IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

IMOBAKC ITOJIIO®

BaknuHa mis npodilakTHKH NoTioMi€stiTy 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:

InakTuBOBaHUY momnioBipyc Tuny 1 (Mahoney) 40 oguHuip D aHTUTEHY*
InakTHBOBaHUY nomnioBipyc tumy 2 (MEF-1) 8 ogunuLb D aHTUTEHY™
InakTHBOBaHUM nomioBipyc Tumy 3 (Saukett) 32 oguHuni D anTUTEeHY*

O0ONOMINMCHI PeYOBUHU:

2-peHOKCieTaHOT** 2-3 MKJ
®opMmanbperin 2-20 MKT
Cepeposuiie 199 3 conamu XeHKca*** mo 0,5 mrtrrx

*BMicT D aHTUTeHy, BU3HaYeHU! Y D OOMHUIAX IMYHOXIMIYHUM METOOM
** 2-beHOKCieTaHON € Po3urHOM 2-peHoKcieTaHony v 50 % eTaHomi

*k* CepenoBuille 199 3 consamu Xenkca (6e3 GpeHOMy Y4€PBOHOT0) MiCTUTh CYyMilll aMiHOKUCIIOT
(Brimovatoun ¢eHinanaHiH), MiHepaJbHUX COJEMW, BiTaMiHIB Ta iHIINX KOMIIOHEHTIB (BK/II0Yal4u
TJII0K03Y), 3 IofaBaHHsAM 1ojticop6ary 80, po3uMHEHUX y BOMi I iH €KIlin

R0k 3HayeHHST pH perynoeThest COMTHOI KUCIOTO abo rigpoKCHOOM HaTPilo

BakuuHa BigmoBigae BuMoram €spomneiicbkol ®apmakorel Ta pekoMeHgalism BOO3.

JIikapcbKka ¢popmMa.

CycrneHsis o iH'eKLii.

OcHosHi (pizuko-ximiuHi 81acmugocmi: Ipo3opa, Oe3dapBHa pigyHA, 0 MiCTUTH MOIIOBipyCH



TpboX TUIIB (1, 2 Ta 3), Ky/IbTUBOBaHI Ha MepeLIenIoBabHil KIITUHHIN KynIbTypi Vero Ta
iHaKTHBOBaHi (OpMaIbaerifoM.

®apMakoTepaneBTUYHA I'Pyla. BakuuHa s mpodinakTuku momiomienity inaktuBoBaHa. Kon
ATX JO7B F03.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

BakiyHa BUTOTOBJIeHA 3 MOJIiOBIpYyCiB TUMIB 1, 2 1 3, KyJIbTUBOBAHUX Ha NepeIlelI0BalbHIl
KJIITUHHIN KyIbTypi Vero, o4uIeHrx Ta iHaKTUBOBaHUX (OpPMaIbIeriioM.

Yepes 1 micsaup micns TPeThol JO3U KypCy EPBUHHOI BaKI[MHAallil piBeHb CEPONPOTEKIIil CTAHOBUTD
100 % png nomiosipycis tumis 1 Ta 3 i Big 99 % mo 100 % - gng nmosioBipycy Tumy 2.

Y mite#t Mmonopioro Biky nepiua OycTepHa no3a (4eTBepTa J03a) IPU3BOAUTH [0 OYyKe BUCOKOTO
3pOCTaHHS TUTPIB 3 PiBHEM ceporpoTekil Bif 97,5 % go 100 % mns Bcix Tumis momioBipycis. Yepe3s
4-5 pOKiB micyg peBaKLKHALl piBeHb 3aXUCTY OJIA BCiX TPHOX THIIIB MOJIiOBIpYyCiB cTaHOBUTH 94-99 %.

Y mopocnux BaKLIIMHOBaHUX 0Ci0 BBeeHHS Meploi 6yCTePHOI J03U CYIPOBOKYETHCS BTOPUHHOIO
IMyHHOIO BiAIIOBI[IO.

['07I0BHUM YMHOM, IIi laHi OTPUMaHi 3 JOCIIiIXKeHb, IPOBEIeHNX 3 KOMOIHOBAHMMH BaKIMHAMH, SKi
MICTSITh BAKLIMHY IJIg IPOQiIaKTUKH IOJTIOMIENITY.

IMyHiTeT 30epiraeTbcs He MeHIe 5 POKIB IiCIIsT YeTBePTOl iH'€KIIil.
dapmakoKiHemuka.

He Bu3HaYaEeTHCA.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

s npodilakTUKY MOTIOMI€NITY ¥ HEMOBJIAT, [iT€l Ta JOPOCINX 3 METOI0 ITepPBUHHOI BaKIMHAIlil Ta
peBakuuHalii (BBefeHHsI 0YCTEPHUX 003).

IIpu npoBeneHHi iMyHi3alii manieHTiB Ha TepuTopii YKpaiHu Cj1ig KepyBaTHCA
YHHHUMHU HaKa3damMu MO3 YkpaiHu.

IIpomunoka3aHHs.

Bigoma rimepuyTnuBicTh 10 6yab-IKOTO KOMIIOHEHTa BaKIIMHU ab0 BaKIMHY aHAIOTiYHOTO CKJIany,



abo 7o Oynp-9KOl MOMOMIKHOI Pe40BHHY, a00 00 HEOMILIMHY, CTPENTOMIIIUHY, TIOTIMIKCUHY B.

3arajbHi THMYacoBi MPOTUIIOKa3aHHSA 00 OyOb-1KO0l BaKIMHAIlil: 3aXBOPIOBAHHS 3 MiABUIIEHHIM
TeMIIepaTypH Tisla abo rocTpe 3aXBOPIOBaHHSA. B TakoMy pa3i BaKIMHalIlilo He0OXigHO BiIKIIacTH.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemodit

Hapasi HeBigoMo npo iCHyBaHHS IKUX-HeOy[Ib PU3UKiB IPX OMHOYACHOMY BUKOHAHHI IIETIEHHS
BakKLMHOK IMoBaxc [Toio” pa3oM 3 iHIIMMY 3BMYAMHUMY BaKIMHAMH. Y pa3i 0HOYACHOrO BBEJCHHS
HeoOXimHO pobuTy in’ €Kil pi3HUMU LITPULIAMHU i y pi3Hi HiNAHKY Tina.

Ocob.1ueocmi 3acmocyeaHHsi.

He BBOTUTH BHYTPIIHHOCYTHUHHO: IEPEKOHATHCS, 1[0 I'0/IKA He MOTPANHIa B KPOBOHOCHY
CYOdHHY.

9K i 6ynb-AKy iH’ekmiliHy BakiuHy, IMosakc ITomio® MOTPiOHO BBOAUTH 3 00€PEXKHICTIO 0co0aM 3
TPOMOOIIMTOIIeHi€I0 ab0 MOPYIIIEHHSIM 3rOpPTaHHS KPOBi, TOMY 1[0 MOXKe IOYaTHCS KPOBOTEYa
iCJIs BHYTPIITHEOM SI30BOT'0 BBE[IEHHS BaKITMHHU.

4K i mpu 3acTocyBaHHi OyOb-gKOI iH €KIIiiHOI BaKIIMHU, TIOBUHHI OyTU y HAsIBHOCTI yci HeoOXximHi
JiKapchKi 3acobu 115 HafaHHS HeBiIKIagHOI MEeOUYHOI JOTIOMOTH y PiiKiCHOMY BUIIaKy PO3BUTKY
CEepUO03HUX a/IepPTriuHuX peakllii Ta aHa(piTaKTUYHOTO IIOKY. 3 Li€l IPUYUHY Nali€eHTU MOBHUHHI
nepebyBaTH Mg MeIUYHUM HaTrIsAmoM IpoTsaroM 30 XBUIMH ITiCJIsT BBeIeHHS BaKIIUHU.

IMyHOTeHHICTh BakIuHA IMoBakc ITomio® Moxe OyTH 3HMKEHA y MallieHTiB 3 iMyHomeinuToM Ta npu
JIiKyBaHHI iMyHOCYTIPECHBHUMU IIpefapaTaMu. B Takux BullagKaX PeKOMEHIO0BAaHO BiK/IaCTU
BaKIIMHAIIIO 0 3aKiHYEHHS iIMyHOCYIIPECUBHOI Teparii abo mepeKoHaTUCs V¥ HaleXKHOMY 3aXUCTi
narieHTa. OfHaK peKOMeHI0BaHa BaKIMHALIiA MAI[iEHTIB 3 XPOHIYHUM iMyHOAeDilUTOM, TAKUM SIK
BIJI-index1is, HaBiTh SKINO iMyHHA BiAmOBigs Oyme 3HUKEHOO (OUB. po3min «B3aeMopis 3 iHImMMU
JiKapChbKUMU 3aco0aMu Ta iHII BUAU B3a€MOfii»). Y pa3i IpuiHATTA pillleHHS I0f0 iMyHi3alii mpu
IIPOBEeMIeHHI iMyHOCYTIPECUBHOI TepaIlii CJTi BpaX0BYyBaTH TPUBAIICTh Ta KYPCOBi H03U
BUKOPHUCTOBYBAHUX JIIKAPCHKUX 3aC00iB Ta KOPUCTYBATUCS AifounMHU HakazaMu MO3 Ykpainu 1momo
IIPOBENEeHHS MPOQiTaKTUYHUX eI Hb.

Baxknuna ImoBakc ITomio® TaKOXK IMOKa3aHa MallieHTaM, sIKi MaloTh IPOTUIIOKA3AHHS [0
3aCTOCYBaHHS OpasibHOI MTOTiOMi€TiTHOI BAKLIMHY, @ TaKOXK A1 OyCTepHOI iMyHi3arii oci0, 1110
paHinre Oyyu IeneHi 0paabHOO MOIiOMi€TiTHOIO BaKIIMHOO.

[ToTeHIiiHUY PHU3UK alHOe Ta HeOOXiHICTh MOHITOPUHTY AUXaNbHOI QYHKII] mpoTsaroM 48-72 rogud
CJIi BpaxOBYyBaTH IIPY NEPBUHHIN BaKIKWHALlil JyKe HEJOHOIIeHUX TiTel (HapomXeHux < 28 TUXKHIB
BariTHOCTI), 0COOIMBO ¥ TUX HOBOHAPOOKEHUX, Y IKUX BimMidyasacs He3pinicTh AuxanbHOI CUCTEMHU.
OckinbKy KOPUCTH BaKUMHAl y LIi€l rpynu giTed € BUCOKOI0, BaKI[MHALII0 He CIIif BimknagaTu abo
3aTpUMyBaTH.

Le# nmikapchKui 3acib MiCTUTD:

MeHIre 1 Mmosb (39 Mr)/mo3y Kajito, TOOTO MPaKTUYHO BiTbHUM Bif KaJlio;



MeH1Ie 1 MMonb (23 Mr)/go3y HaTpilo, TOOTO TPaKTUYHO BiIbHUM Bifl HATPilo;
HEeBEJIUKY KiNbKiCTh eTaHoy, MeHIIe 100 Mr/mo3y;
GbeHinanaHid Ta Moxke OyTH HeOe3MMeYHUM [JIs XBOPUX Ha (QeHiNKeToHypio (ouB. po3min «Ckiam»).

Bakuuua ImoBakc ITomio® MoKe MiCTUTH CJTiIOBi KiTbKOCTI HEOMILWHY, CTPENTOMIIMHY 1 MOTIMIKCUHY
B (muB. po3min «[IpoTUIoKa3aHHI»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

3 orysAny Ha KJIiHIYHI faHi 11 BaKLIMHA MOXe [IpU3HA4YaTUCS IIifl 4ac BariTHOCTI y CUTYalisX, KOJIU
icHye BHCOKHY PHU3UK 3apakKeHHs MoJioMieniToM. B Takux BUITafiKax IOTPiOHO JOTPUMYBATUCh
3arajibHAX PEKOMEHIalliid OO0 BaKIIMHAIlil IOPOCINX, SKi MalOTh MiIBUINIEHNY PU3UK 3apakeHHS
II0JTiOMi€ETiTOM, 30KpeMa: 0C0o0H, III0 IMOIOPOKYIOTh Y PETiOHU YU KpaiHH, [e € elifieMil mojioMienity,
abo y eHIeMiuHi II0J0 MOJTIOMI€NiTYy PerioHy Yu KpalHu; 4ieHu rpoMaf abo oKpeMi rpynu HaceleHHS
3 3aXBOPIOBAHHSM, CIPUYMHEHUM OUKKMMHU NOJIiOBipycaMu; CiBpoOiTHMKY 1abopaTopil, AKi
00po6IAI0TH 3pa3Ky, 1[0 MOXKYTh MICTUTH IOTiOBIpyCH; MEOUYHI IpaliBHUKY, IKi TICHO KOHTAKTYIOTh
3 mallieHTaMH, SKi MOXKYTh BUOIISATH QUK IOJTiOBIpYyCH; HeBaKIIMHOBAHI JOPOCHi, MiTH SKUX OymyTh
OTPUMYBATH II€POPAIbHY BaKIMHY IIPOTH IOJIIOMI€ENiTY; 0co0u 3 iMyHOmediuTOM.

]_[E[ BaKIIiHA MO2XK€ 3dCTOCOBYBATHUCA mig 4Jac TOOYBaHHA I'PyOOIO.

HocmifKeHHS BIJIMBY JTiIKapChKOT0 3aco0y Ha (GepTUIIbHICTh He ITPOBOAUIIUCS.

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

KogHUX [OCTigXKeHb 1010 3TaTHOCTI BIJIMBATHU Ha MIBUAKICTh peakliil Mpyu KepyBaHHI
aBTOTPAHCIOPTOM a00 po0OoTi 3 iHIMKUMHU MexaHi3MaMHU He ITPOBOIUIIOCS.

Cnocid 3acmocyeaHHsi ma do3u.

Ilpu npoBeneHHi imyHi3anii Ha TepuTOpii YKpainu c1ig KepyBaTUCsI YHHHUMH HaKa3aMH
MO3 Ykpaiuu.

BakuuHaIio MPOBOTHTH, MEeTHYHHUH MIEePCOHAJI Y KabiHeTax mpodiTakKTHUYHHUX
meIUIeHb TiKyBaJIbHO-NIPO(iTaKTHYHUX 3aKJIa/iB.

[lo3y8aHHA

Pa3oBa iMyHi3yo04a f03a A1 HEMOBIIAT, [iTE€H Ta JOPOCINX CTaHOBUTH 0,5 MIL.
Himu

CxeMa [o3yBaHHS BiATIOBIAHO [0 PEKOMEHOALIIN:

2 iH’eK1Iii 3 iHTepBasOM OBa Micslli - OfgHA y Bili 2 Mics1iB i ogHa y Biti 4 Mics1iB (IepBUHHA



BaKI[MHALIis), MCJIg IbOr0 IPOBOOUTHCS IepIlla peBaKUuHallig y Bitli 11 micsiis.

[HIIi cCXeMM [O3yBaHHS BiIIOBIAHO [0 YWHHUX HAlllOHAJIBHUX PEKOMEHallill CJIii BAKOPUCTOBYBATH
3a He0OXimHOCTI Ta 3 MOTPUMaHHSIM pekoMmeHparlii BOO3:

3 BiKy 6 THXKHIB a00 3 BiKy 2 Mics1li BBOASTECS 3 IOCIiNOBHI 031 BaKIMHU IMOBaKC [Tonio® mo
0,5 My 3 iHTepBasioMm 1 abo 2 MicsIi, mepina peBaKIMHAIlisg IPOBOOUTHECS Yyepe3 6-12 micsIiB
IIiCJISI OTPUMaHHS OCTaHHBLOI N03U IIEPBUHHOI BaKIIMHAIIil.

Y xpalHax, B 9KUX Yy paMKaX CTaHIapTHOTO KajeHaapsd IpodiTakTUYHNX MenIeHb
BUKOPUCTOBYETHLCS KKBa IlepopalbHa BaKIMHA OJ151 NPOoQinaKTUKY IOJTiOMIENITY (TpUBaeHTHA,
biBaseHTHa aGo MoHOBaneHTHa OIIB), ImoBakc ITomio® MOXKHa 3aCTOCOBYBATH Y KOMOiHAIT (s
OJIHOYaCHOTO 3aCTOCyBaHHS) abo mocnimoBHO 3 OI1B, 3 moTpuMaHHsAM pekomeHpalii BOO3
Ta BIAMOBIOTHO 00 YMHHUX HAI[lIOHAJIbHUX PEKOMEHOAIliH.

Bynp-sKi mopmanbii OycTepHi 031 BaKIMHY (SKi OyAyTh BBOOUTUCS Y IUTAUOMY, MigIiTKOBOMY a0
IOPOCIOMY BiIli) CJIify 3aCTOCOBYBATH BifIIOBIAHO [0 YNHHUX HalllOHAJIbHUX PEKOMEHIAlliu.

Hopocni
CxeMa mo3yBaHHS BIATIOBIOHO OO PEKOMEH[ALlin:

Y HeBaKLIMHOBAHUX PaHillle MOPOCIUX HEOOXIMHO Mpu3HavYaTH 2 MOCIifoBHI 1o3u mo 0,5 M 3
iHTepBasoM y 2 Micsli, MiCNIs bOr0 MPOBOOUTHCS MepIla peBakKIMHallisA yepe3 8-12 MicAmiB micns

OTPUMaHHS IepIIol 403U MEPBUHHOI BaKI[MHAIIIl.

[HIIi cXeMM [O3yBaHHS BiIIOBIAHO [0 YMHHUX HAlllOHAJIbHUX PEKOMEHallill CJIii BAKOPUCTOBYBATH
3a HeO0OXimHOCTI Ta 3 MOTPHMaHHSIM pekoMmeHparlii BOO3:

Panime He BakKIIMHOBAHUM HOPOCIMM HeOoOXiqHO MpU3HavYaTH 2 MOCIifoBHi mo3u 1mo 0,5 M1 3
inTepBasom 1 micsie abo, 6axKano, 2 MicsIli, mepira peBaKIHHAIliS IPOBOIUTECS Yyepeld 6-12 micsiriB
iCJIsT OTPUMAHHS OCTaHHbLOI MO3U MEPBUHHOI BaKIMHATLIII.

Bynp-siKi mopmanbii 6yCcTepHi 1031 BaKIIMHU MOTPIOHO BBOJUTH BiIIOBIIHO N0 YMHHUX HAIliOHAJIbHUX
peKoMeHaallii.

Cnocib 3acmocysdaHHA

[TepeBaxXHUY MINISIX BBeOEHHS BaKIIMHU IMOBaKC [Tomio® BHYTPIITHEOM I30BUH, X04Ya BaKLMHA MOXKE
TakoXk OyTH BBefieHa MifIIKipHO.

MicrneM iH'€eKIlil € cepegHs TpeTHUHA IepeqHboIaTePaNbHOL iISTHKY CTerHa [IJIsT HEMOBJISAT Ta OiTen
PaHHBOTO BiKy Ta HaWbibII LIiTbHA OiNSHKA AeNIbTONOMI0OHOT0 M’S3y [JId [iTel CTapuIoro BiKy i
OOPOCHUX.

Bak1nuHa noBrHHa O6yTH Ipo30poio i 6e36apBHOI0: HE BUKOPUCTOBYBATU BaKIMHY, SKILIO BOHA
KaJaMyTHa.

[ITomo pyTHHHOTO 3aCTOCYBaHHA 6araTog030BOro (jakoHa - AUB. peKoMeHpalii BOO3.

[Tpu BUKOpHCTaHHI BakKIWHU ¥ 6araTomo30BoMy (iakoHi oyisi 3a6opy mpenaparty BAPyTe IOBUHHI OyTH



BUKOPUCTaHi HOBUM IIIIPHUIL i HOBA CTePUJIbHA T'OJIKa, ITPenapaT MOBUHEH BUIY4YaTHUCh 3 GIaKOHA ITPU
CTPOTOMY JOTPUMAaHHI ITPaBUJT aCETITUKH.

[HmuKaTopu (rakoHa BakIuHYU (IOB) 3Hax0msThCS Ha €TUKETII BaKIUHYU IMOBaKC ITomio®, mo
mocTadyaeThcd KoMiaHieo «Canodi [Tactep». Konboposuii 3HaK Ha eTUKeTI ¢nakoHa € [OB
(impukaTOopoM (prakoHa BakiKHM). Lle YyTIUBUIM [0 Yacy i TeMIepaTypu 3HaK, 0 BKA3y€E Ha
CYKYITHe HarpiBaHHS, KO0 3a3HaB (p1akoH. BiH nmomepenxkye KiHIIEBOTO CIIOKKMBayda IIpo
OOTPHMMaHHS BiiMIOBIAHOTO PiBHS XOJIOZOBOT0 JIAHIJIOTA.

Himu.

Bakuuny IMoBakc ITommio® MOXKHa BUKOPHCTOBYBATH IiTIM 3 METOIO TePBUHHOI BaKIMHALIl Ta
peBakIIMHallil BigIIOBiAHO 10 peKOMeHIallili, HaBedeHuX y po3mini «Crocib 3acTocyBaHHS Ta
IO3U».

Ilepedo3yeanHsi.

[HpopMalrig BigCyTHSA.

ITo6iuni peakuii.

[To6iuni peakmii kimacudikoBaHi 3 BUKOpHUCTaHHSAM TepMinosnorii MedDRA 3a cucTeMaMu OpraHiB Ta
3a 4aCTOTOIO:

Hyxe gacto: = 10 %

Yacto: =21 %1i<10%

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

Pigko: 2 0,01 % i< 0,1 %

Iyxe pigko: < 0,01 %

YacToTa HeBioMa: He Moxke OyTH OIliHeHa Ha OCHOBI HOCTYITHUX NAaHUX.

3rigHo 3i CIOHTAaHHUMU MOBiTOMIEHHSIMH, OesKi HeOaxkaHi SBUIIA AyKe PiIKO BUHUKAJY IIiCs
3aCTOCYBaHHs TiKapCchKoro 3acoby Imosakc IToio®. OCKiTbKM MOBiTOMIIEHHS IIPO IIi SBUINA
HAJICHUJIAI0Th JOOPOBINBHO i PO3Mip MOMY Il HEBiHOMMUI, HE 3aBXKAY € MOXKJIMBICTh TOCTOBIPHO
OLIHUTH 1X 4aCTOTy a60 BCTAaHOBUTU NMPUYUHHO-HACTIIKOBUY 3B’A30K i3 3aCTOCYBAaHHSIM HaHOI
BaKIMHU. Y 3B’A3KYy 3 IIUM YaCTOTa JaHuX HebaxkaHUX SIBUI KilacupikoBaHa K «HacToTa HeBimoMa».

HaBepeni Huxk4e mobiuHi SBHUIIA CIIOCTEPIraaucs Mif Yac KIiHIYHUX OOCITigXKeHb ab0 peecTpyBaIucs
3a JaHMMHU CIIOHTAHHUX IIOBITOMJIEHD Y MiCIIpPEECTPaLliitHOMY IIepiofi.



Haibinpi yacTuMu HebaXXaHUMU SBUIIAMMU ITiCIIST 3aCTOCYBAHHS ITi€l BaKIIMHYU € MiCIEBi peakil y
Micri in’ekii (6inb, TOYEPBOHIHHS, 3aTBEPIiHHS) Ta MiABUILNEHHS TeMIepaTypu Tina Buire 38,1 °C.

Posnadu 3 60Ky iMmyHHOI cucmemu

YacToTa HeBifoMa: peakiiil TrimepuyTAuBOCTi I TUIy Ha ONUH 3 KOMIIOHEHTIB BaKIIMHY, TakKi K
KPOIIKB'sTHKA, aHTiI0HEeBPOTHYHUM HAOPSK, aHadinakTU4HI peakiil abo aHadinaKTUYHUY IIOK.

Po3znadu 3 60Ky ncuxiku

YacToTa HeBioMa: 30yOKeHHS, COHJIUBICTD i APATIBIUBICTh, IKi BUHUKAIOTH MIPOTSATOM IIEPUINX TOJUH
a00 OHIiB micid MIenJIeHHs Ta MIBUOKO 3HUKAIOT.

Po3nadu 3 60Ky Hepsosoi cucmemu

YacToTa HeBioma: cymoMu (i301b0BaHi ab0 1MOB’g3aHi 3 MigBUINIEHHSIM TeMIepaTypH Tila) IPOTIroM
IEeKiNbKOX [HIB IiCc/Isl BaKIMHAIll; TOJTIOBHUY Oiib; TOMipHA i TpaH3UTOPHA MapecTe3is (B OCHOBHOMY
HUXKHIX KiHIIBOK), IKa BUHUKA€E MPOTIATOM 2 TUXKHIB ITiCIII HIEeTIeHH.

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

YacToTa HeBifoMa: ITOBIHOMIISNIOCS PO BUAMAOKM Miaril Ta MOMIpHOI i TpPaH3UTOPHOL apTparil
IIPOTSATOM [IEKITbKOX IHIB MHiCIIA IMeIeHHs.

3azanvbHi nopyweHHA ma peakuii 8 micui 88e0eHHA

Iyxe 1acTo: 6inb y Micii in’eKIril, mgBuilleHHsT TeMmepaTypu Tina suie 38,1 °C.
YacTo: MOYepBOHIHHS Y MicIli iH €KIIil.

HeuacTo: 3aTBepAiHHS y Miclli iH €KIIil.

YacToTa HeBigoMa: JiMbaeHonaTisa, MiclieBi peakii y MicIli iH’eK1ii, Taki AK HaOpSK, SKi MOXKYTh
BUHUKATU IPOTATOM 48 rofuH Iicys IIenIeHHs Ta TPUBaTH nmpoTsaroM 1 abo 2 mHiB.

Iodamkosa iHhopMmauia wo0o okpemux nonyaauil nauieHmis

AmHOe y myKe HeIOHOIIEeHUX HEMOBJIAT (HapomKeHUX y TepMiH < 28 TUXKHIB recratiii) (quB. po3min
«Oco0IMBOCTI 3aCTOCYBaHHS»).

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

MeguyHHUM NpaliBHUKAM HE0OXiTHO MOBiTOM/ISATH PO BHNAAKH OyIb-sIKHX MOOiYHHX
peaxuii 3a JOIMOMOT 00 CHCTeMH (papMaKOHarIsaay YKpaiHu.

Tepmin npudamHocmi.

3 pPOKH.



YMmoBu 30epiranHsi.
30epiratu npu TeMiepartypi Big 2 mo 8 °C (y xonmogunbHUKY). He 3aMOpoOXKyBaTH.
3axumarty Bif cBiTia. 36epiratv B HEOOCTYIHOMY OJIS AiTel Miclii.

Baratomo3oBuil (hy1akoH MiC/Is BITKPUTTSA MOXKHA BUKOPUCTOBYBATH IPOTATOM 28 OHIB, SKIIO BiH
30epiraeTbcs mpu Temnepartypi Big 2 mo 8 °C.

HecymicHicme.

LI BakI[MHA He TIOBUHHA 3MilTyBATUCS 3 iHIIMMY BaKIMHAMU a00 3 iHIIMMU JTiKapChKUMH 3acobaMu.

VYnakoBka.

Cycnensis ons in’exkniii o 0,5 mi (1 go3a) y monepegHb0 3alOBHEHUX MINPHULIAX 3 IPUKPIMJIEHOI0
ronkoio (abo 2-Ma OKpEMUMH T'OTKaAMH).

[To 1 mmpuily B KapTOHHi#M KOPOOIli, pa30M 3 iHCTPYKIIi€I0 I MEOUYHOTO 3aCTOCYyBaHHS.

[To 1 mmpwuily B KapTOHHiM KOpOOIIi, B SIKi¥i MiCTUTHCSI CTAaHOAPTHO-€KCIIOPTHA yIIaKOBKa Ta
IHCTPYKLis I MEOUYHOI'0 3aCTOCYBaHHS.

Cycnengis ans in’ekiit mo 5 M (10 mo3) v dnakonax Ne 1 a6o Ne 10.
[To 1 a6o mo 10 ¢nakoHiB B KapTOHHIM KOpoO11i, pa3oM 3 iHCTPYKIIi€l0 IJIsT MEIUYHOTO 3aCTOCYBaHHS.

[To 1 a6o mo 10 ¢rakoHiB B KapTOHHIX KOPOO1i, B IKill MiCTUTBCS CTaHIAPTHO-eKCIIOPTHA YIIaKOBKa
Ta IHCTPYKLIif OJI1 MeOUYHOI'0 3aCTOCYBaHHS.

Kareropis Bigmycky.

3a perenTom.

BupoOHHK.
Canodi [Tactep, ®pantis / Sanofi Pasteur, France.

Canodi-ABeHTic 3pT., Yropmusna/ Sanofi-Aventis Zrt., Hungary.

Micue3HaxoaKeHHsI BAPOOHHKA Ta MOr0 ajpeca MiCIisi IPOBaXKeHHSs Tis/IbHOCTI.



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

[Tapk Inmactpiens o' Iukapsine, 27100 Banb-me-Poit, ®panmis / Parc Industriel d’'Incarville,
27100 Val-de-Reuil, France.

Bynisnsa 5, Kamnona Vtua 1, Byganewr XXII, 1225, VropumHa.

3asIBHHUK.

Canodgi ITactep, ®paniis / Sanofi Pasteur, France.

MiCIJ,'e3I-IaXOJ],'}KeHHﬂ 3adABHHKa.

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

IIpencTraBHHUK 3asiBHHKA.

TOB «Canodi-ABenTic YkpaiHna», mimpo3min mo po6oTi 3 BakuuHamu Canodi ITactep.

Micne3HaxomKeHHs MpeacTaBHUKA 3asiBHHKA.

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



