet)

The Vaccine Vial Monitor (VVM) is part of the label used for all Polio Sabin TUOlle and Three (oral)
batches supplied by GlaxoSmithKline Biologicals. The colour dot that appears on the label of the vial is a
VVM. This is a time-temperature sensitive dot that provides an indication of the cumulative heat to which
the vial has been exposed. It warns the end user when exposure to heat is likely to have degraded the
vaccine beyond an acceptable level.

The interpretation of the VVM is simple. Focus on the central square. Its colour will change progressively.
As long as the colour of this square is lighter than the colour of the ring, then the vaccine can be used. As
soon as the colour of the central square is the same colour as the ring or ofa darker colour than the ring, then
the vial should be discarded.

It is absolutely critical to ensure that the storage conditions specified above (in particular the cold chain) are
complied with. GlaxoSmithKline Biologicals will assume no liability in the event Polio Sabin ™Olle ami
Three (oral) has not been stored in compliance with the storage instructions. Furthermore GlaxoSmithKline
Biologicals assumes no responsibility in case a VVM is defective for any reason.

/
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Inner square lighter than outer circle. If the expiry date has not been passed, USE the vaccine.

At a later time, inner square stiIllighter than outer circle. If the expiry date has not been passed, USE the
vaccine.

Discard point: Inner square matches colour of outer circle. DO NOT use the vaccine.

Beyond the discard point: Inner square darker than outer ring. DO NOT use the vaccine.

For further information, please contact the manufacturer.

Polio Sabin and Rotarix are trade marks of the GSK group of companies.

WHO Leaflet
Version number: GDS02/WHO Leaflet 02 I Date:
© r20151 GSKgroup of companies
Manufactu rer:
GlaxoSmith Kline Biologicals s.a.
Rue de l'Institut 89, B-1330 Rixensart, Belgium.
Tel: (32.2) 656 81 1 I Fax: (32.2) 656 80 00
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OmlCAHI1E

Polio Sabin "<One and Three (OllJl npuesut cuympu), cycneaans zina npnesta BHyrPb

Bnnanearua» oparn.aas BaxUHHa OT nonHOMJ1eJlHTa 1 11 3 THna (BOBrT)

Polio Subin ™OI/e and Three (on» npuesta euympu) npencraanaei- C060H 6}ll3aneHTHYfo )KI1BYfO

arreuyaposaaayro napycuyro BUKUHHY C)6ul-Ia runa I (LSe, 2ab) H rnna 3 (Leon 12a, I b),
KYJlbTI1Bl1pyeMYfO aa ,llHnJlOH,IlHbIX KJleTKaX MRC5.

Ka)KlIali LJ;03aBaKUl1Hbi (0, I MJI) CO,llep)KHT He sreaee 106.0CCl Dso runa 1 Ii ) OS.8 CCID50 THna 3.

Bcnoucrarensusre BeLUeCTBa: XJlOPI1LJ; MarHHll, L-aprHHI1H, nonucopfiar 80 H sona nna HHbeKUI1H.

HeOMI1I~HHa cYJJI,cjJaT, nOJlHMHKCHHa B cynupar 11 cpeHOJlOBblH KpaCHbJM COXpaHJHOTC.RB OCTaTO'lHbIX

KOJlH4ecTBax nocne npOH3BO,llCTBeHHOro npouecca.

BBE.lI.EIUIE

Polio Sabin ™OI/e find Three (OJ/JI npuesut auympc) npeziaaa-rasena ronsxo 1l1lH nepopansnoro
npHUeHeHl-tH (CM. TaK)Ke pasnensr CXeMG UAIMYI-IU301/UU H Memoou npeoocmopoxcnocmuy.

Onua ,l103a BaKUHHbI (0,1 !\ill) CO,llep)KHTCH B nsyx xannsx nperrapara, )l)lll 1l0CTaBKH KOToporo HcnoJlb3yeTcll

nOJHt)THJJeI-iOBaH nnnerxa, KOTOPa.a nOCTaBJI.ReTCll B MHOrO,D.030BOM KOHTeMHepe.

8aKUHHa MO){,eT npl1HHMaTbCli ornem.no OT npaexra nHLUI1 HnH C mlUlei1 11Hanl1TKaMH npn ycnosaa, 'ITO

OHII He conepxcar BeLUeCTB, HHaKTHBHpYIOLUHX nOn110Bl1pYCbl, nanpnxep, KOHcepBaHTOB. MmKHO

CMeWHI3aTb C caxapHblM CHponOM, MO]]OKOM, HaHOCI1Tb ua xnef H caxap. rTOCKO]]bKY BaKUHHa OTJlH<taeTCH

necxonsxo coneuu« BKyCOM, OHa MO){(eT npHMeHlITbCli C cupono» HnH na xyco-rxe caxapa, B oc06eHHOCTI1

Y MaJleHbK11X nereri.

8aKUl1HY cnenyer uasna-rars npa rpYLIHOM BCKapMnl1SaHI1M, npezmo-mrrensno sa LIBa -raca LIO HnH nocne
rpynnoro BCKapMJlHSaHHH, C TeM, 4T06bI1136e){(aTb KOHTaKTa c aHTl1TenaMH B MOJlOKe MaTepl1.

Cnenyer C OCTOPO)KHOCTbfO nonxomrrs K TOMY, 'lT06bl He 3arpSl3HHTb MHorOllo3HYI0 nHneTKY CJlIOHOH

BaKUl1H11pyexioro.

BaKUHI-Ja npeacraanaer cofioii np03pa<1I-IYIO )K11LIKYfOcycneH31110 scenrouaroro HJJH posoaoro UBeTa.

B CB1I3HC He6ollhWl1MH BapaaUlU{M11 B oruoureann pH, Polio Sabin "<One and Three (OJ1R npuesut
anymp») MQ)KeT HJI1eTb UBeT OT )I(enTOrO 110 p030Boro.113MeHeHl1e usera BaKUHHbl B 3THX npenenax He

yxaausaer aa YXYJIWeHHe ee Ka4eCTBa.

Ilepen rrpuueueaae« BaT<UHH HX He06xo,D.I1MO OCMOTPeTb, 'IT06bl Y,llOCTOBepI1TbC51B xaxecrse.

MHorOA03Hbie <l>JlaKOHbl Polio Sabin ™ One and Three (on« npuessa enympu), H3 KOTOPblX B XOLIe

11MMyHH3aUHH H3BneKalOTCSI 01lHa HnH fionee 1103 BaKU11Hbl, MOryr 6blTb ncnonssoaauu ana nocnenyrouiea

HMMYHII3aUHH sa npOTlI)KeHHI1 He MeHee 4 aeaem, npn TOM, 'lTO nee ycnOBI1H cofimonenu (KaK YKa3aHO B

nOJ1Q)f(CmaI 803: VlCnOnh30BaHHe orxpsrrsrx MHorOll030BbiX clJnaKoHoB,Ilnll nocnenyiouiea IIMMYHInaUl111.

WHOIV &8/00.09):
• CPOK rOLlHOCTll He npouren,

• BaKUHlibl xpauarcs I3 COOTBeTCTBYIOUlI1X ycnosxax XO]]01l01l0Hl(emr;

• .lI.HaqJparMa dmaxoua C BaKlll1HOH He norpyxceua B aony;

• .ll.1I1i uaaneueuna acex 1103 aaxuuasr ncnonsayerca aCenTH'reCKM TeXHOnOrHlI;
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• Ilpa IICnOllb30BaHIII1 Q)J1aKOHHOrO TepMoperymlTopa nOKaJaHO, -rro OH He .[(OCTl1r TO'IKI1 oT6paKOBKI1

Ecnn saxuuna He acnonsayercs Cpa3! )!(e nocne BCKPhlTHJl qmaKoHa, ee peKOMeH.[(YfOT Xpal-II1Tb, no

D03MO>KIIOCTI1, I1pl1 'rexmepa'rype -20 e HJlI1 HJ1)f(e, nocxonsxy B Tal<HX YCJlODHJlX 3aMe.[(J1ReTC»CHI1)I<eHI1e
I1MMYHoreHHOCTI1 BaKUHH.

DPH CJlY'-laHHoM .[(ei1cTDIIH BbiCOKI1X reraneparyp aa BaKUl1Hy, peKoMeH.[(YeTCH HeMe.[(J1eHHOncnonsaoears
ee, Jll160 nneansso XpaHI1Tb npn -20oe I1JlH 2-8 °e.lIO npHMeHeHHJl B YCJlOBI1»X q)JlaKOHHOro

repvoperyna'ropa, npa KOTOPblX nonycrauo ee I1CnOJlb30aaHYle.

eXEMA I1MMYH113ALl.I1H

Polio Sabin rAJOlle and Three (ann npuesta enymps) noxasaaa .lIJlJl aKTI1BHoMI1MMYHH3aUl111 naUl1eHTOB

scex B03pacToB npOTI1B I1H<!>eKl\I1I1, Bb13BaHHoi;j BHPYCOM nOJll10MHemiTa Tl1na I 113.

Ilpa I1CnOJlb30BaHHI1 MHOrO.lI03HOrO KOHTeMHepa OD,HaHMMYH~13I1pyfOLUa51D,03a (0,1 MJl) COllep>KHTC5I B llBYX
KaMRX npenapara.

PeKOMeH.l\yeMaH cxesra BllKUHHaUHfI B KalK.[(Oi1 crpaae .[(OJ1)I(HaCOOTBe"rCTBOBaTb HaUHOHanbHblM

peKoMeH.[(aU~1I1M HJlI1 peKoMeH.[(aUI1HM B03.

Polio Sabin TAl One and Three (onJI npuessa euympu) MO){(eT npl1MeHHTbc» onsospevenno C BaKUI1J-IOHTI1na

b Haemophilus influenzae, BaKuHHoM OT renartrra B, .!lmpTepHH, l<OKJlIOWa I1II1JlII CToJl6HHKa,

HHaKTHBHpOBaHl-1011BaKl\H}lOH OT nOnl10MHem1Ta (JPV), lWPI1, xpacayxn 11/I-IJlH:ml111eMH4eCKoro rtaportrra,
BaKUJIHoH OT )({enTOH JlHXOpa.nKI1 I1JlH El.{)fC, ecnu 3TO cooTBeTCTBYeT cxexre BaKIlHHauml.

OnHOBpeMCHHoe Ha3Ha4eHHe opansuoji BaKU~IHbl OT nOn.l10MI1eJlJ1Ta COBn) ~IpOTaBI1pycHOH BaKUHHbI He

BJ1HReTua 11MMYHHbll1 OTBe"r B OTHoweHl1H aHTl1reHOB sapyca nOJl~IOMl1eJ1I1Ta, HO MQ)J(eT HeCKOllhKO

CHfI)KaTb IIMMYHHbl11 OTBeT K pOTaBHpYCHOM BaKUl1He. Km1Hl1ljeCKOe HCCJle.1l0BaHI1e C yxacraea 60nee 4200
nauueirros, nony-nieunrx rpneanearnyro OBTI ozurospeaeuuo C poraunpycaoa BaKUHHoH GJaxoSmithKline

Biologicals' (RotarL",:I'M) noxasarro, ~lTO KJlI1Hl1ljeCKM 3¢QleKTHBHoCTb B OTHOWel-ll111TH>Kenoro

poraenpycnoro racrpoatrrepara coxpananacs,

Ecnn Polio Sabin ™One and Three (on» npuesta 6/1Yl11jJb) HeB03MO)KHO npl1MeH5ITb OllHOBpeMeHi-IO C

npyrunn )I<I1BbIMII aTTeHYHpoBaHHblMI1 BaKUHHaMI1, Me>KllY BaKUI1HaUI1HMI1 cnenyer ofiecne-rars I1HTepBaJl

He renee onaoro MeCHua.

YlMMYHocynpeCCl1BHaH 'reparura MQ)KeT CTaTb npHllI'IHOH CHI1>KeHl1HIIMMYHHoro OTBeTa, cnoC06CTBOBaTb

PaJMHO)f(eHHlO BaKUI1Hl-IOrO snpyca 11yaenn-ruaars npononaorrensnocrs astneneaus BaKUHHHblX WTaMMOB

aupyca co crynov.

rrosoum.re 3(J)<t>EKTb[

B ovens pC,nKI1X CJlYLlaHx Ha6nlO.lIaeTC5I BaKUI1HO-aCCOl.\I1HpOBaHHbrHllapanI1LI npn np_IlMeHeHI1I1

TpHBaneHTHblX opansustx Bal<ul1H OT nOJll10Ml1eJ111Ta(4aCTOTa peaKUI1J1 - MeHee I aa 1 000 000 .lI03

npenapara). EOJlbWI1HCTBO cnyxaea eaxuano-accouaaposaxnoro nOJll10MHemITa (BAil) paJBI1BaeTCH nocne

npHMeHeHJ>lH nepsoii .1l03bl BaKl.\HHbl.

Ilocne IIMMYHH3aUHI'1 Polio Sabin mOue and Three (i)//J1 npuesia auympu) OTMt::'lanI1Cb iIHXOpaL\Ka, psora 11

ziuapea. Buno Onl1CaHO pa3BI1T1-le anneprl1'1eCKl1x/aHa(pl1IIaKTI14eCKHX peaKUI1H nocne I1MMYHI13aUl111

Tpl1BaJleHTHOH opansnon BaKuHHoH OT nOJll10MI1enl1Ta npoaasoncraa GlaxoSmithKline Biological.
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HPOTHBonOKA3AHHH

Polio Sabin ™Olle and Three (on» npuesta attympu) npOTI1BOnOKa3aHa Y naunesrroa C onHcaHHOH

rHnep'lYBCTI3I1TeJlbHOCTbIO K HeOMHlJ,I1HY I1JlH nOJlI1MHKCIIHY, Jl!160 K JlI060MY npyrovy KOMnoHeHTY

BaKUI1Hbl. HaJJ}J'lHe B aHaMHe3e KOHTaKTHoro ncpwartrra Ha HeO~IHUI1H HJTHnOJll1~1I1KCHH He $JBJlJleTCJI
npOTl1BOITOKa3aHHeM.

Polio Sabin "<One and Three (on» npuesut euyntpu} npoTHBOnOKa'3aHa y naUHeHTOB C npJ13HaKaMH

rurtepxyacrearem.nocra nocno npeznuecruyrouiero Ha3Ha4eHHJI 0PaJJbHbiX BaKUI1H GlaxoSmithKline
Biologicals' OT nOnl10MI1em1Ta.

Polio Sabin ™One and Three (onst npuesia anympu) nporuaonoxasaaa y naUl1eHTOB C ne[>BI1'IHbIM 11

BTOPI1'1HbIM IHfMYHO,1J.e<pI1UIITOM. Y 3THX naUHeHTOB pexovennyerca Hcnonb30BaTb HHaKTHBupoBaHHytO

BaKUHHY OT nOJlHOMHeJlI1Ta (YlBrI). BMeCTe C TeM, 13COOTBeTCTI3HHC pacunrpeaaon nporpaMMOH B03 no

HMMyHH3aUHI1 HH<peKUI-H1BI'IPYCOM HMMYHo.necpHUHTa -renosexa, B TOM '1HCJle npa HaJJl1'IHI1 CI1MflTOMaTHKH,

He lIBJllIeTCSI npOTJ.IBOnOKa3aHHeM J( HMMYHI13aUHH Polio Sabin "<One and Three (ann npuesta anympu),

MEPhl [JPE)I,OCTOPO)KHOCTH

Polio Sabin ™Olle am/Three (on» npuesta enympu) He npnnenaerca napeirrepansxo.

Polio Sabin ™OII(! (If/(I Three (on» npuesta ouympo) He annser aa re-reuae 60Jle3HI1 11He npenorspauiaer

ee y nauneurcn, Y)f(e IIHQJl1UHpoBaHHblX Bl1pyCOM flO,~HOMHenH1a )lI1KOrO rnna I 1111113.

rIpHMeHeHHe Polio Sabin TAl One and Three (onn npuesto «uympu) cnenyer OTJlO>KI1Tby rtauaearoa,
crpanarouiux OCTpblM TlllI(eJlblM 3a60neDaHl1eM, xoropoe npOllDJlJleTCSI JlHXOPa)lKOii a TaK>Ke npa
YCToi'14Haoil.nHapee HJIH peore. Onnaxo HaJJI1411eJIerKOH I1H<peKUHH, B 4aCTHOCTH npoCTY)lHOrO

3a6oJIeBaHl1J1, He .non>KHO CTaTb npI1'Cl1HOH OTKa3a OT BaKUI1HauHI1.

Ilocxoru.sy zmapea JI/I1JII1 psora (a TaK>Ke 11H<peKUl1l1)KKT) MorYT flOBJlHlITb sa .nei1cTBHe Polio Sabin TM

One and Three (on» npuesta euymps), nony-reauaa nosa He Y411TbIBaeTCll KaK 4aCTb cxevu HMMYHI13aUHli.

II ee cnenyer nOBTOpl1Tb nocne aOCCTaHOBJleHlUl.

Arreuyapoaaunue Bl1PYCbl flOlll10MHeJJl1Ta paJMHO>KaIOTCll B KI1we4HHKe. BaKUI1HHble BI1PYCbl Moryr

aunenarsca C KMOM aa npOTSI>KeHHI1 HeCKOJIbKI1X aenens, a TaK)Ke nepenaaarsca npn KOHTaKTe; B CI3113HC

3T1IM cnenyer npeziynpennrs JlI1U, C KOTOPblMI1 KOHTaKTHpyeT naUHeHT, 0 aeofixonas ..IOCTI1Tw,aTeJJhHOH

JIl1'lHOH rarneasr.

PI1CK BaKUI1HO-aCCOUI111pOBaHHOMnapanara-recxof 4>OPMol nOJIHOMl1entlTa y Hel1MYHHblX nHU, TeC('IO

KOHTaKTVlpYlOml1X C He.naBHO BaKUI1HI1pOaaHHbiM naUl1eHTOM, OTMe4aeTCli O'leHb peznco.

Bo ncex cny-iaax np"MeHeflHll Polio Sabin TI"Olle and Three (Oliff npuesta (]HYlI1PIJ), D COOTBeTCTBHHC

Ha.nne>KameH KJIHHI1'leCKOH npaKTHKoH ueotixonxvo npODeCTI111MMYHH3aUHl:o y 'IYBcTBHTeJlbHbIX

(sanpuuep, HeaaKUJ1HUpOBaHHolx) nauuesrroa.

Kax II 13npyrnx cny-ranx, 3aWI1THbIM yposeas I1MMyHHOro OTBeTa <popMHPyeTclI He y scex

BaKUHHI1pOBaHi-lbIX naUHeHTOB.

Ilpenurecrnyrouure BaKUI1HaUHH YlBn He anns-orca npOTI1BOIlOKa3al'JIoIeM K npHMeHeHHIO Polio Sabin TI"One
and Three (()nJI npuest a cnympu),

Bepeercuuocrt,
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HeCI\WTpll aa orcyrcrsne .lIaJ-IHbIX 0 B03MO)(HOCTB He6Jlaronpl15JTI-IOrO .lIeikTBI1Jl )KI1BbIX arreHYl1pOB3HHblX

nOm10BI1pYCOB ua UllOA, B COOTBeTCTBI1H C 06111HMH 0pHHUHnaMH BaKu~IHy He CJIe.lIyeT npHMeHllTb y

6epeMeHHblX /I(el-IUlI1H, eCJ1HY HHX Her 'leTKO nO.lITBep)f(,lleHHOrO pHCKa 11!HpeKlH1H ,llMKl'IMH UJTaMM3MH

nnpyca nonHO~HeJJJ1Ta. Cnenyer ouenars cooruourenue "pHCK-nOJlb3a" D,Jlll HCnOJlb30BaHHil BaKUHH no
cpasueamo C HeaKTl1BHblMI1 BaKUHHaMH.

B K.JlI1HII'leCI(HX JICCnellOBal-II15JX He InY'lanOCb Bnl15JI-llie Polio Sabin ™ One and Three (on« npuesta
(Jlly/1/jJb) ua rpynxsrx ,lleTeii npa npl'IMeHeHHH npenapara y HX MaTepeH.. ,[(aHHblx 0 nporanonoxasaeusx xa
CerO.llIi5JWI-H1H LleHb HeT.

BaKUHHbl MQ)KHO npHMeHJlTb y KOPM5JWHX MaTepeH.

')J{'eHU~1I11bl neroponuoro eoapacra/Kourpauenuna

}l{eHlllHHbl LleTOpOjlHOrO B03paCTa, ne HMelOWI1e HMMYHHTeTa K nonHOMHenlny, ,llOJll!<Hbl. nOJlb30BaTbC5J'

MeTOllaMI1 KOHTpauenU~IH B Te'leHHe 3 MeCHueB rtocrre l3aKW1HaUHH.

nepCl10311POl3l a

I1MeloTcJI peaxne coofiuieuus 0 nepeD,0311pOBKe rpexsaneimron opansaoii BaKuHHoH 01' nOJlHOMHeJlHTa

GlaxoSmthKline Biologicals'. TIepeD,03l1pOBKa He conpoaoxcnanacs He6JlarOnpH~THbIMH RBJleHH},[MH.

Ha ceronus He110CTarOLIHO D,aHHbIX 0 Polio Sabin ™ One and Three (imn npuesta anympu},

HeCOSMeCTIli\lOCTb

D,aHHbIH npenapar He 1l0Jl/lCeH CMeWHBaTbC~ C 11pYntMH JleKapCTBeHHblMI1 CpeD,CTBaMH.

<l>APMAKOJIOrW-IECKJ1E CBOMCTBA

,[(nH 03HaKOMlIel·IHll C llaHHblM pasneno« CM. HH<popMaumo 0 nperrapare no .lIaHHbIM B03 aa sefi-cajire
opraHH3aUI1Ii.

XPAHEHI1E

B IIHCTPYKW111 II na ynaxosxe nperrapara YKaJaH CPOK rO.lIHOCTH.

Bal<UHHa coxpasxer CBOI{) IlMMYHoreHHOCTb npa xpauenuu npn TeMnepa'rype He asuue -20°C 110

HCTe'leHHH cpoxa rOLll-lOCTH, yxasauuoro ua Q)JJ8KOHe. rTPH rewneparype OT +2°C ,[(0 +8°C OH MO)((er

xpaumsca 110 6 MeCllues.

,II..'l5I nO.ll..llep}KaHI1H IIMMYHoreHHOCTH Polio Sabin ™ One ami Three (0/111 npuesut f1UYI1lPb) aa

onTHMaJJbHOM ypoase cnenyer CBeCTH K MHHI1MyMy xpanenne BaKUHHbl B YCJlOBI'l5JX60Jlee BblCOKOH

Te~tnepaTYPbl, a TaK}l(e D,ep)KaTb ee B TeMHOM MeCTe.

JI:ocTaBKa BaKUIHlbl, oc06eHHO B )((apKOM KJTHMare, ,llOJ1>I<Haocyuiecrsnareca B xononunsaux ycrpoacrnax.

3a!\lOpml{I1BaHlie H pa3MOpa/lCHBaHHe He smonor na TI-ITp l3aKUHHbL

,[(n5J38WHTbl OT ceera xpamrre npenapar B opuranansuoti ynaxosxe.
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BHEUJHHH BH,L(

B3KUI11-mnOCTaUn>IeTCli B crexnsuxsrx CPJl3KOH3X(MHOrOLl03Hble CIln3KOlibl cczrepxcar 10 HJlH 20 ;n03
npenapara).

MHllllKaTOP rO.llHOCTIJ Q>.r13KoHa C aaKuuHoi:i (Vaccine Vial Monitor); CM. nmercrpaxrsry VVM B KOHUC
aroro .'IIICTKa

~jH;nI1£(aTOpr0.iJ.HOCTI1qwaKoHa C l3aKWIHOH (VVM) asnsercs -racruo 3THKeTKH, «oropaa acnonsayercs .LlJlll
MapK~lpoBli11 scex napTl1H BaKU~IHbl.Poli{) Sabin ™One and Three (onn npue .ua ouymps), nocrasnaeuux
KOMnal-II1t!11GlaxoSmithKline Biologicals. YlMelOU(HHclI na 3Tl1KeTKe UBeTHoH KPYiKOK sanaercs
I-IHlIHKaTOpoM VVM. Llner aroro xpyxoca [13MeHJl.eTClIB COOTBeTCTBHI1C BpeMelieM H TeMnepaTypoH H
lIBIlReTClI HHnI1KarOpoM coaoxynaoro TenJl0130ro aosneacrsus, KOTOPOMYnonsepraerca Q>JlaKoH. 3T01'
HHDl1KaTop npenynpeacnaer KOHeYHOrO nonssosarens 0 B03MQ)f(HOM pacnaae l3aKUHHblDO crenesu,
npeasuuarouieii LlonYCTHMYIO, non ,Z:\ei1CTI3!1eMrenna.

YlH"repnpeTauml nOKa3aHHH VVM npocra, Cnenyer 06paTHTb I3Hl1MaHI1e aa xsanpar B neirrpe xpyscxa. Ero
Ul3eT nocreneuuo MeHlIe-rClI. Iloxa UBeT aroro xsanpara csernee UBeTa xpyxcxa, BaKUHHY MOllO·1O
HcnOJlb30BaTb. ECJlJ.1user uerrrpansnoro xaazipara cosnanaer C UBeTOM KpY)KKa HJII1TeMHee ero, ¢JlaKOH
cneayer YJ1aJIl'ITbB OTXO,Z:\bJ.

COBepweHHO HeOOXO)lIlMO ooecne-um, yxasaaasie nuure YCJlOBHlI xpaHeHHJI. (ocofienao ycnOBH51 xpaueuua
npu H~i3KHXTe,\1nepaTypax). Kounanns rnaKcoC~fHTKnllj:jH 5ai:loJTO.lVKIIKaJIC He npnasaer
OTBeTCTBeHHOCTI1,ecnu l3aKUHHa Polio Sabin ™Olle and Three (onn npuesta cuympu) XpaHI1JlaCb C
aapyuieuaea 3Tl1X Tpe60BaHHH 11HCTPYKUHI1.KpOMe Taro, KOMnaHHJI.GlaxoSmithKline Biologicals He necer
OTBeTCTBCHHOCTI1,eCJlH VVM HMeeT .ll.e¢eKTbl nrofioro npOHCXO)f(,Z:\eH~llI.

./

BH)TpeHHlIil «sanpar csernee HapY)I<HOrO KpYlI(Ka. ECJJlI CPO), ronuocrn lie IICTe!>:, JIICn0J1b3yftTE
Bal\l..\IHly •

./

B fionee noaauae cpoxa DHYTpeHHHH xsanpar nee ewe CBeTJTeeHapYlI(HOrO KpYJKKa. ECJIII cpoic rO.ll.1I0CTIl
ue IICTCI(, MCn0J1b3YJ1TE BaKU~lHy.

TO'!K:! uenpnronnocra: UBeT aayrpeuaero xaanpara COOTBe1'CTl3yeTunery uapyxororo KpY)\(Ka. HE
11Cn0J1b3Yi1TE BaKUJIHY.

3a npezienaxa TOLIKH HenpHrO;nHOCTH: BH)'TpeHHI1i:l xsanpar TeMHee HapYlI<HOrO ](PY)KKa. HE
HCn0J1b3YHTE aaxuuny.

)ljrR nOllY'leHHlI.ll.OnOJlHI1TeJIbHoi1 HH<JlOpMaUI1Hotiparnrecs K npoH3BOll11TeJTIO.

Polio Sabin ~I Rotarix - ToproBble MapKH rpynnsi KOMnaHHH GSK.
I ...•• ,
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