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Indopmanis s manienta npo
paknuay M-M-P IT (BUMOBISIETHCS fIK «eM-eM-ep ABa»)
Henarenrosana nassa: Baknuna npoTn Kopy, NapoTHTY Ta KPACHYXH BipycHA, KHBa

Hukue HaBoanThes KopoTKa imdopmauis mpo Bakumny M-M-P II. [Ipouwraiite i nepexn
BBEJICHHSM BakiMHU BaMm uu Bamrniit qutusi. SIKo micns 4MTaHHS MLOTO JTMCTKA-BKIJIAIHINA J10
ynakoBku y Bac BUHMKHYTH OyIb-sKi 3aIIMTaHHS IIPO BaKUMHY, 3BePHITECS J10 ¢BOro Jikaps. 1le
— nume KopoTtka iHdopmanis. Bona He Moxke 3aMiHMTH PO3MOBH Hpo BakimuHy M-M-P 11 3
Baimm srikapem, MezcecTporo abo iHITHM MEIMYHAM MpaliBHIKOM. Pimenns npo Te, un MOKHa
3aCTOCOBYBATH IO BakuuHy Bam un Bamiit quTuni, moxke npuiiMaTy tinexn Bam mikap.

Ilo coboro aBase Bakuuna M-M-P I1 i ax Bona jie?

M-M-P 1l takox Ha3sHBaeThCS «BaKI[HMHA NPOTH KOPY, MAPOTUTY Ta KPACHYXH BIpyCHa, JKHUBa».
[{io ’xuBy BipycHY BaKUMHY BBOJAATH HUIAX0M in’ekmil. Ilfo Bakumny, sx npaBuIo, NpH3HAvaoTh
JIFOJSAM BIKOM BiJl OZIHOTO poKy. Boma mpusnadena s monepekeHHs HOsABH Kopy (rubeola),
apoTUTy Ta KpacHyxH (German measles).

Bakuusa M-M-P II mictute ocnabneni ¢opmm Bipycy Kopy, Bipycy MapoTHTY Ta Bipycy
kpacHyxu.M-M-P II nonomarae imyrHiH cucremi 3axueruti Bac uu Bamry autuny Bia nossu
KOpY. NapoTHTY ad0 KpPacHYXH.

M-M-P II Moie He 3aXHCTHTH BCIX, XTO OTpHMac wio Bakuuuy, M-M-P Il we Bumikye kip,
napoTuT, abo KpacHyXy, akio Bu abo Bama gutrHa BXke 3aXBopiny.

1110 Meni MOTPiOHO 3HATH PO Kip, DAPOTAT TAa KPAacHYXY?

Kip Takox Bigomuii sx rubeola. Ile — cepiiosne 3axBoproBanus. Skmo y Bac € ipyc kopy, 10 Bin
MOKe nepejgaBatics iHIMM moaaM. Kip Moxe BHKIHKATH BHCOKY TEMIEpaTypy, Kamlenb Ta
BucHIl. L{s xBopoOa mosxe TpuBati Bix 1 10 2 THKHIB. Y PIAKICHMX BHNAIKAX BOHA TAKOXK MOKe
CHPHYAHATA IH(EKUIIO y TOIOBHOMY MO3KY. Lle MOXe NpH3BecTH [0 CYJIOMHHUX HaNajiBs, BTPATH
CIIyXY, PO3YMOBOI BiJICTAJIOCTI Ta HABITh CMEPTI.

[Taporur (cBMHKA) TAKOK MOXKeE IepeaaBaTHCH iHIIHM jmoaaM. Llei Bipyc MOXE BHKIHKATH
BHCOKY TeMTiepaTypy Ta rooBeui 61k, [Ipu ubomy 3aXBOpIOBaHHS TaK0X 3°ABISETLCS HABPAK i
\(Bopoﬁmmcm 3103, 10 3HAXOIATECS MIia mienenoro. Lls xaopoﬁa YacTO TPHUBAE NPOTATOM
JEKiNbKOX AHiB. IHOAL TMpy mapoTHTI BHHHKAae HaOpsK S€YOK, SIKi CTAIOTh XBOPOGIHBAMH. Y
AesKUX BHMAJKaX Iei Bipyc Mo)ke BHKIMKATH MEHIHTIT, AKHUH TPOABIACTHCS AK HE3HAYHMIL
HaOpsK NOKPHBHHX 000JIOHOK TOJOBHOTO Ta CIIMHHOIO MO3KY.

Kpacuyxy rakox Bizmoma sk German measles. Yacto Bona mporikae y smerkiit popmi. Bipyc
KpacHyXH MOXe BHKJIMKATH He3HayHe MiIBMINCHHS TEMIEpaTypy Tina, HaOpSKIicTh 34103 Ha

i, 6iib 1 HaOpsK y cyrnobax, a TakoK BHCHII, SKMil TPUBAE IPOTSAIOM KOPOTKOTO Hacy. Llﬂ‘

indekuis Moxke Oyrn ayke HeGe3nedyHOW [Ta BaTiTHHX KIHOK. JKiHKHM, SKi 3axaop‘i"
KpacHyXy ITiJl 4ac BariTHOCTi, MOXYTh HAPOANUTH MepTBY AUTHHY. Kpim Toro, HoBOHAPOIKeHa 3a

TaKHX yYMOB JHTHHa Moxe OyTH cmimoro abo IIyXxolo 4HM MOXKe MaTh xaopoﬁy ce\quqﬁfi 0 4
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Komy ne moxkua 3acrocosyBatu M-M-P I1?

He 3acrocoByiite Bakuuny M-M-P Il 3a HasBHOCTI Takux craHiB y Bac abo Bamol autuau:

e anepris Ha Oynab-fKi IHIpeNi€HTH BaKUMHHU (Le BKIIOYAaE ajepriio Ha JXelaTHH abo
HeoMminwmH. [ToBHAM CKnan BaKIMHY IUB. HAIIPHKIHII BOTO THCTKA-BK/Ia UIIIA);

e ocinabnena iMyHHa cHCTeMa, HaNpHKIaJ, IMyHOAe(DILUT, CHaaKOBHH IMYHHMH po3nal,
neiikemis, imdoma abo BUJI / CHIA;

e JIKyBaHHSA CTEpOIAHMMH 3aco0aMH Yy BHCOKHX J03aX HOpU IX [epopalbHOMY abo
1H €KIIITHOMY BBEJICHHI;

e BHCOKa TeMIlepaTypa tiia (Bume Hix 38,5 °C);

e BariTHiCTb a00 IUIAaHYBAaHHS BATITHOCTI IIPOTATOM HACTYITHUX TPHOX MiCAIIB.

Ilo noTpidHO NOBIIOMHTH CBOEMY JIiKAPIO Nepel BBeaenuam Baxuunn M-M-P I1?

[TosigomTe cBOEMY miKaplo, ko y Bac abo y Bauroi 1uTHHY € Taki cTaHu:
e Oyap-sKi 3aXBOPIOBAHHS Y TelePiIIHii yac abo y MHHYJIOMY;
® enigenTHYHi Hanaau abo TpaBMa rOJIOBHOTO MO3KY ¥ MHHYJIOMY;
® [POBEJIECHHS IEpEUBAHHs KpOBi ab0 m1asMu KpoBi abo BBeJieHHs ro0yJiHy CHPOBATKH
KpPOBI JIFOZUHY;
e TyOepKynbo3 B akTHBHIH (QopMi, 3 IPHBOJIY AKOTO HE MPOBOIMIHM JIIKYBAHHS;
® 3aCTOCYBaHHS OyIb-KHX JiKapCbKHX 3aco0iB (Il BKIIOuYae Ge3pelentypHi JHiKapebki
3acodu Ta 610JI0r19HO aKTHBHI XapuoBi J00aBKH);
® HasBHICTH Oyab-sKOI ajeprii (1le BKIIOYAE aleprito Ha HEOMIIHH a0 JKeIaTHH);
10Ba y MHHYJIOMY aJlepri9Hoi peakiii Ha Oyab-aKy iHIIY BaKIUHY:;
BariTHICTE a00 NNaHyBaHHs BariTHOCTI IPOTATOM HACTYIIHUX TPHOX MiCSIB;
IPy/IHE BHTOIOBYBAHHS; '
3HMKEHHSA KUTBKOCTI TpOMOOLHUTIB y TenepiHiil yac abo y MUHYJIOMY;
aylepris Ha sLs.

Sx BBoauThes Bakuuua M-M-P 11?

Baknuny M-M-P Il BBOmATE 3a 10MOMOroro iH’eKiil MIOAAM BIKOM Bia oaHoro poky. Jlosa
BakKIMHM € OJIHAKOBOIO JUIA BCixX mozei. Skmo Bamiit mutuni 3po6isats in’exiio y Bini micss
OAHOr0 POKy, TO PCKOMCHAYETbCA BBCCTH JAPYry Ja03y. Jpyry [o3y 4acTo NpHU3Ha4aioTh
OesnocepenHbo nepesa THM, K JAMTHHA Mife JO MOYaTKOBOI KoM (y Biui Big 4 10 6 pokis).
Axmo Bawii mutaai nepury iH’exiio 3po6naATh y Billi MEHIIE OAHOTO POKY, TO APYTY 03y
1o1pibHo Gyse BBECTH, KOJH il BUIOBHHTECS BiJ 12 70 15 Micamis. A moTiM TpeTio iR’ ekmiio
noTpibuo 6Gyne 3pobutu y Bini Bin 4 no 6 poxis. Bam sikap BapimMTs Haifkpammii yac i
KUIBKICTB 1H’ €Ki 3riH0 3 opiniiHEMHE peKOMeH IaIlisIMu.,

Axmo Bu mpomyctute BBenenHs, To Bam gikap mosizomuts Bam, Kosm MOTpiGHO 3poOuTH
BaKIMHALIIO.

Hesaritaum JiBuatam Ta 10pocTuM jKiHKaM AiTOPOAHOTO BiKYy, AKi € CXMILHAMM JI0 3apaKEHHS
KPacHyXO0l0, MOXHa 3pOOMTH IWIEIIeHHs 3a gomomorord M-M-P II (aGo Baknueum mnpoTH
KPacCHYXH 3 JKMBHUM OCJIabJIEHUM BipycOM) 3a YMOBH BJKMBAHHS [E€BHHUX 3arl00KHHX 3aX0jiB. V
OaraThOX BHIAJKaX >XIHKAaM, L0 HApPaKAIOTBCS HA PH3HK 3aPaKCHHIO KpaCnymo BaKHHHy
3pY4HO BBOJUTH O/ipa3y K IICIIA MOJIOTiB.
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Mowxnugi nobiuni edexrn Bakuuau M-M-P 11

Hatiuactimum nobivanM eekToMm BakuuHairii 3a gomomororo M-M-P 11 e neuinus Ta/abo
rocTpuit 611b y Micii 1H’ €KLl IPOTATOM KOPOTKOI'O Yacy.

I nobivni eeKTH MOKYTE BKIFOYATH TaKi ABAILIA:
e JImxomanka;
e Bucum.

PimxicHi mo6iuni eexT MOKYTE TAKOXK BKITIOUATH:
¢ Habpax seqok,
e bink Ta/abo Habpsk cyrnobis.

Hesxi noGiumi edextn € pigkicoumu, ame MoxyTh OyTn cepifosHumu. Bu  nosunsi
3aresie)OHyBaTH CBOEMY JKaplo, Ko Bu momitute Oyas-aKi 3 HACTYHHX ABMII:
¢ VYTpyAHEHHs AUXaHHS, OXPHIUIC IAXAHH:, KPOIHB sHKa ab0 MIKIpHUIT BUCHTT MOKYTE
OyTH 03HaKaMH aleprivyHoi peakiiii.
Kposoreua abo cunni nia mkiporo.
e [llpunazku, cunbauii ronosHuii 6i1k, 3MiHa NOBEAIHKH a00 CBIOMOCTI, YTPYAHEHHS IIPH
X0B0I.

MosyTs Takox BHHHKaTH iHm modiuni edextn. Y Baimoro nikaps € Ginbin moBHHI nepertik
noGiunux edexris Bakuuau M-M-P 11,

Slxkmo nicns Beenenns M-M-P Il y Bac abo y Bawoi gutunu 3’ssaaTeca Oyap-ski HOBI abo
He3BHYHI CHMIITOMH, 3BEPHITECA JI0 CBOTO JIKaps abo IHLIOro MeIHYHOro MnpaiiBHHKA.

Bu Takox Moxere mosizomuTH mpo Oyap-siki mobiumi peakuii coemy mikapro aGo sikapio
Bamroi jutrHE abo MOXeTe HagiciaTH NOBIAOMIIEHHS GE3MOCEPeIHBO 3a AOTOMOTOI0 CHCTEMH
NOBiAOMJIEHb mpo nobiuni edexktu Bakuma (cucrema VAERS). Homep Tenedony s
Ge3komToBHOro 3B’s3Ky 3 cucTemolo VAERS: 1-800-822-7967, aGo Bu Moskere mamiciatu
iHopmantiio yepes Inteprer 3a ajpecoro: www.vaers.hhs.gov.

Cruan sBakuuan M-M-P 11

AKTHBHI 1HIpe/lieHTH: ocnabneHi Gopmu BipyciB KOpY, DAPOTHTY Ta KPaCHYXH.

Heakrueni inrpenienta: copGito, gocdar Hatpiro, Gocdar kaiito, caxaposa, XJI0pH/ HATPIIO,
riIpOJi30BaHMI JKeTaTHH, peKOMOIHAHTHUH ansOyMiH TOHHH, deransHa Ouuava cupoBaTka,
iHwi inrpesieaTH GydepHoro po3unny Ta cepeoBHINa, HEOMILIHH.

Ulo me meni noTpiono 3naTu npo M-M-P I1?

Axmo Bam BBenyTs Baknuny M-M-P 11 mix wac BaritHocTi, 3atenedonyiite 3a Homepom:
1-800-986-8999. AGo Bu mosxeTe 3aTeneoHyBaTH CBOEMY JTKapIO.

Y UbOMY JMCTKY-BKIaIMIII y3aralbHIOEThCS BasKIIMBa iH(OpMAIlis 1o BaKIHHY M—M-P II.
e YRy I

Axmo Bu xodere OoTpHMaTH H0JaTKOBY iH(OpMaNiio, 3BepHITHCH 10 CBofe mxapa 6@
satenedonyiite 3a Homepom: 1-800-622-4477.
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M-M-P 11
(BAKIIUHA ITPOTHU KOPY, IIAPOTUTY TA KPACHYXH BIPYCHA, )KUBA)

onuc

M-M-P Il (Bakuuna npotu Kopy, NapOTHTY Ta KPacHYXH BipycHa, sKHBa) — I JKHBa BipyCHA
BAKIIMHA JUIS IUETIEHHs IPOTH Kopy (rubeola), maporuty Ta kpacayxn (German measles).

Bakuuna M-M-P II € crepuabnuM iodinizoBaHuM mpemapatoM, sKHil CKIalacThCs 3 TAKHX
pakimH (1) ATTENUVAX® (Bakuuna MPOTH KOPY BipycHa XuBa), Ginbin arenyioBaHa JiHis
BipyCy KOpY, OTpHMaHa 3 0clablIeHoro (Enders%) mramy Edmonston i Bupomnena B xyibTypi
KITHH Kypsdoro emGpiona; (2) MUMPSVAX™ (Bakuuna IpoTH MapoTHTY BipycHa 3KHBa),
mTam Jeryl Lynn™ (pisens B) Bipycy mapoTHTy, BHPOIIEHOTO y KyJBTYPi KJIITHH KYpSHOro
emOpiona, i (3) MERUVAX® II (BakIMHA NPOTH KpacHyXM BipycHa uBa), mtam Wistar RA
27/3 3KMBOrO aTeHyHOBAHOTO BIPYCY KPaCHyXH, BUPOLIEHOTO Y KYIbTYpi AMILIOIIHHX KIITHH
(p16podnactis nerens moaunu (WI-38) {1,2}.

CepejoBriieM Uit BUPOUIYBaHHS BipyciB Kopy Ta mapoTuty € cepenosume 199 (Gydeprmii
COJNILOBHH pPO3YHH, B SKOMY MICTATHCS BITaMIHM Ta AMIHOKHCIIOTH 1 SKWH JOMOBHEHMID
(peTanbHOI0 GMYayOI0 CHPOBATKOK), 1O CKIaay AKOro BxoiasTh SPGA (caxaposa, ¢ocdar,
rIyTamar i pekoMOiHaHTHUI aabOyMiH JTIOMMHN) SK CTabii3aTop Ta HEOMIIHH.

Cepenosuiuem Ui BHPOIIYBaHHS Bipycy KpacHYXH € MiHiMalbHe TOKMBHE CEPEIOBHIIE
(MEM) [6ydepunii CONbOBHH pO3YMH, SKMH MICTHTbL BiTAMiHH Ta aMiHOKHCIOTH 1 sKuii
JIOTIOBHEHUH (peTalbHOI0 GHYA40K0 CHPOBATKOIO], IO CKIIANy SKOIO BXOJATH peKoMOiHaHTHHIL
ansOymin ynoxued Ta HeomimmH. CopGiton i rinpomisoBanmii JkenaTuHOBHl cTabimizaTop
JOJIAIOTH 10 1HIMBIIyaJIbHAX BIPYCHUX BPO3KaiB.

Kynbrypy kiiTvH, my/nid Bipycis i ¢eraneHy GMuady CHPOBATKY IIEpeBIpSIOTH HA BiICYTHICTH
CTOPOHHIX areHTiB. BiZHOBIeHa BakIHHA IPU3HAYEHA IS niamkipuoro sseaeHns. Kosxnaa go3a
0,5 ma mictats He mMenm Hixk 1000 TLso (1038, wo indekye 50% ky1sTyp KiIiTHH) Bipycy
kopy; 12 500 TIso Bipycy mapotuty i 1000 TIIso Bipycy kpacnyxu. KoxHa 1032 BaKLUHH
PO3pPAXOBYETLCS TAKHM HYHHOM, 106 y Hiff micTmimea cop6Giton (14,5 mr), docdar Harpiro,
caxaposa (1,9 wmr), xyopun marpilo, rinpomizoBaHmit xenmatun (14,5 Mr), pexoMmGiHaHTHHIL
anpOymin ozl (S 0,3 wr), deransna Guuada cuposatka (<1 ppm), iHmi inrpemientn
Oy¢epHOro posunny Ta cepeoBHINa, i MPUOIH3HO 25 MKT HeoMminuuy. IIperapaT He MiCTHTH
KOHCEpBaHTIB.

[lepen BimHOBNEHHAM, miodimizoBaHa BaKIMHA MAac BHIVISA KOMIAKTHOTO KPHCTATIMHOIO
OpuKeTy CBiTJIO-)KOBTOro Kombopy. M-M-P II, miciis BiZHOBNEHHS K 3a3HAyYEHO, € IPO30pUM
JKOBTHM PO3YHHOM.

KJITHIYHA ®APMAKOJIOT TSI

Kip, maporur Ta kpacHyXa — ne TpH NOMMPEHMX MUTAYHX 3aXBOPIOBAHHS, BHKTHKAHHX
BIANIOBIAHO BipycoM KOpy, BipycoM mnapoTuTy (mapamikcoBipycamu) Ta BIpyCOM KpacHyxu
(ToraBipycom), siki MOXKYTb IPH3BOIMTH 10 CEPHOZHHX yCKIagHEHb Ta/abo cMepTi. Ha;ppmcnéﬂ,\ "
KIp MOXe BHKJIMKATH NMHEBMOHIIO Ta eHuedanit. [TapoTHT MOKe MPH3BECTH 0 ACENTHUHOrO o
MEHIHTITY, IJIyXOTH Ta OpXiTy; & KpacHyXa MiJi Yac BariTHOCTI Moke BUKJIHKATH CHHADOM,
NPUPO/DKEHOT KPACHYXH y AiTeH, HapO/DKEHUX 1HQIKOBAHUMH MaTepsMIL. WL A




Brnms Bakuummanii npoT# KOopy, HapOTHTY Ta KPaCHYXH Ha NMPUPOAHMH mepebir KOXKHOIo 3 MuX
3axBoproBab y CIITA MoXHa OIIHATH KLTBKICHO IIIAXOM MOPIBHSHHS MaKCHMAJIBHOI KiJIBKOCTI
BHIIAJKIB KOpY, HApPOTHTY Ta KPAacHYXH, 3apEECTPOBaHHUX IIPOTATOM [EBHOIO POKY [0
3aCTOCYBAaHHS BaKIIWHH, 3 KITBKICTIO BUIIAJKIB KOKHOTO 3aXBOPIOBAHHS, MIPO AKi IIOBIIOMIIATIOCH
B 1995 p. lllo crocyerses kopy, To B 1941 p. Gyno 3apeectposano 894 134 Bunanku, a B 1995 p.
— 288 Bumazkis, To0TO 3a mei mepiox BigOynOcs 3MEHINCHHS KUTBKOCTI 3apeecTpOBaHMX
BHIIAJIKIB 15OT0 3aXBoproBaHHA Ha 99,97%; mo crocyeThbess mapoTuty, To B 1968 p. Gyno
3apeectpoBano 152 209 sumankis, a B 1995 p. — 840 BumajakiB, T00TO BiAOy/I0Ca 3MEHILEHHS
KUIBKOCTI 3apeecTpOBaHMX BHNAJKIB IBOr0 3aXBOpIOBaHHA Ha 99,45%; a mo crocyeThes
KpacHyxu, To B 1969 p. Gyno 3apeecrtpoBano 57 686 Bumanxis, a B 1995 p. — 200 Bumauxis,
TOOTO BiAOY/I0CH 3MEHIIEHHS KiTbKOCTI 3apeecTpOBAHMX BHIAIKIB LBOTO 3aXBOPIOBAHHSA HA
99,65% {3}.

YV KIHIYHEX JOCTUKEHHsX 3a ydacTio 284 niteit Bikom Bix 11 micamis mo 7 pokiB i3
CCPOHEraTHBHICTIO 70 3 BipyciB Oyno mnokasano, mo Bakmumia M-M-P 11 mae Bucoky
IMYHOTE€HHICTb 1 3arajoM 100pe NepeHOCHThCA MITbMH. Y IMX JOCTI/UKeHHSIX OJHA 1H KIS
BaKIMHH BHUKIMKAJA YTBOPEHHS AaHTHTLI NPOTH KOPY, LIO BHKJIHKAIM TajlbMyBaHH:A
reMarmoTHHALil, y 95%, HeHTpali3yIo4uX aHTHTLI IIPOTH IAPOTHTY — Y 96%, a TakoK aHTHTI
[IPOTH KPAaCHYXH, 110 BHKJIMKAIH rajlbMyBaHHs reMarmoTHHaUl y 99% crnpHitHATIHBHX JiTei.
IIpote y HeBemukoi KinbKocTi BakIMHOBaHUX mrozelt (1-5%) miciid BBeeHHS TIepIol 1031 MOKe
He BiAOyTHCS cepokoHBepcis (auB. Takoxk posmin [TOKA3AHHS TA BUKOPUCTAHHS,

Pexomenoosana cxema eaxyunayii).

Y npocnipkenni {4} 3a yyacTio O-MicS4HHX Ta 15-MiCAYHEX HEMOBIAT, HAPOIIKEHHX
BaKIMHOBAaHUMH MaTepsMH, Oyjlo 1OKa3aHO, WIO TiCAs BakiMHalil 3a JZONOMOTOIO
ATTENUVAX Tutpn HelTpanizyrounx aHTHTiI Oyiau BusBieHi y 74% G-MIiCSYHHX HEMOBIIAT,
TOAI AK cepea |5-MiCAYHMX HEMOBIST THTPH HEHTPIi3yrouuMX aHTHTIN 3°sBiasanck y 100%
mireit. Taka wacToTa cepokoHBepcii € BHINOIO TOPIBHSHO 3 MONEPEHIME JITAHUMH,
TOBIIOMJICHUMHA [UTA 6-MiCAYHHX HEMOBJIAT, HAPOUKEHUX MATEPSIMH 3 TPHPOHUM IMYHITETOM,
NPH BH3HAYCHHI TUTPY LUIAXOM aHATI3y 3a JOMOMOIO0 Peakilii ralbMyBaHHs TreMarJiOTHHALIL,
Koy 6-micsyHuM AITAM IMYHI30BAaHMX MaTepiB NPOBOMMIIM PEBAKIMHALIIO Y 1S-MicsaHOMY
Billl, TO y HUX PO3BMBAINCA THTPH aHTHTIN, eKBIBAICHTHI THTpaM y 15-MicSYHHX BAKIIMHOBAHHX
aitei. Taka HuK9a yacToTa CepOKOHBEpCi y 6-MiCAUHMX IiTel Mae [Ba MOYIIMBHX TOSCHEHHS:
1) 4epes oOMeXeHHA METOAMKH BHSBICHHA aHTHTIN (HeHTpani3yrui aHTHTIIa Ta
iMyHOGepMeHTHHUIT aHalli3) HasABHICTH CIIZOBOI KiMBKOCTI MATEPHHCHKMX aHTHTLI, AKY He
BIAEThCA BUABHUTH, MOXKE NEPEIIKOKATH CEPOKOHBEpCil y HEMOBIAT abo 2) iMyHHa cucTema y
HiTel 6-MiCsYHOTO BiKy He 3aBXKIM 3/1aTHA CTBOPIOBATH PEaKIilo Y BiANOBib HA BAKIHHY IIPOTH
Kopy, SIKy MOXKHa Oyno 6 BMMIPATH 32 ZOMOMOIOIO IIMX JBOX QHATI3IB JUl BU3HAYEHHS THTDY
AHTHUTIIL

Icuyiore pmeski ¢dakTH, sKi CBigYaTh mpo Te, moO y AiTeH, sKi oyjm HapOJKeHI MaTepsaMH,
iH(iKOBaHHMHM BipyCOM KOPY JMKOro THITY, Ta AKHM MPOBEIH BAKIHHALIIO Y Billi MEHIIE OTHOTO
POKY, MOXYTb PO3BHBATH CTIHKI piBHI aHTHTLN, KOJM iM Mi3HiUIe NPOBOJATL PeBaKIHHALLIO.
Taxy nepeBary paHHBOrO 3aXWCTY MOTPIGHO OIIHIOBATH HPOTH BIPOriZHOCT BIZICYTHOCTI
aJIeKBaTHOI peakil Ha MOBTOPHY iMyHi3altio {5,6}.

E¢exTuBHICTE BaKUMH NPOTH KOpYy, NMApOTHTY Ta KPacHYXH Oyjia BCTAaHOBJCHA v cepn
MOBIHHAX CIIMX KOHTPONBHMX Taly3eBHX JIOCHIUKEHb, B SKHX OYB NPOJIEMOHCTPOB
BUCOKMH CTYIHb 3aXHCHOI e(eKTHBHOCTI, IO 3a0e3MedyeThcs OKPEMHMH KomnoHeHTaMH

BaKIMHK {7-12}, V muX [OCII/UKEHHSX TakoX OYyJ10 BCTAHOBIEHO, IO cepoxomepcm y

BiZINOBI/Ib HA BaKIMHALIIO IIPOTH KOPY, IAPOTUTY Ta KPACHYXH CIIBIAJAE 3 OSABOIO- 3axnc}f}) !
IHX 3axBoproBasp {13-15}. Ay



ITicna BaxmmBauii THTP aHTHTLUI, MOB'A3aHHUX 13 3aXHCTOM, MOJKHA BH3HAYMTH 3a JOIOMOIOIO
aHaII3y 3 HeHTpali3ali€lo, aHalidy 3 rajlbMyBaHHSM reMariloTHHanil abo IMyHO(EpPMEHTHOro
TBepaodasnoro ananizy (ELISA). Yepes 11 - 13 pokis micis nepBHHHOI BakIMHAI] y 61IB1I0CTI
JOZiell Bce Ie BHSBJIMIOTBCS AHTHUTIIA NPOTH BipyciB KOpY, MAapOTHTY Ta KPACHYXH [PH
BH3HAYEHHI HEHTpai3ylo4MX aHTHTLI Ta NpH BHKopucTaHHl anamisy ELISA {16-18}. s
NepeBipkM  YyTAMBOCTI J0  Bipycy kpacHyxu juB. posgin  [IOKA3AHHSA TA
BUKOPUCTAHHA, Hegazimui disuama ma 00pocii jHCinkiu.

Illtam RA-27/3 Bipycy kpacHyxu y ckianl Bakuuad M-M-P II 3ymoBmoe ojpasy micns
BaK[WHAIl BHIII TUTPH AHTUTLI, IO iHTIOYIOTH IeMaryIOTUHANIIO, KOMIUICMEHT-3B’SI3YI04YnX
AHTHTLT I HEHTPaNi3yl0UYnX aHTUTLI y NOPIBHAHHI 3 IHIIUMH LITAMaMH BaKIIWHH IIPOTH KPACHYXHU
{19-25}, i 6yno nokazano, 1110 BiH BUKIHMKAE MOSABY LIHPIIOTO CIEKTPpa LUMPKYIIOIOYHX aHTUTL,
BKJIIOYAIOYN aHTH-TETa 1 aHTU-HoTa mpeuunityrounx antutin {26,27}. Ulram RA 27/3 ipycy
KPacHYXH IMYHOJOTIYHO Kpaule iMiTye NpupoaHy IH(EKHil0 y mNOpiBHAHHI 3 IHIIMMH
BAKIMHHUMH BipycamMu KpacHyxu{27-29}. IlinBumieHuii piBeHb Ta WIMPUINI CIIEKTP AHTHTLN,
NosiBa AKWX IHIYKYETbCA BaKIMHHHAM IITamMoM RA 27/3 Bipycy KpacHYXH, KOPEJIOKOTH 3
OLIBIIOIO PE3UCTEHTHICTIO A0 cyOKiHignol peindexuil Bipycom mukoro tumy{27, 29-31} Ta 3
OinbIoro HalifHICTIO 3a6€31eYyIOTh TPHBAIHI IMYHITET.

IMMOKA3AHHS TA BUKOPUCTAHHSI
Pexomenoosana cxema eaxyunayit

M-M-P II npusnavaeTses U1 0HOYACHOT BAKIIMHALIT IIPOTH KOPY, NAPOTHTY Ta KPACHYXH 0Ci0
BiKOM Biz 12 micsuis.

JiTaM, AKuM Tepmy BaKIHMHANIIO IDpOBEMH y Bimi Bix 12 MicsAnis, peBakuHHAMIIO MOTPIGHO
IOPOBECTH JI0 BCTYIY JI0 MOYATKOBOI IIKOJIK. PeBakiuHaLis MpHU3HAYeHa JJIs CEPOKOHBEPCIT THX
JUTeH, y SKMX He 3’sBUJIACS BIANOBINb Ha nepury no3y. KOHCynbTaTUBHUI KOMITET 3 NPAKTHKH
imynizanii (ACIP) nepmy no3y Bakuunu M-M-P I pexomenaye BBowTH y Bimi Big 12 g0 15
MicaliB, a apyry ao3y M-M-P Il — y Bimi Bix 4 mo 6 poxkiB {32}. KpiMm Toro, Bik s
peBaKLIHMHAaIIi MOKYTh BCTAHOBIIOBATH JIeAKi AepyKaBHI OpraHu 0XOpoHH 3/10poB’si. [Teperisnbre
NOBHHUI TEKCT BiJNOBIAHMX PEKOMEHJAlliii CTOCOBHO CTAHAAPTHO! peBAKIMHALII, BKIIOYAIOUM
PEKOMEHMANIH 3 PEBaKITMHALT NOPOCITHX JIOEH i3 IPYIIH BHCOKOTO PH3HKY.

Iepioduunicme cnanaxie Kopy
Himu eixom 6i0 6 0o 12 micayie

Y Bumazkax cnajaxy KOpy MicIeBi OpraHH OXOpPOHH 3[0POB’S MOKYTh PEKOMEH/yBAaTH
NPOBOJUTH BAKIMHALIIO BiX KOpPY Ui AiTel BikoM Bijx 6 1o 12 micsmis. V Takux aiteif Moxke e
3’SBUTUCA PEaKllid y BIANOBIb HA KOMIIOHEHTH BakUWHU. Be3neka Ta e(heKTHBHICTL BAKLHHH
POTH MapOTHTY Ta KPaCHYXH y AiTeit BikoM 10 12 MicsuiB He Oyiu BcTanoBieHl. YuM MeHIIHI
BIK JMTHHH, THM HH)X4Ya BIpOriiHicTs cepokomsepcii (muB. posmin  KJITHIYHA
OAPMAKO/JIOT'A). Takum aitsiv notpibHO BBecTH Apyry A03y Bakumen M-M-P II y Bini Bix
12 o 15 micsuis, mic/as HOro CJIiJ MPOBECTH PEBAKIMHALIKO 0 BCTYIY JI0 MOYATKOBOI LIKOJIH
{32}.

Jlns yHHKHEHHs BBEJCHHS HENOTPIOHMX 03 BaKUMHH HAWKpammM crocoboM e 3§ep,§5fﬁe?,ﬁx
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TUCBMOBOI JIOKYMEHTAIIi] PO BaKLMHALII Ta HaJaHHsS KON KOXKHOMY 3 6ar1;1{13=;5?6/tr OTIKYHIB-
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Inwi acnexmu eaxyunayir
Hesazimui oisuama ma dopocui dicinku

HeariTHuM JiB4aTam Ta JOPOCIHM JKIHKaM JITOPOJHOrO BiKy, SIKi € CHPHHHATIHBAMH 0
1HIKYBaHHS, MOXHA 3pOOHMTH IIEIUICHHSA 3a JONOMOIOI0 BaKIWHM 3 JKHBHM aTeHYHOBAHHM
BIPYCOM KPacHyXH 3a yMOBH BKHBAHHS IIEBHHX 3amo0iKHHX 3axoiB (auB. indopmario HimKye,
a Taxoxk posait SACTEPEXEHHS). Baknusartis skiHok noctiyGepTaTtHoro BiKy, sKi He MaioTh
IMYHITETY NPOTH KpacHyXH, 3abesnedye iniuBifyalbHui 3axumcT Bin iHQikyBamHs BipycoMm
KPAacHyXH Mifi 49ac BariTHOCTi, O, B CBOKO Yepry, NONEPeKye iH(DIKyBAHHS TIONY Ta TOSABY
ypakeHb, 00yMOBJIEHHX IPHPOJIKEHOIO KpacHYXo0r0 {33},

JKinkam AiTOpoAHOTrO BIKY CIiJ MOPEKOMEHAYBaTH YHHKATH BariTHOCTI HPOTSIOM 3 MiCAIiB
IiCJIs BaKIMHALI, @ TAKOX [OBIIOMUTH 11pO IIPHYHHH IHOTO 3ar06iKHOr0 3ax0/y.

Y pexomenaniax KoucymsrarumBHoro komitery 3 npaktuku imysizanii (ACIP) 3asnaueno: «Y
pasi MOXKIHBOCTI Ta 33 HAABHOCTI HAMINHUX 1abOPAaTOPHUX MOCIYT HKIHKAM JITOPOIHOIO BIKY,
SKI € NOTEHIIHHIMY KaH/MJIaTaM| JUlsl BaKIMHALIL, MOKHA NMPOBECTH CEpOJIOTIUHI TECTH U
BH3HAYCHHA WYyTJIMBOCTI JI0 Bipycy KpacHYXd. I[IpoTe 3a BHHATKOM JONUIOGHOTO Ta
MIPEHATATBHOrO CKPHHIHTY, IIPOBEACHHS CEPOJIOTIYHHX TECTIB JUISl BCIX JKIHOK JITOPOIHOIO BiKY
JUIA BU3HAYCHHS YYTIMBOCTI (3 THM, W00 BAaKIMHY NPHU3HAYAIH JHINE JKIHKAM i JIOBEIEHOIO
YYTIMBICTIO) € X04Ya i e)eKTHBHOIO, ajle J0POrok mpouexyporo. KpiM Toro, mwist msoro MOKYTh
3HAIO0MTHCS 2 BI3UTH 110 MEAMYHOTO 3aKJIaly — OJIMH UL CKPHHIHTY, a APYTHI Ui BAKLMHALL],
TakuMm yrHOM, BaKIMHALIS IPOTH KPACHYXH JUIS JKIHOK, SKi, SIK BiJIOMO, HE € BATITHUMHY T4 SKHM
paHinle He POCHIIA LICIUIEHHS, BBAXKACTECS BHUIPABIAHOI 0€3 MONEPEIHBOTO NPOBENCHHS
CEPOJIOTiHOrO TeCTYBaHHs, i Taka MpaKTHKA MOXKe OyTH Kpamoro, 0co6IMBo KoM BHTPATH HA
CepOJIOTiYHE TECTYBAHHSA € BHCOKHMH, a CIIOCTEPEKEHHS 3a BHABJICHHME yTIHBUMH 0 BipycCy
KpacHYXH *KIHKaMy, SKHM HOTPiGHO NPOBECTH BaKIHHAILIIO, HE € rapaHToBaHIM»{33}.

Kinkam nocrinyGepraTHoro BiKy NOTPIGHO NMOBIAOMHTH PO dacTy NO4BY TPaH3UTOPHOI
aprpairii Ta/abo apTputy depes 2 - 4 THKHI mics BakumHanii (mms. [TOBIUHI PEAKIIID).

AKinku nicns nonozis

Y GararbOX BHINJKaX BHSABHIOCS 3PYYHHM IIPOBOJMTH BAKIHHALNIO JKIHOK, CIPHHHATIMBUX /10
inpiKyBaHHA BipyCOM KpacHyxoro, Y Hepioi oApasy mic/s [OJIOTiB (muB. 3ACTEPEXEHHJI,
Tooysanus 2pyooio).

Inwi epynu mooeii

Panime mnepakuuHOBaHHM aiTAM  Bikom cTapme 12  Micamis, sxi KOHTaKkTYIOTb i3
CHPHHHATAHMBUMHE  BariTHHMH  KIHKaMH, HeoOXimaHO NIIPOBECTH  BaKIUWHALIID  JKUBOIO
aTCHYHOBAHOIO BAaKIMHOWO, B sKiH MICTHThCS BIpYC KpacHyXH (HAIpPHKIAN, 3a JOTOMOIOIO
MOHOBAJICHTHOI BaKUHMHH IPOTH KpacHyXW abo Bakumau M-M-P II), mo6 3menumrn PH3HUK
BUKHMJIHS Y BariTHOI JKIHKH.

Ocobu, ki maHyioTs mogopox 3a mexi CIIIA i ski He MaroTh IMYHITETY, MOXYTb 3apasuTHCS
BipycaMH KOpy, NapoTHTy ab0 KpacHyXH Ta BBE3TH Il xpopobu B CIIA. Tomy mnepen
MIKHAPOJHOKO TOJOPOJCKI0 OCOGH, SKi, SIK BIJOMO, € CIPHIHATIHBEMH 0 onHoro abo
JEKUIBKOX IMX 3aXBOPIOBaHb, MOJKYTH INpPOMTH BAaKIMHAINIO 3a nononiorom_,,gﬁmagof

MOHOBAIICHTHOI BaKUMHK (IIPOTH KOPY, MapOTHTY UM KPAaCHYXH), aGo KOMOIHQBEH O BaKIlHH‘iK

IIpore Bakuuna M-M-P II € kpamoro ans oci6, CIpHHHATIHBEX 10 aipfﬁ 'ﬁj,trpgpr*mry Ta
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KPacHyXu; aje fKIO MOHOBAICHTHA BaKUWHA MPOTH KOpY He € JIerKOfogTy Gk« 1o | -
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MaH/IpIBHHKaM PEKOMEHyeThCs BBeCTH Bakiuiy M-M-P II nesanexHo Biza ix iMmyHHOTO cTaTyCcy
110 BIpyciB napoTHTy a0 KpacHyxu {34-36}.

BakuuHanio peKOMEHIyeThCa NMPOBOAMTH IS CHPHMHATIMBHX 0Ci6 y Ipymax mMiJBHIIEHOTO
PHU3HKY, HAIPHKIIAJ, JJIA CTYACHTIB KOJISKIB, MEAMYHUX MPAIliBHUKIB Ta BifiCbKOBOCTYKOOBIIB
{33,34,37}.

3rigHo 3 pexomeHnauisM# KOHCYIBTATHBHOrO KOMITETY 3 IpPAaKTHKH iMyHi3arii, GiLmsumicTs
JozeH, mWo Hapoauiucs B 1956 p. abo pawime, imMoBipHO, Gyan iH(ikoBaHi BipycoM Kopy
NPHPOJTHUM IWIAXOM, 1 BOHM 3arajloM HE BBaXKAIOTHCS CHPHITHATIMBAMM [0 1li€i xBopobu. Bei
JiTH, TUNTKE Ta 10pOCI, Hapo/ukeHi micns 1956 p., BBKAIOTECA CIPUMHATIHBAMH | IIOBHHHI
OyTM BakIMHOBaHi, SKINO BiACYTHI mpoTunokasauns, Lle Bkarouae oci6, Yy AKX MOxKe OyTu
IMYHITET 0 KOpY, ale y AKHX BilICYTHS aleKBaTHA JOKYMEHTallisl Takol iMyHi3anii, HanmpHKia:
(1) sammcn 1po xip, AiarnocToanui JTikapeM, (2) 1abopaTopHi Jiani po HasgBHICTb IMYHITETY [0
Kopy abo (3) 3amucH Ipo afeKBaTHY IMyHi3allil0 BaKUHMHOK IPOTH KOPY Y IHepIIHil IeHb abo
MICJIA TIEPUIOTO JHS HapoJKeHHs {34},

Y pexomengauisx KOHCYJIBTaTHBHOTO KOMITETY 3 NpaKTHKH iMymHizanii 3azmageno: «JIrozsm,
AKHM CIIOYATKY NPOBOJAM/IN BaKIMHALIIO iHAKTHBOBAHOIO BAKIIHHOIO, & MOTIM Y MEkKaX 3 MicsIiB
— JKMBOKO BaKIMHOK, NOTPIOHO NPOBECTH pPEBAKIHHALIIO 33 JONOMOIO JBOX /03 JKHBOI
BaKIMHA. PeBakuuHauis € 0CoOJMBO BAXKIMBOIO, KOJH 30LIBIIYETHCS PU3HK iHGIKYBaHHS
BIDyCOM KOPY JIMKOTO THITY, HAIIPHKIIAL, T 4aC Mi’KHAPOHUX TOA0poKeit» {34},

Hocmronmarxmua eaxyunayis

Bakuunauis mosei, ski HapakaloTbCsi Ha JHI0 BipyCy KOpPY JMKOTO THIy, MOXKe 3a0e3NednTH
NeBHHH 3aXHCT, SKIIO BaKUMHY BBECTH NPOTArOM 72 TOAMH MiC/Is KOHTAaKTy. IIpoTe SIKLIO
BaKLIMHY BBECTH 3a JEKUIbKA JHIB 0 KOHTAKTY, TO MOXe OyTH 3abe3reueHuil 3HAUHMI 3aXHCT
{34,38,39}. He icHye nepekOHIMBUX JOKA3iB TOro, L0 BaKIMHAIS 0cib, Akl HEIoaBHO
HapaXalnCs HAa JUI0 BIpYCYy MapOTHTY JMKOTO THIY a00 Bipycy KpacHYXH JMKOIO THITY,
3abe3neunTs 3axuct {33,37}.

Bukopucmanna pazom 3 inuumu axyunami
Hus. po3nin JO3YBAHHSA TA CITOCIB BBEJIEHHS, 3acmocyeanns 3 inunmm AKYUHAMIU.
MNPOTUIIOKA3AHHSA

[inepuyTnuBicTs 10 Gymb-AKOro KOMIIOHEHTa BAKIMHH, BKJIIOUYAIOUM JKeIaThn {40},

Baxuuay M-M-P 11 He cnix BBOAUTH BariTHHM KiHKaM; MOKIMBH BILIMB BAKIIMHA HA PO3BUTOK
IOy 3aJIMINAECTLCA HEBIJOMHUM Ha JaHMM MOMeHT. SIKINO BakIMHAIS [OPOBOJIMTHCH JKIHKAM
NOCTIYOEpPTATHOTO BiKy, TO CIiJ YHHKAaTH BariTHOCTI TPOTATOM 3 MiCAiB ITicis BakI[MHALIL
(mus. posnin IIOKA3AHHS TA BUKOPUCTAHHS, Heeazimui oievama ma dopocni acinku, a
taxkox posnin SACTEPEXEHHS, Bazimuicms).

AnadinakTuyni yu anadinakToinHi peakuii Ha HeoMinMH (Y KOKHIM 71031 BiXHOBNCHOT BAKIMAN
MICTHTBCA TPHOIH3HO 25 MKI' HEOMILMHY).

: a7 T
3axBOpIOBaHHs OpraHiB JHXaHHS, IO CYIPOBOIKYETHCS JIHXOMAHKOIO, a60 1HHfa THOCKHIL B
akTHBHIA  QopMmi, IO CympOBOMKYETHCS  JTHXOMAHKOIO. IIpore vy ‘_.-j_'_-i')ércomenﬂauis‘l{g."
Koncynsratusroro xomitery 3 npaxtuku imysnizanii (ACIP) 3a3Hadeno, mo BCT BAKUEHH, MOXKHA\ *
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BEPXHIX [HXANbHUX NUIAXIB NpH HOpMasbHIH abo xemo migsumeHii TeMmneparypi abo inue
3aXBOPIOBAHHS, L0 CYMPOBOIKYETECS cyOdeOpHIbHOIO TeMnepaTyporo Tina {41}.

[IpoBenenns mamieHTy iMyHomenmpecuBHOI Tepamil. Lle NpPOTHIIOKA3aHHS HE CTOCYETHCS
MalicHTIB, SKUM INPOBOJATh 3aMICHY TEpalild KOPTHKOCTEPOIJaMH, HANPHKIAA, 3 IIPHBOIY
XBOpoOu Aicona.

Jlionu 3 jacKpasielo KpoBi, JeHKeMielo, miM(poMorw Oymp-skoro THmy ado 3 iHIIMMH
3JI0AKICHUMH HOBOYTBOPEHHSMH, SIKi BIUIHBAIOTH HAa FEMATONOETHYHY T4 NiM(pATHUHY CHCTEMH,

Cranu mepBrHHOrO 1 HabyToro iMyHOMeIUHTY, BKIIOYAIOYM NALI€HTIB 3 iMyHOCYNpeCicio y
383Ky 31 CHIJlom a0 3 iHmmMA KTiHIYHEME NposiBaMy iHGIKyBaHHs BipycoM iMyHOAe(inHuTY
moauHK {41-43}; mopyImeHHs KJIITHHHOTO IMYHITETY; a TaKOK CTaHu rinorammaraobyminemii Ta
aucrammariiobyiineMii. IcHyloTs moBiZOMIeHHs npo Te, mo y oci6 3 imynomedinmTom
BUITAJIKOBE BBE/ICHHS BAKIMHU 3 KOMIIOHEHTOM IIPOTU KOPY IPH3BOMIIO 10 PO3BHTKY KOPOBOTO
eHuedanity i3 BKIIOYEHHAM TuTens {44}, nHeBmonity {45} i HaBiTe 10 cMmepri sK
Oe3rocepeIHbOro HACHiAKY JauceMiHOBaHO! iHGeKIii, BHKIMKaHOI BipycoM Kopy y cKiam
BaKI[HHH.

HasBuicts B cimelfHOMY aHaMHe3l HPHPOKEHOr0 abo cHaakoBoro iMynozedinuTy, 3a
BUHATKOM BHNAJKIB MiATBEPUKEHHS HOPMaTbHO! (yHKIIT IMYHHOI CHCTEMH y NOTEHIiHHOTO
0JIepKyBa4a BaKI[HHH.

MONEPEKEHHS

Baxuuny M-M-P II cnin 3acrocoByBaTi 3 00epEXHICTIO IpH BBEJCHHI HOAAM 3 YPOKEHHAM
TKaHHHH TOJIOBHOTO MO3KY B aHaMHesl, i3 cyJoMaMH B iHAMBiAyaubHOMY abo ciMeiiHoMy
aHamHe3i ab0 3 Oy/b-AKMM IHIIHM CTaHOM, NPH AKOMY CJIiJl YHHKATH CTPECY, BHKJIMKAHOIO
JIHXOMAHKOI0. JIikapsAM cJiij 3BepTaTH yBary Ha IiJBHIIEHHS TEMIIEPATYPH, SKEe MOKE BHHHKATH
nicnis BakuHarnil (ams. poszin « [ TOBIYH] PEAKL[IT»).

ITiosuwena ywymaugicmo 00 secyb

JK¥Ba BakiMHA NPOTH KOPY Ta JKMBA BAKIHMHA IIPOTH NAaPOTHTY BUTOTOBISIOTECS B KYJTBTYD
KIITHH Kypadgoro emOpiona. OcoGu 3 HasBHICTIO B aHaMHe3] aHadinakTHIHUX, aHadinakToiHIX
UM IHIIEX peakiiii HeraiHOro TuMy (HanpHKIal, KPONWB’AHKAa, HAOpsAK poTa Ta ropia,
YCKNanHeHe JHMXaHHd, TINOTeH3is abo INOK), AKi BHHUKAIM IICIS BKHBAHHS A€Ilb, MOKYTD
HAPKATHCA Ha NIABMIIEHMH PU3MK NOSBH peakliil rinepuyTiuBOCTi HeraifHOro THIy Iicis
BBE/ICHHS BaKI[HH, B IKHX MICTUTBCA CIIiZI0BA KiJIbKICTh aHTHIEHY Kyps4oro emOGpiona. Y Takux
BUIIJIKaX Tepel MNPUHHATTSAM pillleHHd 1po BaKIHHAWIKD CIiJl PETeNbHO  OLIHHTH
CIiBBITHOIICHHS MOXJIMBOTO PU3UKY Ta KOPHCTI. BaKIMHAIIO TAKUM 0cobam PEKOMEHYETHCA
OPOBOANTH 3 OCOONMBOIO OOEPEIKHICTIO Ta 32 YMOBH MOMIIHBOCTI 3abec3ledeHHs HeraiHoro
aieKBaTHOTO JIIKYBaHHA y pasi N0sBH Takol peakuii (uB. po3nin SACTEPEXXEHHST) {46}.

IIpore y pexomenmanisx AmepukancbKkoi akaxemii neaiarpii (AAP) 3a3naueno: «V 6impmocti
AiTel, B aHAMHE31 AKUX € aHadinakTHUHI peakiii Ha SHLS, He BUHMKAIOTH HeGaxaHi peakuii Ha
BaKLHHY MPOTH KOPY ab0 BAKLUHY NPOTH KOPY, ApOTHTY Ta KpacHyXu. JIIo/m, y Skux anepris
Ha AHL He TIPOSBIAETLCS AK aHadiTaKTHIHA PeaKilis, He HAPAKAKOTHCS Ha ITiABHIICHHN PH3HK, i

JUIS HUX TIOTPIOHO NMPOBOJUTH IHEIJICHHS 3BHYARHHAM CIIOCOOOM. Kpim Toro, HpOBe;[e__M_::.x..

AiTeH 3 anepriero Ha s WKipHOT 1po6H i3 BBEJCHHAM BaKIIMHU HE JT03BOJHIIO nepeibaunTy, y
AKUX JiTefl 3’SBUTBCA PeakIlis TilepuyTIHBOCTI Heramoro Tuimy... OcobGu 3,aslépme
KypaTHHY abo Kypsde mip's He HApaXaloTbCA HA MiABHIIEHHI PH3HK MOABH- PoaKy
BakUHy»{47}. LI\ agr
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Llinepuymaugicmv 00 Heomiyumy

VY pexomenjauiax AmepukaHcbkoi akazneMii memiarpii (AAP) 3asnadeno: «Jliomam, y SKuX
3’spisudcs  aHadinakTuyHi peaknii Ha MicueBe al0 CHCTeMHE BBEJCHHS HEOMIIMHY, He
PEKOMEHJIYEThCS BBOJMTH BAaKLUUHY NpOTH Kopy. [IpoTe anmepris Ha HeoMilMH HaifuacTiine
OPOSABIAETBCS K KOHTAKTHWH JepMaTuT, sKHM € IMYHHONIO BIJNOBLUIFO 3aTPHMAHOTO THITY
(KT THHHO-0IOCEPEIKOBAHOI0), a He MPoABOM aHadimakcii. V Takux ocib mobiuna peakmis Ha
HEOMIIIUH Y CKJIa/li BAKIIWHHM MOXe TPOABJIATHCS K €PUTeMATO3HHIT, CBepOISIILil HOAy THO3HHIA
abo mamynbo3HHM BHCHI dyepe3 48-96 romum micis BakuuHauii. HassricTh B aHamHesi
KOHTAKTHOI'O NEPMATHTY Ha BBEIOCHHSA HCOMiL[HHy HE € INPOTHIIOKA3AHHAM A0 3aCTOCYBaHHA
BaKIMHUA IOPOTH Kopy»{47}.

Tpomboyumonenis

Y 0ci6 3 MOTOYHOI TPOMOOIMTONEHIEID MOXKE PO3BHHYTHCH OUIBII TSHKKA TPOMOOIHTONEHIs
nicas BakmuHanii, KpiM Toro, y oci6, y skux 3’sBisuiacs TpOMOOIMTONEHIS MMic)s BBeICHHS
mepmol a03d BakiuuHM M-M-P II (abo BakimuHM 3 TIOJIOHMMM KOMIIOHEHTaMH), MOKe
PO3BHHYTHCA TPOMOOUMTONEHIs NiC/s BBECHHS MOBTOPHUX 103. JI1s BU3HAYEHHs HeOOXiAHOCTI
¥ BBEJICHHI J0JaTKOBHX J103 BAaKIIMHH MOYKHA OLIHHTH CEPOJIOTiYHHIT cTaTye. Y Takux BHITAIKax
nepes NPUHHATTAM PIIEHHS NPO BaKUHHALIID CIHiJ peTeNbHO OLIHMTH CIIBBiHOLICHHS
MO3KJIMBOTO PU3HKY Ta KopucTi (auB. posain IIOBIYHI PEAKIIIT).

3ACTEPEXEHHSA
3azaneni 3acmepedicii 3axo0u

Ha Bunazox nossu amadinakruunoi abo anadinaxToixHoi peakmii moTpibHO nependadyHTH
MOXIHMBICTh HEraifHOr0 3acTOCYBaHHsS aJE€KBATHHX 3aco0iB /Ul JTKYBAHHS, BKIIOYAIOYH
BBesIenHs aapenatiny (1: 1000).

OcoGumBy yBary citia mpuainsTi TOMY, o6 Mif Yac iH'eKii rojka He HOTpanuia y KPOBOHOCHY
CYZHHY.

JitaM Ta D0poCIMM JOAAM MOIOJOro BiKy, AKi € iHQikoBaHMMEH BipycoM iMyHomedimmTy
mounu (BUT), ane y sikux He BinGyBacTbCs NPHIHIYeHHS IMYHHOT CHCTEMH, MOYKHA IPOBOIUTH
BakuuHaioo. Ilpore 3a BlJI-iHdikoBaHUMH IFOJBMH, SKMM BBEJIM BaKIMHY. HEOOXiIHO
NPOBOJIMTH pPETEIbHE CIOCTEPEKEHHA /Ul BHABICHHS O3HAK 3aXBOPIOBaHb, NPOTH SIKHX
IPOBOJIMIIH BAaKUMHALIKO, OCKUIbKH y BlJI-indikoBannx moxeii iMmynizamis mosxke GyTH MeHII
eeKTHBHOIO, HIX y Heinpikopannx oci6 (mus. [IPOTUBOIIOKA3AHHS) {42,43}.

IMicnst nepenuBanus Kposi abo miasmu Kposi abo micis BBeAEHHS iMyHOMIOGYMiHY (JII0HHM)
BAaKIMHALIIO CITiJ{ BiKIIACTH NpUHANMHI Ha 3 Micsni {47}.

Y OlnbIIoCTi CIPHIHATIHBHX 0ci6 4depe3 7-28 nuiB micist Bakmm@Hauii BiI0yBasIOCs BUBEJEHHS
HEBEJIMKOI KUIBKOCTI )KMBOTO aTeHyHOBaHOTO Bipycy KpacHyxH i3 Hoca abo ropma. He icmye
’KOZHOTO MiJITBEP/KEHOr0 JI0Ka3y TOro, IO TaKHii BIPYC MEPeNacThes CIPHITHATIHBAM 0c06am,
SIKi 3HAXOJATHCA B KOHTAKTi 3 BAKIMHOBAHUMH J0NbMH. TakuM YmHOM, Iepeaaua Bipycy uepe3
TICHUH KOHTAKT XO4a i € TEOPETHYHO HMOBIPHOIO, a/le He BBAXKACTLCA CYTTEBHM pu3HKOM {33}.
IIpote 6yna sazokymenToBana nepenada HEMOBIISTAM BIpYCY KPAaCHYXH Y CK/Iaji BaKIHHH yepes
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[ToBinomirsiocs, O IPH OKPEMOMY BBE/ICHHI BaKIIMHH 13 IKUBUM aTeHYHOBaHUM BipycoM KoOpy,
NapoTUTy abo KpacHyXH MOXYThH CHPHYHHHTH TUMYACOBE 3HIDKEHHS YYTIHBOCTI MIKIpH 0
TyOepkyniny. ToMy Skino norpibHo npoeects TyOepKyIHOBY WKipHy mpody, To 1i ciig 3pobuTh
abo 10 BakiMHaLil ado BoAHOYAC 13 BBEAEHHAM Bakuuu M-M-P II.

YV jiTeil, sSIKMM TPOBOJIMIN JIKYBAHHS 3 TIPUBOIY TYOEpKy/IbO3y, HE BIAMIYAIOCH 3arOCTPeHHS
3aXBOPIOBAHHA TMiCHs IMyHi3amil 3a JOMOMOrOK0 JKHBOI BAKIHMHOI IpoTH Kopy {48};
TNOBIJOMJIEHHS. NP0 JOCHIDKEHHS BIUIHBY BaKIMH IIPOTH KOpPY Ha JiTell 13 HeNiKOBaHMM
TyOepKyIb030M 10 NBOro yacy He Oyam orpuMani. [IpoTe BaKIWHAIIO HE PEKOMEHIYETHCH
OPOBOJMTH JJIA JIFOJCH 13 HEeTIKOBAaHHM TyOepKYJIL030M B aKTHBHIN (opMi.

Bakumna M-M-P II, ax i Gyznp-ska iHIIA BakuWHA, MOKEe He 3aGe3ledyBaTH 3axMCT Bij
3aXBOPIOBAHHS B yCiX BAKIIMHOBAHHX JIFOJIEH.

Ilepen BakuMHALIEIO MEIHYHHUH MPAIiBHUK IOBMHEH OL[IHMTH MOTOYHHHN CTaH 3/10pOB's IalieHTa
1 IpOaHai3yBaTH 1CTOPiK0 HOro monepesiHiX BaKIHHALLIMH.

Meauunuii npauiBHMK NOBMHEH ITOCTABMTH 3alMTaHHS NanieHTy, 0aTbkam afo OmiKyHy 1po
peakuii Ha monepeane BBeieHHs BakuuHH M-M-P II aGo iHIIMX BaKIyMH, B SKAX MICTSThCH
BIpYCH KOPY, HapOTHTY a00 KPacHYXH.

Inhopmayisn ona nayicumie

Memunmii npaniBHEK NOBHHEH HanaTy iHGOpMaLiIo po BAKLKHY, SKY [OTPIOHO HagaBaTH
naniesTy, 6arbkam abo ONMIKYHY IIPH KOXKHIN BakIMHAIIT.

Menuynaui npaniBHYUK IIOBHHEH MOBIIOMUTH NanieHTy, 6aThbkaMm abo OmiKyHy [po IepeBary Ta
PH3HKH, [I0B'A3aHi 3 BaKIHHawi€r0. [HdopManiio npo pu3HkH, IIOB'A3aHi 3 BAKIIMHALIEIO, IUB. Y
poszinax [TOIIEPEJDKEHHS, 3ACTEPEKEHHS ta [TOBIYHI PEAKIII].

[lamientam, 6arbkaM abo OIIKyHaMm ClIil HamgaTH IHCTPYKUIi Mpo HeoOXiAHicTh MOBiAOMIIEHHS
1po Oyab-siki cepiosni mobiuni peaxiii cBOEMy MeIHYHOMY MPAUiBHHKY, SKHil, Y CBOIO 4epry,
[IOBHHEH MOBIIOMUTH PO TaKi fBHINA y MiHICTEPCTBO OXOPOHH 310POB'sl Ta COMIATLHHUX CTykKO
CIIA npu BHKOpHCTAHHI CHCTEMH IIOBIZOMJIEHb Npo NoGivyHi edekTH BakimH (cHcTeMa
VAERS), en.: 1- 800-822-7967 {49}.

HeoOxiyHo yuukaru BaritHOCTi mpoTaroM 3 MicsuiB [icis BaKUMHALIT, i marienTKaM moTpi6HO
NOBIZIOMHTH NP0 MNPHYMHM IBOTO 3aCTEPekHOro 3axoay (muB. posain [TOKA3AHHS TA
BUKOPUCTAHHS, Hesazimui dieuama ma dopocni srcinxu, poszain [IPOTUTTOKA3AHHS Ta
po3nin SACTEPEXXEHHS, Bazimuicmy).

Jlabopamopmni ananizu

[ndopmaniro mpo amamisw IS ONIHKH YyTAMBOCTI JO BIpyCy KpacHyXW AuB. Y PO3ZiNi
[TOKA3AHHS TA BUKOPUCTAHHS, Hesazimui diguama ma dopocai oicinku, a Takox y
pozaini KJIIHIYHA ®APMAKOJIOI'TA.

Bzaemooia 3 inwumu nixapeokumu 3acobamu
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Imynocynpecusia mepanis

V' mnauienTis, kUM INOTPIOHO NPOBECTH IMYHOCYNPECHBHY Tepamilo, HEOOXIZHO OLIHHTH
IMYHOJIOTIYHAM cTaTyc, mo6 jikap MIr BHUPIIIHTH, Yd MOJKHA TIPOBECTH BAKIMHAIIO NEPE]
II0YaTKOM Takoro JikysauHs (quB. posain [IPOTUTIOKA3ZAHHS ta 3SACTEPEXXEHHS).

Y pexomenpanisx KoHcynbTaTHBHOIO KOMITETY 3 IIPakTHKM iMyHizauii 3a3Haueno: «llamienTn 3
JIEHKEMIEI0 Yy CTalii pemicii, AKHM He NPOBOMMITH XiMiOTEpaliio npoTsromM MiHIMyM 3 Micsuis,
MO’KHA BBOJIUTH BaKLUMHW 3 XXUBAMHM Bipycamu. Herpupasie (mporsrom <2 THXHIB) JiKyBaHHA
CHCTEMHMMH KOPTHKOCTEpOiZHAMK 3acobamu y HH3BKiM a0o cepeiniii 103i, 3acTocyBaHHS
MICIIeBHX CTCPOiNHAX 3acC0GiB (HANpHKIAl, BBEACHHS B Hic a60 HAHECEHHS Ha WIKipY), TpHBaie
BBCIICHHS Yepe3 JICHb CHCTEMHOrO CTepOifHOro 3acoly KOpOTKOYacHOro Mii y HHM3bKii abo
cepejHiii 71031, a Takok iH'€KUi] KOPTHKOCTEPOiNiB y cyrio6w, CUHOBIAIbHY CYMKY abo B

CYXOXWIUIL HE CYNPOBOKYIOTBCS IMYHOCYNPECHBHOIO €0 Y 3BHYANHHX 103aX i He ¢
NPOTHTIOKA3aHHAM JI0 BBCICHHIO BAKIMHH [IIPOTH KOPY, MapoTHTy abo kpacuyxu]» {33,34,37}.

Imynozno6ynin

CynyTHe BBeJeHHS iMyHOrnoGyminiB pasom i3 Baknmaow M-M-P II amoxe IIEPEIIKOKATH
PO3BHUTKY 04iKyBaHOI IMyHHOI BimoBii {33,34,47}.

JluB. takox poszuin 3SACTEPEXEHHS, 3azansui 3acmepesicii 3axoou.

Kanyepozenes, mymazenes, nopyuienns pepmunvroi gyuxyit

Jns Baxuwam M-M-P II He omiHIOBaNM KaHIEPOTeHHME un MyTareHHHH OOTeHmianm aGo
3[aTHICTB oripIryBats GepTuibHy GYHKIIIO.

Bazimuicmeo

s Bakumnu M-M-P II He npoBoauincs 10CHiKEHHS JUTS OLIHKH BIUIMBY HA PENPOYKTHBHY
dynkuito y Teapun. KpiM Toro, sammmaeThcs HeBimommm, um Moke Bakmmpa M-M-P 11
SAIKOAUTH IUIONY TpH Il BBEJEHHI BariTHi# xiHui a0 4YM MOXe BOHA BIUIMHYTH Ha
PENPOAYKTHBHY 3/aTHICTh. ToMy 110 BaKIMHY He CIIX BBOAMTH BATITHHM SKiHKaM; KpiM TOTO,
MOTPIGHO ~yHMKAaTH BariTHOCTI IPOTATOM 3 MicAliB Imicas BakuuHamii (s po3in
HHOKA3AHHA TA BUKOPUCTAHHS, Hesazimui diguama ma Oopocni scinxu , a Taxosx
poszin [TIPOTUTTOKA3AHHS).

[Ipu KOHcyanyBaHHi KIHOK, fiKi Oy/IM BHIIAZKOBO BAaKIMHOBAHI MiJ Yac BariTHOCTi abo sKi
3aBariTHUIA MPOTATOM 3 MiCAIUB [IC/sA BaKIMHALIT, Tikap NOBUHEH 3HATH npo Take: (1) mig gac
10-piunoro crocrepeskeHHs, B mcomy B3sIH y4acTh 1nonaja 700 BariTHHX KIHOK, SIKMM BBEJIH
BAKIMHY IPOTH KPACHYXH NMPOTAroM 3 MicsliB 1o abo micis 3avarts (3 sixux 189 xinok Gy
BaKIMHOBaHI 3a Jonomoroio mramy Wistar RA 27/3), v xoxmoi HOBOHAPO/IKEHOIT JIUTHHH HE
Oyno BUABIEHO aHOMANM, 5Ki G BKasyBatM Ha PO3BHTOK CHHAPOMY TPHPOKEHOI KPacHYXH
{50}: (2) Indixysanni Bipycom napoTHTy mpoOTAroM [IEPIIOTO TPHMECTPY BAariTHOCTI MOXKE
IIPU3BOJIMTH 110 301IbIIEHHS YaCTOTH CIIOHTAHHOro abopty. Byo mokasano, mo BIpyC ApOTHTY
Y CKNali BaKUKHH iH(iKye NanenTy Ta mwiii, ane He 6y/10 OTPHMAHO JKOIHOTO JIOKa3y TOro, 1o
BIH BHKJIHKA€E HpHpOJEDKeHl Baii pO3BUTKY y momuHK {37}; a takox (3) Otpumani
TNOBIIOMJIEHHS CBi4aTh I1PO Te, MO0 iHbiKyBaHHS Blpycom KOpY JMKOT'O THITY ITiJ1 9ac BaI‘lTHOCTl
MiABHIY€ PU3UK juts mioAy. Ilicis indikyBamus BipycoM Kopy AUKOro THITY ITiJ ‘i&G\B&I"' I
CToCTepiranocs  30iMBINGHHS YaCTOTH  CNOHTAHHHX — abOPTIB, MepTBOHapﬁﬂH{yBaHOCT
IPHPO/UKCHHX Ae(EeKTiB Ta mepeayacHUX momoris {51, 52} AJllekBaTHi nocnm}{?&m
aTeHyHOBAaHOTO INTamy Bipycy Kopy (y CKIaii BaKIMHH) IIiJ 4ac BariTHOCTI fie




[Ipore fK 3acTepesXKHHH 3aXii Kpalle NPHIYCTHTH, IO LEH LiTaMm Bipycy y CKIaAi BaKIMHH
TaKOX 3/IaTHUH BUKJIMKATH HECTIPUATIINBI e()eKTH Y IJI0/a.

T'ooyeanns 2py0oio

[IuTanHs npo 31aTHICTE Bipycy Kopy ab0 MApOTHTY y CKJIaJll BaKIMHH BUIIISATHCA 13 MOJIOKOM
KIHKH 3aJIMIIAETHCA HE3'ICOBaHMM. Y HEMaBHIX AOCIIKeHHAX OYII0 IIOKa3aHo, 10 y XKiHOK, AKi
FOAYIOTh JMTHHY I'PYUIIO Ta SKUM ITCIS MOJOTIB MPOBENH BAaKIHHAIIIO 33 JONOMOIOI0 KUBOI
aTCHyHOBaHOI BaKIMHU IIPOTH KPACHYXH, LieH BIpyC MOke BHIAUISTHCS 3 TPYIAHMM MOJIOKOM Ta
nepeaaBaTHCs HEMOBJATI {53}. V JKOAHOro 3 TaKMX HEMOBJAT i3 CEPONIONIYHMM J0Ka30M
1H(QIKYBaHHs BIPyCOM KPacHyXH HE BiIMIiYalHCi MPOSBH BAKKOTO 3aXBOPIOBAHHS; IIPOTE Yy
OfHi€l NMTHHM 3'4BHJIMCA He3HAuHi KIiHIYHI NPOABH, XapakTepHi ml HaGyTol KpacHYXH
{54,55}. Tlpu sacrocysanmi Bakmmum M-M-P II s xiHOK, AKi TOMyIOTH TIPYIUNO, CIx
JOTPHMYBATHCS 00€PeIHOCTI.

3acmocyeanns 6 nediampii

besneka Ta edexTHBHICTS BakKUMHE TpPOTH KOpPY y ZiTeil Bikom 0 6 Micsuis He Gynu
BeTaHOBJIEHI (yuB. Takok posain KJIITHIYHA ®APMAKOJIOILS). Besneka Ta edeKTHBHICTH
BAKLMHH IPOTH NAPOTHTY Ta KpacHyXH y JiTelf BikoM 10 12 MicsIiB He Oy/M BCTaHOBJIEHI.

3acmocysanns 6 cepiampii

Y kmidiugi pocnizkenHs M-M-P Il He BKIIOYamH HOCTATHBOI KiIBKOCTI CepOHEraTHBHHX
TNaIIEHTIB BiKoM 65 poKiB i cTapme, moG MoxHa Gy0 6 BH3HAYMTH, 94 BiAPI3HAECTBCS y HHX
peaxilis Ha BAKIMHALIIO Bijl peakuis y Mozel MOIOAWOro Biky. B iHIMX noBiToMICHHSX PO
KIIHIYHMH JJOCBIJL 3aCTOCYBAHHS BAKIMHU MK JITHIMH Ta MOJIOJMMH JIOIBMUA HE Biamiuaamcs
BIIMIHHOCTI peakiii y BiIIOBI/Ib Ha BAKIMHALIIO.

INOBIYHI PEAKIIIT

Huxue HaBomarbes moGivdi peakiii y MOpAAKY 3MEHIIEHHS IX TSDKKOCTI, HE3aIeKHO Bif
NPHIMHHO-HAC/IIKOBOTO 3B’A3KY, Y MeXaX KOXHOI Kareropii cucreM opramismy, mpo ski
IIOBIJIOMIBSUIOCA ITiJl 9ac KJIIHIYHUX JIOCIIKEeHb, a TAKOK Mij] 9ac 3aCTOCYBAHHS W€l BAaKUUHU Y
MOCTMAPKETHHIOBHH 11epio ab0 IpH BUKOPHCTaHHI MOHOBAJIEGHTHOI a00 JABOBAJIEHTHOI
BAKILHHY, 10 CKJIAJLy KO BXOJATH BIpYCH KOPY, APOTHTY a00 KPACHYXH:

3azanviti nopyuienns

[anikynit; atunosi GopMu KOpY; JIMXOMAHKA; HEMPHTOMHICTB; FOJIOBHUHN Gilb; 3anaMOpPOYEHHS;
HE3/Y)KaHHS; APaATiBIHBICTS.

Cepyego-cyounna cucmema

Backyunir.

Cucmema mpaenenns

[lankpeaTuT; miapes; G/IOBaHHSA; IAPOTHT; HY/IOTA.

Enooxpunna cucmema

LlykpoBuii miaber.




Cucmema kpoei ma nimehu

TpomGonuronenis  (quB. posmin  [TOINEPEJDKEHHS, Tpomboyumonenis); myprypa;
perioHanpHa JimMpaseHonaTis; JeHKOIHTO3.

Imynna cucmema

IToBinomusiocs npo anadiiakTH4HI Ta aHabinakTOIMHI peaki, a Takox Mpo NOB'#3aHi 3 HAMH
SIBHLIA, TaKi SK aHriOHEBPOTHYHMN HabpsK (BK/IHOYarouu nepudepuuni Habpsku abo HabpaK
o0nryus) Ta GporxocnasM y ocid 3 anepriero abo Ge3 aneprii B anamuesi,

Crenemno-m'azoea cucmema

APTPHUT; apTpanTisi; Miaris,

ApTpairis ta/abo apTpuT (SIK MPaBHIIO, TPAH3UTOPHI Ta PIAKO XPOHIYHI), 2 TAKOXK TOTIHEBPHT €
XapaKTePHHMHU O3HaKaMH iH(eKIii, BUKIMKAaHOT BIpYCOM KPacHyXH AMKOIO THILY, i Pi3HATHCA 3a
CBOEIO YaCTOTOIO TA TSXKKICTIO y 3aJ€3KHOCTI BiJI BIKY Ta CTaTi, Ipu bOMY HalGLIBIN BUPA3HUMH
BOHH OyBAlOTh y JIOPOC/IHMX JKIiHOK, a HAHMEHII BHPA3HUMH — Y JiTeil IpermyGepTaTHoOro BiKy.
Ilicns BBetenns sakuuan MERUVAX II Takox mOBiioMIIA0cs TIpO Taki MOPYIISHHS, a TAKOK
IIPO MIAJTIIO Ta HapecTe3ito.

XPpOHIYHUI apTPUT aCOIIIOEThCA 3 iH(MIKYBaHHAM BipyCOM KPacHyXM JHMKOTO THITY i MOB'S3aHUM
13 IEePCHCTYIOUMM BipycoM Ta/ab0 aHTUTeHOM Bipycy, BHJJIEHHM i3 TKaHHH opraniamy. V
BaKLUUHOBAHUX JIOJIeH XPOHIYHI CUMIITOME 3 GOKY CyII00iB 3 ABISIOTECS PiJIKO.

Y nire#t peakuii 3 Ooxy cyr;ioGiB micis BakuMHALII BHHMKAIOTH PiAKO Ta, SK IIPABHIO, €
HETPHBAIMMHA. Y JKIHOK 4acToTa apTpUTy Ta apTpairil 3aebiIbmioro € BHIIOKO, HiK y HiTel
(mitu: 0-3%, xinkn: 12-26%) {17,56,57}, a Taki peakuii B 0OCHOBHOMY € GiIbll BUpa3HHME Ta
TpUBAIHMH. CHMITOMH MOXKYTh 30epiratucs IPOTATOM MeKiIbKOX MICAMiB, a B piIKiCHHX
BUIIAJIKAX — MPOTArOM JEKUIBKOX POKiB. ¥V JiBYAT-MiZUTITKIB YacToTa peakuiit 3 6oky cyrmobis
3aliMae MPOMDKHE IOJIOXKEHHA MK YacTOTOIO y JiTel Ta 4aCTOTOM y J0pOC/uX xkinok. Hagits y
JKIHOK cTapuie 35 pokiB mi peakmii, sK IpaBmio, Jo0pe NEpeHOCAThCA i PiAKO 3aBajKAIOTH
3BHYaHHIH aKTHBHOCTI.

Hepsoea cucmema

Enneganir; ennepanonaria; koposuil cHmepamit i3 BKIIOYEHHAM TiTemb (IMB. po3Jia
[TPOTHUIIOKA3AHHS); niaroctpuit ckieposyiounii nanennedanit; cumapom I iliena-Bappe;
TOCTpUH IUceMiHOBaHMH eHuedanomieniT; monepednuit miexnit; GpeGpumbai cymomu; aheGpuibHi
cynomMu ab0 CyIOMHI NPHNAIKH; aTakcid; NONIHEBPHT; HOJIiHeHponaris; mapaniy 30poBOro
HEpBa; napecresis.

Yacrora nosu ennedanity Ta ennedanonarii cTaHOBUTS IPHGITH3HO OJHH BUNAIOK HA KOXKHI 3
MIIBHOHHA 103 BakuHHH M-M-P 11 aGo iHmmX Bakuum, B AKil MiCTATECS BipycH KOpY, NapOTHUTY
Ta KPaCHYXH, BBEJICHHUX IIPOTArOM INEPIOAY I/ peecTpamii HuX BaKIHH,

Pusuk cepiO3HMX HEBPOJIOTIYHUX PO3NAAIB ITiC/IS BBEAEHHS KHBOI BIPYCHOI BaKIWHH npoTH
KOpY 3alMINAETBCA MEHLIMM, HDK PHUSHK IIOABH eHuetbamTy Ta eHuedaionarii _micis
inQiKkyBaHHs BipycoM kopy aukoro Tumy (1 Ha 1000 nosizomnenux Bunajkis) {58 994 Ywﬁv??

e ‘
Ilpn BHnaaKoBOMY BBEJEHHI BAKUMHM i3 IPOTHKOPOBHM KOMIIOHEHTOM ocoﬁ’a,ng 3 THKKO
IMYHOCYIpeCicio NoBioMIAIOCH TIPO BHIA/KH KOPOBOTO eHue¢m1Ty 3 Bmm‘iéﬂudmi’"; ﬂ;ub, 16




iH(eKnii, BUKIHKaHO! BIpycoM KOpy y cknai Bakiuuud (aus. posain [IPOTUITOKA3ZAHHA). Y
TAKUX TALIEHTIB TaKOXK TOBIIOMJIANOCA NP0 BHNANKH IOABH JUceMiHOBaHOI iHQeKuii,
BHKJIMKAHOI BaKIIMHHEMH BIPYCaMH IIaPOTHUTY Ta KPaCHYXH.

bynu oTpuMaHi NMOBiIOMJICHHS NP0 PO3BHTOK ITIATOCTPOrO CKIEPO3YIOYOro INaHeHHehamiTy y
TiTeH, y AKUX B aHaMHe3l Oyad BiACYTHI JaHi npo iHGIKYBaHHS BipycoM KOpY KOO THITY, ajle
SKHUM BBOJIMJIM BaKIMHY HPOTH Kopy. Jleski 3 LHUX BHIOAIKIB MOXYTh OYTH pe3yIbTaToM
HEIIarHOCTOBAHOTO KOPY B MEpIIHi PiK KUTTA 200, MOMKIIMBO, HACTIAKOM BaKUWHALI IPOTH
Kopy. Ha migcrasi pe3ynpTaTiB OLIHKH 3araJbHOHANIOHATBHOI MONIMPEHOCT] BaKIMHALIT IIPOTH
Kopy Oyno mnokazaHo, IO YacTOTa 3B'A3KY IIATOCTPOrO CKIEPO3YIOUOro mnaHenuedamrity 3
BaKIWHALIEIO NPOTH KOPY CTAHOBATH MPHOIN3HO | BUIANOK HA MIJLHOH PO3NOBCIOMKEHHX 703
Bakuuun. Ile 1 nabGararo MeHIIMM [OPIBHSHO 3 YacTOTOI PO3BHTKY IMiArOCTPOro
CKJICPO3yIOUOro naneHuedamry npu indikyBaHHI BipycOM KOPY JUKOTO THILY, SIKa CTAHOBHTH 6-
22 BUNAJKIB Ha MUTBHOH BMNAJIKIB KOpY. Pe3ynbTaTH peTpoCIeKTHBHOIO, KOHTPOILOBAHOIO 3a
BUIIA/IKAMH JIOCII/DKEHHS, IPOBEICHOr0 EHTPaMH 3 KOHTPOIO Ta MPOQINIaKTHKH 3aXBOPIOBAHb,
BKa3ylOTh Ha Te€, IO 3arajoM e(eKT BaKIHH MPOTH KOPY IOISrae B TOMY, 100 3aXUCTUTH Bijl
NArOCTPOro  CkiIepo3yroyoro nasennedanity nuisixom npodinaktuku KopoBoi iHdexmil 3
XapakTepHUM JUIi Hel TIBHIIEHHM pPU3HKOM MOSBH  MiJATOCTPOrO  CKJIEPO3YIOHOTO
nasennedanry {60}.

3a JI0IIOMOrol0 CHCTEMH MOBiJOMIEHh Hpo mobiuei edextn Bakimu (cucrema VAERS)
OBIZIOMJIATOCS TIPO BHIIAJKH PO3BUTKY aCENTHYHOrO MEHIHTITY ITiC/IA 3aCTOCYBAHHA BaKIIMHHU
OPOTH KOpY, MapOTHTY Ta KpacHyxH. HesBaikaioun Ha Te, mo OyB BCTAHOBJICHHI IPHYHHHO-
Hac/iakoBHi 3B'A30K Mix mramoM Urabe Bipycy mapoTuTy y ckiaii BaKIMHH T2 PO3BHTKOM
aceNTHYHOrO MEHIHTITY, HEMA€ JKOJHHMX JOKa3iB iCHYBaHHS 3B’SI3KY Mi BAKIMHHHM IITAMOM
Jeryl Lynn™ Bipycy napoTHTy Ta pO3BHTKOM aceNTHYHOTO MEHIHTITY,

Cucmema ouxanus

[neBmonis; maesmowiT (mB. posnin [TIPOTUTIOKA3AHHS); 6ins y ropiii; Kauens; pUHIT.

Hlxipa

Cunnpom CriBeHca-J/[koHCOHA; MyIbTH(QOPMHA €pUTEMa; KpOIMB'SHKA; BHCHIT, BHCHIL, IO
Harajaye KOpOBH# BUCHII; CBEPOIkK.

Micuesi peakuii, o BKIIOYAIOTh BiAYYTTs NEYiHHS /IOKOMIOBAHHA Y MicIi iH'eKii; myxmpi Ta
rinepeMilo y Micli BBeJIEHHS; HOYEpBOHIHHA (epHTeMa); HaOpsK; iHAypalil; XBOPOOIUBICTE;
YTBOPEHHs BE3HKYJ y Micii id'ekiii; mypmypa I'emoxa-Illenneifna; roctpmii remoparivqnumii
HaOpsK HOBOHAPOIIKEHHX.

Ocobnuei eudu yymaueocmi — ciyx

HelipocencopHa BTpaTa CIyXy; cepeaHiii OTHT.

Ocobnuei 6uou uymaugocmi — 3ip

PeTuHiT; HEBPHT 30pOBOTO HEpPBa; NAMLIIT; peTpobyL6apHuit HEBPHT; KOH'IOHKTHBIT.

Cevocmamesa cucmema

Eniauaumir; opxit.
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Tnwi asuwya

Y plAKiCHHX BANAJKaX MOBiOMIIAIOCH IIPO CMEPTh 3 PI3HHX, a iHOJI HEBLIOMUX NPHYHH, sKa
HACTaJIa Mic/Is BaKIMHALLT 33 TOTIOMOTOKO BaKLHH IIPOTH KOPY, MAapOTUTY Ta KPACHYXH; IPOTE ¥
3/10POBHX JIIOJICH TaKUil IPHYHHHO-HACTIKOBHH 3B'A30K He OyB BCTAHOBIEHMil (JMB. po3jin
[TPOTUIIOKA3SAHHST). B omyGnikoBaHOMY —AOCHIIUKEHHI JUls  CHOCTEPeXKEHHS MiCIs
peectpauii, axke nposoaunock y Oimanaii Ta B skomy 6pamu ygacts 1,5 Miibiiona miteif Ta
AAOPOCIUX, AKKHM IPOBOJIHIIM BAaKUHMHALIIO 3a 10MoMOrorw saknuuan M-M-P 1Ty nepiox 3 1982 p.
no 1993 p., e 6ynu 3a10KyMeHTOBaHI BHITAIKK cMepTi a0 TPUBATHX yCKIaHens {61},

Binnosiaso no Bumor HamioHaubHOIO 3aK0HY MO KOMIIEHCALIIO MOCTPaXKIATNM Bif AHTSIHX
memiens Bin 1986 p., memuuwni HpaJ.[lBHHKH Ta BHPOOHMKHM 3000B'A3aHI peecTpyBaTH Ta
TNOBIIOMJISTH TPO IEBHI I03pIOBAaHI NOGIYHI SBMINA, 1O BHHMKAIOTH MPOTATOM IEBHHX
nepioais micis BakumHamii. IIpote MiHiCTEPCTBO OXOPOHM 3/0pOB'S Ta COMiATBHHX cityx0
CIIIA crBopuiio cHCTeMy NOBIZOMJICHb NPO 100iuHi edextu Bakuwun (ciucrema VAERS), ska
Oynme npuiiMarn BCi NOBIAOMJEHHA Npo MiJ03proBaHi moGidHi  siBHIma 149}. Dopmy
MOBIIOMIIEHHA 3a Jomomororo cuctemu VAERS, a Takox indopmariio po BHMOTH IO
TIOBIJIOMJIEHHS] MOJKHA OTPUMATH 38 HOMepoM Teliedory cuctemn VAERS: 1-800-822-7967.

JAO3YBAHHS TA CIIOCIB BBEJAEHHSI
AV HTHIKIPHOIO BBEJIEHHA

He 6600umu e1ympiunsocyounno.

ﬂO?}IBaHHH BAaKIIHHHU € OJHAKOBHUM [JIs Oy,f.lb AKOI'0 BlK)’ i ctanoBuTH 0 5 MJI; BAKIIHHY BBOJATH
l'.[l,[U.HKlpHO IIEpEBAXHO ¥y 30BHIIIHIO [MOBEPXHIO BerHI)OI YaCcTHHH IJIe4a.

PexomenioBanmii BiK [Ulst IepBUHHOI BAKIMHALIT CTAaHOBHTS Bix 12 10 15 Mmicsis.

Pesaxuunaniio 3a gonomoroxo Bakuuun M-M-P II pekoMeHIyeThCs IPOBECTH /10 BCTYIYy TUTHHH
M0 modaTkoBol mkonu. Jlue. Ttakok posmin ITOKASAHHS TA BUMKOPUCTAHHAL,
Pexomendosana cxema saxyunayii.

JitsaM, KuM mepiy BaKUMHAIIO NpoBesy y Bild 10 12 Micsuis, notpi6ro BBecTH ApYry 103y
BaxkumHu y Biul Bix 12 o 15 micsuis, micns woro ciia nposectn PEBaKIMHALIK 10 BCTYIY
AUTHHHA 10 no4atkoBol mkond {32}. Jlus. takox ITOKA3AHHSI TA BUKOPUCTAHHS,

IIepioduunicme cnanaxie xopy.

IMyHornoGymin He i BBOAMTH OJHOYACHO 3 BakmuHOlO M-M-P I (muB. posmin
3ACTEPEXEHHS, 3acanvni 3acmepesicni 3axodu, a Takox po3ain BACTEPEXEHHA
Bsaemodis 3 inwumu nikapeokumu 3acobami).

YBAT'A: Jlna xoxHoi id'exuii Ta/aGo A BiIHOBIEHHS BaKIMHH CIiJ BHKOPHCTOBYBATH
CTEPHUIBHUH MNpHIl O3 KOHCEPBAHTIB, AHTHCENTHKIB T4 AeTEPreHTiB, OCKUIBKH Ili PedOBHHH
MOXYTh  iHAKTHBYBATH KMBHH  BakumHHWI  Bipyc. Ilpu  mpomy PEKOMEHIY€EThCS
BUKOPHCTOBYBATH royky 25G x 5/8".

Jlns BINHOBNIEHHs! BAKIIMHH CJTi BHKOpHcmByBaTH TUTBKH PO3YHHHHK, 1110 10CTAYAETHCS pa3om
13 BaKITHHOIO, OCKIJILKH B HBOMY HE MICTHTBCS KOHCEPBaHTIB abo iHImHMX aHTHmpy(.H,Hx pe‘{OBHH
AKI MOXKYTB 1HAKTHBYBaTH BaxkIMHY. =

Pnaxon 3 003010 0 00HOpPa306020 66edenns — CroyaTKy HabepiTh BeCh 06 eM' poglﬂrf 1k, y‘
WTPHL, KU Gy/J1e BUKOPHCTOBYBATHCS /U1 BiIHOBJIEHHS BAKIIHHH. BBE:)IITB BECB Po3us (HIK 31




WIpUna y (GIakoH 3 Jioii3oBaHo0 BAKIMHOIO i peTebHO NepeMimaiite. Skmo miodinizosana
BAKIMHA HE POSYHHAECTHCA, TO ii cmia 3ammuTH. Habepite Bech BMiCT y mmpHIl Ta BBETITH
HiAMIKIPHO Bech 00'€M BiZHOBJIEHOT BAKIIHHH.

L1 KOJKHOTO OKpeMOTro NalieHTa Ba/IHBO BHKOPHCTOBYBATH OKPEMHUIT CTEPHIIbHHUIT IIIPHIL Ta
roJKy, mo6 sanoGirtu nepeaadi renatuty B Ta iHmmMX indeKuifnux arenTiB Bix oHiel MoIMAN
JI0 1HIIO].

[TapenTepanbhi sikapeski npemapartu noTpiGHO Mmepesl BBEACHHSM Bi3yalbHO [epeBipsATH Ha
BIIACYTHICTB TBEPIMX HaCTOK Ta 3MiHH KONBOPY, AKIIO L€ J03BOJISE 3poOUTH PO3YUH Ta IPHCTPIl
Aus BBelleHHs. Bakuuna M-M-P II miciis BiiHOB/IGHHS € IPO30POIO | Ma€ KOBTHi KOJTip.

Buxopucmanus 3 inwumu eaxyunamu

Bakuuny M-M-P II ciin BBoanTH 3a 1 Micsub 10 a6o depes 1 Micsib mic/Is BBEJCHHS iHIIHX
BAaKIWH 3 )KUBHMH BipyCamu,

Bakmniy M-M-P 11 BBommmi oxHouacHo 3 Bakuunolo VARIVAX® [pakimna IIPOTH BITPSHOL
Bicrn Bipycna kuBa (Oka/Merck)] i 3 Baknunoro PedvaxHIB® [kon'torosana saximua NPOTH
reModinbroil indexuii (Haemophilus influenzae) tamy b (KOH'IOraT 3 MeHiHFOKOKOBHAM Oinkom),
TIpH UBOMY BakUHMHHM BBOJMJIMCS PI3HUMH IINIPHIAMH Ta NPH BUKOPUCTAHHI Pi3HMX Micip Uis
BBeJIeHH. [IpH TakoMy criomyyeHOMY BBeIeHH] He BiMIYanocs 3HHKEHHs IMYyHHOT BiAMoBii Ha
OKPeMO MepeBipeHi BaKIMHHI aHTHreHW. XapakTep, 9acTOTA i TSKKICTEL NOGIYHHX SBHII, SIKI
CIIOCTEpIranuch HpH 3acToCyBaHHi Bakmuanm M-M-P I, Oymu nomiGHUMH 1O THX, SIKi
BIIMIMAJIUCB TTiCIIA BBEICHHS KOKHOT BAKIIMHH OKPEMO.

[Inanose BBenenns Bakuman DTP (mpots amdhrepii, NpaBsUd, KauUumoky) Ta/abo OPV
(mepopanbHOi BaKIMHM IPOTH HONIOMIETITY) HE pPeKOMEHYeThesd IPOBOJNUTH OJHOYACHO 3
BaKIMHALIEIO NPOTH KOpPY, MApOTHTY Ta KPACHYXH, OCKiIBbKH JaHi CTOCOBHO OXHOYACHOTO
BBEJICHHS I[UX aHTHI'€HIB € 0OMeKEHHMH.

[Ipore BukopucroByBanmes inmi cxemm imymizamii. Y pekomenanisx KoHcynbraTHBHOrO
KOMITEeTY 3 NpakTHKH iMyHisauii (ACIP) 3a3naueno: «He3saxaroun Ha oGMeKeni JIaHi CTOCOBHO
O/HOYAaCHOTO BBEJICHHs BCi€i PEeKOMEHIOBaHOI cepii BakuuH (HANPHKIAZL, BaKIHHA NpoTH
magrepil, npasus, kauumoky DTaP (auemonspra) [aGo DTwP, UITBHOKJIITHHHA], BaKIHHA
NPOTH NOJIOMIENITY iHakTHBOBaHA [PV [a6o OPV, IepopalibHa), BaKIMHA NPOTH remMoinpHOl
ingexuii Tumy b (Hib) 3 aGo 6e3 Bakuuun npoTH BIipyCy rematuty B, a Takok BakiMHa IpOTH
BITPAHOI BICIIM), PE3y/IbTATH YHCIEHHHX MOCIIIKEHD BKa3yKOTh Ha BIJICYTHICTbL B3aeMOJIT Mix
CTAH/IAPTHEMH PCKOMCH/IOBAHMMHU BAKIMHAMHM Ul JiTell (KMBUMH, aTeHYHOBAHMMH 460
iHakTMBOBaHMMH). Lli xami MiATBEPKYIOTH MOMKIMBICTE OZHOYACHOI'O BUKOPHCTaHHs BCiX
BAKLMH 3TiHO 3 peKOMeHAAiAMu» {62} .

©®OPMA IMMOCTAYAHHHA

Bakmmaa Ne 4681 — M-M-P II nocrawaetscs y Takiii ¢opmi: (1) xapromna kopoGka 3
10 ¢nakonamu, y KOKHOMY 3 SKHX MICTHTBCS O/(Ha 1034 mioditizoanol BakumHyU (ynakoska A),

NDC  (nauionameumit kon npusmadenns): 0006-4681-00; i (2) xapronma xopobka 3
10 drakonamu posunnHuKa (ynakoska B). s 30€epeKEHHs MICIs Y XOJIOMIEHHKY POIYHHHHEK
MOXHa 36epiraT OKpeMo IpH KIMHATHIl TeMIepaTypi. T

>
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3bepicanns

JAnsi  3bepesennst akTuBHOCTi Bakumny M-M-P I 36epirarn npH TeMmIeparypi
Bin -50 °C mo + 8 °C (mim -58 °F no + 46 °F). Ilpn Bukopucranni CYX0ro Jaboay
Temuepatypa sdepiramas Bakuunn M-M-P IT mozke BuacTu 10 menme nix -50 °C (-58 °F).

3aBi 1M 3aXUIIATH BAKIWMHY Bij i CBITIA /1% 3an06iranHs iHakTHBAIIT Bipycis.

Jlo BinHoBneHHs MiodinizoBany BakuuHy HeoOXiaHO 36epiraTh npu Temneparypi Bix 2 °C 1o
8 °C (sin 36 °F no 46 °F). Posunmunuk Mmoxe 36epiraTacs sk y XOJIOIMJIBHUKY Pa3oM i3
MOQLTi30BaHOI0 BAKIMHOK, TaK i OKPeMO HpH KiMHATHIH Temneparypi. Po3uuHHHK He
3aMOpPOKYBaTH.

ITicost BIHOBICHHSA BAKIIMHY PEKOMEHIYETHCA BHKOPHCTATH HEraiHo.

36epiratu BigHOBIEHY BakUuHY y drakoHi y TeMHOMY Mici npu TemrepaTtypi Bix 2 °C go 8 °C
(811 36 °F 1o 46 °F). SIxmo BixHOBNEHA BakIMHA He Oyia BHKOPHUCTAHA MPOTAroM 8 rojuH, i1
CJI1/1 3HUIIATH.

Jast orpumanns indopmanii npo crafiibHicTs BAKIMHHA 32 iHIIMX YMOB 30epiranns, siki
BUIDI3HSIIOTBCH  BiI  peKoMeH10BAHHX YMOB,  3areiqedoHyiite 3a  HOMepoM:
1-800-MERCK-90.
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Indopmanis npo 3acrocyBanns Mo Peecrpauiitnoro MOCBIYEHHS
JikapcbKoro 3acoby Ne in J307 X%
YA /66 77/02 /oL

Patient Information about
M-M-R® Il (pronounced “em em ar too")
Generic name: Measles, Mumps, and Rubella Virus Vaccine Live

This is a summary of information about M-M-R 11®. You should read it before you or your child receives
the vaccine. If you have any questions about the vaccine after reading this leaflet, you should ask your
health care provider. This is a summary only. It does not take the place of talking about M-M-R 1l with
your doctor, nurse, or other health care provider. Only your health care provider can decide if M-M-R Il is
right for you or your child.

What is M-M-R Il and how does it work?

M-M-R I is also known as Measles, Mumps, and Rubella Virus Vaccine Live. It is a live virus vaccine that
is given as a shot. This vaccine is usually given to people one year old or older. It is meant to help
prevent measles (rubeola), mumps, and rubella (German measles).

M-M-R Il contains weakened forms of measles virus, mumps virus, and rubella virus.

M-M-R Il works by helping the immune system protect you or your child from getting measles, mumps, or
rubella.

M-M-R Il may not protect everyone who gets the vaccine, M-M-R Il does not treat measles, mumps, or
rubella once you or your child has them.

What do | need to know about measles, mumps, and rubelia?

Measles is also known as rubeola. It is a serious illness. Measles virus can be passed to others if you
have it. Measles can give you a high fever, cough, and a rash. The iliness can last for 1 to 2 weeks. In
rare cases, it can also cause an infection of the brain. This could lead to seizures, hearing loss, mental
retardation, and even death.

Mumps can also be passed to others. This virus can cause fever and headache. It also makes the glands
under your jaw swell and be painful. The illness often lasts for several days. Sometimes, mumps can
make the testicles swell and be painful. In some cases, it can cause meningitis, which is a mild swelling of
the coverings of the brain and spinal cord.

Rubella is also known as German measles. It is often a mild illness. Rubella virus can cause a mild fever,
swollen glands in the neck, pain and swelling in the joints, and a rash that lasts for a short time. It can be
very dangerous if a pregnant woman catches it. Women who catch German measles when they are
pregnant can have babies who are stillborn. Also, the babies may be blind or deaf, or have heart disease
or mental retardation.

Who should not get M-M-R 11?
Do not get M-M-R Il if you or your child:

. are allergic to any of its ingredients (This includes gelatin or neomycin. See the ingredi tist:
at the end of this leaflet.); __;--%\}; =y
.;’ : » \-.\.-;: :
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° have a weakened immune system, such as an immune deficiency, an inherited immune
disorder, leukemia, lymphoma, or HIV/AIDS;
take high doses of steroids by mouth or in a shot;
have a fever higher than 101.3°F (38.5°C);
are pregnant or plan to get pregnant within the next three months,

What should you tell your health care provider before getting M-M-R 11?7

Tell your health care provider if you or your child:

have or have had any medical problems;

have a history of seizures or a brain injury;

have received blood or plasma transfusions or human serum globulin;
have active tuberculosis that is not treated;

take any medicines (This includes non-prescription medicines and dietary supplements.);
have any allergies (This includes allergies to neomycin or gelatin.):
had an allergic reaction to any other vaccine;

are pregnant or plan to become pregnant within the next three months:
are breast-feeding;

have or have had a low biood platelet count;

are allergic to eggs.

How is M-M-R Il given?

M-M-R Il is given as a shot to people one year old or older. The dose of the vaccine is the same for
everyone. If your child gets the shot when he or she is one year old or older, a second dose is
recommended. Often, the second dose is given right before the child goes to elementary school (4 to 6
years of age). If your child is less than one year old when he or she first gets the shot, a second dose
should be given when they are 12 to 15 months old. Then, a third shot should be given between 4 and 6
years of age. Your doctor will decide the best time and number of shots by using official
recommendations.

If a dose is missed, your health care provider will let you know when you should have it.

Non-pregnant adolescent and adult females of childbearing age who are susceptible to rubella can be
vaccinated with M-M-R Il (or live attenuated rubella virus vaccine) if certain precautions are taken. In
many cases, it is convenient to give the vaccine to women at risk for rubella right after they give birth.

What are the possible side effects of M-M-R 11?

The most common side effect of vaccination with M-M-R 1l is burning and/or stinging at the site of the shot
for a short time.

Other side effects may include:
* Fever
e Rash

Less common side effects may also include:
» Swelling of the testicles
* Joint pain and/or swelling

Some side effects are rare but may be serious. You should call your health care provider if yoq,ag’(ﬁé?py,: .
of the following problems: G N




e Difficulty breathing, wheezing, hives, or a skin rash may be signs of an allergic reaction.
e Bleeding or bruising under the skin.
» Seizures, a severe headache, a change in behavior or consciousness, or difficulty walking.

Other side effects may also occur. Your doctor has a more complete list of side effects for M-M-R |1

Contact your doctor or health care provider if you or your child have any new or unusual symptoms after
receiving M-M-R |I.

You may also report any adverse reactions to your doctor or your child’s health care provider or submit a
report directly to the Vaccine Adverse Event Reporting System (VAERS). The VAERS toll-free number is
1-800-822-7967 or you may report online to www.vaers.hhs.gov.

What are the ingredients of M-M-R 1I?

Active Ingredients: weakened forms of the measles, mumps, and rubella viruses.

Inactive Ingredients: sorbitol, sodium phosphate, potassium phosphate, sucrose, sodium chloride,
hydrolyzed gelatin, recombinant human albumin, fetal bovine serum, other buffer and media ingredients,

neomyecin.

What else should | know about M-M-R II?

If you get M-M-R Il while you are pregnant, please call 1-800-986-8999. Or, you can have your health
care provider call,

This leaflet summarizes important information about M-M-R |1,

If you would like more information, talk to your health care provider or call 1-800-622-4477.

Dist. by: Merck Sharp & Dohme Corp., a subsidiary of
€ MERCK & CO, INC,, Whitehouse Station, N.J 08889, USA

For patent information: www.merck.com/product/patent/home. html

Copyright © 2009 Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.
All rights reserved.
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M-M-R® 11
(MEASLES, MUMPS, and
RUBELLA VIRUS VACCINE LIVE)

DESCRIPTION

M-M-R® 11 (Measles, Mumps, and Rubella Virus Vaccine Live) is a live virus vaccine for vaccination
against measles (rubeola), mumps, and rubella (German measles).

M-M-R 11 is a sterile lyophilized preparation of (1) ATTENUVAX® (Measles Virus Vaccine Live), a more
attenuated line of measles virus, derived from Enders' attenuated Edmonston strain and propagated in
chick embryo cell culture; (2) MUMPSVAX® (Mumps Virus Vaccine Live), the Jeryl Lynn™ (B level) strain
of mumps virus propagated in chick embryo cell culture; and (3) MERUVAX® II (Rubella Virus Vaccine
Live), the Wistar RA 27/3 strain of live attenuated rubella virus propagated in WI-38 human diploid lung
fibroblasts.{1,2}

The growth medium for measles and mumps is Medium 199 (a buffered salt solution containing
vitamins and amino acids and supplemented with fetal bovine serum) containing SPGA (sucrose,
phosphate, glutamate, and recombinant human albumin) as stabilizer and neomycin.

The growth medium for rubella is Minimum Essential Medium (MEM) [a buffered salt solution
containing vitamins and amino acids and supplemented with fetal bovine serum] containing recombinant
human albumin and neomycin. Sorbitol and hydrolyzed gelatin stabilizer are added to the individual virus
harvests.

The cells, virus pools, and fetal bovine serum are all screened for the absence of adventitious agents.

The reconstituted vaccine is for subcutaneous administration. Each 0.5 mL dose contains not less than
1,000 TCIDs, (tissue culture infectious doses) of measles virus; 12,500 TCIDgy of mumps virus; and
1,000 TCIDs, of rubella virus. Each dose of the vaccine is calculated to contain sorbitol (14.5 mg), sodium
phosphate, sucrose (1.9 mg), sodium chloride, hydrolyzed gelatin (14.5 mg), recombinant human albumin
(=0.3 mg), fetal bovine serum (<1 ppm), other buffer and media ingredients and approximately 25 mcg of
neomycin. The product contains no preservative.

Before reconstitution, the lyophilized vaccine is a light yellow compact crystalline plug. M-M-R II, when
reconstituted as directed, is clear yellow.

CLINICAL PHARMACOLOGY

Measles, mumps, and rubella are three common childhood diseases, caused by measles virus,
mumps virus (paramyxoviruses), and rubella virus (togavirus), respectively, that may be associated with
serious complications and/or death. For example, pneumonia and encephalitis are caused by measles.
Mumps is associated with aseptic meningitis, deafness and orchitis; and rubella during pregnancy may
cause congenital rubella syndrome in the infants of infected mothers,

The impact of measles, mumps, and rubella vaccination on the natural history of each disease in the
United States can be quantified by comparing the maximum number of measles, mumps, and rubella
cases reported in a given year prior to vaccine use to the number of cases of each disease reported in
1995. For measles, 894,134 cases reported in 1941 compared to 288 cases reported in 1995 resulted in a
99.97% decrease in reported cases; for mumps, 152,209 cases reported in 1968 compared to 840 cases
reported in 1995 resulted in a 99.45% decrease in reported cases; and for rubella, 57,686 cases reported
in 1969 compared to 200 cases reported in 1995 resulted in a 99.65% decrease.{3}

Clinical studies of 284 triple seronegative children, 11 months to 7 years of age, demonstrated that
M-M-R 11 is highly immunogenic and generally well tolerated. In these studies, a single injection of the
vaccine induced measles hemagglutination-inhibition (HI) antibodies in 95%, mumps neutralizing
antibodies in 96%, and rubella HI antibodies in 99% of susceptible persons. However, a small percentage
(1-5%) of vaccinees may fail to seroconvert after the primary dose (see also INDICATIONS AND USAGE,
Recommended Vaccination Schedule).

A study{4} of 6-month-old and 15-month-old infants born to vaccine-immunized mothers demonstrated
that, following vaccination with ATTENUVAX, 74% of the 6-month-old infants developed detectable
neutralizing antibody (NT) titers while 100% of the 15-month-old infants developed NT. This, sate .of

seroconversion is higher than that previously reported for 6-month-old infants born to na Jw,
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months, they developed antibody titers equivalent to the 15-month-old vaccinees. The lower
seroconversion rate in 6-month-olds has two possible explanations: 1) Due to the limit of the detection
level of the assays (NT and enzyme immunoassay [EIA]), the presence of trace amounts of undetectable
maternal antibody might interfere with the seroconversion of infants: or 2) The immune system of
6-month-olds is not always capable of mounting a response to measles vaccine as measured by the two
antibody assays.

There is some evidence to suggest that infants who are born to mothers who had wild-type measles
and who are vaccinated at less than one year of age may not develop sustained antibody levels when later
revaccinated. The advantage of early protection must be weighed against the chance for failure to
respond adequately on reimmunization.{5,6}

Efficacy of measles, mumps, and rubella vaccines was established in a series of double-blind
controlled field trials which demonstrated a high degree of protective efficacy afforded by the individual
vaccine components.{7-12} These studies also established that seroconversion in response to vaccination
against measles, mumps, and rubella paralleled protection from these diseases.{13-15}

Following vaccination, antibodies associated with protection can be measured by neutralization assays,
HI, or ELISA (enzyme linked immunosorbent assay) tests. Neutralizing and ELISA antibodies to measles,
mumps, and rubella viruses are still detectable in most individuals 11 to 13 years after primary
vaccination.{16-18} See INDICATIONS AND USAGE, Non-Pregnant Adolescent and Adult Females, for
Rubella Susceptibility Testing.

The RA 27/3 rubella strain in M-M-R 11 elicits higher immediate post-vaccination HI, complement-fixing
and neutralizing antibody levels than other strains of rubella vaccine{19-25} and has been shown to induce
a broader profile of circulating antibodies including anti-theta and anti-iota precipitating antibodies.{26,27}
The RA 27/3 rubella strain immunologically simulates natural infection more closely than other rubella
vaccine viruses.{27-29} The increased levels and broader profile of antibodies produced by RA 27/3 strain
rubella virus vaccine appear to correlate with greater resistance to subclinical reinfection with the wild
virus,{27,29-31} and provide greater confidence for lasting immunity.

INDICATIONS AND USAGE

Recommended Vaccination Schedule .

M-M-R 11 is indicated for simultaneous vaccination against measles, mumps, and rubella in individuals
12 months of age or older.

Individuals first vaccinated at 12 months of age or older should be revaccinated prior to elementary
school entry. Revaccination is intended to seroconvert those who do not respond to the first dose. The
Advisory Committee on Immunization Practices (ACIP) recommends administration of the first dose of
M-M-R 1T at 12 to 15 months of age and administration of the second dose of M-M-R IT at 4 to 6 years of
age.{32} In addition, some public health jurisdictions mandate the age for revaccination. Consult the
complete text of applicable guidelines regarding routine revaccination including that of high-risk adult
populations.

Measles Outbreak Schedule
Infants Between 6 to 12 Months of Age

Local health authorities may recommend measles vaccination of infants between 6 to 12 months of
age in outbreak situations. This population may fail to respond to the components of the vaccine. Safety
and effectiveness of mumps and rubella vaccine in infants less than 12 months of age have not been
established. The younger the infant, the lower the likelihood of seroconversion (see CLINICAL
PHARMACOLOGY). Such infants should receive a second dose of M-M-R II between 12 to 15 months of
age followed by revaccination at elementary school entry.{32}

Unnecessary doses of a vaccine are best avoided by ensuring that written documentation of
vaccination is preserved and a copy given to each vaccinee's parent or guardian.

Other Vaccination Considerations
Non-Pregnant Adolescent and Adult Females

Immunization of susceptible non-pregnant adolescent and adult females of childbearing age with live
attenuated rubella virus vaccine is indicated if certain precautions are observed (see below and
PRECAUTIONS). Vaccinating susceptible postpubertal females confers individual protection against
subsequently acquiring rubella infection during pregnancy, which in turn prevents infection of the fetus and
consequent congenital rubella injury.{33} e

Women of childbearing age should be advised not to become pregnant for 3 months aftepvaceinatie
and should be informed of the reasons for this precaution. &

Yot




The ACIP has stated "If it is practical and if reliable laboratory services are available, women of
childbearing age who are potential candidates for vaccination can have serologic tests to determine
susceptibility to rubella. However, with the exception of premarital and prenatal screening, routinely
performing serologic tests for all women of childbearing age to determine susceptibility (so that vaccine is
given only to proven susceptible women) can be effective but is expensive. Also, 2 visits to the health-care
provider would be necessary — one for screening and one for vaccination. Accordingly, rubella
vaccination of a woman who is not known to be pregnant and has no history of vaccination is justifiable
without serologic testing — and may be preferable, particularly when costs of serology are high and
follow-up of identified susceptible women for vaccination is not assured."{33}

Postpubertal females should be informed of the frequent occurrence of generally self-limited arthralgia
and/or arthritis beginning 2 to 4 weeks after vaccination (see ADVERSE REACTIONS).

Postpartum Women

It has been found convenient in many instances to vaccinate rubella-susceptible women in the
immediate postpartum period (see PRECAUTIONS, Nursing Mothers).
Other Populations

Previously unvaccinated children older than 12 months who are in contact with susceptible pregnant
women should receive live attenuated rubella vaccine (such as that contained in monovalent rubella
vaccine or in M-M-R 1I) to reduce the risk of exposure of the pregnant woman.

Individuals planning travel outside the United States, if not immune, can acquire measles, mumps, or
rubella and import these diseases into the United States. Therefore, prior to international travel, individuals
known to be susceptible to one or more of these diseases can either receive the indicated monovalent
vaccine (measles, mumps, or rubella), or a combination vaccine as appropriate. However, M-M-R 11 is
preferred for persons likely to be susceptible to mumps and rubella: and if monovalent measles vaccine is
not readily available, travelers should receive M-M-R II regardless of their immune status to mumps or
rubella.{34-36}

Vaccination is recommended for susceptible individuals in high-risk groups such as college students,
health-care workers, and military personnel.{33,34,37}

According to ACIP recommendations, most persons born in 1956 or earlier are likely to have been
infected with measles naturally and generally need not be considered susceptible. All children,
adolescents, and adults born after 1956 are considered susceptible and should be vaccinated, if there are
no contraindications. This includes persons who may be immune to measles but who lack adequate
documentation of immunity such as: (1) physician-diagnosed measles, (2) laboratory evidence of measles
immunity, or (3) adequate immunization with live measles vaccine on or after the first birthday.{34}

The ACIP recommends that "Persons vaccinated with inactivated vaccine followed within 3 months by
live vaccine should be revaccinated with two doses of live vaccine. Revaccination is particularly important
when the risk of exposure to wild-type measles virus is increased, as may occur during international
travel."{34}

Post-Exposure Vaccination

Vaccination of individuals exposed to wild-type measles may provide some protection if the vaccine
can be administered within 72 hours of exposure. If, however, vaccine is given a few days before
exposure, substantial protection may be afforded.{34,38,39} There is no conclusive evidence that
vaccination of individuals recently exposed to wild-type mumps or wild-type rubella will provide
protection.{33,37}

Use With Other Vaccines
See DOSAGE AND ADMINISTRATION, Use With Other Vaccines.

CONTRAINDICATIONS

Hypersensitivity to any component of the vaccine, including gelatin.{40}

Do not give M-M-R II to pregnant females; the possible effects of the vaccine on fetal development are
unknown at this time. If vaccination of postpubertal females is undertaken, pregnancy should be avoided
for three months following vaccination (see INDICATIONS AND USAGE, Non-Pregnant Adolescent and
Adult Females and PRECAUTIONS, Pregnancy).

Anaphylactic or anaphylactoid reactions to neomycin (each dose of reconstituted vaccine contains
approximately 25 mcg of neomycin).

Febrile respiratory illness or other active febrile infection. However, the ACIP has recommended that all

vaccines can be administered to persons with minor ilinesses such as diarrhea, mild upper respiratory
P YKPa[,

infection with or without low-grade fever, or other low-grade febrile illness.{41} SFaw Sl
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Patients receiving immunosuppressive therapy. This contraindication does not apply to patients who
are receiving corticosteroids as replacement therapy, e.g., for Addison's disease.

Individuals with blood dyscrasias, leukemia, lymphomas of any type, or other malignant neoplasms
affecting the bone marrow or lymphatic systems.

Primary and acquired immunodeficiency states, including patients who are immunosuppressed in
association with AIDS or other clinical manifestations of infection with human immunodeficiency
viruses;{41-43} cellular immune deficiencies; and hypogammaglobulinemic and dysgammaglobulinemic
states. Measles inclusion body encephalitis{44} (MIBE), pneumonitis(45) and death as a direct
consequence of disseminated measles vaccine virus infection have been reported in
immunocompromised individuals inadvertently vaccinated with measles-containing vaccine.

Individuals with a family history of congenital or hereditary immunodeficiency, until the immune
competence of the potential vaccine recipient is demonstrated.

WARNINGS

Due caution should be employed in administration of M-M-R 1I to persons with a history of cerebral
injury, individual or family histories of convulsions, or any other condition in which stress due to fever
should be avoided. The physician should be alert to the temperature elevation which may occur following
vaccination (see ADVERSE REACTIONS).

Hypersensitivity to Eggs

Live measles vaccine and live mumps vaccine are produced in chick embryo cell culture. Persons with
a history of anaphylactic, anaphylactoid, or other immediate reactions (e.g., hives, swelling of the mouth
and throat, difficulty breathing, hypotension, or shock) subsequent to egg ingestion may be at an
enhanced risk of immediate-type hypersensitivity reactions after receiving vaccines containing traces of
chick embryo antigen. The potential risk to benefit ratio should be carefully evaluated before considering
vaccination in such cases. Such individuals may be vaccinated with extreme caution, having adequate
treatment on hand should a reaction occur (see PRECAUTIONS).{46}

However, the AAP has stated, "Most children with a history of anaphylactic reactions to eggs have no
untoward reactions to measles or MMR vaccine. Persons are not at increased risk if they have egg
allergies that are not anaphylactic, and they should be vaccinated in the usual manner. In addition, skin
testing of egg-allergic children with vaccine has not been predictive of which children will have an
immediate hypersensitivity reaction...Persons with allergies to chickens or chicken feathers are not at
increased risk of reaction to the vaccine."{47}

Hypersensitivity to Neomycin

The AAP states, "Persons who have experienced anaphylactic reactions to topically or systemically
administered neomycin should not receive measles vaccine. Most often, however, neomycin allergy
manifests as a contact dermatitis, which is a delayed-type (cell-mediated) immune response rather than
anaphylaxis. In such persons, an adverse reaction to neomycin in the vaccine would be an erythematous,
pruritic nodule or papule, 48 to 96 hours after vaccination. A history of contact dermatitis to neomycin is
not a contraindication to receiving measles vaccine."{47}

Thrombocytopenia

Individuals with current thrombocytopenia may develop more severe thrombocytopenia following
vaccination. In addition, individuals who experienced thrombocytopenia with the first dose of M-M-R 1T (or
its component vaccines) may develop thrombocytopenia with repeat doses. Serologic status may be
evaluated to determine whether or not additional doses of vaccine are needed. The potential risk to benefit
ratio should be carefully evaluated before considering vaccination in such cases (see ADVERSE
REACTIONS).

PRECAUTIONS

General

Adequate treatment provisions, including epinephrine injection (1:1000), should be available for
immediate use should an anaphylactic or anaphylactoid reaction occur.

Special care should be taken to ensure that the injection does not enter a blood vessel.

Children and young adults who are known to be infected with human immunodeficiency viruses and
are not immunosuppressed may be vaccinated. However, vaccinees who are infected with HIV should be

monitored closely for vaccine-preventable diseases because immunization may be less effective.
uninfected persons (see CONTRAINDICATIONS).{42,43}
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Vaccination should be deferred for 3 months or longer following blood or plasma transfusions, or
administration of immune globulin (human).{47}

Excretion of small amounts of the live attenuated rubella virus from the nose or throat has occurred in
the majority of susceptible individuals 7 to 28 days after vaccination. There is no confirmed evidence to
indicate that such virus is transmitted to susceptible persons who are in contact with the vaccinated
individuals. Consequently, transmission through close personal contact, while accepted as a theoretical
possibility, is not regarded as a significant risk.{33} However, transmission of the rubella vaccine virus to
infants via breast milk has been documented (see Nursing Mothers).

There are no reports of transmission of live attenuated measles or mumps viruses from vaccinees to
susceptible contacts.

It has been reported that live attenuated measles, mumps and rubella virus vaccines given individually
may result in a temporary depression of tuberculin skin sensitivity. Therefore, if a tuberculin test is to be
done, it should be administered either before or simultaneously with M-M-R 11.

Children under treatment for tuberculosis have not experienced exacerbation of the disease when
immunized with live measles virus vaccine;{48} no studies have been reported to date of the effect of
measles virus vaccines on untreated tuberculous children. However, individuals with active untreated
tuberculosis should not be vaccinated.

As for any vaccine, vaccination with M-M-R 1 may not result in protection in 100% of vaccinees.

The health-care provider should determine the current health status and previous vaccination history of
the vaccinee.

The health-care provider should question the patient, parent, or guardian about reactions to a previous
dose of M-M-R II or other measles-, mumps-, or rubella-containing vaccines.

Information for Patients

The health-care provider should provide the vaccine information required to be given with each
vaccination to the patient, parent, or guardian.

The health-care provider should inform the patient, parent, or guardian of the benefits and risks
associated with vaccination. For risks associated with vaccination see WARNINGS, PRECAUTIONS, and
ADVERSE REACTIONS.

Patients, parents, or guardians should be instructed to report any serious adverse reactions to their
health-care provider who in turn should report such events to the U.S. Department of Health and Human
Services through the Vaccine Adverse Event Reporting System (VAERS), 1-800-822-7967.{49}

Pregnancy should be avoided for 3 months following vaccination, and patients should be informed of
the reasons for this precaution (see INDICATIONS AND USAGE, Non-Pregnant Adolescent and Adult
Females, CONTRAINDICATIONS, and PRECAUTIONS, Pregnancy).

Laboratory Tests

See INDICATIONS AND USAGE, Non-Pregnant Adolescent and Adult Females, for Rubella

Susceptibility Testing, and CLINICAL PHARMACOLOGY.
Drug Interactions

See DOSAGE AND ADMINISTRATION, Use With Other Vaccines.
Immunosuppressive Therapy

The immune status of patients about to undergo immunosuppressive therapy should be evaluated so
that the physician can consider whether vaccination prior to the initiation of treatment is indicated (see
CONTRAINDICATIONS and PRECAUTIONS).

The ACIP has stated that "patients with leukemia in remission who have not received chemotherapy
for at least 3 months may receive live virus vaccines. Short-term (<2 weeks), low- to moderate-dose
systemic corticosteroid therapy, topical steroid therapy (e.9. nasal, skin), long-term alternate-day
treatment with low to moderate doses of short-acting systemic steroid, and intra-articular, bursal, or
tendon injection of corticosteroids are not immunosuppressive in their usual doses and do not
contraindicate the administration of [measles, mumps, or rubella vaccine)]."{33,34,37}

Immune Globulin

Administration of immune globulins concurrently with M-M-R 11 may interfere with the expected
immune response.{33,34,47}

See also PRECAUTIONS, General.

Carcinogenesis, Mutagenesis, Impairment of Fertility

M-M-R 11 has not been evaluated for carcinogenic or mutagenic potential, or potential to impair fertility.
Pregnancy  n YK

Animal reproduction studies have not been conducted with M-M-R II. It is also not known ‘whether—« -
M-M-R1I can cause fetal harm when administered to a pregnant woman or can affect reproduction A




capacity. Therefore, the vaccine should not be administered to pregnant females; furthermore, pregnancy
should be avoided for 3 months following vaccination (see INDICATIONS AND USAGE, Non-Pregnant
Adolescent and Adult Females and CONTRAINDICATIONS).

In counseling women who are inadvertently vaccinated when pregnant or who become pregnant within
3 months of vaccination, the physician should be aware of the following: (1) In a 10-year survey involving
over 700 preghant women who received rubella vaccine within 3 months before or after conception (of
whom 189 received the Wistar RA 27/3 strain), none of the newborns had abnormalities compatible with
congenital rubella syndrome;{50} (2) Mumps infection during the first trimester of pregnancy may increase
the rate of spontaneous abortion. Although mumps vaccine virus has been shown to infect the placenta
and fetus, there is no evidence that it causes congenital malformations in humans;{37} and (3) Reports
have indicated that contracting wild-type measles du ring pregnancy enhances fetal risk. Increased rates of
spontaneous abortion, stillbirth, congenital defects and prematurity have been observed subsequent to
infection with wild-type measles during pregnancy.{51,52} There are no adequate studies of the
attenuated (vaccine) strain of measles virus in pregnancy. However, it would be prudent to assume that
the vaccine strain of virus is also capable of inducing adverse fetal effects.
Nursing Mothers

It is not known whether measles or mumps vaccine virus is secreted in human milk. Recent studies
have shown that lactating postpartum women immunized with live attenuated rubella vaccine may secrete
the virus in breast milk and transmit it to breast-fed infants.{53} In the infants with serological evidence of
rubella infection, none exhibited severe disease: however, one exhibited mild clinical illness typical of
acquired rubella.{54,55} Caution should be exercised when M-M-R II is administered to a nursing woman.
Pediatric Use

Safety and effectiveness of measles vaccine in infants below the age of 6 months have not been
established (see also CLINICAL PHARMACOLOGY). Safety and effectiveness of mumps and rubella
vaccine in infants less than 12 months of age have not been established.
Geriatric Use

Clinical studies of M-M-R II did not include sufficient numbers of seronegative subjects aged 65 and
over to determine whether they respond differently from younger subjects. Other reported clinical
experience has not identified differences in responses between the elderly and younger subjects.

ADVERSE REACTIONS

The following adverse reactions are listed in decreasing order of severity, without regard to causality,
within each body system category and have been reported during clinical trials, with use of the marketed
vaccine, or with use of monovalent or bivalent vaccine containing measles, mumps, or rubella:

Body as a Whole

Panniculitis; atypical measles; fever: syncope; headache; dizziness; malaise: irritability.
Cardiovascular System

Vasculitis.
Digestive System

Pancreatitis; diarrhea; vomiting; parotitis; nausea.
Endocrine System

Diabetes mellitus.
Hemic and Lymphatic System

Thrombocytopenia (see WARNINGS, Thrombocytopenia); purpura; regional lymphadenopathy;
leukocytosis.
Immune System

Anaphylaxis and anaphylactoid reactions have been reported as well as related phenomena such as
angioneurotic edema (including peripheral or facial edema) and bronchial spasm in individuals with or
without an allergic history.

Musculoskeletal System

Arthritis; arthralgia; myalgia.

Arthralgia and/or arthritis (usually transient and rarely chronic), and polyneuritis are features of infection
with wild-type rubella and vary in frequency and severity with age and sex, being greatest in adult females
and least in prepubertal children. This type of involvement as well as myalgia and paresthesia, have also
been reported following administration of MERUVAX 11.
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Chronic arthritis has been associated with wild-type rubella infection and has been related to persistent
virus and/or viral antigen isolated from body tissues. Only rarely have vaccine recipients developed
chronic joint symptoms.

Following vaccination in children, reactions in joints are uncommon and generally of brief duration. In
women, incidence rates for arthritis and arthralgia are generally higher than those seen in children
(children: 0-3%; women: 12-26%),{17,56,57} and the reactions tend to be more marked and of longer
duration. Symptoms may persist for a matter of months or on rare occasions for years. In adolescent girls,
the reactions appear to be intermediate in incidence between those seen in children and in adult women.
Even in women older than 35 years, these reactions are generally well tolerated and rarely interfere with
normal activities.

Nervous System

Encephalitis;  encephalopathy; measles  inclusion body  encephalits (MIBE) (see
CONTRAINDICATIONS); subacute sclerosing panencephalitis (SSPE); Guillain-Barré Syndrome (GBS):
acute disseminated encephalomyelits (ADEM); transverse myelitis; febrile convulsions: afebrile
convulsions or seizures; ataxia; polyneuritis: polyneuropathy; ocular palsies; paresthesia.

Encephalitis and encephalopathy have been reported approximately once for every 3 million doses of
M-M-R Il or measles-, mumps-, and rubella-containing vaccine administered since licensure of these
vaccines.

The risk of serious neurological disorders following live measles virus vaccine administration remains
less than the risk of encephalitis and encephalopathy following infection with wild-type measles (1 per
1000 reported cases).{58,59}

In severely immunocompromised individuals who have been inadvertently vaccinated with measles-
containing vaccine; measles inclusion body encephalitis, pneumonitis, and fatal outcome as a direct
consequence of disseminated measles vaccine virus infection have been reported (see
CONTRAINDICATIONS). In this population, disseminated mumps and rubella vaccine virus infection have
also been reported.

There have been reports of subacute sclerosing panencephalitis (SSPE) in children who did not have a
history of infection with wild-type measles but did receive measles vaccine. Some of these cases may
have resulted from unrecognized measles in the first year of life or possibly from the measles vaccination.
Based on estimated nationwide measles vaccine distribution, the association of SSPE cases to measles
vaccination is about one case per million vaccine doses distributed. This is far less than the association
with infection with wild-type measles, 6-22 cases of SSPE per million cases of measles. The results of a
retrospective case-controlled study conducted by the Centers for Disease Control and Prevention suggest
that the overall effect of measles vaccine has been to protect against SSPE by preventing measles with its
inherent higher risk of SSPE.{60}

Cases of aseptic meningitis have been reported to VAERS following measles, mumps, and rubella
vaccination. Although a causal relationship between the Urabe strain of mumps vaccine and aseptic
meningitis has been shown, there is no evidence to link Jeryl Lynn™ mumps vaccine to aseptic
meningitis.

Respiratory System

Pneumonia; pneumonitis (see CONTRAINDICATIONS); sore throat; cough:; rhinitis.
Skin

Stevens-Johnson syndrome; erythema multiforme: urticaria; rash; measles-like rash; pruritis.

Local reactions including burning/stinging at injection site; wheal and flare; redness (erythema);

swelling; induration; tenderness; vesiculation at injection site; Henoch-Schénlein purpura; acute

hemorrhagic edema of infancy.
Special Senses — Ear
Nerve deafness; otitis media.
Special Senses — Eye
Retinitis; optic neuritis; papillitis; retrobulbar neuritis: conjunctivitis.
Urogenital System
Epididymitis; orchitis.
Other

Death from various, and in some cases unknown, causes has been reported rarely following

vaccination with measles, mumps, and rubella vaccines; however, a causal relationship has not been

established in healthy individuals (see CONTRAINDICATIONS). No deaths or permanent sequelgé;uéi& g~
reported in a published post-marketing surveillance study in Finland involving 1.5 million mfil/&re’n and N5

adults who were vaccinated with M-M-R 11 during 1982 to 1993.{61)}




Under the National Childhood Vaccine Injury Act of 1986, health-care providers and manufacturers are
required to record and report certain suspected adverse events occurring within specific time periods after
vaccination. However, the U.S. Department of Health and Human Services (DHHS) has established a
Vaccine Adverse Event Reporting System (VAERS) which will accept all reports of suspected events.{49}
A VAERS report form as well as information regarding reporting requirements can be obtained by calling
VAERS 1-800-822-7967.

DOSAGE AND ADMINISTRATION

FOR SUBCUTANEOUS ADMINISTRATION
Do not inject intravasculariy.

The dose for any age is 0.5 mL administered subcutaneously, preferably into the outer aspect of the
upper arm,

The recommended age for primary vaccination is 12 to 15 months.

Revaccination with M-M-RII is recommended prior to elementary school entry. See also
INDICATIONS AND USAGE, Recommended Vaccination Schedule.

Children first vaccinated when younger than 12 months of age should receive another dose between
12 to 15 months of age followed by revaccination prior to elementary school entry {32} See also
INDICATIONS AND USAGE, Measles Outbreak Schedule.

Immune Globulin (IG) is not to be given concurrently with M-M-R II (see PRECAUTIONS, General and
PRECAUTIONS, Drug Interactions).

CAUTION: A sterile syringe free of preservatives, antiseptics, and detergents should be used for each
injection and/or reconstitution of the vaccine because these substances may inactivate the live virus
vaccine. A 25 gauge, 5/8" needle is recommended.

To reconstitute, use only the diluent supplied, since it is free of preservatives or other antiviral
substances which might inactivate the vaccine.

Single Dose Vial — First withdraw the entire volume of diluent into the syringe to be used for
reconstitution. Inject all the diluent in the syringe into the vial of lyophilized vaccine, and agitate to mix
thoroughly. If the lyophilized vaccine cannot be dissolved, discard. Withdraw the entire contents into a
syringe and inject the total volume of restored vaccine subcutaneously.

It is important to use a separate sterile syringe and needle for each individual patient to prevent
transmission of hepatitis B and other infectious agents from one person to another.

Parenteral drug products should be inspected visually for particulate matter and discoloration prior to
administration whenever solution and container permit. M-M-R 11, when reconstituted, is clear yellow.

Use With Other Vaccines

M-M-R 1I should be given one month before or after administration of other live viral vaccines.

M-M-RII has been administered concurrently with VARIVAX® [Varicella Virus Vaccine Live
(Oka/Merck)], and PedvaxHIB® [Haemophilus b Conjugate Vaccine (Meningococcal Protein Conjugate)]
using separate injection sites and syringes. No impairment of immune response to individually tested
vaccine antigens was demonstrated. The type, frequency, and severity of adverse experiences observed
with M-M-R 1I were similar to those seen when each vaccine was given alone.

Routine administration of DTP (diphtheria, tetanus, pertussis) and/or OPV (oral poliovirus vaccine)
concurrently with measles, mumps and rubella vaccines is not recommended because there are limited
data relating to the simultaneous administration of these antigens.

However, other schedules have been used. The ACIP has stated "Although data are limited concerning
the simultaneous administration of the entire recommended vaccine series (i.e., DTaP [or DTWP], IPV [or
OPV), Hib with or without Hepatitis B vaccine, and varicella vaccine), data from numerous studies have
indicated no interference between routinely recommended childhood vaccines (either live, attenuated, or
killed). These findings support the simultaneous use of all vaccines as recommended."{62}

HOW SUPPLIED

No. 4681 — M-M-R 1I is supplied as follows: (1) a box of 10 single-dose vials of lyophilized vaccine
(package A), NDC 0006-4681-00; and (2)a box of 10 vials of diluent (package B). To conserve
refrigerator space, the diluent may be stored separately at room temperature.

Storage

To maintain potency, M-M-R II must be stored between -58°F and +46°F (-50°C to +8°C). Use of .
dry ice may subject M-M-R II to temperatures colder than -58°F (-50°C). 5

Protect the vaccine from light at all times, since such exposure may inactivate the viruses.
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