DESCRIPTION

Pfr.'fa Sabin ™ One and Three (oral), oral suspension
Bivalent Oral Poliomyelitis vaccine Types | and 3 (bOPV)

an._‘o Sabin ™One and Three (oral) is a bivalent, live attenuated poliomyelitis virus vaccine of the Sabin
strains Type 1 (LSc, 2ab) and Type 3 (Leon 12a, 1b), propagated in MRC5 human diploid cells.

Each dose (0.1 ml) contains not less than 10°° CCIDs, of Type 1 and 10** CCIDs, 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.

ADMINISTRATION

Palio Sabin ™ One and Three foral) is for oral use onlv (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 multidose container.

The vaceine 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, vellowish to pink suspension.

Due to minor variation of its pH, Pelio 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 Palio Sabin ™ One and Three (eral) from which one or more doses of vaccine have been
removed during an immunization session may be used in subsequent immunization sessions foruptoa
maximum of 4 weeks, provided that all of the following conditions are met (as described in the WHO policy
statement: The use of opened multidose vials in subsequent immunization sessions. WHO/V&B/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 vaccine potency.
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If lh'.'.! vabctine 11!5 beer:l ‘accidcntal ly exposed to high environmental temperatures, it is recommended that the
vaccine be used immediately or stored ideally at —20°C or at 2-8°C until administrati iti
e Tl e e istration under condition that

IMMUNIZATION SCHEDULE

Polio Sabin "‘fﬂue and Three (arai) is indicated for active immunisation in all age groups against infection
caused by poliomyelitis viruses of Type | and 3.

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

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

Po,':'.r:v Sabin “"Dne 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 (OPV) 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 (Refarix"™') showed that clinical protection against severe
rotavirus gastro-enteritis was maintained.

If Palio Sabin ™ 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 paliomyelitis vaccines (less
than one case per | million 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 ™ One and Three
foral). Allergic/anaphylactoid reactions have been described after immunisation with GlaxoSmithKline
Biological’s trivalent oral poliomyelitis vaccine.

CONTRAINDICATIONS

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

Polio Sabin ™ One and Three (oral) is contraindicated in subjects having shown signs of hypersensitivity
afier previous administration of GlaxoSmithKline 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 Immunisation (EPI) recommeéndations
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_sympm‘nwtrlc anc.f asymplomatic infection with human immunodeficiency virus is not a contraindication for
immunisation with Palio Sabin ™ One and Three (oral).

PRECAUTIONS
Polia Sabin ™ One and Three (oral) should under no circumstances be injected.

f’oﬁo Subin ™ One and Three (oral) may not prevent or modify the course of the disease in subjects already
infecied with a wild Type | or Type 3 poliovirus.

The administration of Polio Sabin ™ One and Three (oral) should be postponed in subjects su ffering from
acule 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 Palio Sabin™ One and Tlree (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.

MNon-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 good 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 ™ One and 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 on breast-fed infants of the administration of Pelio Sabin ™ Qne 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® tri po
ine Biologicals® trivalent oral poliomyelitis vacei
: . ne hav
been received. Overdose has not resulted in ill-effects. 4 -

Insufficient data on Pelio Sabin ™ One and Three (oral) are available.
Incompatibilities

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

For this section, see WHO Product Information on the WHO website.
STORAGE

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. It 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.

PRESENTATION

The vaccine is presented in glass vials (multidose 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 Pafio Sabin ™ One and Three (oral)
batches supplied by GlaxoSmithKline Biologicals. The colour dot that appears on the label of the vial isa
VWM. 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 of a 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 ™ One and
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.

O

Ata i!atne:r time, inner square still lighter than outer circle. If the expiry date has not been passed, USE the
vaccine,

o -

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

@& x

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.
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OMNHCAHHE

Polio Subin ™ One and Three (0an npuexa suymps), CYCNEH3HA ANA NPHEMA BHYTPb
BupanexTsas opansHas BakunHa oT noaxomuenyTa 1 i 3 THna (BOBIT)

Palio Sabin ™One and Three (dan npuesta enympn) npeacrasnner coboil GHBANEHTHYIO KIBYIO
TTCHYHPOBAHHYIO BHPYCHYI0 BakunHy Ca0ina Tuna | (LSc, 2ab) u tuna 3 (Leon 12a, 1b),
KYNBTHBHPYEMYIO HA AHNNOKAHBIX kneTtkax MRCS.

Kaxaas a03a sakunns: (0,1 s) conepint e meree 10°° CCIDy thna 1 u 10%* CCIDs; Tuna 3.
Benomorarenshbte pewtectaa: Xnopua maraus, L-aprunus, nonncopGar 80 1 soaa ana unsekumii.

Heomuunna cyasdar, noanmukciia B cynsdar i desonossiii kpacHblii cCOXpaHAIOTCH B OCTATOMHBIX
KOJIMHECTBAX NOCNE NPOH3IBOACTBEHHOrD Npouecca.

BBEIEHHE

Polio Sabin ™One and Three (0aa npuesa snymps) NpeaHasHAYEHA TONBKO 118 NEPOPANLHOTO
npuMeHeHnA (eM. TaKKe pasaensl Cxeva wsynusaru w Memods npedocmopoicnocmi).

Ogana noza sakupssl (0,1 Ma) copepRuTes B ABYX KanAsx npenapara, A A0CTABKH KOTOPOro HCNoNb3yeTca
MOAHITHNEHOBAS NHNETKA, KOTOPas MOCTABNASTCA B MHOTO1030BOM KOHTefiHepe.

Baxunna Mo®er NpHHAMATHCA OTAEABHO OT NPHEMA NMHLLK MAH € NHILEH B HANHTKAMHK NPH YCIOBHH, HTO
OHH HE CONASPIKAT BEUIECTE, HHAKTHBHPYIOLIHX NOJAHOBUPYCH], HAanpuMep, koncepeanTos. MoxHo
CMEWINBATE C CAXaPHbLIM chCII!I}M, MOJOKOM, HAHOCHTDL Ha .meﬁ H caxap. nOCKQHI:K}‘ BaAKUHHA OTIHYACTCH
HECKOJIBKD COMEHLIM BKYCOM, OHA MOXKET NPHMEHATLCA € CHPOTIOM HIAH HA KYCOUKE caxapa, B 0cobeHHOCTH
Y MaNeHbKHX AeTeH,

BHNUHH}' CneayeT HA3HAMATE NP rpYAHOM BCKAPMIHBAHKMN, NPEANOYTHTENBHO 34 ABa vaca 10 WK nocne
PYAHOTO BCKAPMINBAHHA, C TEM, yT0o0bl H3DEHATE KOHTAKTA C AHTUTEIAMH B MOJIOKE MATEPH.

Crenyer ¢ OCTOPOAKHOCTEIO NOAXOAMTE K TOMY, YTO0EI HE 3arpA3HHTL MHOFOLO3HYIO MHNETKY CITIOHOH
BAKUHHHPYENOTO,

Bakuuia npeactagnser cofoii NPOIpauHyo #MHAKYIO CYCMEHIHIO HENTOBATOrO HAW PO30BOT0 UBETA.

B crazu ¢ HeGonslnMp BapHaunsaMu B otHowenun pH, Polio Sabin ™ One and Three (ona npuena
RH}'ﬂlpb) MOXKET HMETE LUBET OT WEATOr0 10 poloBoro. HameneHue uBeTa BAKLHHBI B 3THX npeaenax He
YHA3BIBAET HA YNYILIEHHE CC KauecToa.

ncpen MPHMEHCHHEM BAKUHH HX HeobxoauMo OCMOTPET b, yToOLI YAOCTOBCPHTLCA B KA'lECTBE.

Muoronosusie dnaxonst Polio Sabin ™ One and Three (0as npuesa enympe), 13 KOTOPBIX B Xo1e
HMMYHHIAUHH HIBNEKAIOTCA OHA WK Gonee 103 BAKUMHBI, MOTYT GbITH HCTIONLI0BAHL ANA NOCAeyoei
HMMYHHIALUHH HA MPOTAXEHHH He MeHee 4 HeNenb IIPH TOM, YTO BCE YCNOBHA CODMONeHB! (KaK YKa3aHo B
nonoxexny BO3: Menons3osanie oTKPLITLIX MHOM0N0308bIX (h1akoHOB A nocneayouefi HMMYHHIAIHM,
WHO/'V &B/00.09):

+ CpoK roaHocTH He NpoLuen.

* Bakuunsl XpaHaTcs B COOTBETCTBYHLNX YCAOBHAX XONOA0BOI Lenit;

» Jlnadiparma dnakona ¢ BAKUMHOI He NOTPyKeHa B BOLY;

e Jlns w3pneqedns pCEX 03 BAKIHHEI HCNONABIYESTCA ACeNTHUSCKAN TeXHONOMMA;
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IMpu nenonb3osanmy dhaakounoro TEPMOPEryA3TOPa NOKA3aHO, YTO OH HE JIOCTHI' TOYKH 0TOPAKOBKH

Ecan sakunna ne uenonwayercs cpasy ke nocne BCKPBITHA (JIAKOHA, €€ PEKOMEHAYIOT XPaHNTB, No

BOINOKHOCTH, NpH Temnepatype -20°C uan Hike, NOCKONLKY B TAKHX YCNOBHAX IAMELNASTCH CHHMEHIE
HMMYHOTEHHOCTH BAKLH,

Ipn enyuaiinom aeHCTBIK BLICOKHX Temnepatyp Ha BAKLMHY, PEKOMEHAYETCH HEMEANEHHO HCNONL30BATL
ee, b0 naeansHo xpannte npu ~20°C wan 2-8 °C 1o npuMeHeHus s yenosuax diakoHHoro
TEPMOPEryARTOPA, IPH KOTOPLIX JOMYCTHMO €€ HCNONB3I0BaAHMHE.

CXEMA HMMYHH3ALLHH

Polio Sabin ™ One and Three (0an npuesta e1ymps) NoKa3aHa A7 AKTHBHOMN HMMYHH3ALUNH NALHEHTOS
BCEX BO3PACTOB NPOTHE HHGEKUNM, BLI3BAHHON BHpyCcOM NoanoMuenima THna 1 u 3.

INpH HENONBIOBAHHN MHOTOAO3HOIO KOHTEIHEPA OAHA HMMYHHINPYIOWAR 103 (0,1 M) COAEPKHTCA B ABYX
KANNsx npenapara.

PekonmeHayeman cXeMa BAKUHHALHMN B K&KA0H CTPaHe 101kKHa COOTBETCTBOBATD HALLHOHATLHBIM
PEROMEHAALNAM WK peroMenaaunam BO3,

Polip Sabin ™ One and Three (0aa npuesma enynips) MOKET NPHMEHATLCA ONHOBPEMEHHO ¢ BAKUHHOIT THNA
b Haemophilus influenzae, sakunyoii ot renarnta B, audrepns, xokmowa wnan cronGHaka,
HHAKTHBHPOBANHOI BakumHOA oT nonomuenuta (IPV), kopH, KpacHYXH H/HAH 3MHAEMHYECKOrD NAPOTHTA,
BakUMHOI o7 wenToil nuxopanky unu BLIAC eciau 310 COOTRETCTRYET CXeMe BAKLIMHALIMM,

OnHoRpeMenHOe HAZHAYEHHE OpankHOil BakunHe! 0T noanomuennTa (OBIT) n porapnpycHOll BaKUMHBL He
BAHSET HE HMMYHHBIH OTBET B OTHOLIEHHI AHTHIEHOB BUPYCA MOJHOMHENHTE, HO MOIKET HECKONBKO
CHIDKATE HMMYHHBIT OTBET K poTasHpycHoil sakxuuHe. KnuHnueckoe ucenenopanue ¢ yuacruem fonee 4200
NAauUHCHTOB, NOAYHIBWHX TpHBaneuTHyio OBIT oaHoepesmerno ¢ poTasnpycHoii akumnoii GlaxoSmithKline
Biologicals® (Refarix™) nokasano, 4to KnHHudeckas 3 (HexTHBHOCTL B OTHOILECHHH TAAKENOro
POTABMPYCHOTO FaCTPOIHTEPHTA COXPAHAIACE,

Ecan Polio Sabin ™ One and Three (dan npuesta enymps) HEBOIMOKHO NPHUMEHATE OJHOBPEMEHHO C
ApYrHMH KHBBIMI ATTEHYHPOBAHHEIMH BAKLITHAMH, MOKIY BAKUHHALMAMH cheayeT obecneuuTs UHTepBan

HE MEHEeS OOHOIo Mecaua.

M MYHOCYNPECCHBHAA TEPANUA MOWKET CTATL npmumon CHHARCHHA HMMYHHOIMD OTBETA, cnocolcTBoBaTh
Pa3MHOMKEHNID BAKUHHHOrO BUPYCA H YBENHYHBATL NPOAONKHTENEHOCTE BLLASNEHHA BAKIIHHHLIX IITAMMOB

BHPYCA CO CTYJIOM.
MNOBOYHBIE 3ODEKTHI

B ouens peakux cnyuasx Habniogaercs BAKUHHO-3CCOLMIPOBAHHBIN NapanH NpH NpUMEHEHHH
TPHBANEHTHBLIX OPAILHBIX BAKUHH OT NONHOMHENNTA (YacToTa peakuuil - mexee | na 1 000 000 nos
npenapata). BoasuIHCTBO CNyuaen BakUMHO-acCoUNHpoBantoro nonwomuenura (BAIT) pazsusaerca nocne
npHMeHeHnA nepsoil 103ul BAKUHHLL.

Nocne nymuyunsaunn Polio Sabin ™ One and Three (08 npuesta guympe) OrMedLIHCh JRXOPAKa, pEoTa i

nuaped. byiio onMcano pa3BHTHE AnNepraveckux/aHadHIakTHHECKHX peakumii nocne MMMYHHIaUNH
TPHBANEHTHOI opankHoil BAKUMHOIT oT nonHomuennTa nponisoacTea GlaxoSmithKline Biological.
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NMPOTHBOMOKA3AHWS

Palio Sabin ™One and Three (dan Npuesa siyimps) NpoTHBONOKA3aHA ¥ NALHEHTOB ¢ ONHCAHKOI
FHNEPHYBCTBUTENBHOCTLIO K HEOMHLIMHY HAIH NOIMMHUKCHHY, 1060 K MOBoMy LIPYTOMY KOMITOHEHTY
BakunHbl. Haniuue s anaMHese KONTAKTHOrO ACPMATHTA HA HEOMMLIH IITH NONHMHKCHH HE ABIRETCH
NpoTHBONOKA3AHHEM.

Polio Sabin ™ One and Three (0an npuesta enymps) npotHBonokazauna Y NAUHEHTOB ¢ NPHIHAKAMM
THIEPU YBCTBHTECAPHOCTH NOC/C NPEAWECTBYIOWEr0 Ha3HadeHHs opansHeix sakuuy GlaxoSmithKline
Biologicals® oT nonnomuennra.

Polio Sabin ™One and Three (dan npuexa anyimpn) NpoTHBONOKA3aHA Y NALHEHTOB C NEPRHYHBIM |
BTOPHYHBIM HMMYHOASPHUMTOM. VY 3THX NAUHEHTOB PEKOMEHIYETCA HCNOALIOBATL HHAKTHBHPOBAHHYIO
BaKUHHY OT nonuosiendTa (MBI1). Bmecte ¢ Tem, B cooTseTcTniny ¢ pactuupentoii nporpammoii BO3 no
HMMYHI3AUMH HEEKLUNA BIPYCOM HMMYHOIeDUUNTA HeNOBEKA, B TOM YHCIE NP HATHYHH CHMITOMATHKH,
HE AWIASTER NPOTHBONOKAZAHMEM K& HMMyHH3auun Palio Sabin ™ Qne and Three (0an npuena suympu).

MEFPLI MPEAOCTOPOXKHOCTH
Polio Sabin ™ One and Three (dan npuesta euymps) He NPUMEHSETCA NAPEHTEPATLHO.

Paolia Sabin ™ One and Three (0aa npueva snuymps) ne BnuaeT Ha Teycnne GoNe3HH W He NpeloTBpalaeT
ge Y NaUHeHTOn, yiKe HH(HUUHPOBAHKEIX BHPYCOM NMOJTHOMHENHTA ZHKoro THNa | uim 3,

[Mpumenenne Polio Sabin ™ One and Three (daa npuema giymps) CheayeT OTNOANTE ¥ NALHEHTOB,
CTPanAoUINY OCTPLIM TRHKE/bIM 3200N¢BAHHEM, KOTOPOS NPOABNAETCA IHXOPANKOH, & TaKKe NpH
yeToiunBoil auapee wau peore. OnHaKo HANH4HE Nerkoil HHEKHH, B HACTHOCTH NMPOCTYAIHOTO
33‘50.—'1&38“[1!], HE J0MAKHO CTaTh HPH'IHI{Dﬁ OTKa3a OT BAKUHHALIMH.

[Mockoasky auapes n/unu pota (a Takwe uudekuus JIT) smoryT nosnnsTe Ha nedcrene Polio Sabin ™
One and Three (daa npuema gnympe), nonyyeHHas 1033 HE YMUTHIBASTCA KAK HACTh CXEMbI HMMYHH3ALIKH,
1 e CledyeT NOBTOPHTL NOCAE BOCCTAHOBNEHNA,

ATTeHyHpOBaHHLIE BHPYCh! MOJHOMMENHTA PAIMHMKAIOTCH B KHlLeuHHKe. BakunHube BUpyCH MOTYT
BLUIENATBCA C KANOM HA MPOTAKEHHH HECKOJIBKHX HEAENb, & TAKKE MEPEAABATECA TIPH KOHTAKTE; B CBA3H ©
ITHM CIEAYET NPeAYNPEaNTL AHL, ¢ KOTOPLIMH KOHTAKTUPYET NaUHeHT, 0 HeoOX0AHMOCTH TIATeNLHOI
NHMHOM rHrHeHsl.

Puek sakunHo-accounnposanioil napanuTHieckoif GopMel NONHOMHENHTA Y HEUMYHHBIX NHL, TECHO
KOHTEKTHPYIOWNX € HEAABHO BAKUHHHPOBAHHBIM MALHEHTOM, OTMEYAETCH O4CHEL PEAKO.

Bo seex cnyuanx npusmenenus Polio Sabin ™ One and Three (Ona npuesa enympn), B COOTBETCTBHH ©
Hatexcawlell knuHHueckoii npakTikoil HeoGXoAHMO NPOBECTH HMMYHHMIALHIO ¥ MYBCTBHTENLHLIX
(HanpuMep, HeBAKWIHIPOBAHHEIX) NALHSHTOR,

Kax i B Apyrix cny4asy, 3alidTHbI YPOBeHb HMMYHHOTO 0TBETa (JOPMHPYETCA HE ¥ Beex
BAKUHHHPOBAHHLIX NALHEHTOB.

Mpenuectsyioune pakunnaunn MBI ve ssnmores npotusonokazannem k npuMmencuino Polio Sabin ™ One
and Three (dns npuesma anymps).

BepemeHHOCTL
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HeenoTpa Ha oTCyTCTBIE ZaHHBIX O BO3MOAHOCTH HeGAAronpHATHOTO AEliCTBHA KHBLIX aTTEHYHPOBAHHEIX
NOAMOBIPYCOB HA M0, B COOTBCTCTBHH C OGULHMY MPHHUHNAMY BAKUWHY He ClIeAyeT NPUMEHATL Y '
GepeMeHbIX SHEHILHH, eCTH Y HHX HeT 4eTKo NOATBEPAICHHOID PHCKA MHOEKLHI AHKHMH IIITAMMaMH
BUpyca noanomuennta. Cnenyer oueHiuTs COOTHOWEHHE "pHcK-none3a” U8 HCNOML30BAHMA BAKLHH N0
CPasHEeHHIO C HEAKTHEHBIMH BAKUMHAMH,

I'pyavoe Bekapmansanne

B kanHiMeCkix HeCnenosaiuax He n3ydanock Bnuanne Polio Sabin ™ One and Three (0an npuea
aHympL) Ha IPYAHLIX IETel 1pH NPHMEHSHIN Npenapata y ux matepeit. JlaHHbIX o NPOTHBOMOKAIAHHAX HA
CErpAMALINNIT NeHb HET.

BakuMHb MOKHO NPUMEHATE Y KOPMALLX MaTepeii.

Aenmnupl neropoanoro sozpacta/Kontpauenuns

ZKeHIMHb ASTOPOOHONO BO3pacTa, HE MMEIOWHE HMMYHHTETA K MOMHOMHENHTY, JOIEHE NONLI0OBATECA
METOJIAMH KOHTPAUENUNH B TEMEHHE 3 MECHUEB NOCTE BAKLHHALHH.

[Mepearosnposika

HMmelorea peacie cooblesns 0 nepeao3npoBKe TPEXBANEHTHON OPATLHON BAKUKHOI OT noAHOMHeNHTa
GlaxoSmthKline Biologicals'. [Tepeno3npoeka He CONpOBOAAANACE HEONATONPHATHLIMH ABIESHHAMH.

Ha ceroans wenocrarouno nadusix o Polio Sabin ™ One and Three (daa npuena suymps),
HecosmectumoceTs

JanHbiil npenapaT He JOMAEH CMEIUMBATLCA C APYTHMH EKAPCTBEHHBIMH CPEACTBAMMH.
®APMAKOJOTHYECKHE CBOMCTBA

JlnA 03HAKOMACHIA ¢ JAHHBIM PA3AE/IOM CM, HHPOPMALINIO O Npenapare 1o dakkeiM BO3 Ha peG-caiite
DpPraHk3amnn.

XPAHEHHE

B HHCTPYKUMHM W HE YNIAKOBKE NPENapara YKa3aH CPOK roAHOCTH.

BakuuHa coXpaHser CBOK NMMYHOTMEHHOCTL NP XpaHeHiH npu Temneparype He seie -20°C 1o
HCTeNCHMA CPOKA TOAHOCTH, YKa3aHHoro Ha gmakoue. [Tpn Temneparype ot +2°C no +8°C o moxer
NPaHUTLCA A0 6 MECAUes.

JLas noiaepAadua nMmsmynorensoct Polio Sabin ™ Qne and Three (0as npuesa enymps) va
ONTHMANLHOM YPOBHE CEAYET CBECTH K MHHHMYMY XPaHeHNE BAKUMHLI B YCNoBuax Gonee sbicokoi
TEMNEPATYPEL, 8 TAKKE JCPKATE €8 B TEMHOM MECTE.

Hocrasra Bakunnbt, 0cOGEHHO B KAPKOM KIHMATE, J0NHHA OCYUIECTBIATECA B XONOAHBHBIX YCTPOHCTBAN.

JamopuKHBAHNE W PA3MOPAYKMBAHNE HE BIHAIOT HA THTP BAKLIMHBL

[Jna 3a11THl OT CBETA XPAHWTE NMPENapaT B OPHIHHANLHOH YNaKoBKe.
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BHEIUIHHA BHJL

BakumHa nocrasnsercs B CTeKNAHHBIX (IAKOHAX (MHOMOAO3HbIE (nakous: conepwar 10 uan 20 no3
npenapara).

Hiaukatop roanocrn daakona ¢ sakunnoii (Vaccine Vial Monitor); em. nukrorpammy VVM B konue
ITOr0 ANCTKA

Huaukarop roanoctn paakona ¢ pakunnoii (VVM) ABNAeTCA MACTBIO ATHKETKMY, KOTOpas HCNONb3YeTcs 4
MApKHPOBKY Beex napTui sakuniel Polio Sabin ™ One and Three (0an npuesa auymps), nocrasnaempix
romranneii GlaxoSmithKline Biologicals. Muerowmiica Ha aTHKeTke LUBETHOI Kpy kOK ABAAETCSH
Hizankatopos VVM. Liser 310ro kKpyicka U3MEHACTCA B COOTBETCTBHH C BPEMEHEM H TEMIIEPATY POl i
ABMIACTCA MHAHKATOPOM COBOKYIMHOrO TENAOBOIO BO3AEHCTBIA. KOTOpPOMY noasepraerca duakod. 1ot
HHIHKATOP NpPeAYNPekIacT KOHEHHOIO 10/1b30BATENA O BOIMOKHOM pacnane BakLUHHE! 10 CTEreHs,
NpesLILaoLILEeiT A0MYCTUMYI0, MO AeHCTBItEM Tenia.

Hurepnperauus nokasauni VVM npocra, Crietyer oGpaTits BHHMANIE HA KBALPAT B LUeHTpe Kpy#ka. Ero
uBeT nocreneHHo Mexsercd. [loka user 3Toro Kpanpara cBeT/IEe LUBETA KPY/AKKA, BAKUHHY MOKHO
HCNOAL30BATE. EC/IH UBET LIEHTPATLHOMD KBANPATA COBMNANAeT ¢ UBETOM KPYXKKa HIH TeMHee ero, (IakoH

CASAYET YINHTE B OTXObL.

CogpeplueHHO He0OX0AHMO 0GECTIeYHTh YKa3aHHbIC BbIILE YCIOBHA XpaHeHHA (0cOBEHHD YCNOBNA XPAHEHHA
npi HiskHx Temnepatypax). Komnauus [nakcoCymurKnsiin Balfonomknkanc se npusHaer
OTBETCTBEHHOCTH, ecni Bakunua Polio Sabin ™ One and Three (daa npuema guympn) xpauniacs ¢
HapyweHnes 3Tix Tpebosannii yucrpykunn. Kposme toro, komnanna GlaxoSmithKline Biologicals ne necer
orseTcTBERHOCTH, ecni VVM nmeet aedexTsl 10G0ro NpoHcXoRIeHIA,
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BHyTpenuitii KBaapar cseraee napyanoro kpyxka. Ecan cpok roanoctn ue nerex, HCMOJB3YHTE
BAKUINY.

B Gonee no3aHie CPOKH BHYTPEHHHI KBAIPaT BCE eLle CBETee HAPYHHOIO Kpyskka. Ecan cpok roanoetn
we werer, MCNOJB3YHTE sakuuny.

@ -

Toura HENPIroANOCTH: UBET BHYTPEHHErO KBAAPATA COOTBETCTBYET LBETY HAPYWHOro Kpywka. HE
HCNOJL3YATE sakunny.
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3a npenenamu TOUKH HENPUTOAHOCTH: BHYTPEHHHIT KBAAPAT TEMHee Hapy#Horo kpyxka. HE
HCNMOJIL3YHTE eakunny.

Jlna noayvesus AononHUTensHON HRdopManny obpaTHTECh K MPOHIBOANTENIO.

Polio Sabin u Rotarix - Topropsle Mapki rpynns! komMnasnii GSK.
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