IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

IMOBAKC ITOJIIO®

BaknuHa mis npodilakTHKH NoTioMiestiTy iHaKTHBOBaHa pigka

CKnao:

Oitoui peuosuHu: Poliomyelitis, trivalent, inactivated, whole virus vaccine: type 1 (Mahoney),
type 2 (MEF-1), type 3 (Saukett)

OpHa iMyHi3yro4a mo3a BakuuHH (0,5 MJT) MiCTHUTE:

InakTrBOBaHui MOJioBipyc Tvny 1 (Mahoney)* 29 oguauLe D
QHTUTEeHy*

[HaKTHBOBaHH HOJNiOBipyC Tumy 2 (MEF-1)* 7 ogpuHULL D
aHTUTreHy*

[HaKTMBOBaHHi HOJNioBipyc Tumy 3 (Saukett)” 26 oguHUILB D
aHTUTeHy™*

O0ONOMIJCHI PeYOBUHU:

2-(heHOKCieTaHOT** 2-3 MKII
®opmanbperin 2-20 MKT
Cepeposuie 199 3 conamu XeHKca*** 0o 0,5 mr*ss*

* KynbTuBOBaHi Ha KiTHHAX Vero

* BMicT D aHTUTeHy BU3HauYeHUN y D OOMHULIAX, KiTBKOCTI aHTUTEHIB CTPOro 30iraloThCa 3 TUMH, 110
pasime Bupaxanucs B 40-8-32 ogunuis D-aHTUTeHY 14 BipyciB 1, 2 i 3 Tumy BifoBigHO, Ipu
BUMIiPIOBaHHI IHITUM MiAXOOAIIUM IMyHOXIMIYHUM METOIOM

** )-eHoKcieTaHON € po3YMHOM 2-heHoKcieTaHony y 50 % eTaHomi (2 Mr)

*+* Cepemosutne 199 3 consimu XeHkca (0e3 (peHOTy 4ePBOHOT'0) MiCTUTh CYMiIll aMiHOKHCIIOT
(Brmouatoun ¢eHinamaniu (12,5 MKr)), MiHepanbHUX COJIEM, BiTaMiHiB Ta iHIITMX KOMIIOHEHTIB
(BKJTIOYAIOUM TIIIOKO3Y), 3 HogaBaHHSM moicopbaTy 80, po3uyrHEHUX Y BOMi OIS iH’eKITii

*kRk 3HayeHHST pH perynoeThest COMSTHOI KUCIOTON abo rigpoKCHOoM HATPio

BakiuHa BimmoBigae BuMoram €spomneiicbkol Papmakorel Ta pekoMmeHgailisim BOO3.



JlikapcbKa ¢opma.

CycrneHsis ons iH'eKii.

OcHosHi (pizuko-ximiuHi 81acmugocmi: Ipo3opa, Oe3dapBHa pigyHA, 10 MiCTUTH MOIiOBipyCH
TpboX THMiB (1, 2 Ta 3), KyIbTHBOBaHI Ha MepeIIeNIoBaIbHIM KIITUHHINA KyabTypi Vero Ta
iHaKTUBOBaHI (popMasbOerigqom.

@dapMaKoTepaneBTHYHA rpymna. BakinHa A1 TpodilakTUKY MOTIOMIENITYy iHaKTHBOBaHa.
Kopm ATX JO7B FO3.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

BakuyHa BUTOTOBJIeHA 3 [1OJIi0BIpyCiB TUMIB 1, 2 1 3, Ky/JIbTUBOBAHUX Ha [epellelIoBalbHIl
KJIITUHHIN KyJIbTypi Vero, ounieHnx Ta iHaKTUBOBaHUX (HhOPMaIbAerigoM.

Yepes 1 Mmicsans micas TpeThol f03U KypCy NIEePBHHHOI BaKI[MHAIlil PiBeHb CEePOINPOTEKIIil CTAaHOBUTD
100 % pnsa nomiosipycis Tunis 1 Ta 3 i Big 99 % mo 100 % - gns nomiosipycy Tumy 2.

Y pmite#t mosopuIoro Biky nepimna OycTepHa fo3a (YeTBepTa [03a) IPU3BOIUTD OO0 OYKe BUCOKOTO
3pOCTaHHA TUTPIB 3 PiBHEM cepompoTektil Bifg 97,5 % no 100 % mns Bcix Tumis momiosipycis. Yepe3s
4-5 POKIB micys peBakUKHaIll piBeHb 3aXUCTY IJIS BCiX TPHOX THUIIIB MOIiOBipyCiB cTaHOBUTH 94-99 %.

Y mopocnux BaKIIMHOBaHUX 0Ci® BBeeHHS Ieploi 0yCTepHOI 03K CYIPOBOAXKYETHCS BTOPHHHOIO
IMYHHOIO BifIIOBI[IO.

['07I0BHUM YMHOM, I1i laHi OTPpUMaHi 3 OOCIIiIXKeHb, IPOBeIeHUX 3 KOMOiHOBAHMMH BaKIMHAMH, SKi
MICTSATh BAKIUHY 11 IPOQiIaKTUKU IOJTIOMIENITY.

IMyHiTeT 30€epiraeTbcs He MeHIIle 5 POKIB IiC/IsT YeTBEPTOl iH'€KIIil.
dapmakoKiHemuka.

He Bu3HavaeThC.

KriniuHi xapaKTepHCTHKH.
Iloka3anns.

In1st mpodinakTUKYU MOTIOMIETITY Y HEMOBJIAT, HiTEW Ta JOPOCIKUX 3 METO0 MMEPBUHHOI BaKIMHALl Ta
peBakIMHallii (BBegeHHS OYCTEepPHUX H03).

IIpu nmpoBeneHHi imyHi3anil manmieHTiB Ha TepuTOpil YKpaiHu cIig KepyBaTHUCA



YHHHHUMH HaKa3amu MO3 Ykpainmn.

IIpomunoka3aHHs.

Bigoma rimepuyTnuBicTh 10 O6yOb-9IKOTO KOMIIOHEHTa BaKIIMHU ab0 BaKLIMHY aHAIOTiYHOTO CKJIany,
abo 1o Oymb-IKOi MOMOMIKHOI PeY0BMHY, a00 00 HEOMILIMHY, CTPENTOMIIIUHY, TOJIIMIKCUHY B.

3arajbHi THMYacOBi MPOTUIIOKA3aHHS 00 OyOb-1KO1 BaKIIMHAIliil: 3aXBOPIOBAHHS 3 MTiABUIIEHHIM
TEeMIIepaTypH Tina abo rocTpe 3axBopioBaHHSA. B TakoMy pa3i BakIuHallii0o HeoOXigHO BigKIIaCTH.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodit

Hapasi HeBinoMo npo iCHyBaHHS IKUX-HeOyIb PU3UKIB IIPK OMHOYACHOMY BUKOHAHHI IIETIIEHHS
BakIMHOW0 IMoBakc [Tosio® pa3oM 3 iHIMMMY 3BUYalHUMHU BaKIIMHAMU. Y pa3i 0MHOYaCHOTO BBeOEeHHS
HeoOximHO poOuTH iH €Kil pisHUMMU IITPUILIAMHY i V¥ Pi3Hi OiNTHKY Tina.

Oco6 1ueocmi 3acmocyeaHHsi.

[IpocTexXyBaHICTh

3 MeToO0 MOKpallleHHs BifcTexkeHHs 6i070TiYHUX MpenapaTiB cif 4iTKo GikcyBaTu Ha3By Ta HOMED
naprTii BBeIEHOTO IIpemnapary.

He BBOOAUTH BHYTPiIIHHOCYJAHMHHO: IEPEKOHATHCSI, 110 I'0J/IKa He MOTpanmuiIia B KPOBOHOCHY
CYOHHY.

4k i Oymp-sKy iH’€KUiiHy BakUuHY, IMOBakC Honio® noTpi6HO BBOOUTH 3 06epexkHiCcTIO ocobaM 3
TPOMOOLUTONEHIEI0 a60 MOPYIIEHHSIM 3rOPTAHHS KPOBi, TOMY 110 MOXK€ [TOYaTHUCS KPOBOTEYa MiCs
BHYTPIIIHEOM 130BOI'0 BBE[J€HHS BaKLIUHU.

4K i mpu 3acTocyBaHHi OyOb-gKOI iH €KIIiHOI BaKIIMHU, IOBUHHI OyTU y HAsIBHOCTI yci HeoOXimHi
JiKapchKi 3acobu 115l HafaHHS HeBiIKIagHOI MEOUYHOI JOTIOMOTH V PiiKiCHOMY BUIIafIKy PO3BUTKY
CEepUO03HUX aJIepPTriuHuX peakllid Ta aHa(piTaKTUYHOTO IIOKY. 3 Liel IPUYUHY NalliEHTU MOBHHHI
nepeOyBaTH Il MEOUYHUM HarnsgoM mpoTaroM 30 XBUJIMH IiCJIsg BBEIEHHS BaKIIMHMU.

ImMyHOTeHHiCcTs BakIMHY IMoBakc ITomio® Moxke 6yTH 3HMXKEHA y HAIiEHTIB 3 iMyHOmeinuTOM
Ta IIPY JIIKyBaHHI iIMyHOCYIIPECUBHMMMU IIpernapaTaMu. B TakK¥X BUIlafKaX PeKOMEHI0BaHO
BigK/TaCTH BaKLMHAIIiI0 OO0 3aKiHYeHHS iMyHOCYIIPECHBHOI Teparil abo mepeKoHaTHCS
HaJIe’KHOMY 3axuCTi nanieHTa. OgHaK peKOMeHj0BaHa BaKIMHALlig [Malli€HTIiB 3 XpPOHIYHUM
imyHOomedinuToM, TakuM gK BIJI-iHdeKIisa, HaBiTh IKI0 iMyHHa BiANOBiAL Oyae 3HUKEHOIO ([UB.
po3min «B3aemopisa 3 iHIIKMHU JTiKapChKUMHU 3aco0aMy Ta iHII BUAU B3a€EMOMii»). Y pa3i MIpUUHATTS
pileHHd OO0 iMyHi3allil Ipu NPOBeIeHHI iMyHOCYTIPECUBHOI Tepallil Cllif BpaxoByBaTH TPUBACTh
Ta KyPCOBi M03U BUKOPUCTOBYBaHUX JiIKAPCHKUX 3aC00iB Ta KOPUCTYBATUCA [iloyuMu Hakazamu MO3
Ykpailuu mono npoBefeHHs Npo(inakTUYHUX MIEIEeHb.

®

Baxkiinaa IMoBaxkc [Toimio ~ TakoX IMoKa3aHa IIalliEHTaM, SIKi MaloThb IIPOTHUIIOKA3dHHA 00



3aCTOCyBaHHS OpabHOI MTOTIOMi€NTiTHOI BaKI[MHY, & TaKOXK [JIg OycTepHOl iMyHi3a1ii ocib, o paHiiie
OyJu IeTieHi OpaybHOIO MOTiOMIETITHOI BaKIIMHOO.

[ToTeHIiHUY PU3UK alHOe Ta HeOOXiIHICTh MOHITOPUHTY AUXANbHOI QYHKII1 mpoTsaroM 48-72 rogud
CJIi[l BpaxOByBaTH IIPY IEPBUHHIN BaKIMHAalil OyKe HeJOHOLIEHUX AiTel (HapooXKeHuX < 28 TUXKHIB
BariTHOCTI), 0COOIMBO ¥ TUX HOBOHAPOLKEHUX, Y IKUX BigMidasacs He3pinicTh AuxanbHOI CUCTEMH.
OcCkinbKM KOPUCTb BaKUIMHAIIi1 ¥ ITi€l TPynu AiTeld € BUCOKOI0, BaKIMHAIIIO He CTIif BimKnagatu abo
3aTpUMyBaTH.

CuHKorle (HEIPUTOMHICTD) SIK IICHXOTeHHA pPeakilis Ha YKOJ TOJIKOI0 MOXKe BUHUKHYTH Mics abo
HaBiTh 10 Oyab-9KOi BakKUMHAIil. [ 3amobiranHsl TpaBMaM BHACIiHOK HETIPUTOMHOCTI Ta [JIs
YCYHEHHSI CUHKOIIa/IbHUX Peakiliii MOTPiOHO JOTPUMYBATHCh BifNIOBIIHUX IIPOLENYP.

®

Bakmuna ImoBaxkc [Tomio — MicTuTh (heHinanaHid, eTaHO i HATPIH.

ImoBakc Honio® MicTuTh 12,5 MikporpaMiB ¢eHinanaHiny B KoxkHiu 0o3i 0,5 M. OeHinanaHiH Moxe
OyTu HeGe3neyHUM [J1s1 MallieHTiB 3 ¢peHinkeTonypielo (PKY), pigkicHUM reHeTUUHUM
3aXBOPIOBAHHSM, II0 XapaKTEPU3YEThCA HAaKONUYEHHAM GeHinanaHiny, KUl He Moxe OyTu
HaJIe2KHUM YMHOM BUBE[EHUU.

ImoBakc Honio® MiCTUTh 2 MT cIupPTy (eTaHomy) B 103i 0,5 M. HeBenuKa KiNbKiCTh CIUPTY, 110
MIiCTUTBCS B I[bOMY JTiKapChbKOMY 3ac00i, HaBpS YU MPU3BOAUTD [0 MIOMITHOTO e(eKTy.

IMoBakc HOH10®

HaTpito.

MicTuTh MeHIe 1 Mmosb (23 Mr) HaTpio Ha 03y, TOOTO € TPaKTUYHO BiTbHUM Bif

Baxkimaa IMoBakc ITomio® MoXke MiCTHTH CITiHOBi KilbKOCTI HEOMILIWHY, CTPENTOMIIMHY 1 OJIIMIKCUHY
B (muB. po3min «[IpoTuoka3aHHs»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

3 orysAny Ha KJIiHIYHI faHi 1 BaKLIWHA MOXe [IpU3HAvYaTUCS IIifl 4ac BariTHOCTI y CUTYalifX, KOJIU
icHye BUCOKHY PU3UK 3apakKeHHs MojioMieniToM. B Takux BuIlafiKax IOTPiOHO JOTPUMYBATUCh
3arajabHUX PEKOMEH[IAIlHN 010 BaKIWHALIII TOPOCIHX, SKi MAOTh MiABUIIEHUN PU3UK 3apaxKeHHS
TIOJTiIOMIETITOM, 30KpeMa: 0CO0H, II0 ITOIOPOKYIOTh Y PETiOHU YU KpaiHH, [e € elifieMil mojioMienity,
abo y eHIeMiuHi II[0J0 MOJTIOMI€NITY PerioHy 4Yu KpalHu; 4ieHu rpoMaf abo oKpeMi rpynu HaceleHHS
3 3aXBOPIOBAHHSM, CIPUYMHEHUM AUKUMU T0JiOBipycaMu; CriBpobiTHUKY TabopaTopii, sKi
00p00IsI0Th 3pa3KH, 10 MOXKYTh MICTUTH IOIIOBIpyCH; MEeOUYHI TPALiBHUKHU, SIKi TICHO KOHTAKTYIOTh
3 mallieHTaMH, SKi MOXKYTh BUOIISATH QUK IOJTiOBIpYyCH; HeBaKIIMHOBAHI JOPOCHIi, MiTH SKuX 6ymyTh
OTPUMYBATH II€POPAIbHY BaKIMHY IIPOTH IOJIIOMIENiTY; 0coOu 3 iMyHOmediuTOM.

LI BakIIMHa MOXKe 3aCTOCOBYBATHCSA l'IiJZ[ YaC rogyBaHHA I'PYOOIO.

HocmifKeHHS BIJIMBY JIiIKapChKOT0 3aco0y Ha (PepTUIIBHICTh He ITPOBOAMUIIUCS.

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.



2KogHuX [OCTigXKeHb 1010 3TaTHOCTI BIJIMBATH Ha MIBUAKICTh peakliil mpu KepyBaHHi
aBTOTPAHCIOPTOM ab0 poboTi 3 iHIIMMK MeXaHi3MaMK He ITPOBOHUIOCS.

Cnoci6 3acmocyeaHHss ma do3u.

IIpu npoBenenHi imyHi3aIii Ha TepuTOpii YKpainu c1ig KepyBaTHCsI YHHHUMH HaKa3aMH
MO3 Vkpaiuu.

BaknuHaIi0 MPOBOTHTHL MEeTHYHHUH IIEPCOHAJI Y KabiHeTax mpodiTaKTHUYHHUX
nieIjieHb TiKyBaJIbHO-IPOPiTaKTHYHHNX 3aK/IadiB.

Hos3 YBAHHA

Pa3oBa iMyHi3yl04a [03a 11 HEMOBJIAT, AiTE€H Ta JOPOCINX CTaHOBUTH 0,5 MIIL.
Himu
CxeMa [o3yBaHHS BiATIOBIAHO OO0 PEKOMEHMALIIN:

2 iH’eKIril 3 iHTepBayioM [Ba MiCSlli - OfIHA Y Billi 2 MicsIliB i omHa y Billi 4 Mics1iB (TepBUHHA
BaKIMHAallif), MiCJIsA LbOr0 IPOBOOUTHCS Iepllla peBaKIMHalis y Bini 11 micauis.

[HII1i cXeMM HO3yBaHHS BiAMOBIAHO A0 YMHHUX HaIlOHAJIbHUX PEKOMEH[allild CJIiff BUKOPUCTOBYBAaTHU
3a HeOoOXimHOCTI Ta 3 OTPHMaHHSAM pekoMeHpmalin BOO3:

3 Biky 6 THXHIB ab0 3 BiKy 2 MicsIli BBOOATHCS 3 IOCTiAOBHI [03K BaKIIMHU IMOBaKC Honio®
o 0,5 M1 3 iHTepBasioMm 1 abo 2 Micsili, mepiila peBaKIMHAIlis TPOBOIUTHLCS dyepe3 6-12
MICSIIIiB ITiC/IS OTPEMAaHHS OCTaHHbOl J03Y ITIEPBUHHOI BaKIIMHALIil.

Y kpaiHax, B SKMX Y paMKaX CTaHapTHOTO KajeHaaps NpodilakTUYHUX IIenIeHb
BAKOPHUCTOBYETHCS XKKBa IlepopajbHa BaKLWHA I IPOQiIaKTUKY IOJIiIOMIENITY (TpUBaleHTHa,

6iBasleHTHA a60 MoHOoBasieHTHa OIIB), IMoBakc Honio® MOZKHa 3aCTOCOBYBaTH y KOMOiHaIlil (s
OJTHOYACHOT'0 3aCTOCyBaHHs) abo mocmimoBHo 3 OI1B, 3 moTpuMaHHsIM pekomeHparlii BOO3
Ta BiIIOBIOHO [0 YNHHUX HalliOHATbHUX PEeKOMEeHallii.

Bynp-siki momanbii OycTepHi ;031 BaKIMHY (SKi OyIyTh BBOOUTHUCS Y OUTSIUOMY, MigIiTKOBOMY a0
[IOPOCJIOMY BiIli) CITiff 3aCTOCOBYBATH BiAATIOBIIHO OO YMHHUX HaIllOHAJbHUX PEKOMEHAALIIN.

Hopocani
CxeMa [o3yBaHHS BiATIOBIAHO [0 PEKOMEHALIIN:

Y HeBaKIMHOBAHUX paHillle JOPOCINX HeOOXiMHO IpU3HAYaTH 2 TOCIigoBHi 103k 1o 0,5 M 3
iHTepBasIOM y 2 Micsli, Mic/Is UbOr0 IPOBOOUTHCS Iepllia peBaKIHallisa yepe3 8-12 MicAnis micis

OTPHMAaHHS IEePIIOol 03U IIePBUHHOI BaKIIMHAIIil.

[H1m1i cXeMu [O3yBaHHA BifIIOBIAHO OO YAHHUX HAlllOHAJIbBHUX PEKOMEHallill CJIii BAKOPUCTOBYBATU
3a HeOoOXimHOCTI Ta 3 mOTPpHMaHHAM pekoMeHpmaliin BOO3:

Panirre He BaKIIMHOBAHUM [IOPOCIMM HEOOXigHO MPHU3HAYaTH 2 MOCHimoBHI mo3u mo 0,5 My 3



inTepBanom 1 micsik abo, 6axkaHo, 2 MicsIl, mepilla peBaKIIMHAIliT ITPOBOAUTHCS Yepe3d 6-12 micsiriB
iCJIST OTPMMAHHS OCTaHHbBOI AO3U MTEPBUHHOI BaKIMHALIII.

Bynp-ski momanblmi OycTepHi [031 BaKIWHYU IOTPiIOHO BBOOUTH BiATIOBIMHO M0 YMHHUX HaIliOHAJTbHUX
pPeKoMeHAallin.

Cnocib 3acmocyB8aHH s

TlepeBakHUIA IIIAX BBEEHHS Bakuuuu IMoBakc [Tomio® BHYTPIIIHBOM 30BHM, X04a BaKIMHAa
MOXKe TaK0XK OyTU BBefieHa MifIIKipHO.

MicneM iH’€eKIlil € cepeqHs TpeTUHa IepeqHboIaTePaNbHOL JiMTHKY CTErHa [JIsT HEMOBJISAT Ta OiTen
PaHHBOTO BiKY Ta HaWOIbII ITi/IbHA OiMSHKA JeNbTOMOMIOHOTO M’ I3y [JIS OiTeH CTapIIoro BiKYy i
OOPOCTIUX.

BaknuHa moBHHHaA GYTI/I IIPO30pPOr0 i 66‘36apBHOIO: He BUKOPHCTOBYBATH BAaKIIMHY, SAKIIO BOHA
KaJlaMyTHa.

[ITomo pyTMHHOT'O 3aCTOCYBAaHHS 6araTomo30BOro ¢GyiakoHa - JuB. peKoMeH#arli BOO3.

[Tpu BUKOpPUCTaHHI BaKUKMHY y OaraTogo30BoMy (GrakoHi oyist 3a6opy mpemnapaTy BAPYTe MOBUHHI OyTH
BUKOPUCTaHi HOBUM IINPHUII i HOBAa CTePUJIbHA T'0JIKa, IIPenapaTt MOBUHEH BUIY4YaTHUCh 3 GIaKOHA ITpU
CTPOrOMY OOTPHMMAaHHI ITPaBUJT ACETITUKHY.

[nnuKaTopy GrakoHa BakuHY (IOB) 3HAXOOATHCS HA €THKETI BakiuHu IMoBakc [Tomio®, 1mo
mocTavyaeTbca KoMiaHie «Canodi [Tactep». KonbopoBuil 3HaK Ha eTUKeTI ¢nakoHa € [OB
(impukaTOopoM (prakoHa BakIKHM). Lle YyTIuBUI [0 Yacy i TeMIepaTypu 3HaK, 10 BKa3y€E Ha
CyKyIHe HarpiBaHHS, SIKOTO 3a3HaB (py1lakoH. BiH momepenxye KiHIIEBOT0 CIOXKKBayda Ipo
NOTPUMaHHS BiATIOBIAHOTO PIBHSA X0JIOLOBOIO JIQHLOTA.

Himu.
Bakmuny ImoBakc Tomio® moxua BAKOPHUCTOBYBATH [iTSIM 3 METOI0 MEPBAHHOI BaKI[MHAIIil Ta

peBakIlIMHallil BigIOBIAHO 0 peKOMeHallili, HaBefeHUX y po3mini «Crocib 3acTocyBaHHS Ta
03U ».

Ilepedo3yeaHHsi.

[HpopMaliig BigCyTHS.

ITo6iuni peakuii.

[ToOiuHi peakuii knacudikoBaHi 3 BUKOpPUCTaHHAM TepMiHosorii MedDRA 3a cucteMamu opraHis Ta



3a 4aCTOTOH:
Hyxe gacto: = 10 %

Yacto: =21 %i<10%

Heuacto: =2 0,1 %i<1%

Pigko: = 0,01 % i< 0,1 %

Hyxe pigko: < 0,01 %

YacToTa HeBioMa: He MoxKe OyTH OlliHeHa Ha OCHOBi JOCTYIIHUX JaHUX.

3rifHo 3i CIOHTAaHHUMU NOBiOMIIEHHSIMHY, esiKi HeOaXaHi SBUIA OyXKe PigKo BUHUKAIX MiCTis
3aCTOCyBaHHS JIiKapChKOro 3acoby IMoBakc ITomio®. OCKibKY OBifOMJIEHHS TIPO IIi IBHIIA
HaJICHJIal0Th JOOPOBINMBHO i PO3Mip MOy LIl HEBiHOMMU, He 3aBXKAU € MOXKJIMBICTH IOCTOBIPHO
OLIHUTHU IX 4aCTOTYy ab0 BCTAHOBUTU NMPUUYNHHO-HACIIIAKOBUY 3B’I30K i3 3aCTOCyBaHHSIM JaHO1
BaKLKHU. Y 3B’A3KYy 3 UM 4acCTOTa JaHuX HebakaHUX SBUI Kilacu(pikoBaHa K «HacToTa HeBimoMa».

HaBepeni Huxk4e mo6iyHi SBHUIIA CIIOCTEPIranucs Mif Yac KIIiHIYHUX OOCIigKeHb ab0 peecTpyBalucCs
3a JaHUMHU CIIOHTAHHUX IIOBIIOMIIEHD V MiCIIPEECTPALinHOMY IIePiofi.

Haiibinbi yacTuMy HebakKaHUMU SBUIIAMU ITiCJIg 3aCTOCYBaHHS ITi€l BAKI[MHY € MiClleBi peakiiii y
Micti iH’ex1ii (0inb, TOYEPBOHIHHS, 3aTBEPIIHHS) Ta MiABUINEHHS TeMIepaTypu Tina suine 38,1 °C.

Po3nadu 3 60Ky imyHHOI cucmemu

YacToTa HeBioMa: peakilil TimepuyTIuBOCTi I TUIY Ha ONMH 3 KOMIIOHEHTIB BaKIIMHHY, TakKi 5K
KPOIIKB'sTHKA, aHTiI0HEeBPOTHYHUM HaOPSK, aHadinakTUYHI peakiii abo aHadinaKTUYHUN IIOK.

Po3nadu 3 60Ky ncuxiku

YacToTa HeBimoMa: 30yOKeHHS, COHJIUBICTD i APATIBIUBICTh, SIKi BUHUKAIOTH MIPOTSATOM IIEPUINX TOJUH
a00 [HIB micd MIenJIeHHS Ta MIBUOKO 3HUKAIOTh.

Po3nadu 3 60Ky Hepeosoi cucmemu

YacToTa HeBimoMa: cymomu (i30b0BaHi ab0 1MOB’g3aHi 3 MigBUINEHHSIM TeMIepaTypH Tila) IPOTIroM
IEeKiNbKOX [HIB IiCc/Isl BaKIMHAIIl; TOJIOBHUY Oiib; TOMipHa i TpaH3UTOpHA IapecTe3is (B OCHOBHOMY
HUXKHIX KiHIIBOK), IKa BUHUKAE MPOTATOM 2 TUXKHIB IiCIIS HIeTIeHH.

Po3nadu 3 60Ky wKipu ma niOwKipHOi KAiMK0OBUHU
YacToTa HeBimoMa: BUCHIL.
Posaadu 3 60Ky onopHO-pyx08020 anapamy ma Cnoay4Hoi mKaHuHu

YacToTa HeBigoMa: MOBIZOMIISIOCS IIPO BUMAOKK Miajril Ta MOMIpHOL i TPAH3UTOPHOI apTparil
IIPOTSATOM [EKITbKOX IHIB MHiCIIA IMeIIeHHS.

3azanvbHi nopyweHHA ma peakuii 8 micui 88e0eHHA

Iyxe 4acTo: 6inb y Micti in’eKiril, migBuilleHHsT TeMmepaTypu Tina sutie 38,1 °C.



YacTo: mouepBOHIHHA Y MicIri iH’eKirii.
HedacTo: 3aTBepiHHS Y Miclli iH €KIIil.

YacToTa HeBigoMa: JiMbaeHomnaTis, MiclieBi peaknii y MicIi iH’ek1ii, Taki sk HaOPSK, SKi MOXKYTh
BUHUKATH IPOTIToM 48 ToguH micys IIelieHHs Ta TpuBaTH mpoTsAroM 1 abo 2 fHIB.

o0damkosd iHpopmauia wodo okpemux nonyasauil nauieHmis

AmniHOe y oyKe HeJOHOIIeHNX HEMOBTIAT (HapOOXXKEeHUX ¥ TePMiH < 28 THXKHIB recraiiil) (AuUB. pO3[in
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

Y pa3si BHHHKHeHHs 0yab-IKHX MOOIYHUX peakIlii, Oyab 1acKa, MOBigoMTe CBOrO JTiKaps.

MenuyHHM NpaniBHUKaM HEOOXiTHO MOBiTOMJISITH IPO BHMIAJKHU OyIb-TKHX MOOIYHUX
peaxuii 3a JOMOMOT 00 CHCTeMH (papMaKOHaArIsaay YKpaiHu.

Tepmin npudamHocmi.

3 poKH.

YMoBH 30epiranHsi.
36epiraTu npu Temnepatypi Big 2 o 8 °C (y xomogunbHUKY). He 3aMOpoXkKyBaTH.
3axuIaTy Bif cBiTia. 30epiraTy B HEIOCTYITHOMY [JIs AiTeH MicCIIi.

BaraTomo3oBuii (HJIaKOH MiC/IS BIIKPUTTS MOXKHA BUKOPUCTOBYBATHU MPOTITOM 28 [IHIB, SKIIO
BiH 30epiraeTbcs mpu TeMIepaTypi Big 2 mo 8 °C.

HecymicHicmo.

LIs1 BakIlMHA He IIOBUHHA 3MiH.IYBaTI/ICH 3 IHIITAMHA BaKIIMHAMH abo 3 iHmuMu HiKapCBKI/IMI/I 3acobaMu.

YnakoBka.

Cycnensis gns in’exniit o 0,5 mi (1 go3a) y momepegHbo 3allOBHEHUX IITNPHULIAX 3 MPUKPIMJIEHOI0
ronkoio (abo 2-Ma OKPEMHUMH TOTKaMH).

[To 1 mmpwuiy B KapTOHHiM KOpoOIli, pa30oM 3 iHCTPYKIIi€I0 [/ MEOUYHOTO 3aCTOCYBaHHS.

[To 1 wnpuiy B KapTOHHIi#M KOpoO1i, B sIKili MiCTUTBCSI CTAHOAPTHO-eKCIIOPTHA YIIaKOBKa Ta
IHCTPYKLiS [JI1 MEOUYHOI'0 3aCTOCYBaHHS.

Cycnensisa uns in’eknint mo 5 My (10 mo3) y dpimakonax Ne 1 a6o Ne 10.



ITo 1 abo mo 10 ¢hmakoHIB B KAPTOHHIM KOPOoO1Ii, pa30M 3 iHCTPYKINEIO O METUYHOTO 3aCTOCYBaHHS.

[To 1 a6o mo 10 ¢pnakoHiB B KapTOHHIN KOpOO1i, B IKili MiCTUThCS CTaHIapPTHO-eKCIIOPTHA yIIaKOBKa
Ta IHCTPYKLiA A1 MeIUYHOTO 3aCTOCYyBaHHS.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHUK.
Canodi ITactep, ®panuig / Sanofi Pasteur, France.

Canodi-ABeHnTic 3pT., Vropumta/ Sanofi-Aventis Zrt., Hungary.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr'0 aJpeca MicCIisi IPOBaKeHHs Tis/IbHOCTI.

1541 aBento Mapcens Mep’e, 69280 Mapci n’'Etyans, ®pasniia / 1541 avenue Marcel
Merieux, 69280 Marcy I'Etoile, France.

[Tapk Iupactpiens o'lukapsinb, 27100 Banb-me-Pour, ®panitisa / Parc Industriel d’'Incarville,
27100 Val-de-Reuil, France.

Byniensa 5, Kamnona Ytua 1, Byganemr XXII, 1225, VropuumHa.

3asiBHHUK.

Canodi [Tactep, ®panuist / Sanofi Pasteur, France.

Micue3HaxoaKeHHsI 3asiBHHKA.

14 Ecmac Aupi Bamne 69007 Jlion, ®paniiis / 14 Espace Henry Vallée 69007 Lyon, France.

HpeJICTaBHHK 3dsiBHHKaA.

TOB «Canodi-ABeHTic YKpaiHa», mifpo3ain mo poboTi 3 BakimHamu CaHodi [TacTep.

MiCIl;e3HaXOJI}Ke}IHﬂ nmpeaCrTaBHHKA 3asABHHKA.



01033, m. Kuis, Byn. Kunsiaceka, 48-50A, ten. (044) 354-20-00, dpakc. (044) 354-20-01.



