IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

M-M-PBAKCITPO®
BaknuHa 11 npo@iTakKTHKH KOpPY, eNileMiYHOTr 0 MapOTHTY

Ta KPACHYXH JKHBa

Cknao:

MHH: Measles, Mumps and Rubella virus vaccine live
[Ticnsa po3unHeHHsd 1 mosa (0,5 M) MiCTUTE:

010Ul pevyosuHuU:

JKVBUM, aTeHYMOBaHUU BipyC Kopy1 (mrram Enders’ Edmonston B) - e menr Hix 3,0 log TLII,,,
JKUBHH, aTeHy0BaHuii Bipyc emifieMigaoro napotuty (mram Jeryl Lynn™, pisers B) - He MeHII Hix
4,1 log TLI[I,,, XuBwii, aTeHylioBaHu Bipyc KpacHyxu~ (mraM Wistar RA 27/3) - He Menm Hix 3,0 log

T]—lﬂmi
TL I, - no3a, mo iHdpikye 50 % KyIbTyp KIiTHH;

1

PO3MHOXKEHUY Ha Kypsuux eMOpioHax;

OTPUMAaHUM LITISTXOM PO3MHOXKEHHS B TUIIIOIOHUX KITiTMHAX ¢idpobnacTiB nerens mogunu, WI-38.

LonomidcHi peyosuHu: XXeJIaTUH CBUHSIYMY TiAPOIi30BaHUM, cepenoBulle 199 3 comamu
Xenkca, cepenoBuille Irna MEM, HaTpito L-rnyramMat MOHOTiApaT, HEOMIUWH (y BUTJIAAL
HeoMillMHYy cynbdaTy), GeHOoJI0BUM YepBOHKHM, Kalito ¢hochaT ABOOCHOBHUM (0e3BOIHMI),
KaJiio ¢ocdat ogHOo3aMilleHuH, HaTPito OikapOoHaT, HaTpio ¢hocdaT IBOOCHOBHUM
(6e3Bomuuit), HaTpio ¢hochaT omHO3aMimeHu, copOiT, caxapo3sa.

Po3qyuHHUK: BOOA OJIS iH’ €KITiN.

BakinHa M0XkKe MICTUTH CIIiOBi KiTbKOCTi peKoMOiHaHTHOTO anb0yminy moguau (rHA).

JIikapcbKa ¢opmMa. ITopoIiok Iisi CycreHsii oyist in’eKIrii.

OcHogHi (hizuko-ximiuHi 81acmusocmi: TIOPOIIOK - JTio(imi30BaHUM, CBIT/I0-)KOBTOT'0 KOJILOPY,
KOMITaKTHUY KPUCTaTiYHUYN OPUKET; IiC/Id BiTHOBIEHHS - IIPO30pa pifrHa XK0BTOT'0 KOJIbOPY.
PO34YnHHUK - Ipo30puit 6e30apBHUN PO3YNH, IPAKTUYHO BiIbHUH Bif YACTOK.



®apmakoTepaneBTHYHA rpyma. [IpotusipycHi Bakimuau. KomOiHOBaHa BaKIMHA [IJIs
npodinakTUKU KOpPY, eMigeMigYHOTO TapOTUTY Ta KPaCHyxH, KrBa aTeHyroBaHa. Kog ATX
JO7BD52.

dPapmakono2iuHi e1acmueocmi.

dapmaxkoduHamika.

OniHKa iMyHOTeHHOCTI Ta KJIiHi9YHO01 eeKTUBHOCTI

[TopiBHSANMBHE OOCHIIKEHHS 3a y4acTio 1279 ocib, sKuM BBOOUIU M-M-PBAKCIIPO® a6o
BaKIIMHY O/ IPO(DITaKTUKH KOPY, eIifeMiYHOr0 IapOTUTYy Ta KPaCHYXH 3 IOMEepPeHiM
CKJIafioM (3 CUPOBATKOBUM alb0yMiHOM JIIOOWHY) BUPOOHUIITBa KoMiaHii Mepk [lapm i [Joym
JIJIC, Paxseui, Heto-[Ixepci, CIIA (gani - MC]I), TpogeMOHCTPYBaio OGHAKOBY
iMyHOT€HHICTh Ta 6e3MeKy LIUX OBOX ITpernaparTis.

KmiHiuHi focHiAKeHHS 3a y4acTio 284 fmiTell 3 MOTPiHOI0 CePOHETraTUBHICTIO BiKoM Bif 11
MICSIiB 00 7 POKiB IMOKa3asH, 110 BaKIMHA O IPOo(diTaKTUKH KOPY, eligeMiYHOr0 TapOTUTy
Ta KpaCHYXH 3 MOMepegHiM CKlafoM BUpPoOHKLTBa KoMmaHil MCJI € BUCOKOIMyHOT€HHOIO Ta
noOpe MepeHoCUThC. B ITUX OoCHiXKeHHAX OMHOKPATHA iH'€KIIisl BAKIIMHY BUK/IMKAaJa 0SBy
KOPOBUX aHTHUTIJI, 1110 iHTiOYIOTH TeMaraoTuHalio y 95 % COpuiHSITIUBUX 0Cib, TapOTUTHUX
HEUTPAaJi3ylunuX aHTUTIN - y 96 % Ta aHTUTIN IPOTH BipyCy KPACHYXH, IO iHTiOYIOTH
remariooTuHanio - y 99 % nauieHTis.

OuiHKa iMyHOTeHHOCTI V HiTe# BikoM Bif 9 mo 12 MicdIliB Ha MOMEHT BBeI€HHS MEePIII0i 103K

KniniuHe mocmimkeHHs 0y10 IPOBEOEHO i3 3aCTOCYBAHHSAM YOTHUPHOXBAJIEHTHOI BAaKITMHU I
npodinakTUKK KOPY, eNifeMiuHOT0 TapoOTUTY, KPaCHYXH Ta BiTPSHOIL BiCTIM BUPOOHUIITBA
kommanil MC]I, o BBOAuIack 3a 2-0030BUM rpadikom 3 iHTepBajoM B 3 micsni 1620
300poBUM 0cobaM BiKOM Bifg 9 mo 12 MicsiiiB Ha MOMEHT BBEEeHHS IEePIIOoi T03MH.

[Tpodine 6e3neku micnsa Ho3u 1 Ta 2 OyB 3arajoM MOPiBHIHHUM Yy BCiX BiKOBUX IpyTax.

B rpymni moBHOTO aHani3y (BakKlXHOBaHi 0CO0M, HE3a/IeKHO Bifl TUTPY aHTHUTIJ Iepeq
BaKIMHaIli€i0) OyB OOCATHYTUM BUCOKHKI IMOKa3HUK CeponpoTekii > 99 % BigHOCHO
emigeMiyHOro IMapOTUTY Ta KPaCHYXH MICIIS [03U 2, He3alleXKHO Bif] BiKy BaKIIMHOBAHOTO Ha
MOMEHT BBe[IeHHS IepIiol 1o3u. ITicisg BBeJeHHS OBOX /103 MOKa3HUK CEPOIPOTEKIIil TPOTH
Kopy ckiaB 98,1 %, sKkio nepiiy goldy BBenu y Bini 11 micauis, 1 98,9 %, AKIo nepiy go3y
BBeINM Y Billi 12 MicaliB (OCATHYTO LiIb AOCTIAXKEeHHS - BiICYTHICTD IepeBaru). Ilicns
BBEMIEHHS [BOX 003 MMOKa3HUK CEPOIPOTEKIIil TPOTU KOPY CTaHOBUB 94,6 %, SKIIO MepIy
mo3y BBeH y Bini 9 micanis, i 98,9 %, akimo nepiry mo3y BBeNH y Bili 12 Micsuis (He
OOCATHYTO LiJIb AOCHIAXKEHHS - BiICYTHICTh IlepeBary).

[Toka3HUKYU CepONPOTEKIIil IPOTH KOPY, €MifeMiYHOTO TapOTUTY Ta KPAaCHYXU y IPYyIIi
TIOBHOT'O aHAasi3y HafaHi B Tabmumi 1.



Tabnuus 1. [Toka3HUKYM CEPOIMPOTEKIIil TPOTH KOPY, EMileMiYHOr0 TapOTUTY Ta KpaCcHyXu
yepe3 6 THXKHIB Mmicnsa qo3u 1 Ta yepes3 6 THXKHIB IiCIg BBeIEHHS J03U 2 YOTUPhOXBAJIEHTHOI
BaKUWHY OJ1 TPO(]PITaKTUKU KOPY, €MiIeMiYHOr0 TapOTUTYy, KPACHYXY Ta BITPSIHOL BiCTIH
BApOoOHUIITBa KoMmnaHil MC]I - ['pyna moBHOTO aHaJIi3y.

Cryninb Yac Mo3a 1 B 9 micsanis/ Jo3als 11 Oo3als 12
(piBeHb Mo3a 2 B 12 micaniBmicsanis/ Micamnis/
CepoIpPoOTEeKIIii) N =527 Mo3a 2 B 14 micsanis/lo3a 2 B 15 Mmicamnis
N =480 N = 466
IToka3HHuKH IToka3HuKH IToka3HuKH
CepomnpoTeKiIrii CceponpoTeKiIrii CepomnpoTeKiIrii
[95 % moBipuui [95 % moBipuui [95 % moBipuun
inrepBan] iarepBan] iaTepBan]
Kip IIicaa 72,3 % 87,6 % 90,6 %
(THTp = 255 oo3u 1 [68,2; 76,1] [84,2; 90,4] [87,6; 93,1]
MMO/I\ZJ'I) IIicaa 94,6 % 98,1 % 98,9 %
oo3Hu 2 [92,3; 96,4] [96,4; 99,1] [97,5; 99,6]
Eninemiuyauu Iliciasn 96,4 % 98,7 % 98,5 %
MapOTHT mo3u 1 [94,4; 97,8] [97,3; 99,5] [96,9; 99,4]
fETfITS&i;O Micas 99,2 % 99,6 % 99,3 %
mo3m 2 [98,0; 99,8] [98,5; 99,9] [98,1; 99,9]
OOUWHMUIIL/MII)
Kpacnyxa IMicns 97,3 % 98,7 % 97,8 %
(tutp = 10 mo3u 1 [95,5; 98,5] [97,3; 99,5] [96,0; 98,9]
MO/m) Iicaa 99,4 % 99,4 % 99,6 %
oo3Hu 2 [98,3; 99,9] [98,1; 99,9] [98,4; 99,9]

CepenHi reomeTpuuHi TuTpu avTUTin (CI'T) micns mosu 2 IpOTH emifeMidHOro MapOTUTY Ta
KpacHyxu OyNu MOPiBHAIHHUMH B yCiX BiKOBUX rpymax, B Toi 4yac Konmu CI'T aHTUTIN [0 Bipycy
Kopy Oynu HUXK4Ye y 0cib, gKi oTpuManu mepiry go3y y Bili 9 micsiriB, mopiBHSIHO 3 ocobamy,
SIKi OTpUMaJy mepiry go3y y Bimi 11 abo 12 micsuis.

TTopiBHANbHE MOCIMKEHHS 3a y4acTIo 752 ocib, skuM BBemr M-M-PBAKCITPO® aGo
BHYTPILITHEOM 5130BO, 260 MiAIKipHO, TPOOEMOHCTPYBA0 Mo#iOHuM Mpodinb iMyHOT€HHOCTI
IIPY IIUX ABOX CIIoco0ax BBEOEHHS.

E(hekTuBHICTh KOMIIOHEHTIB MOMEPEAHbOT0 CKIaAy BaKIMHY OIS TPOGiTaKTHKNA KOPY,
elileMiYHOr0 MapoTUTy Ta KpacHyxu BUpoOHUIITBa KoMmnaHili MC]I 6yna migTBepaxKeHa B
cepil MOABIMHO CIIIMKX KOHTPOJIbOBAHUX MOCIiI2KeHbh CTOCOBHO JaHOI CIelliami3aliil, ki
IIPOIEMOHCTPYBAJIX BUCOKHUH CTYIiHb 3aXMCHOI e(heKTUBHOCTI, 1110 3a0e3mevyBaach
OKpPEeMUMU KOMIIOHEHTaMU BaKUWHU. LIi qociaKeHHd TaK0OX II0Ka3aJy, 110 CEPOKOHBEPCIA Y
BiIITOBib HA BaKLMHAIIIO A1 IPOMIiTaKTUKKA KOPY, eMiAeMiYHOr0 IapOTUTy Ta KPaCHYXHU
BifiTlOBigasna 3aXUCTy Bif IXX XBOPOO.

[TOCTKOHTAKTHA BaKIIMHAIS

BakiuHalrist oci0, 1o nepeOyBajiy B KOHTAKTi 3 XBopuMu abo ocobaM 3 IMigo3poio Ha Kip
OWKOTO TUITy, MOXe HagaTH IeBHUM 3aXUCT, SKIIO BAKIIMHY BBECTU MIPOTSITOM 72 TOOUH ITiCIs
KOHTaKTy. OgHaK SKIIO BaKIIMHY BBECTH 3a [eKibKa OHIB 10 KOHTAKTY, TO epeKTUBHICTh



3aXUCTY € BUCOKOI. HeMa€e XOIHOT0 OMHO3HAYHOT0 BUCHOBKY, III0 BaKITMHALlisg 0Ci0, sfKi
nepeOyBanyu B KOHTAKTi 3 XxBopuMHU abo ocobamu 3 Migo3polo Ha emifieMiyHui TapoTUT abo
KPaCHYXYy IMKOT'0 TUITy, HAJaCTh 3aXUCT.

EdekTusHicTL

Binbiure 400 MinbiioHIB 103 BaKIWHYU O/ TPOPiTaKTUKH KOPY, EMileMiYHOr0 TapoOTUTY Ta
KPaCHYXH 3 IOoNepefHiM cKlagoM BupoOHuITBa KoMmaHii MCJII Oynu po3moBCIOfIXKEH] V CBiTi
B niepiop 3 1978-2003 pp. [llupoke 3acToCyBaHHS 2-0030BO1 BakIuHalll B CIIONy4eHnX
[Itatax, ®innsgupil Ta [IBelil CIpUYUHUIIO 3HUKEHHS 3aXBOPIOBAHOCTI KOXKHOI 3 3 IiTbOBUX
indekniit Ha > 99 %.

[liBYaTa-OigIiTKKA Ta JOPOCHi KiHKK (HeBariTHi)

BakuuHanis COpUNHATINBYAX HeBariTHUX AiBYAT-MIMJIITKIB Ta XIHOK OiTOPOLHOIO BiKy KUBOIO
aTEeHyMOBAHOI0 BaKIIMHOI0 IPOTH BipyCy KpacCHYXU II0Ka3aHa [IpU JOTPUMAaHHI IEBHUX
3ano0iKHUX 3ax0fIiB (OUB. po3minu «OcobIUBOCTI 3aCTOCYBaHHS» Ta «3aCTOCYBAHHA Y Mepiof
BariTHOCTI Ta TOQyBaHHS IPYOII0»).

BakIuHallis COpuyHSATINBUX XKIiHOK TOCTIYOepTaTHOTO BiKYy Hafla€ iHOUBiIyalbHUMN 3aXUCT
Ha ManOyTHE MPOTH iHGEKII KpacHYyXH IIiJ Yac BaTriTHOCTI, 1110, B CBOIO Yepry, 3amnobirae
iH(iKyBaHHIO IIJI0fla Ta PO3BUTKY BPOMKEHUX Bafl, OB’ I3aHUX 3 IIi€I0 XBOPOOOIO.

Panimie HeBaKIIMHOBAHI AiTH BIKOM cTaplie 9 MicsLiB, IKi KOHTAKTYIOTh 31 CIPUAHATINBUMU
BariTHMMHU XKiHKaM¥, TOBMHHI OyTH BaKIIMHOBAaHI XKHBOIO0 aTEHYXOBaHOI BaKIIMHOIO, III0
MiCTHTB BipyC KpacHyxu (Hampuknag, M-M-PBAKCIIPO® a60 MOHOBaleHTHa BakKI[{HA IPOTH
KPaCHYXH), 011 3HUXKEHHS PU3UKY BUKUATHS ¥ BariTHOI XiHKH.

Oco6u, gKi, IMOBIpHO, € CHPUUHATANBUMH [0 €MiIeMiYHOr0 TapOTUTY Ta KPaCHYXU

M-M-PBAKCIIPO® noka3aHa AJIsl BaKIKHAaLil 0Ci6, IKi, IMOBIpHO, € CIPUIHATINBUMHE [0
elileMiYHOro MapoTUTy Ta KpacHyxu. Ocobu, sKi moTpeOyioTh BaKIUHALIl O
npodinaKTUKK KOPY, MOXYTh OTPUMAaTH BaKIuHaIio M-M-PBAKCIIPO® He3anexkHo Bif
IXHBOT'0 iIMYHHOT'O CTaTyCy OO0 emMigeMidyHOT0 MapoTUTy abo KpacHyXH, SIKIIO0
MOHOBaJIEHTHA BakI[MHa IPOTHA KOPY HEJOCTYyIIHA.

OpHOYacHe 3aCTOCYBaHHSA

Y nopaBivHO CIiIOMy, aKTUBHOMY NOPiBHAIBHO-KOHTPOJILOBAaHOMY HociigxeHHi (IIpoTokon
V114-029) 1720 3mopoBuX HEMOBTIAT Oy/IM paHAOMi30BaHi I OTPUMaHHS BaKIIUHU
BakcHbroBaHC (15-BajleHTHA ITHEBMOKOKOBA KOH I0roBaHa BaknuHa, IIKB) abo 13-BameHTHOL
[TKB. HeMoBnsiTa TaKOX OTPUMYBa/IM CTaHOAPTHI lTefiaTpU4Hl BaKUWHY, BKIo4auu M-M-
PBAKCIIPO®, sika GyJia BBefleHa OHOYACHO 3 IHEBMOKOKOBOK KOH'IOTOBAHOK BAKIXHOW Y
Bimi Big 12 mo 15 micsiiiB.

d®apmaxoKkiHemuka. He BuB4Yasacs.



KitiHiuHi XapaKTepHuCTHKH.
Iloka3aHnHus.

M-M-PBAKCIIPO® noka3aHa AjIsl OfHOYACHOI BaKIMHAL] AJIsl IPOdiIaKTUKY KOPY,
eMigeMiyHOro MapoTUTY Ta KpacHyxu ocib BikoM Bif 12 micsuiB (muB. po3nin «Crocid
3aCTOCYBaHHS Ta [NO3U»).

[Tpu ocobmuBrX 06CTaBHHAX BaKLUKMHY MOXKHA BBOOUTU HEMOBJIATAM BiKOM Bif 9 Mics1iB (gus.
po3minu «Cnocib 3acTocyBaHHS Ta [03u», «OCOOIMBOCTI 3aCTOCYBaHHS»,
«DapMakogUHaAMiKa»).

[ITomo 3acToCyBaHHS BaKLIMHU IIPU Cllajaxax Kopy abo BaKIMHAIIl MiCls KOHTAKTYy 3
XBOpKMH, a0o0 II0[I0 3aCTOCYBAHHS I PaHillle HEBAKIIMHOBAHUX 0OCi0 BiKOM Bifl 9 Mics1IiB,
SIKi KOHTAKTYIOTh i3 He3aXUIIIeHUMHU BaTiTHUMHU, Ta 0Ci0, sKi, IMOBipHO, HE3aXUIIeH] Bif
eigeMiuHOro apoTUTy Ta KpaCHyXH, OUB. po3ni1 «dapMakoguHaMiKa».

M-M-PBAKCIIPO® caid 3acmocosysamu 8i0nogioHo 0o opiuitiHux pekomeHOauitl.

IIpomunoka3aHHsi.

HasiBHiCTh B aHaMHe3i TinepyyTAuBOCTI 00 Oyab-sIKOI CKJIafOBOI BaKIIMHHU [JIg ITPOQiNakTUKU
KOpY, eligeMigyHoro mapoTUTy ab0 KpacHYXH 4 00 Oy[Ib-sKOI IOIIOMiXKHOI peYOBUHHU, B TOMY
yucyi HeoMinuHy (ouB. po3ninu «Ckiam», «Oco6IUBOCTI 3aCTOCYBaHHST»).

BaritaicTs. KpiM TOr0, BariTHOCTI CJIiff yHUKATU IPOTATOM He MeHIle HiX 1 Micald micis
BaKIMHaLil (IUB. PO3[iN «3aCTOCyBaHHS B II€PiOf BariTHOCTI Ta TOAYyBaHHS I'PYIOIO»).

BakuuHatlis Mae OyTy BigkiiafieHa npu OyOb-siKiii xBopoOi 3 nuxomaHnkoio > 38,5 °C.

AxkTuBHa HejikoBaHa (hopma TyOepKynbo3y. [iTu, gKi nepeOyBaloTh Ha JIiKyBaHHI Bif
TyOEpKyJIb03y, He 3a3HajIi 3arOCTPEHHS 3aXBOPIOBaHHS ITPU iMyHi3allii ;KMBOI0 BaKIIMHOIO
[uis Mpo(ilakTUKY BipyCy KOpY.

Ha maHuM MOMEHT B XXOTHUX OOCIIIAXKEHHAX He MTOBIIOMIISINIOCH PO BIIJIUB BaKIMHU IIPOTU
BipyCy KOpy Ha [iiTeH, sKi He JIiKyBaJiu TyOepKyIbO3.

Iuckpasis KpoB.i, neiikeMmis, miMmpoma Oyab-aKOTro TUIY abo iHII 37T05KiCHI HOBOYTBOPEHHS,
SIKi BIIJIUBAIOTh HA reMaTOIOETUYHY Ta TiM(paTUUHY CUCTEMH.

[ToToyHa iMyHOCYIIpeCHBHA Teparis (BKI0Yal4yy BUCOKI 03U KOPTUKOCTEPOI/IB).

M-M-PBAKCIIPO® He mpoTuIoKa3aHa 0co6aM, SIKi OTpPEMYIOTh KOPTHKOCTEPOIAH MiCIIeBOT0
3acTocyBaHHS ab0 HM3bKi 003U ITapeHTepalbHUX KOPTUKOCTEPOIMiB (HapUKIaf, Os
npodinakTuku OpoHXianbHOI acTMM abo SIK 3aMiCHY Tepalliio).

Baxka ¢opma rymopanbHOro abo KIiTHHHOTO (CagkoBoro abo HadyToro) iMmyHomegilury,
HalpuKJyaj BaxXkKui KoMOiHOBaHUY iMyHO#ediuuT, arammaraobyninemis Ta CHIJ,



cuMmnTomaTtuyHa iHpekuis BIJI abo piBers CD4 T-mimdonuTiB y miTe BikoM o 12 Micsis:
CD4 < 25 %; miteu BikoM 12-35 micamiB: CD4 < 20 %; giteu BikoM 36-59 micsani: CD4
< 15 % (muB. po3min «OcobIMBOCTiI 3aCTOCYBAHHS»).

[ToBiZOMIIAI0CE IPO BUIIAAKY eHIledasiTy 3 BKIIYEHHIM Tijlellb KOPYy, THEBMOHIT Ta
neTanbHi HaCJiAKY MPY BUIIaAKOBOMY BBe[IeHHi BaKIIMHU MTPOTU KOPY 0co0aM 3 TSIKKOIO
IMyHOCYIIPECI€I0.

HasBHiCTb B ciMeliHOMY aHaMHe3i BpoiKeHoro abo HabyToro iMmyHomediluTy, 3a BUHATKOM
BUIIAAKIiB IiATBEePAXKEHOI HOPMaIbHOI PYHKIIii iMyHHOI CHCTEMHU TTOTEHIIMHOTO PEIHUITieHTa
BaKLIVHM.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodil.

IMyHOr 100YITiH

ImyHornoGymid (IG) He MOXKHa BBOIUTH OJHOYACHO 3 BaKIMHOK0 M-M-PBAKCITPO®.

BBeneHHs iMyHOrI00yIiHIB CyIyTHBO 3 BakImHOW0 M-M-PBAKCIIPO® MoXe 3aBafiuTh
OUiKyBaHil iMyHHIY peakliil y BifimoBigb. BakuuHalLi0 CIif BigKnacTy IpHHAKWMHI Ha 3 Micsmi
icyis mepeiMBaHHS KPOBi YH MTa3Mu ab0 BBeIeHHS TN00yIiHy iMyHHOI CUPOBATKYU JIIOOUHU.

BBeneHHd mpemnaparTiB KPOBI, IO MICTATh aHTUTLIA [0 BipyCy KOPY, emifeMidHOT0 IIapOTUTY
a00 KpaCHYXH, BKJIIOYAlOYH MpenapaTy iMyHOr100yIliHy, CJIifl YHUKATH MPOTIroM 1 micsirs
micnsg BBemeHHS o3y M-M-PBAKCITPO®, sKIIo Take BBeIEHHS He BBaXKaEThHCS
000B’SI3KOBUM.

JlabopaTopHi aHai3n

[ToBigOMISAIOCE, III0 3aCTOCYBaHHS XKMBUX aTeHYMOBAHUX BaKIWH O IPO(DiTaKTUKHU KODPY,
emifieMiYyHOr0 IapoTUTy Ta KPaCHYXH, sKi BBOOUIUCH OKPEMO, MOXKe IIPU3BECTH [0
TUMYacOBOT0 3HWXKEHHS peakllii rinepyyTIUBOCTi CIIOBITbBHEHOT0 TUMY (J0 TYyOEepKyiHy).
Tomy mpu HeoOXimHOCTI TpoBemeHHs TyOepKYJIiHOBOI TPoOH il CHIifl MPOBECTU B OyOb-IKUM
Yyac g0 BaKIMHallil abo 0MHOYaCHO 3 BaKUMHAIEW, a0o [moHalMeHIe yepe3 4-6 TUXKHIB
micng BBemeHHS Bakuuau M-M-PBAKCIIPO®.

OpHOYacHe 3aCTOCYBAHHA 3 IHIMMY BaKIMHAMU
M-M-PBAKCIIPO® Mo3XHa BBOOUTH ONHOYACHO 3 THEBMOKOKOBOIO KOH I0rOBAaHOI BAKIUHOIO.

Omny6rnikoBaHi K/TiHiUHI faHi TiATPUMYIOTh CyNyTHE BBeIeHHS BaKI[UHU OJ1s MPOGiIakTUKU KOpY,
eligeMiyHOoro MapoTUTY Ta KPaCHYXH 3 IONepeHiM CKIafioM, 110 BupoOsina koMmmanis MCII, 3
IHIMMMY BaKUMHAMHU [OJIS OiTel, BKII0Yal4yy BaKIMHY A NpodinakTuku gudTepii, mpaBlisd, KaLIToKYy
auemonsapHy (DTaP) abo minsHoKniTHHEY (DTWP), BakiuHy A1 TPodilaKTUKHY TTOTioMiemniTy
inaktuBoBaHy (IPV) a6o nepopansHy (OPV), BaKIIMHY A1 IPO(DITaKTUKYU 3aXBOPIOBAHb,
BUKNIUKaHUX Haemophilus influenzae tumny b (HIB), koMm6iHOBaHY BakIUHY s TPO(iTaKTUKH
3axBOpIOBaHb, BUKINKaHuX Haemophilus influenzae tuny b Ta Bipycy rematuty B (HIB-HBV) i
BaKLWHY O7g npodinakTuku BiTpsHOl Bicnu (VAR).



Cnupaioyuch Ha KIiHIYHI JOCHIIKEeHHS 3 YOTUPhOXBAIEHTHOIO BAaKIIMHOIO IS MPO(DiTaKTUKU
KOpY, elifleMigYHOT0 MapOTUTY, KPaCHYXH Ta BiTPSHOI BiCIIM Ta BaKIIMHOIO 3 IIOTIEPEeNHIM
CKJIafioM BHpoOHULTBA KoMnaHii MCII, M-M-PBAKCIIPO® MoXHa BBOOUTH OTHOYACHO 3
BaKIMHOO [7S MPodinakTUuKy remaTuty A. B 1Iux KTiHIYHUX OOCHiIXKeHHAX Oy10
IIPOIEMOHCTPOBAHO, 1[0 BIJIMBY Ha iMyHHI peakliil y BiiTIOBiIb Ha TaKe BBEAEHHS HEMAE,
3ararsnbHi mpodini 6e3meKy BaKIIKMH, 110 BBOOSTLCS, € TTOMiOHUMHU.

Ockinbku 6yI10 I0Ka3aHo, mo M-M-PBAKCITPO® mMae npodini 6e3mekn Ta iMyHOreHHOCTI,
nofi0Hi Mo TakuX KOMOiHOBaHOI BaKIIMHY OJ1s1 TPO(MiIaKTUKU KOPY, EIiIeMiYHOr0 ITapoTUTy
Ta KPaCHYXH 3 IONepeaHiM CKnagoM BupoOHuITBa KoMnaHii MCJI, MOXHa PO3TISHYTH
[OCBif] BUKOPUCTaHHA Ili€]l BaKIMHMU.

M-M-PBAKCIIPO® cif BBOOUTH OFHOYACHO B Pi3Hi MicIs [Jis iH’eKuill abo 3a ofuH MiCAIb
[0 YU TIICJISl BBEEHHS IHIINX XKUBUX BipYCHUX BaKLIUH.

Oco6 1ueocmi 3acmocyeaHHsi.

BifcTtexyBaHHA

s eeKTUBHOTO BifCcTeKyBaHHS 0i0IOTiYHUX TiKapchKUX 3aco0iB CIlif 4iTKO 3a3HayaTH HA3BY Ta
HOMeD cepii ikapchbKoro 3aco6y, 1[0 3aCTOCOBYETHCS.

Tak camo, §K i Ipu BCiX iHIIUX iH'€KIIINHAX BaKLMHALIAX, ¥ BUTagKy aHa(inakKTUIHOI peakilii, 110
3yCTpiva€eThCS PifiKO, MiCIIsi BBeleHHS BaKI[MHY MOTPIOHO 3a0e3MeYnTy MeIuYHe CIIOCTEPEXKEHHS Ta
BifmoBigHe NiKyBaHHS (quB. po3min «I1o6iuHi peakirii»).

Oco0a, siKiit 0yJ10 IPOBefieHO IIeMIeHHS, TOBHHHA IepeOyBaTH Iif HarjsgmoM MeIUYHOro MpalliBHUKa
He MeH1re 30 XBUJIMH ITiCJIS BaKI[AHALIII.

Ilopocri Ta miAIiTKY 3 HasBHICTIO B aHAMHe3i ajepriii MOXyTh OTEHI[INHO MaTH
IiABUIIEHUN PU3UK aHadinakTUYHUX ab0 aHadimaKTOIgHUX peaklliii, TOMy MOHITOPUHT Ha
IIpeaMeT PaHHIX 03HAK TAaKUX pPeaklliii € HeoOXimHUM.

OCKiNTbKY KOMIIOHEHTH XKWBO1 BAKLIWHY AJIS MPO(DITaKTUKN KOPY Ta eMifeMidYHOTO MapOTUTy
PO3MHOXKEHi B KyNbTYpi KIITUH KypsSunx eMOpioHiB, 0c00U 3 HasIBHICTIO B aHaMHe3i
a"HadinakTUYHUX, aHa(DITaKTOIAHUX YU IHIINX peakliii HeTalHOTO TUIy (HalpuKiaf,
KPOIUB'THKA, YCKIagHeHe TUXaHHS, TiMoTeH3is a0o 1I0K), SKi HACTYIIHWIM IIiCIs BXKUBAHHS
s€Llb, MOXKYTh MaTH IIigBUILIEHUN PU3UK PeaKlii rinepuyyTIuBOCTI HETaUHOTO TUILY MHiCIId
BaKIMHallil. B Tak¥X BUMagKax Iepeq NPUUHATTIM PillIeHHS PO BaKIMHAIIIIO CHIi PETEIbHO
OLIIHUTH CITiBBiIHOIIEHHS MOXKJIMBOTO PU3UKY Ta KOPUCTI.

Crnift 3 06epekHICTI0 BBOAUTH BakIMHY M-M-PBAKCIIPO® oco6aM 3 HasBHICTIO B
0co0MCTOMY YU CiMEeHHOMY aHaMHe3i CyfioM ab0 ypaKeHb IIeHTPaJIbHOI HEPBOBOI CUCTEMH.
JIikapsiM CJliff 3BepTaTy yBary Ha IigBUIIEHHS TeMIlepaTypu, sKe MOXKe MaTu Miclle ITicisd
BakIuHaMii (quB. po3min «ITobiuni peakmii»).

HemMmoBnsita BikoM 9-12 Mics1iB, BaKIKMHOBaHI BaKI[MHOIO, 1110 MiCTUTH BipyC KOpPY, IIif 4ac
crmaiaxiB Kopy a6o 3 iHIIMX MPUYUH MOXKYTh HEe MaTH BifTIOBifi HAa BaKIIMHY Yyepe3 HasIBHICTb



IIMPKYJIIOI0UYMX B KPOBI @HTUTINI MaTEPUHCHKOTO ITOXOMXKEHHS Ta/abo He3pinicTh iMyHHOI
cucteMu (guB. po3minu «Crocib 3acTocyBaHHS Ta 0o3u» Ta «dapMakoguHaMika»).

TpomboItToneHis

BakIuHy cif BBOOUTH IiAIMKipHO 0oco0aM 3 TPoMOOIUTOIe i€ abo 3 Oyab-IKUM PO3JIafoM
KOaryJsilil, OCKiJIbKM y TaKUX 0Ci0 MOXKe MaTH Miclle KpoBOTedYa IIiCiisg BHYyTPillIHOM I30BOT0
BBe[IeHHS. Y 0Ci0 3 TOTOYHOI0 TPOMOOIUTONIEHI€I0, MTiCTIA BaKI[MHAIll MOXe PO3BUHYTUCH
OinbIn BaxkKa ¢opMa TpoMOouuToneHii. KpiMm Toro, y ocib, y SKux po3BUHYIACST
TpoMGOIUTONEeHis micasa nepmol fo3u M-M-PBAKCITPO® (a60 BaKIMHY 3 HORIOHAMHU
KOMITOHEHTaMH), MOXK€e PO3BUHYTUCH TPOMOOIIMTOIEHis TP BBEOEHHI TOBTOPHUX [103. B
TaKMUX BUIMIaAKaX MOXKHA OIL[iIHUTH CEPOJIOTIYHUY CTAaTyC 3 METOI BU3HaYEeHHS HEOOXiTHOCTI B
NONATKOBUX [03aX BaKLIMHU, BPaXOBYIOUYHU CIIIBBIIHOIIEHHS IIOTEHLIINHUX PU3UKY Ta KOPUCTIL
Bim imyHizamii (muB. po3min «ITo6iuHi peakirii»).

IH1e

BakuuHaIio MOXHa PO3T/IsAfaTy AJ Malli€HTiB 3 IeBHUMHU iMyHOAe(pilUuTaMu, KOIU KOPUCTh
nepeBaXka€ pU3uK (marientu 3 6e3cumnToMHuM BIJI, HegocTaTHicTio migknacy IgG,
CITa[IKOBOIO HEUTPOIIEHi€I0, XPOHIYHOIO T'PaHyIEMaTO3HOI0 XBOP0OO0 Ta medirurom OinKiB
KOMIIJIEMEHTY).

[TamieHTu 3 ocnabneHuM iMyHITETOM, SIKi He MalOTh XKOOHUX MMPOTUIIOKA3aHb IS ITi€l
BakIMHalil (DuB. po3ain «[IpoTumokasaHHsI»), MOXKYTh HE MaTH BifITIOBifi, K i MallieHTH 3
HOpPMaJIbHUM IMyHITETOM; TOMY OesKi 3 IUX al[ileHTiB MOXKYTh 3aXBOPITHU Ha Kip,
emigeMiuHul TapoTUT a00 KPaCHYXY y pa3i KOHTAKTy, He3BaXKalouu Ha BBeJIeHHS BiIIOBimHOI
BaKUWHU. TaKUX IMalll€HTIB CIIi[I peTeIbHO KOHTPOJIIOBATU Ha IIpeAMeT II0SIBA 03HAaK KOpy,
enifleMiYyHOr0 IapoTUTy Ta KPAaCHYXMU.

BakuuHaris BaknuHoo0 M-M-PBAKCIIPO® Moxe He IPUBECTH [0 3aXKCTY Y BCIX
BaKI[MHOBaHUX.

BupnineHHd BaKLIMHAIbHUX BiPYCiB Bill IEMNIEHUX

BupnineHHs Manol KiTbKOCTi 2KMBOTO 0C/1abIeHOr0 BipyCy KpaCHYXHY 3 Hoca abo 3 ropja Majo
MicIie y OinbIIOCTi COPUUHATINBUX 0Cib yepe3 7-28 mHiB micns BakuuHallil. HeMae xK0IHOTO
igTBEPAXKEHOT0 [0Ka3y TOTO, IO BipyC IepegaeThCs CIPUMHATINBUM 0co0aM, SKi
3HAXOOSATHCS B KOHTAKTI 3 BAKI[MHOBAHUMU 0coOaMu. TaKUM YUHOM, TEOPETAYHA
MOBIpHICTh Ilepefayi BipyCy Yyepe3 TICHUU KOHTAKT He BBAXKa€ThCA 3HAUYHUM PU3UKOM;
OJHaK Ilepefada BipyCy BaKIMHU KpaCHYXU HEMOBJISITaM 4epe3 rpyaHe MOJIOKO Oyia
3aJ0KyMeHTOBaHa 6e3 KOIHOT0 N0Ka3y PO3BUTKY XBOpPoOU (AUB. pO3Min «3aCTOCYBaHHS y
nepion BariTHOCTi abo romyBaHHS I'PYIOI0»).

HeMae KogHUX TOBiOMIIeHB PO Iepenayvy 6inbir ocnabnernoro mramy Enders’ Edmonston
Bipycy Kopy abo mramy Jeryl Lynn™ Bipycy emimeMigyHOTO MapOTUTY Bifl BAaKIIMHOBAHUX [0
CIIPUUHSATINBUX, IKi 3 HUMUA KOHTAKTyBaJIH.

Hartpii



Lleit nmikapceKu# 3aci6 MicTUTh MeHIIe 1 MMoIb (23 Mr) HaTpilo Ha 403y, TOOTO MPaKTUYHO
BIIbHMY Bifl HATPiIO.

Kamin

Lle#t mikapcekui 3acib MictuTh MeHie 1 MMoib (39 Mr) Kajito Ha go3y, TOOTO IPaKTUYHO
BIJILHUY Bif Kasito.

Copbit

Lle#t mikapcekuit 3acid mictuth 14,5 Mr copOiTy (momomixkHa pedoBuHa). Ilarientam i3
pigKicHEMM CIIafiKOBUMHM ITpoOaeMaMu GPYKTO3HOI HETIEPEeHOCUMOCTI He MOXKHA BBOIOUTH 110
BAKIIUHY.

Brnue nabopaTOpPHUX aHami3iB: (OUB. po3din «B3aemopmis 3 iHIMMMU TiKapCchKUMU 3acobaMu
Ta iHII BUOM B3a€EMOMIN»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00t0

BaritHicThb

BariTHuM XiHKaM He MOXKHa BBOIMTH BakuHy M-M-PBAKCIIPO®.
Hocmimxenus 3 M-M-PBAKCIIPO® za y4acCTIO BariTHUX XKIHOK He TIPOBOOUIIMCh.

[Tpu crioctepexenHi 3a moHan 3500 COpUIHATIMBAMY XKiHKaMH, SKi He 3HAIIM PO (akKT
PaHHBOI CTaflii BAariTHOCTI IPpX 3aCTOCYBaHHI BAaKIMHMY, II0 MiCTHIA BipyC KpacHyxH, He 0yIi0
3apeeCTpPOBaHO KOMHOTO BUMAAKY CUHAPOMY BPOMXKEHOI KpaCHYXH.

Y xo[ii MoOanbIIoro MOCTMAaPKETUHTOBOI'0 CIIOCTEPEXKEHHS 010 BUSBIIEHO CUHAPOM
BPOMI2KEHOI KpacHYXH, II0B’I3aHUM 3 BaKIIMHHKAM IITaMOM KpPaCHYXH, IIiCJIg BUIIaAKOBOL
BaKIMHAllil BaTiTHOI XXKiHKM BaKIIMHOWO [JIg TPOQiNakKTUKKU KOPY, MAPOTUTY Ta KPACHYXH.

deTanbHOTO ypaxKeHHS He OyI0 3aJl0OKyMEHTOBAHO, KOJIA BaTiTHUM KiHKaM BBOOUIIU
BaKIMHY IJ1s1 TPodilakTuKY KOpy abo mapoTHUTy.

BumagkoBa BakIMHaIlisi He00i3HAHMUX PO CBOIO BATiTHICTh XKiHOK BaKIIMHAMH, 110 MIiCTSTh
BipyCH KOpy, elligeMigyHoro mapoTuTy abo KpacHyx|, He MOBUHHA OyTH IPUUYUHOO [T
IIepepUuBaHHSA BariTHOCTI.

BariTHOCTi peKOMEH0BAaHO YHUKATHU IPOTAroM 1 Micsius micis BakimHamii. 2KiHKaM, sKi IJIaHyI0Th
3aBariTHITH, CJIif IOPafUTHU BiAKIACTY [IJIaHYBaHHS BariTHOCTI.

['ogyBaHHSA TPYOOI0

HocigXeHHs T0Ka3aiy, 10 y XKIHOK, LIEIJIEHUX [iCJIA II0JIOTIB, AKi TOOYI0Th I'PYALI0 1 AKUM
BBe[eHa XKWBa aTeHyHOBaHa BaKIMHA I IPO(DiTaKTUKY KPaCHYXH, BIpyC MOXKe BUOIIATUCS
3 TPYOHUM MOJIOKOM Ta MepegaBaTUCS HEMOBIIATL. Y HEMOBIAT i3 CEPOIOTiYHUM JOKa30M
indexkIIil KpacHyxu He Oyy10 KOHOT'0 BUIIQIKy CUMIITOMaTU4YHOI XxBopoOu. HeBimoMo, uu



IIOTPaIIsi€ Bipyc Kopy abo emifileMiYHOro MapoTUTy B TPyAHE MOJIOKO XKiHKH; TOMY IIPH
BBeleHHi Bakiuan M-M-PBAKCITPO® xiHKaM, SIKi TOOYIOTh TPYAMIO, CIIif OyTH 00epeKHUMY.

QepTUNLHICTD

BakiuHy He OI[iHIOBaJIM B JOCHII2KEHHAX BIIJIUBY Ha (ePTUILHICTb.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu

2KopHux mocifKeHb BIJIMBY Ha 30AaTHICTh KepyBaTu aBTOMOOiNEM Ta MpallfoBaTu 3
MexaHi3MaMu npu 3actocyBanHi M-M-PBAKCITPO® He npoBogunock. O4ikyeThes, mo M-M-
PBAKCITPO® He MaT¥Me XOHQHOr0 ab0 MaT¥Me MiHiMaJIbHU} BILIMB Ha 3[aTHICTh KePyBaTH
aBTOMOOisIEM Ta IIpalfOBaTH 3 MeXaHi3MaMu.

Cnocio 3acmocyeaHHs1 ma 0o3u.

o3yBaHHA

Ocobu BikoM Bim 12 MicdiriB abo cTapiie

OcobaM BikoM Bix 12 mics1iiB abo crapiiie Cllif BBOOUTH IIePIIy 103y B 00paHull feHb. [Ipyry
03y MOXKHa BBECTH L[OHAWMeHIIIe Yyepe3 4 TUKHI IIicig BBeIeHHS MePIIol 03U Y
BifmoBigHOCTI 10 oGilliiHUX peKoMeHanii. [Ipyry no3y npusHadaiTh 0cobaM, y IKUX 3
OyOb-1KOl IPUYMHU He CIIOCTepPiraaoch BiATOBiAi Ha MepILy A03Y.

HewmoBmnsara BikoMm 9-12 micsarIiis

IaHi iMyHOTeHHOCTI Ta Ge3MIeKd TeMOHCTPYIOTh, 0 BakuuHy M-M-PBAKCIIPO® MoxHa
BBOAWTH HEMOBIATAM BikoM 9-12 MicsIIiB BifiOBIgHO [0 0QilliiHUX peKOMeH a1l abo y
BUIIAAKY, KOJIM PaHHi# 3aXUCT € HEOOXiTHUM (HaATIpUKIIaM, OUTSUYUM CafloK, CUTYallil emigemil
abo 1moi3fKa 10 PerioHy 3 BUCOKUM PO3IMOBCIOIKEHHAM KOpY). TaKuM HEMOBJISITaAM CIIif
IIPOBECTY ITOBTOPHY BaKIMHAIIil0 y Bili 12-15 micauiB. BignoBigHo mo odimiiamx
PEeKOMeHallii CIIiJl PO3T/ITHYTH MUTAHHSA BBEIEHHS NOJaTKOBOI 03K BAKIWHMU, 110 MiCTUTh
IITaMu Bipycy Kopy (muB. po3ninu «OcobmuBOCTi 3acTocyBaHHSI» Ta «DapMakoguHaMiKa»).

HewmoBinaTa BikoM 0o 9 Mica1iB

Ha croropHi HeMae XXKOTHUX OaHUX PO e(PEeKTUBHICTh Ta 0€3MEeYHICTh BaKIIUHU
M-M-PBAKCIIPO® nns 3aCTOCYBaHHS OiTAM BiKOM 0 9 MicsLiB.

Cnocib 3acTocyBaHHS
BakuuHy Cifi BBOOUTY BHYTPILIHEOM 5130BO (B/M) a00 MmigmKipHO (11/).

PekoMeHIOBaHMM MiCIleM A7 iH €K1l y [iTel MOJIOAIIOTO BiKy € epefHboIaTepalbHa 30Ha
CTeTHa, Y AiTel CTapLIOro BiKy, MiAJITKIB Ta JOPOCIUX - OeNIbTONogiOHa 30Ha.



BakiuHy ciif BBOOUTH IiAIIKiIpHO MallieHTaM 3 TpOMOOLKUTOIeHi€l0 abo 3 OyOb-IKUMU
po3nafiaMu Koaryslii.

HE BBOOIWUTH BHYTPIINIHBOCYIWUHHO.

[HCTPYKIIid 3 BITHOBJIEHHSI

Il71s1 BiGHOBJIEHHS BaKLIMHU 3aCTOCOBYIOTh PO3YMHHUK, 110 BXOOUTH 10 KOMILJIEKTY 3
npenapatoM. OmKC MOPOLIKY, PO3YMHHUKA Ta IIpernaparTy IIiC/id BifHOBJIEHHS IIPeCTaBJIeHl B
po3aini «OcHOBHI (hi3WKO-XiMiUuHI BTaCTUBOCTI».

BaxXuBO 3aCTOCOBYBATU OKPEMUM CTEPUJIBHUN IIIIPUL] Ta TOJIKY AJI9 KOXKHOI0 Ialli€HTa,
00 3amnobirtu nepenavi 30ymHUKIB iHGeKi# Bim ogHiei ocobu mo iHIIOi.

HabpaTu BeCh BMiCT pO3YMHHUKA B IIMPUII, KU OyIe BUKOPUCTOBYBATUCS [IJIST BiTHOBJIEHHS
Ta in’ekuil. [JogaTty BeCcb BMICT mIIpulla A0 GprIakoHa, B IKOMY MiCTUThCS ITOPOIIOK.
OO0epekHO MOXUTATH (PIaKOH [JIS TIOBHOTO TEpeMilllyBaHHS. BifHOBNEHY BaKLIMHY He CIIif
3aCTOCOBYBATH, SIKINO OYOyTh MOMITHI OyIb-Ki MexaHiuHi YacTKK a00 SKIIO 30BHILTHIN
BUTJISIA PO3YMHHKKA, a00 MOPOIIKY YU BiJHOBIEHOI BAaKITMHYU BiIPi3HATUMYThCS Bif
OIIMCAHOTO BHUIIIE.

HalpaTtu Bech BMICT (plakKOHA 3 BiTHOBJIEHOIO BAKIIMHOIO B TOW CAMMH IIITPHI] Ta BUKOHATH
iH’€eKIIit0, BBOOAYYM BeCh 00’eM. fKIO HafalOThCS MBI TONMKYW: BUKOPUCTATH ONHY TONKY AJIS
BiTHOBJIEHHS BaKLIMHY, a iHIIY - [JI BBEJeHHS BaKLUHU PELUITIEHTY.

HeBukoprcTaHuil npemnapaT abo BiiXoau MaloTh OyTH 3HUIIEH] BifIOBIAHO MO MiCIIeBHX BUMOT.
IIpu npoBeneHHi imyHi3anii Ha TepuTOpil YKpaiHu mono cxem iMyHi3anii, MpOTHIIOKa3aHb

Ta B3a€EMOil 3 iHIMMMHA MeTHYHUMH IIpenapaTaMH CJIil KepyBaTHCS YHHHUMH HaKa3aMH
MO3 Ykpainu.

Himu.
Bakiura M-M-PBAKCITPO® moka3aHa A7 OGHOYACHOI BaKIUHAIII A1 IpodiTaKTUKA KOpYy,

eMileMiuHOT0 MapOTUTY Ta KpacHyxu ocib BikoM Bixm 12 micsiiB (0inbil geTanbHy iHdopMallito AuB. y
po3minax «IToka3anHsI» Ta «Crocib 3aCTOCYBaHHS Ta JO3U»).

Ilepedo3yeanHsi.

IIpo BBe[eHHS BUIIOI, HiZK PeKOMeHIoBaHa, 1o3u M-M-PBAKCIIPO® noBifoMIIsiiocs pifiko,
Py 11bOMY POk N0OIYHUX peakiliit OyB MOPIBHIHHUM 3 IIPOdineM, 1110 CIIoCTePIraBcs Mpu
BBE[IeHHI PEKOMEHI0BaHOl N03U BaKLUKHU.

INo6iuni peakmii



a. Pe3ioMe mpodinio 6e3neku

B kniniuaux gocmigxenusx M-M-PBAKCITPO® sBomgumu 1965 miTsam (mus. po3min
«@apMakofrHaMiKa»); 3aranbHuM mpodinst 6e3meku OyB MOPIBHIHHUM 3 IPodineM BaKIUHU
U151 TPO(DITaKTUKY KOPY, eMifleMigYHOr0 MapOTUTy Ta KPaCHYXH IOIEPEeIHbOr0 CKIagy, 110
pasiie BupoOnsina koMmaHis MCII.

B kmiHiYHOMY OOCTiAXKeHH] 752 AiTen OTpUMau M-M-PBAKCIIPO® a6o BHYTPIIIHBOM 930BO0,
abo mimmkipHo. 3aranbHul mpodins 6e3meku IpHU XX ABOX Crioco0ax BBeleHHS OyB
IOPiBHAHHUM, X04a peakllil B MiCIIi iH'€KIIil BUHUKAIN 3 MEHIIIO YaCTOTOIO B I'PYIIi B/M
BBeneHHd (15,8 %), HixX y rpymi n/m BBeaeHHd (25,8 %).

OuintoBanuck Bci moOiuHi peakiiii, siki crioctepiranuch y 1940 miteit. B uit rpymi giten
no0iuHi peaxkiiii, 1[0 TOB’sI3aHi i3 3aCTOCYBaHHSM BaKLUHY (HaBefeHi B Tabmuili 0),
CIIOCTepiranuce y fiTei micns BaknuHanil M-M-PBAKCIIPO® (3a BUHATKOM OKPEMHUX
IIOBigOMJIEHb 3 4acTOTO BUHUKHEHHS < 0,2 %).

V nopiBHSAHHI i3 3aCTOCYBaHHAM IepIIoi [03H, Apyra go3a M-M-PBAKCIIPO® ne
acolfifoBajach 3 MigBUIEHHSAM YaCTOTH Ta BaXXKOCTIL KJTIHIYHUX CUMIITOMIB, BKIII0YaO4YHU
CAMIITOMHU peaklid rinepuyTIuBOCTI.

Kpim Toro, y Tabnutli 6) HaBefeHi iuImmi mobivHi peakiiii (He3amekHO Biff IPUYUHHOTO 3B’ SI3KY
Ta 4aCTOTHU), IIPO SKi MOBIHOMUIIY Mifl YaC MOCTMapPKETUHTOBOI'0 3aCTOCYBaHHS BaKIMHU M-
M-PBAKCITPO® Ta/a60 mim 4ac KIiHIYHUX DOCIIAKEeHb, @ TAKOXK B XOfi IOCTMapKETHHIOBOTO
3aCTOCYBaHHS paHiie po3pobneHux KoMmmnaniero MCJI MOHOBaJIEHTHOI Ta KOMOiHOBaHOI
BaKLMH AJIS MPO(DiTaKTUKY KOPY, eMifleMiYHOr0 MapoTUTy Ta KpacHyxu. JacToTa KX
nmoOiYHMX peaklIliii KBamiQikyeThcs K "HEBimOMO", KOJIM BOHA He Moxke OyTH OlliHeHa Ha
OCHOBi HasIBHUX faHuX. OTpUMaHi JaHi I'PYHTYIOThCSA Ha 3acTocyBaHHi Oinbire 400 MinbitoHiB
1103 II0 BCbOMY CBITY.

HatuacTimumu noGiyHUMYU peakisiMiy, PO SIKi IOBIMOMIISIIH ITif Yac 3aCTOCYBaHHS
M-M-PBAKCIIPO®, 6ynu: muxomasKa (38,5 °C a6o Buie); peaxuii B MicHi iH’ ek,
BK/II04Yarouu 0iib, HAOPSK Ta epUTeMy.

6. Tabnuirg mo6iYHNX PeaKIrin

YacToTy nosiBu MoOiYHMUX peakii Kitacu(ikoBaHO TaKUM YMHOM: [yKe yacTo (= 1/10);
yacTo (= 1/100 - < 1/10); HeuacTto (= 1/1000 - < 1/100); HEBiOMO (HE MOKHa IPUOIU3HO
migpaxyBaTH 3a HagBHUMHU JaHUMU)]:

[ToGiyHi peakiii I‘{aCTOTa IIOSIBU
IHpekuii ma iHeasii
Ha3zodapuHriT, iHdeKIlis BepXHbOT'0 BifAiNy AUXaIbHUX IUISXiB a60 HeuacTto

BipycHa iHeKIIis
ACeNTUYHUY MEHIHTIT*, aTUIIOBUH Kip, eMiTUOUMIT, OpXiT, cepenHiu otut, |[HeBimoMo
apOTUT, PUHIT, NiIATOCTPUY CKIEPO3UBHUY TaHEHUIedaiT*

[TopyweHHA 3 6OKY cucmemu Kposi ma AiMpamuyHoi cucmem
PerionapHa niMbameHonaTiss, TPOMOOITUTOIEHIs |HeBi,[[0MO




[TopyweHHs 3 BOKY iMYHHOI cucmemu

cBepOix, mypnypa IlleHneina-I'eHoxa, rocTpuii reMopariunuii HabpsK
HEMOBJIST

AHadinmakTolmHa peakilis, aHadinakcisd Ta MoB's3aHe 3 Helo Take sBuile, [HeBigomo
STK aHT1I0HeBPOTUYHMM HAOPsK, HAOPSIK 001uYdst Ta nepudepuyHui

HaOpSIK

ITcuxiyHI NOpYyWeHHA

[I1ay HeuacTo
IlpaTiBIUBICTD HeBizmoMmo
[TopyweHHA 3 6OKY Hep8osoi cucmemu

AbeOpuinbHi cynoMu abo Hamafu, aTakcis, 3anaMopodyeHHs, eHnedanit*, [Hesigomo
eHuedanonaris*, hebpunbHi cygomu (y miteit), cunppom I'ieHa-Bappe,

rOCTPUU JUCEMiHOBaHUY eHIle(aIOMi€eNiT, MOEePEeYHUH MI€iT, TOJIOBHUM

6inb, eHIedasiT 3 BKIIYEHHSIM Tiflellb KOPY (OUB. PO3Min

«[IpoTunoka3aHHg»), Iape3 0Ka, HEBPUT 30pPOBOT0 HEPBA, TapecTesis,

MOJIiIHEBPUT, TIOJIIHEBPOMATIsl, peTpoOyns0apHUN HEBPUT, CUHKOIIE

ITopyweHHsA 3 6OKY ouell

KOH'IOHKTHUBIT, PETHUHIT |HeBi;|10M0
[TopyweHHA 3 60Ky 8yX ma AabipuHmy

['71yx0Ta, IOB’A3aHa 31 CIIyXOBUM HEPBOM [Hesigomo
PecnipamopHi, mopaka/vbHi ma mMediaCmuHaAbHi NOPYWEeHH S

PuHopes HevacTo
bpoHxocmasMm, Kallesb, THeBMOHIs, THEeBMOHIT (IUB. PO3MIin HesigoMmo
«IIpoTunokalaHHsa»), GapUHTIT

[TopyweHHA 3 60KY WAYHKOBO-KUWKOB020 MpPaKkmy

[liapes ab0 O10BaHHS HeuacTo
Hypota HesigoMo
[TopyweHHA 3 60KY WKipu ma niOWKIPHUX MKAHUH

Koponopmi6uuit Bucum abo iHIINWM BUCUI acTo
Kponus’'sHKa Heuacro
[lanikymiT, mypnypa, iHaypauis mkipu, cuaapoM CTiBeHca-[[K0HCOHA, Hesimomo

ITopyweHHs 3 BOKY CKe/lemHo-M 51308020 anapamy ma CnoayyHoi MKaHUHU

ApTput* Ta/abo apTpanris* (3a3Buyall nepexigHa Ta pifKo XpoHiyHa),
Miaris

Hesigomo

3azabHi nopyweHHs ma NopyweHHs YyMoe 88e0eHH

JTuxoManka (38,5°C abo Buire), epuTeMa B Micii iH’ekirii, 6inb B MicIri
i’ ex11ii Ta HaOpSK B MicIli iH’eKiril

KpOBOBUIMB B MiCIIi iH €KIIil

Jacto

Bucum B MicIii iH'eKIIil

HeuacTto

BiguyTTs XKapy Ta/ab0 MeKy4oCTi KOPOTKOI TPUBAJIOCTI B MiCIIi iH'€KIiii,
He3TyKaHHS, MaliniT, nepudepudHnil HaOPSK, IPUNYXIIICTh, CI1a0KiCTh,
BE3UKY/IM B MICIIi iH'€K1Iil, IIKipHa peakli{is 3a TUIIOM «KPOIUB SHKU» B
Micmi im’exirii

HesigoMo

[TopyweHHA 3 6OKY CYOUHHOI cucmemu

BackyJit

[Hesinomo

*
OUB. pO3min c. «OmKC NesKuX MoOIiYHUX pPeaKIlii»

c. Onuc gesKUX MOOIYHUX PeakKIlii

[lyke 4acTo




AcCenTHYHUN MEHIHTIT

ITpo BUNIAOKY aCeNTUYHOI'0 MEHIHTITY MOBIIOMJIANIN IiCIIA WIEIIeHHS BAaKIUHOI AJ15
Ipo(iTakTUKY KOPY, eMifeMiYHOT0 TapoTUTy Ta KpacHyXu. Xo4a i OyB IPOgeMOHCTPOBAHUM
IIPUYUHHUY 3B’ 130K MiX IHIIMMHU IITaMaM¥ BaKIIMHU eIigeMiYHoro IIapoTUTy Ta
aCeNTUYHUM MEHIHTITOM, HEMa€ XXKOOHOTO0 OoKa3y LI00 3B’sI3Ky MiX mramoM Jeryl Lynn™
BaKLWHYU BIPYCY €IiIeMiYHOIr'0 IapOTUTY Ta aCEelTUYHUM MEHIHTITOM.

EnmedaniT Ta eHiedanonarisa

Y ocib i3 Ts:KKO0 ocnabneHuM iMyHITeTOM, SIKi OyJIu IenieHi yepe3 Hedorysaa BaKIIMHO0
IIPOTY KOPY, SIK HACJIigOK reHepai30BaHOr0 KOPY, IPUBOAUIIO A0 eHIledarliTy 3 BKIIOYEHHAM
TiJlelb, THEBMOHITY Ta JeTaJbHUX HACTiAKiB (AuB. po3ain «IIpoTunoka3aHHsI»); TaKOXK
Ha[XOOUJIU NIOBIJOMJIEHHS IIPO OUCEMIHOBaHY iH(EKIIiI0 TapOTUTY Ta KPAaCHYXU, BUKIINKAHY
BaKILMHAaJIbHUM BipyCOM.

[TigrocTpuii CKIIePO3NBHUY NaHeHIedalniT

Hemae XK0gHOT0 A0Ka3y, 1110 BaKLIKXHA [AJ1 MIPOQiITakKTUKUA KOPY MOXKe BUKJIMKATH MiATOCTPUI
cknepo3uBHuy naHeHnedarit ([ICI1E). Bynu noBimoMnIeHHS PO MiATOCTPUM CKIIEPO3UBHUU
maHeHIledasliT y [iTel, AKi He Manu B aHaMHe3i iHQeKIil, BUKINKaHUX IUKUM TUIIOM BipycCy
KOPY, ajie OTpUMaJii BaKLUUHY IIPOTH KOpy. [ledKi 3 IuX BUITaAKiB MOIJIA MaTH MiCIle B
pe3yabTaTi Hepo3Ii3HAHOT'0 KOPY B MEPIIUH PiK XKUTTS a0 MOXKIUBO B Pe3yIbTaTi
BaKIMHallil MPOTH KOpPYy. Pe3ynbTaT peTPOCIEKTUBHOTO BUIAJ0K-KOHTPOIEOBAHOTO
OOCTiIXKeHHSs, IpoBeaeHoro LleHTpaMu 3 KOHTPOJIIO Ta NpodinakTuKu 3axBopioBaHb CIIIA,
BKA3YIOTh Ha Te, 1110 3arajoM edeKT BaKIWH IPOTH KOPY IOJISITaB B TOMY, 11100 3aXUIIATH Bif
MiATOCTPOT0 CKJIEPO3UBHOIO NMaHeHIedasiTy IIIxoM npodiakTUKM KOPOBOI1 iH(eKil Ta
BJIACTUBOTO 1if pU3UKY BUKJIMKATH MiITOCTPUY CKIIEPO3UBHUM ITaHEeHIIe(alliT.

Aprtparnris Ta/abo apTpUT

ApTparnris Ta/abo apTpuUT (3a3BUYail MUHYII Ta PiIKO XPOHiYHi) Ta MOIIHEBPUT €
XapaKTepHUMHU IPOsiBaMHU iH(EKIIii, BUKJINKAHOl IUKUM THUIIOM BipyCy KpaCHyXH, 4aCTOTa Ta
CEePUO3HICTh SKUX 3MIHIOETHCS 3aJIeKHO Bif BiKy Ta CTaTi: HalvacTille 3yCTPidyalThCs Y
IOOPOCINX XKIHOK, a Halpialle - y OiTed, AKi He JOCATIIY Iepiofy CTaTeBOro HO3piBaHHSA.
[Ticnsa BaKUMHALIl y [iTel peakilil B cyrnobax 3a3Budai € Hedactumu (0-3 %) Ta KOPOTKOI
TPUBAJIOCTi. Y XKIHOK BiICOTOK YaCTOTH IIOSIBM apTPUTY Ta apTparil € 3a3BU4ail BUIIKAM, HiX
BimCcoTOK y miteit (12-20 %), Ta peakilii MaloTh TeHAEHIIIO 00 IOMITHIIIOT0 IIPOSBY Ta [OBIIOL
TpuBanocTi. CuMnToMu MOXKyTh 30epiratucs micaigMu abo B pigKux BUMagKax poKamu. Y
miBYAT-IiMTITKIB YacTOTa MOSBY BKa3aHUX peakiliii Oysa MpoMixKHOI0 MiK 4YaCTOTOIO peakilii
y HiTel Ta Yy JOPOCUX KiHOK. HaBiTh y cTapmux xkiHoK (35-45 pokiB) Li peakiiil 3a3BuYan
noOpe ImepeHOoCsATLCS Ta PiIKO 3aBaxKal0Th 3BUYANHIN XKUTTETiSITHHOCTI.

XPOHIYHUY apTPUT

XpOHIYHUY apTPUT acoIlifoBaBcs 3 iH(DEKITi€l0 KpaCHYXU TUKOT0 TUIY Ta OyB ITOB’sI3aHUM 3
IIEPCUCTYIOYUM BipycoM i/ab0 BipyCHUM aHTUTEHOM, i30JIbOBaHUM i3 TKAHUHY OpPraHi3My.
TinbKY B pigKuX BUIAAKax y 0ci0, SKUM IIPOBEJIM BaKIMHAIlil0, PO3BUBAIUCH CUMIITOMU
XPOHiYHOI XBOpOOHU Cyrio0iB.



38imyBaHHs npo nobiyHi peakuii

[ToBigomiieHHs1 mpo noOiyHi peakiii micas peecTpatii TikapcbKoro 3aco0y Ma€ BaXKJIUBe
3HAYeHH4.

Lle mo3Bomnsie 3milicHIoBaTH Oe3MepepBHUN MOHITOPUHT CIiBBIOHOILIEHHS MiXK KOPHUCTIO Ta
PHU3UKOM IIpU 3aCTOCyBaHHi TikapchKoro 3acoby. MemuuyHuM Ta papMalieBTUYHUM
IIpalfiBHAKAM, a TaKOX IallieHTaM abo0 IX 3aKOHHUM IIPeCTaBHUKAM CJIif] ITOBIJOMIISITH IIPO
yCi BUIagK¥ IiI03PI0OBaHUX MOOIYHMX Peakilif Ta BilCyTHOCTi e(eKTUBHOCTI TiKapChKOI0
3aco0y uepe3 aBTOMaTH30BaHy iHpopMalliiHy cucTeMy 3 (hapMaKOHATIsAay 3a
ITOCUJIaHHAM: https://aisf.dec.gov.ua.

TepMmiH npudamHocmi.
2 POKM - [IJIS1 BaKIMHU.
3 POKM - /11 PO3YHMHHUKA.

[Ticns BimHOBIEHHS BaKlMHa Mae OyTH BUKOpPHCTaHA HeraHO; ofgHaK, Oyja MpofeMOHCTPOBaHa
cTabinbHICTh BAaKLMHU B IIPOIEC] 3aCTOCYBaHHS MPOTIAToM 8 rofguH Ipy 30epiraHHi B X0JIOOUILHUKY
Ipu TeMIeparypi Big 2 go 8 °C.

YMoBu 30epiranHsi.

30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMepaTypi Big 2 go 8 °C (B xonopunbHuKy). He
3aMopoxyBaTu. 30epiraTv B HEOOCTYITHOMY OJISI JiTe MiCIIi.

YmoBHu 36eQiI‘aHH5{ OJ1d PO3YMHHHWKAE, IO IMMOCTABIIAETECA B OKPEMUX KOQO6K&X.

30epiratu npu TeMiepartypi Big 2 1o 8 °C (B xomoguabHUKY) abo mpu TemMnepaTypi He Buiie 25 °C.
He 3amopoxyBaTu. 36epirati B HeIOCTYITHOMY [JIS OiTel MicCIIi.

Hecymichicmo

3a BiICYTHOCTI OOCIiAXKEHb CyMICHOCTI BaKIIMHY He CJIif 3MilllyBaTU 3 IHIIUMU JIIKapCbKUMU
3acobamu.

YnakoBka.

[Topo1ok mys cycneHail ang in’eknii no 1 mo3i y ¢dmakoni Nel B KOMIIIEKTi 3 pO3YMHHUKOM (Bofa AJIs
in’ek1in) y grakoHi Nel abo y monepenHb0 HamoBHeHOMY mnpulli Nel B KOMIIJIEKTi 3 ABOMa I'OJIKaMU;
a00 mopoIIOK [ cycneHsii ans in’ekint mo 1 go3i y ¢pimakonax Nel0 B KOMIJIEKTI 3 PO3UMHHUKOM
(Boma myist im’ekirid) y ¢pmakoHax NelO B oKpeMux KOpoOKax.
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[Topook y ckisiHOMY (pr1akoHi 3 TpoOKoio (OyTHIKay4YyK) Ta PO3YMHHUK Y CKISHOMY (IaKoHi 3
po6Koio (x10pOyTUNTKaydyK) abo y monepefHbo HalloBHeHOMY mmmnpulli. CKisHi GIakoHU Ta MITPULK
BUATOTOBJIEHI 3i CKyia Tumy I, 1m0 BigmoBigae BuMoram €pponeicbkol PapMakorel.

1 dnakon 3 nmopomkoM Ta 1 GIakoH 3 PO3YMHHUKOM Y KapTOHHIN KOpoO1i pa3oM 3 iHCTPYKITi€o st
Me[IUYHOI0 3aCTOCYyBaHHS.

1 ¢makoH 3 mopoIikoM Ta 1 momepegHbO HAIOBHEHUY IIIPHUIL 3 PO3YMHHUKOM B KOMIIJIEKTI 3 JBOMa
ToJIKAMM Y KapTOHHiM KOpoOIli pa30oM 3 iHCTPYKITI€IO 1T MEOUYHOTO 3aCTOCYBaHHS.

10 ¢nakowniB 3 mopomkomM Ta 10 ¢rakoHiB 3 pO3UMHHUKOM B OKPEMUX KAPTOHHUX KOpoOKax. B
KOPOOKY 3 ITOPOIIKOM BKJIalaf0Th iHCTPYKIIiIO 11 MEOUYHOTO 3aCTOCYBaHHS.

Kareropis Bigmycky.

3a perenToM.

BupoOHHK.
Mepk apm i Joywm Bb.B., Higepnangu/

Merck Sharp & Dohme B.V., the Netherlands.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.
Baappepser 39, 2031 BH Xaapnewm, Higepnaugn/

Waarderweg 39, 2031 BN Haarlem, the Netherlands.



