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Ilepexian yKpaiHCBKOIO MOBOIO, aBTEHTHYHICTh | JIo peecTpauifHOro nocBi[4eHHs
AKOTO TJATBEPJUKEHA YNOBHOBAXKEHOK 0c00010 | Ne VA / /6" GFO /C// 7 oL
Bagsuuka (Cyxononbeska H.A.), imerpykuii | Bix [ 0. S0 RO

OpO  3aCTOCYBaHHS  JIiKapchkoro  3acoly

(THCTIBKH-BKIIAZIMIIA  YTIAKOBKM  JIIKAPCHKOTO
3aco0y),  3aTBep/KeHOI  BIANOBIAHO IO
HOPMaTHBHHUX BUMOT pekoMmenoBanux BOO3.

Mepexnad yKpaiHCbKOO MOBOK IHCMPYKUii Npo 3acmocy8aHHA NiKapCbKo20 3acoby
(nucmisku-eKknaduwa ynakosxu Aikapceko2o 3acoby)

Bakuuna s npodiIakTHKH IPOTH KOPY, NAPOTHTY Ta KPACHYXH, KUBA, aTeHYHoBaHa
(riodinizoBana)
Vaccinum morbillorum, parotitidis et rubeolae vivum lyophilisatum

OInucC

Bakiuua BUpoOISeTLCS 3 )KMBHX aTeHyHoBaHMX mITaMmiB Bipycy kopy Edmonston-Zagreb, Bipycy
napotuty Leningrad-Zagreb (L-Z) Ta Bipycy kpacuyxn Wistar RA27/3. Bipycu kopy i KpacHyXu
BUPOIIYIOTHCA Ha JUIUIOUHUX KiituHax yrouan (JIKJI), a Bipyc mapotuty — Ha ¢ibpobiactax
Kypeil, OTpHMaHMX 3 s€llb, BUIBHMX Bix crenudignoi marorenHoi Mikpoduiopu. Baknuna e
Niodini30BaHOI0 Ta TOCTAYaEThCS 3 PO3YMHHHKOM. IIPOAYKT Mae BMIJIAL JKOBTYBaTO-OLIOrO
nio¢inizary. Bakimna Biznosizae Bumoram BOO3 i mpoTecToBaHa 3a METOJaMH, HAaBEJICHUMH Y
Cepii Texniuanx gonosizeit BOO3 Ne 840 (1994 p.).

CIHHEIIU®IYHA AKTUBHICTD

Koskna pazosa f103a micis possejaenus B o6'emi 0,5 mi mictuts He Menme 1000 CCIDsy Bipycy
kopy, 5000 CCIDsy Bipycy maporuty Ta 1000 CCIDsp Bipycy kpacHyxu. OxpiM I1HOro
mio¢inizoBana BaknuHa npu 36epiranni npu Temmepartypi 37°C mporsaroM 7 IHIB HE BTpadae
cnenudiynoil akTuBHOCTI (BTpaTta Meniue 1.0log;y THTPIB Bipycy).

IMOKA3AHHSA

JUisi akTUBHOT iMyHi3amii aiteit Bix 12 micaunis 10 10 pokiB npoTu Kopy, NapoTHTY Ta KpacHYXH.
Jlpyry 103y BakIMHU NPOTH KOpPY, NapOTHTY Ta KPaCHYXH 3a3BHYail peKOMEHIYETHCS BBOAUTH Y
Oynb-saKuii gac 10 6-piuHoro Biky (4-6 pokis). JliTam crapme 10 pokiB, HiUliTKaM Ta AOPOCIHM
PEKOMEH/IOBAHO BBOJMTH BaKIMHY NPOTH KOPY Ta KpacHyXH. PeBakiMHallis TPOBOAUTHCS 3 METOIO
JIOCATHEHHS CEpOKOHBepcii y pasi HeeeKTUBHOCTI NPH NEPBHHHIN BakuuHaIil abo MIBHIIEHHS
TUTpIB @aHTHTLIT Y 0ci0, 1m0 panime Oy/id BakIMHOBAHI 1 TOKA3HUKH TUTPIB AKHX OYJIH HH3BKHMH.
KoncynsratuBuuii xomiter 3 meromuku Bakuuuauii (ACIP) pekomeHIye BBOAMTH Tiepuly JIO03Y
BAKI[MHHU TIPOTH KOPY, MAPOTHTY Ta KpacHyXH y Biui 12-15 MicsmiB, apyry — y Bili 4-6 poOKiB.
Baxuuny 6e3meyno i epeKTHBHO BBOJMTH Pa3oM 3 BAKIMHOIO IPOTH KOKJIONIY, AU Tepii, npasis,
BaKIMHOIO TipoTH mudTepii Ta mnpasus, BakuuHow npotu npasnd, BIDK, momiomieniTHoO
BAKIIMHOIO (IIEPOPAJIBHOIO TA 1HAKTHBOBAHOIO BAKIIMHOIO NPOTH HOJIOMIENITY), BAKIHHOIO MPOTH
remotinsuoi indekuii (Haemophilus. influenza) tany B, Bakumuolo nportu rematury B abo
BAKIIMHOIO IPOTH 3KOBTOI JINXOMaHKH ab0 pasoM i3 10aTKOBHM BBEJICHHAM BiTaMiHy A.

3ACTOCYBAHHII I TO3YBAHHSI
Baknmna noBuHHa OyTH BiHOBIIEHA JIMIIE 3a JIONOMOIOI PO3YMHHMKA, 110 HOCTalIaETBCH 3 HEIO

(CTcpHJ'IBHa BOJa 115 IHEKHIPI), 13 BHUKOpHUCTaHHAM CTCpHIIbHOi"O mnpuua Ta l"GJ'lKH Ill 151 /'




3acrocyBatu HeralHo. Pasomy mosy 0,5 mi cinig BBecTH TIIIHOOKOIO HiAIIKIPHOIO 1H'EKIIEI0 Y
nepeIHb0-00KOBY BEPXHIO YAaCTHHY CTErHa AITAM fACEIBHOrO BiKY Ta Yy HEpeAIulivys CTapIInM
JTAM. SIKINO BakIMHY He BHKOPHCTOBYIOTH HeraifHo, ii ciijg 30epiraTh y TeMHOMY Micli 3a
TemnepaTypu 2-8°C He JoBIIe 6 TOIMH.

Byb-skuii BIAKpHTHH KOHTeHHep, INO 3aJHIIMBCH HANMPUKIHII ceaHcy (B MeXax 6 TOIMH micls
PO3YMHEHHS) CTiJ1 yTHI3yBaTH. DIaKOHHKN TEPMOIHAMKATOP (IMB. MaJL.) IS IIbOTO THITY BAKIIMHA
KpiIATBCS 210 KpUIIKH (riakony. Moro et yTuizi3yBaTH Ipy po3uMHEHH] BaKIIHHY,

POo3uMHHYK, 110 110CTAYa€ThCA 3 BaKUMHOIO, CIEIIAIBHO PO3po0JIeHO Ul BHKOPHCTaHHA 3 LIEI0
BakUMHOW0. JIs pO3YMHEHHS BaKIMHU CJiJ 3aCTOCOBYBATHM BHKJIIOYHO IeH po3uuHHHMK. He
BUKOPHCTOBYHTE PO3UMHHMKH JUIS IHINMX THIIB BaKIMH a0 PO3YMHHHK Ul BaKIMHH IIPOTH KOPY,
NapoTUTY Ta KPacHyXH iHmoro BupoOHuka. Boxy mus in'exuist HE MOJXHA BHKOpHCTOBYBatH 3
i€l0 MeTOI0. BHKOPHCTAHHS HEHAIEXKHOTO PO3YHHHHKA MOYKE TPH3BECTH JO MOIIKOKEHHS
BaKIIMHU Ta/abo cepio3HMX peakiliil y ocib, sSKi OTPUMAIOTH 110 BaKIKHY. PO3YMHHUK He MOXKHA
3aMOPOXKYBATH, aJie CJIiJL TPHMATH Y IPOXOJIOAHOMY MiCILi.

OCOBJIMBY YBAI'Y CIIIJ] ITPUALTUTH HABEJIEHUM ITPOTHUITIOKA3ZAHHSIM

Po3uMHHHK Ta BiJHOBJEHY BakKI[MHY CJIiJl OIJIAHYTH HAa HasBHICTH OyIb-KMX CTOPOHHIX YacTOK
Ta/abo BiAXWieHb (I3UYHUX SKOCTEH [0 BBEJEHHs. Y BHIAAKY HASBHOCTI OYIb-SIKHX BiIXHIIEHb,
YTHJII3YHTE POZUYMHHHK YH PO3YUHEHY BAKIIUHY.

HEBAJKAHI PEAKIIII

Tun Ta IHTEHCMBHICTh BaXKHMX HeOaKaHMX peakiii He BiAPI3HAIOTHCS 3HAYHO BiJl peakiiii Ha
BaKIMHY IIPOTH KOPY, NAPOTUTY Ta KPACHYXH, 110 OTHMCaHi OKPEeMO.

Baknuna npoTtu Kopy B Mekax 24 TOAMH Iicjs BaKIMHAIl MOJKe BHKJIMKATH ToMipHHit Oiip Ta
YyTJIMBICTD Yy Miclli iH'exuii. ¥ GinpmocTi BUmaaKiB BOHH CAMOCTIHHO 3HMKAIOTH 3a JBa—TpH JIHi 6e3
NI01IaTKOBOT MemyHoi pomomord. Jlerka aMXoMaHkKa MOXe BHHUKHYTH y 5-15% Bunaakis
BakIMHALii yepe3 7-12 1HiB micis BBeleHHs BakimHu. Bona TpuBae Bix 1 10 2 1niB. Bucnnanns
BUHHKA€E y npubmmsHo 2% onepiKyBauiB BakIMHH, 3a3BHuail uepe3 7—10 AHIB micias BakLIMHAIUIL.
Bono tpusae 2 nani. Jlerki noGiuni edexTH BHHHKAIOTH piaiue Iicis BBEASHHS APYroi A03u
BaKIMHHU, 110 MICTUTH Kip. 31e6ibIIOro BOHM BHHHKAIOTH JIMINE y 0CiD, B SIKUX HE BHPOOHMBCS
3aXHCT MicJis BBeJeHHs nepiiol Bakuuuu. [Ipo Bunanku ennedanity miciisg BakIHHALII IPOTH KOPY
TOBIZIOMIISAIOCH 3 YaCTOTOKO NPHOIHM3HO OMH BUIAJ0K HA MiJIBIOH BBEAEHHUX JI03, X0Ya IPHYAHHO-
HACJIIKOBUH 3B'A30K HE JIOBEJICHHIA.

KomnoHeHT napoTuTy MO)ke BHKIMKATH IApOTHT Ta cyOdeOpuibHy nuxoManky. Takoxk MOXYTb
BUHUKATH (peOpuibHl cynoMu Ta opxiT. THM He MeHIe, TOMipHA JIMXOMaHKa BHHUKAE piko, a
acenTHYHMA MEHIHTIT — JyXe piako. MeHiHriT, BUKJIHKaHHI BaKIMHOIO, IPOXOUTE caM 10 cobi
MeHIIe, HiX 3a THkKAeHb Oe3 HacmiakiB. J[eOI0T acenTHYHOrO MEHIHTITY BiICTPOYEHHH, 10 MOXKE
OOMEXHTH 311aTHICTh BHSBJIATH TaKi BHIAJKH TTACHBHAM CIIOCTEPEKEHHIM, ACENTHYHUH MEHIHTIT,
TIOB'SI3aHMH 13 BBEJICHHSIM BaKIMHH, CIIOCTEpiraeThes yepes 15-35 muiB micns imyHizanii.
KoMIOHEHT KpacHYX¥ MO’JKe BHKJIMKATH Habip CHMITOMIB y BHIIAAI apTpairii (25%) Ta apTputy
(10%) y minmiTkiB i gopocnux xiHowoi ctaTi. BoHM 3a3BHuaifl TpUBAIOTH BiJl JEKUJILKOX JIHIB 10 2
THkHIB. TuM He MeHme, Taki HeGakaHi peakilii AyKe PiKO TPAIUIAIOTHCA y AiTEH Ta YOJIOBIKiB,
AKHM OyJIO BBEJICHO BaKIMHY NPOTH KOPY, MapoTHTY Ta KpacHyxH (0%-3%). Cumnromu 3a3BH4ail
3'IBIAIOThCA Yepe3 1-3 THKHI micis BakIMHALIT Ta TPUBAIOTH Bix 1 1HA 1o 2 TikHiB. JlaHi peakil
BHHUKAIOTh JIMIIE y 0cCib, sSKI HE MaloTh IMYHITETy, JUIs SKHX BaKIMHA € BaXIHBOIO. Yacto
peecTpyloThes cybdeOpribHa THXOMaHKa Ta BUCHIIAHHA, JiMdaaeHonaris, Miaiaris Ta napecresis.
TpombouuTonenis € piakicHHM sBHIIeM Ta (ikcyeTbcs MeHme, HDK y 1 Bunmaaky na 307000




BaKIMHA 3pi/Ika MOXe BUKIWKATH aNepriydy peakmiro (KpOIMB'SHKA, cBepOiX Ta amepridyxe
BUCHIIAHHA) B Mexax 24 TOJMH Micig BakiuHauii., B xminiuHid npakTuii 3adikcoBaHi BHKIIOYHI
BUIIAJIK¥ HENOB'S3aHMX 3 BAKIMHOIO peakuiil, mo smmsamy Ha [[HC. 11i Ginbm cepito3ni peakiii,
THM He MeHIe, He 6yiu 6e3mocepeIHb0 MOB'3aH] 3 BAaKIMHAIIIEIO.

B3AEMO/IA 3 IIKAMU

UYepes pU3HK iHAKTHBALT BAKIMHM IPOTH KOPY, IAPOTHTY Ta KPACHyXH HE CJIiJl BBOJMTH B MexXax 6
THXHIB, @ 32 MOXJIMBOCTI — 3 MicsIliB micag iH'ekuii, iMyHOrIOOYNiHY Y NpenapartiB KpoBi, IO
MicTHIH iMyHOT100yJ1iH (KpOB, IU1a3Ma). 3 mi€i ) NMPUYHHHE IMYHOTJIO0YJIiH He JI03BOJICHO BBOJMTH
IPOTATOM 2 THIKHIB ITiCJIs BAKIMHALIT.

Ty6epKyIiHIIO3UTHBHI 0COOM MOXYTh MEpedTH B cTaryc TyOepKy/lIiHOHEraTHBHHX IICIs
BaKIMHALI.

INPOTHUIIOKA3AHHS 1 3ACTEPEXKEHHSA

V oci6, mo npuiMaloTh KOPTHKOCTEpOimH, iHmN iMyHojaenpecaHTH, abo £Ki HPOXOAATH
pajioTeparniio, MoXe He PO3BHHYTHCh ONTHMAaIbHA IMyHHA peakilis. Baknuny He ClTijl BBOJUTH 3a
HasBHOCTI (PeOPHUILHHUX CTAHIB, BArITHOCTI, TOCTPUX iH(EKIIHIX 3aXBOPIOBAHb, JIeHKeMii, BaXKOl
topMH aHeMil Ta IHIIMX BaXKMX 3aXBOPIOBAHb KPOBOHOCHOI CHCTEMH, CEPHO3HOIO MOPYIICHHS
HHUPKOBOI (YHKIII, IEKOMIEHCOBAHNX 3aXBOPIOBAaHb CEpL, IICJIs BBEAECHH:A raMMa-rjio0yiiHy 4u
micyis TepeMBaHHA KpoBi, abo XK Y BHNAAKY IMOTEHIHHOI aneprii Ha KOMIIOHEHTH BaKIIHHH.
BakiuHa MOXe MICTHTH HE3HAYHy KiUIBKICTh HeoMinuHy. AHadinakTH4Hi 4M aHa(iIakToiaHI
peaknuii Ha HeoMminwH, aHapirakTHyHi Y¥ aHaLIAKTOIAHI peakuii Ha AHus (riNepYyTIMBICTB 0O
J€lb) B aHaMHe31 € abCONIOTHUMH TPOTHUIIOKA3aHHAMH. TakoX € HaI3BHYaiHO PIAKICHI BHIAIKH
rinep4yTIMBOCTI JIO BAKIMHH MPOTH KOPY, MAPOTUTY Ta KPACHYXH y 0cib, 110 MaroTh ajepriio Ha
KOpoB'sue Mojioko. TakuM ocobam He ciia BBoauTH Bakuuay. CyGdeOpuibHa ITMXOMaHKa, JerkKi
pecripaTopHi iH(eKiii un aiapes, a TaKOX iHII HecepiHO3Hi 3aXBOPIOBAHHA HE MOBHHHI BBAXKATHCSA
NPOTHIIOKA3aHHAMH. 30KpeMa BaXJIMBO BaKUMHYBAaTH JiTEH, IO OTPHMYIOTh HCHAJICKHE
XapyyBaHHS.

BakuuHy OpPOTH KOpY, NapOTHTY Ta KpacHyXH HE CIiJ BBOIMTH BariTHUM JKiHKaM, 4Yepes
TEOPETUUHY 3arpo3y TEPaTOreHHOr0 PH3UKY (peasbHUX BUIANKIB He Oyio). HenaBMucHe BBeIEHHS
BaKIIMHH TIPOTH KOpPY, NAPOTHUTY Ta KPAaCHYXH Il 4ac BariTHOCTI HE € MOKa3aHHAM JUid abopTy.
OckinpKH BakIMHA IPOTH KOPY Ta KPaCHYXH PEKOMEHIOBaHa JUld JOPOCHHUX, SKIIO IIaHYEThCH
BariTHiCTh, CJIiJ{ JOTPHMATHCh iHTepBagy B 1 Micsip micis BaKIMHALIL MPOTH KOPY Ta KPacHYXH.
YKozien BMNIAZIOK CHHAPOMY BpOJDKEHOI KpacHyxu He OyB 3adikcoBaHHMil y BariTHHX JKIHOK, AKi
HEHABMHCHO OyJIM NPOBaKUMHOBaHI BaKIMHOIO, IO MICTHTh KPAacHYXy, Ha paHHIX TepMiHax
BariTHOCTI.

IMYHOJAE®IITAT

Bakiuna npoTH Kopy, apoOTHTY Ta KpaCHYXH MOJKEe 3aCTOCOBYBATHCH JUISI JIITEH 3 MIATBEPIDKEHOIO
uyn migospioBanoio BlJI-indexuiero. Bakuuna mnporunoxasana ocobaM 3 CHIBHOIO IMyHHOIO
HEJIOCTATHICTIO BHACIIIZIOK BPOJUKEHOTo 3axBoproBanns, BlJI-indexuii, Bakkoi popMH nelikemii uu
niMdomu, 3mosKicHOT MyxiuMHM a6o NKyBaHHS BEJMKHMH J03aMH CTEpOIJiB, aIKilyBaJbHUMH
areHTaMM 4u anTumerabonitamu, abo ocofaM, IO NMPOXOAATH IMYHOZENIPECHBHE TE€paleBTHYHE
OTIPOMIHEHHS.

PEKOMEH/JIOBAHI YMOBH 3BEPII'AHHS _
BAXJIMBO 3BEPITATU JIIO®UII3OBAHY ABO PO3UYMHEHY BAKL[HH




3AXHMIIEHOMY BIJ] CBITJIA MICILII.

Baknuny cmip 30epirath y TemHomy wMicui 3a Ttemneparypu 2-8°C. Jlns 10BrocTpoKoBOro
30epiranng miodinizoBaHoi BakIHHE pekoMeHoBaHa Temneparypa -20°C. Piuny uist po3Be/ieHHs
HE MOJKHA 3aMOPOXKYBATH, alle CITiJI TPUMATH Y TIPOXOJIOTHOMY MiCIli.

TEPMIH ITPUAATHOCTI
Kinnera nata cTpoky NpuAaTHOCTI BAKI[MHN BKa3aHA HAa €THKETKAX Ta YIaKOBIL.

JIKAPCBbKA ®OPMA

®nakos 3 1 103010 + pozunHHEK (0,5 M)
@nakoH 3 2 nozamu + po3yHHHHUK (1 MiT)
®nakoH 3 5 go3amu + po3UMHHHK (2,5 MI1)
®nakon 3 10 no3amu + po3unHHUK (5 MII)

®JIAKOHHUN TEPMOIHIUKATOP (omwist)

@ v BryTpimsii KBagpat CBITJIIIINI 32 30BHIMIHE KOO, SIKIIO lsinueBa Jara
cTpoky npuaaTHocTi me He Hacrana, BAKOPUCTOBYMUTE Bakuuny.

@ 7 ITiznime BHYTpimHiH KBaapar Bce mie CBITIIIINN 3a 30BHIIIHE KOJIO. Hxmo
KiHIeBa 1aTa CTPOKY npuaaTHocTi me He Hactaia, BAKOPUCTOBYUTE
BAKIHHY.

@ X TepMmin yTrmi3aii:

BHYTPIIIHI} KBaJIpaT 3a KOJbOPOM CIIiBITAZa€ 3 30BHINIHIM KOJIOM.
HE BuKOpHCTOBYIiTe BAKIIHHY.
@ X ITicna pacrfmm TEPMIHY y'lmmfaun: '
BryTpimmnii kBaapar TeMHimmMi 32 30BHIMIHE KOJIO.
HE BukopucToByiiTe BAKIIMHY.

@rnaxonni Trepmoinaukaropu (VVM) posramoBani Ha KpHIIKaX BaKIMHH JUIsS TPODITaKTHKH KOpY,
NapOTHTY Ta KPAacHYXH, *HBOI, aTeHyHOBaHOI, 110 NocTavaeThcss KomnaHierw «CepyM IHCTHTYT
Inaii Iet. JIta.» (Serum Institute of India Pvt. Ltd.). ®nakonni TepMOiHIMKATOPH YYTIHBI JI0 Yacy
Ta TeMIIEpaTypH, 10 3abesnedye IMOKa3d MO0 aKyMYJIbOBAHOIO TeIUla, BILUIMBY AKOIO 3a3HaB
¢naxoH. Born nonepemxaioTs KiHIEBOrO KOPUCTYBa4a, KOJIM BIUIMB TEIUIa BipOTiIHO HaHIC MIKO/TY
BaKIMHI.

Tnymauenns nokasis ¢akoHHUX TepMmoinaukaTopis mpocte. ChoxycyiTecs Ha KBaApaTi B LEHTPI.
Horo xoxnip nocTynoso smirtoBatumerhes. Komu Komip 11b0ro KBajpata cBiT/ilmii 32 KoJIip KinbIis,
BaKIMHY MOKHA BUKOPUCTOBYBATH. SIKIIIO KOJIIp KBAJpaTy y LEHTPi CHiBNAJac 3 KOJBOPOM KiJbIls
abo TeMHimu#, (IIaKOH CiIiJl yTHIII3yBaTH.

JAYKE BAJKJIUBI BACTEPEX KEHHSA

1. Bynb nacka, nepekoHaiTecs, 1110 BaKIIMHA BBOAUTHLCS JIMIIE MIAIKIPHO. Y PiIKICHUX BHNAAKax y
YyTJIMBUX OCI0 MOXe BUHHKHYTH aHadimakTHYHMH oK. JIIs TakuX €KCTPEHMX BHIAJKIB
TpuMaiiTe mij pykow iH'ekiiio aapenaminy 1:1000, mo6 BBecTH i1 BHYTPINIHBOM'S30BO YH
migmkiprao. Ilpu Bakkiii anadinakcii BHYTpIIIHFOM'SI30BO YH MiJIIKIPHO BBOAMTHCS NEPBHHHA
71032 ajipeHaniny, mo cranosuth 0,1 — 0,5 mr (0,1 — 0,5 M in'exnii 1:1000). Pa3osa no3a
nosuHHa nepepuiryBaty 1 mMr (1 mi). JIng HeMOBIAT Ta AiTell peKOMEH/I0BaHa 7103 aJipeHaNliHY
cranoButs 0,01 mr/kr (0,01 mu/kr iw'exmii 1:1000). Pazoma pmosza suist aiTed He IIOBH
nepepumgyBatd 0.5 mr (0,5 wmim). Ile nomomoxke e(eKTHBHO MOIOTATH aHacpinamuqHHﬁ,f\'S\
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IIOK/peaxIiio.

2. KmouoBnii ¢akrop y mpoTuail Bakkoro aHadiJakKTHYHOrO CTaHy — INBHIAKE 3aCTOCYBaHHs
ajipeHalliHy, 10 MOJKe BPATYBATH XHTTA. Moro cmij 3acTocoByBaTH MpH Mepmiiil mizospi Ha
aHaginakciio. SIk 1 mpyu BBEeIEHH] 1HIMX BaKIMH, BAaKIIMHOBaHA ocoba MOBHHHA 3alMIIATHCh M1/
HarnggoM He MeHme 30 XBHIMH Ha BHIAQJOK MOSBH IUBHAKHX aJepriyHHX peakiiil.
['iIpoKOPTH30H Ta aHTUTICTAMIHHI TpenapaTH TaKoX MOBHHHI OyTH JTOCTYIHHMH B [0JaTOK JIO
JI0IaATKOBHX 3aXOJIIB MiATPUMKH SIK, HAllPHKJIIaJ, KUCHEB] IHTr I

Bupobrux:
«Cepym Incruryr Inaii IIst. JIta.» (Serum Institute of India Pvt. Ltd.)
Anpeca: 212/2, Xanancap, [Tyne 411028, Iunis (212/2, Hadapsar, Pune 411028, INDIA)

3axHCT 3 HAPOKCHHS 1 IPOTATOM KUTTSA
20000621/7




Mepexnad 3 aHanilicbKOI HA YKPAIHCOKY

JIIODIII30BAHI
HIPETIAPATH

bg P PE

IncTpykuii 3 BUKOpHCTAHHS

A) BiaioMiII0BaTH BEPXHIO YACTHHY aMITyJIH
MOZKHA JIHIIE B TOYIII BiLJIOMY.

JIiBo1o pykoro
TPUMaNTE aMITyIly
Tak, mob KoIpopoBa
IATKa HAa aMITyJIi
Oyna nepen BamH.

[IpaBoio pykoro
3aTHCHITH BEPXHIO
YaCTHHY aMITyJTH MiXk
BEJTUKHM TIAJIBIIEM i
3IrHYTHM BKa31BHHM
NabLEeM.

3. KonbopoBa nisitka
IPH LLOMY
NOBHHHA OyTH
3aKpHTa BEJIMKUM
najbIeM.

4. Tenep amnyiy
MOYKHa BIJIKPHUTH,
PO3/1aMaBIIH IIHIKY
y HanpsMKy
BKa31BHOTO TaIBIIA.
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(B) Binnosaenns jgiodiaizaty y dpaaxoni

HabepiTh po34HHHHK
13 aMIIyJIH y LITPHIL,
1pobuiiTe roakoio
1pobky (raxony i
TOBLJIBHO BBEITH
PO3YMHHHUK Y (IJIaKOH.

Bix’eanaiite mmpui,
3QJIMBIIN TIPU LILOMY
TOJIKY y Ipo0oii
(daakony. Yepes 15
CEKYHJ1 BUHMITB
TOJIKY.

[TnaBHO MOKPYTITH
(h1akoH MK
JIOJIOHSIMA TIOKH
Mmarepiall B HbOMY HE
pozunHuTHCS. He
BJlaBaiiTecs 10
CTpYLIYBaHHS
(hakoHy, OCKIIbKH e
NpH3BOAHUTE 1O
YTBOPEHHS IiHH.

Habepith
BiIHOBJICHHH BMiCT
(hnakony y MIpHIL.
Bakiuna rotosa J1o
BBEJICHHS.

411 028, IHALA

BHUroTOBJICHO Ha 3aBOJIi:
«CEPYM IHCTUTYT IHI IIBT. JIT.»
3a anpecoro: Cropseit Ne 46/1-4, Kanaiia
Bimnamk, Hani Jlaman — 396210

IOpuauuna aapeca: 212/2, Xanancap, Ilyne -
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[ndopmaris po 3actocyBanHs | /o  peecTpauiiiHoro MOCBiTueHHD

JIKapchKOTo 3aco0y, 3aTBeppkeHa 3rigHo | Ne ﬂﬁ//b’ GFO /67 £ / oL -
3 HOpMATUBHUMM BuMmoramu BOO3 BiJ 0Y. /0 2o /?

{fg SERUM INSTITUTE OF INDIA PVT. LTD.
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P NEASLES, HUMPS AND RUBELLA ETE S e P yACUNA CONTRAEL SARAMPION,
TR el o PAROTIDITIS Y RUBEOLA
Viva, Atenuada (Liofilizada)
Vaccinum morbillorum, parotitidis et
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B> MEASLES, MUMPS AND RUBELLA
VACCINE Live, Attenuated (Freeze-Dried)

Vaccinum morbillorum, parotitidis et
rubeolae vivum lyophilisatum

DESCRIPTION

The veccine is prepared from the live, attenuated strains of Eamonstor-Zagreb measles virus, Leningrac-Zagrab
(L-L) mumps vins and Wistar RA 27/ 3 rubella virus. The measles and rubella viruses are propagasted on buman
Ziploid cells (HDC) and the mumps virus i grown on chick fibroblasts from SPF eggs (Specific pathogen free
£ggs). The vaccine Is freeze-arec and is provided with diluent, The product has the appearance o yellowlsh-
white cry cake. The vaczine meets the requiremerts of W.H.0, wher testec by the methoas outhined in W.H.O.,
RS 840 (1994).

POTENCY

Each single human dose when reconstituted in a solume o 0.5 ml contains not less than 1002 CCID 45 of measles
viruz, 5300 CCDgp of mumps virus and 1000 CCIDsg of Rubella virus. in acdition, the freeze-driec vaccine when
stored at 3/°C for / aays shows no loss In potency iless than 1.0 log« L0ss In virus titres)

INDICATIONS

tor active immunization against measles, mumps and rubells in children from 12 months (o 10 years of age.
Second dose of MWVR s wsually agvocated ary time before the age of & years (elemeniary school entry
4-6 yearsy.n chilgren sbove 10 years, adolescents and adults, Measles and Rubella (MR} vaccire s
recommended. Revactration may seroconvert primary failures or boost antibody fires of previously
vaccinated Indivicuals whose Liters have declined. The Acvisory Commitlee on immunization Practices |ACP)
recommends administration of the ficst dose of MMR ai 12-15 months of age and administmtion o the second
dose o MMR al 46 ywars o age. The vaccine can be salely and effectively giver simultanenusly with DTP, DT, TT,
T, BCG, Polio vaccine (OPV ang IPY), Haemophiius infiuenzae type b, Hepatitis B, or Yellow fever vacoine or
vitamin A supplemen tation,

APPLICATION AND DOSAGE

The vactine should be reconstituted only with the entire dilien: supplies (Sterite water (or injections| using a
sterile syringe anc neecle. With gertle shaking the arwa cake is easily cissolved. After recorstitutinn the
vaccine shoulc be used wnmediately. A single cose of D.% mil shauld he aaministered by ceep subautanesus
Injection inte Lhe anterolsleral aspect of upper thigh i 1ozclers and upper arme in older childrer. | the vaccine
1s not useg wmunec ately ther it shoulz be stores in the dark at 2-8°C ‘or nulonger thar 6 hours.

Any opened container remaining at the end o a sessior (within s hours of reconstrution) should be giscarded
The vaccine vial monitor (see Nigure), for this type of vaczire is stisched w the vial cap and shouls be ciscarded
when thevaccine is ber g reconst ifuted

The diluent suppliec 1z specially cesigned for use with the vaccine. Only this ciluent must be used Lo
reconstitute (he vaccine. Do not use dilusnts from other types o vaccies or for MAR vaccine from othey
mantLfacturers. Water for injections must NOT beused for this purpose. Using an Incoires: ailuent may resclt in
camage (o the vaccine and/or semous reactions 10 those receiving the vaczire. Diluent must not be ‘rozen but
should be kept cool.

CLOSELAT TLNTION SHOULD BE PAID 10 THE CONTRAMNDICATIONS LISTLD

The cllent anc reconstitutes vacane shouls be inspectec visually for any ‘oreign particulate matter anc / or
variation of physical aspects prior 1o administration. in the evert of sither being observed, discard the diluent
or reconstituted vaccine.

ADVERSE REACTIONS

The type and rate of severe adverse reactions o not giffer significantly from the measles, mumps ana rubella
vaccine reactions cescribes separately.

The measies vaccine may cause within 24 howrs of vaccir alion mild pain ang tenaerness at the injecrion site. n
most cases, they spontanecusly ressive within *wo to three days withou: furtter medical attersian. Amild fever
canoccur in 3-15% of vaccinees 7 10 12 cays a’ier vaccination anc last Tor 1-1 cays. Rash nocurs in approumately
% of recipients, usually starting 7-10 days after veccination ard lasting 2 cays. The mild side effects pecur lesy
Mreguently after the second dose of ameasles-containie g vaccine arg tend 1o occur only in persoe not protected
by the first cose. Encephalitis has been reported lollowing meastes vaccination at a frequency of approximarely
‘one case par million doses acministered although a causal Link s not prover

The mumps component may result in parctitis ara low grace fever, Febrile seirures and sechitis may also ncour
However, moderate fever occurs rarely and aseptic meningitis has beer reported very rarely. Vaccire-
sssocialed meningitis resolves sporisnesusly in less then 1 week without sy sequelse. The onse: of aseptic
meningitis i celayed, which may limit the sbility to detect these cases by pessive surveillarce. Vaccine
associated aseptic meningitis is observed bedween 15-35 cays post immunization.,

The rubella componsni may commonly result ir joint symploms manifested s arthralgias (25%) snd arthritis
(10%) smong acolescent and adult ‘emales that usually last from s few days to 2 weeks, Howeve, such adverse
reactions are very rare an chiloren and in men receiving MMR vaczine [0%-3%). Symproms typically begie 1-3
weeks 8'ter vactination and last 1 cay (0 2 weeks, |hese transient reactions seemn Lo ocour In non-wnimunes orly,
for whom the vaccine is important. Low-grade lever and rash, lymphacenopathy, myalgis and psraesthesiae sre
commonly reporied. Thrombocytopenia & rare and has been reported in less than 1 case per 30 000 doses
administered. Anaphylactic reactions are alsorare. In susceptible ingividuals the vaccine may very rarely cause
allergic reactions Like urticarta, pruritis ard allergic rash within 24 hours of vaccination. Clirical experience has
exceplionslly recorded isolsted resctions involving the CNS. These more serious reactions have kowsver, rot
been directly linked to vaccination

DRUG INTERACTIONS

Due to the risk of Inactivation, the MMR vaczine shoula not be given within the 6 weeks, and If it 15 possible the 3
manths, after an injection of Immurogiobulins or bloos product containing Immunoglobulins (blaod, plasma).
For the same reason, kmunoglobulins should not be agministered within the two weeks after the vaccination.

3
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Tuberculin positive individuals may transitionally become W berculic negative af ter vacciration.
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CONTRAINDICATIONS AND WARNINGS

nevicuals recsiving conticostermios, other nmuno- suppessive divgs e uodergoing 1adiotherapy may not
cevelop an optimal immune response. The vaccine should rot be given in febrile states, pregrancy, acute
infeciious disesses, levkaemia, severe srsemis and olher severe disesies o the blood sysiem, severe
impanment of the renal functivn, decompensaled heart diseases, falluwing acministratior of gammia-globulin
o blaoa transfusions or to subjects with potential allergies to vaccine components. The vacoine may contain
traces of neomycin, Anaphylactic or anaphylacioid reactions to reomyon, history of anaphylactic or
anaphylactold reactions (o sggs (Hypersensitivity (o eggs), are absolute contraindications. There are exiremely
tare reports of hypersensitivity reactions with MMR vaccine in individuals who are allergic to cow’s milk,
Such incividuals should not receive Lhe vaccine. Low-grade fever, mile respiratory infections or diarrhoea, ard
wiher minor ilness should not be considered as contranmdications. It s particularly wnportant te immunize
chilgren with malnutriten.

MMR vaccine should not be administered in pregnan: wom en because of (he theorelicsl but never demmonsirated
Lteratogeric risk. nadvertent receipt of MMR vaccine during pregnancy s not an ingication for an abortion, Since
MR vaccine is recommunendec in acults, If pregrancy is planned, then an interval of one month shoulc be observed
a’ter MR vaccination. No cases of CRS have been reported In any pregnant womer who inacvertently received
rubella-contaw ing vaccine i early pragnarcy.

IMMUNE DEFICIENCY

Measles, Mumps and Rubella vaczine may be Lsec in chilaren wilh known or suspectec HIV infectior. The vaczine
15 contraindicated i persons who are severely immunocompromised as a result of congenital disease, HIV
infection, advanced leukaemia or lymphoma, sernous malignant cisease, or treatment with high-cose steroids,
alkylating agents or anti-metabolites, or In persons who are receivirg immunosuppressive therapeuric
racial e,

RECOMMENDLD STORAGL

T IS MPORTANT TO PROTECT BOTH THE FREEZE-DRIED AND RECONSTITUTED VACCINE FROM THE LIGHT
The vaccine should be stored in the dark at a temperature between 2-8°C, For long tenm storage a temperature
o -20°C is recommenced for the (reeze-driec vazcire. The diluent shoule not be frazer, but shoulc be
kept cool.

SHELTF LIFE
The expiy date of the vaccine isindicated on thelabel ane packaging.

PRESENTATION

1 Dose vial plus ciluent (G5 ml)
2 Dose vial plus giluent (1 ml}

S Dose vial plus ciluent 2.5 ml)
10 Dase vial plus dilven: (5 i)

THL VACCING VIAL MONITOR (Optional)
v [rnecsquare lighter than outer circle. If the expiry date hasnot passed, USE the vaccine.
o ALalater time, inner square still lighter than outercirde. Ifthe expiry date has not passed,
USE the vaccine. .
Discare point:
X inne square matches colour of outer cirde
DO NOT use the vaccine.
Beyond thediscare point:
B M innersquare darker than puter ring
RO NOT use the vaccine.
vaccire Vial Manitors (VVMS) are on the cap of Measles, Mumps anc Rubella Vacaoine Live Attenuated supplied
through Serum Institute of india PVt. Ltd. This is a time- temperature sensit ive dot that provices an indications of
the cumulalive heal Lo which the vial has beer exposed. (L wams the end user when exposure 1o heat is likely to
Fave degraced the vaccine beyond an acceptable level,
The interpretation of the VVM is simple. Focus on the central square. Its colour will change progressively. As long
a5 the colour o7 this square s lighter than the colour of the ring, then the vaccine can he Lsad. As snon as the
colour of the central square is Lhe same colour as the ring or o a darker colour than the ring, then the vial should
be discarcec.

MOST IMPORTANT WARNING

1. Please ensure that the vaccire is administered by subcutaneocus route only. It rare cases
anaphylactic shock may occur in susceptible individual and for such emergercy please keep
handy 1:1000 adrenaline injection ready to be injected intramuscularly or subcutancously.
For treatment of severe anaphylaxis the initial dose of adrenaline is0,1- 0.5 mg (0.1 0.5 ml
of 1:100C injection) given s/c or i/m. Single dose should not exceed 1 mg (1 ml). For infants
and children the recommended dose ol adrenaline is 0.01 mg/kg (0.01 ml/kg of 1:1000
injection). Single paediatric dose should not exceed 0.5 mg (0. 5ml). This will help in Lackling
the araphylactic shock/reaction effectively.

2. The mainstay in Lhe trealment of severe anaphylaxis is the prompl use of adrenatine, which
car be lifesaving. ILshould be used at Lhe first suspicion of anaphylaxis. As with the use of all
vaccires the vaccinee should remain under observation for not less than 30 minrutes for
passibility of eccurrence of rapid allergic reactions. Hydrocortisore and antihistaminics
should also be available in addition to supportive measures such as oxygen inhalation,
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LYOPHILISED
PREPARATIONS

(B) Reconstitution of Lyophllised
vials

Instructions for use
A) Breaking of ampoules only

possible In the axls and over the cut.

1. Hald the bottom part
of the ampaule with
coloured dot facing

front side

the thumb and the

2. Grip the bulb between ‘

bent index finger of

the right hand

3. The thumb should
cover the dot

4. Apply force to the top |

part with the right

thumb while resisting
wilh lefl index finger
and snap the ampoule
away from you, The
force applied should
be constant and should

A
"

not ba disproportionate
lo cause breakage.

1. Draw the diluent from
the ampoule into a
syringe, pierce the
bung of the vial with
the needle and gently
inject tne diluant inta
the vial

o

Detach the syringe,
leaving the needle in
vial bung. After 15
seconds remove the
needie.

@

Rotate the vial
gently between
your palms till the
matenal dissolves
Avoid shaking the
vial as |his would
cause frothing

s

Withdraw the
reconsiituted
solution info the
sytinge, now ready
for administration
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