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YACTHHA VI: PE3IOME IIJIAHY YIIPABJIIHHA PU3UKAMMU IS JIIKAPCBKOI'O
3ACOBY

Pestome muiany ynpaiinHg pusukamu i PoraTek Bakumna s npodisiakTuku
poraBipycHoi iHdekuii, ;kuBa, nepopaiabHa, nenraBajenTna / RotaTeq™ Rotavirus Vaccine,
Live, Oral, Pentavalent

[Ipencrasneno pe3tome miany yrnpasiainasa pusukamu (ITYP) nna PoraTek. [TYP ngeranpHO onmcye
BaXJIMBI pU3UKHU Ui BakMHUA PotaTek Ta nuisixu oTpuMaHHs 10JaTKOBOI iH(pOpMaIlii Ipo pU3HKH
Ta CyMHIBHI (akTopH (BiaCyTHs iHpopMmaris) ms PoraTexk.

KopoTtka xapakrepucruka Jrikapcbkoro 3aco0y (KXJI3) s PoraTek Ta iHCTPYKIIis 111 MEIUYHOTO
3aCTOCYBaHHS HAJAl0Th BaXUIMBY 1H(GOpPMAIIO AN MEIUYHHMX CIELIaiCTiB Ta MAalli€HTIB LI0J0
3acToCyBaHHs BakuuHu PoraTek.

Le pestome [TYP na PoraTek ciig unTaTi B KOHTEKCTI Bei€i 1i€i iHPopMarlii, BKIIFOYAIOYH 3BIT PO
OLIIHKY Ta Pe3IoMe JTOCTYITHOK MOBOIO, SIKi € YaCTUHOI0 €BPOIEHCHKOTO MyOIiYHOTO 3BITY 3 OLIHKA
nikapcekoro npemnapary (EPAR).

BaxxmBi HOBI mpoGiiemMu abo 3MiHHM MMOTOYHUX MPOOsieM Oe3neku OyayTh BKIIOYEHI B OHOBJICHHS
IIVP nna PoraTek.

. JlikapcbKkuii 3aci0 i 171 40ro BiH 3aCTOCOBYEThCS

Bakmuna PotaTek moka3aHa Jist akTUBHOI iMyH13a1lii JiTeil BIKOM Bifl 6 THXKHIB 0 32 THXKHIB IS
Npo(dUIaKTUKY TaCTPOEHTEPUTY, CIHPUUMHEHOTO pOTaBipycoM (IUB. MOBHY 1H(pOpMAaLi0 Mpo
nokasanHs y KXJI3 ta iHCTpyKIii [uist Meau4gHOTrO 3acTocyBaHHs). [Ipenapat MiCTUTh BaKLIUHY JUTS
npo(diIaKTUKKU poTaBipycy (KMBY) B SIKOCTI JIIF0UOI PEUOBMHU y BUIJISII NEPOPATIBLHOTO PO3UUHY
00’eMoM 2 M1 y TyOl, IKU IPU3HAYEHUH JIUILE JUTSl IEPOPaTbHOTO 3aCTOCYBaHHS.

binpm neransHy iH(opmalio npo omiHKy kopucti PoraTexk moxna 3HaiitTu B EPAR Ha nanwmii
JKapchKUi 3aci0, y TOMY YHCIi y pe3loMe JIOCTYITHOI MOBOIO Ha BeO-caiiTi EMA, Ha BeG-cTopiHIi
JKapChKOTO npenapary: [https://www.ema.europa.eu/en/documents/overview/rotateq-epar-
summary-public_en.pdf].

1. Pusuku, acouiiioBaHi i3 3acTocyBaHHSIM JIiKapchbKOro 3aco0y, Ta 3axoau MiHimizamii
a00 MogaNbIIOro BUSIBJICHHSI PU3HKIB

Baxmui pusuku g PoraTex pasom 13 3axomamMu Mmoo MiHIMIZAIli TakWX pHU3HKIB Ta
3aMpOMOHOBAHMX JOCITIDKEHb ISl TOTO, 100 Ai3HATHCS Oiiblne mpo pusuku BakuuHu PotaTek,
HaBeJEH1 HIKUE.

3axoau 3 MiHIMi3alil pU3UKIB, BUSABIEHUX MPU 3aCTOCYBaHHI JIIKapChbKHUX 3ac00iB, MOXYTh OyTH
HACTYITHHMHU:

e OcoOnuBa iH(poOpMaIlisa, a caMe TOMEPEIKEHHs, 3amoODKHI 3aXO0Au Ta TOPaad MO0
KOPEKTHOTO BUKOPUCTAHHS, B IHCTPYKIIi AJIT MEIUYHOTO 3aCTOCYBAaHHS Ha TMpernapar Ta
KOPOTKIA XapaKTEPHUCTHIl JIKAPChKOro 3aco0y, aJpecoBaHl TMalliEHTaM Ta MEIUYHUM
creriamicram;

e BaxnuBi mopaau Ha yHaKoBIIi JIKapChKOTO 3ac00Y;

e 3apeecTpoBaHM po3Mip YHMAKOBKH — KUIBKICTh JIIKapChKOTO 3ac00y B YIAKOBIII 0OMPA€ETHCS
TaKuM YHMHOM, 1100 3a0€3MeYnTH MPaBIIIbHE BUKOPUCTaHHS 3ac00Yy;
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e IIpaBoBuii craryc JIIKapChbKOrO TNpemapary — KaTeropis, 3a SKOK JIKapChKHHM 3aciod
BIJIIYCKA€TbCA TalLli€HTy (HAampUKiIajg, 3a peunentoM abo 0e3 HbOro), JOMOMOXKE
MiHIMI3YBaTH HOTO PU3HKH.

Pa3oM 111 3aX011 CKIAIAI0Th PYymMuKHI 3aX00U 3 MIHIMI3ayii pU3UKIE.

Ha pomartox mo mux 3axomiB, iH(opmallis nmpo MmoOivHi peakiii Oe3mepepBHO 30HUpaAEThCA Ta
peryJisipHO aHami3yeThes, BKItovaoun ominky y [103b (PSUR), 3 Tum 106 MoxHa OyJio HeraiHo
BXKUTH HEOOX1THMX 3ax0/iB. Lli 3ax01u CKIIaal0Th pymuHtHi 3axo0u 3 hapmakorazisioy.

IILA  Ilepenik Bax/IuBUX PU3HMKIB Ta BiAcyTHA iHopmanis

BaxnuBumu pusukamu PoraTek € pusukm, ski moTpeOylOTh CHELIQIBHHX 3aXOMAIB  IOJO
VOpaBIiHHA PU3MKAMHA 3 METOI0 TOJAJIBIIOTO JOCTIDKeHHS a0o MiHIMI3amil pH3HKY, s
0€3MeYHOr0 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y.

BaxmBi pu3uku MOXyTh OyTH 11eHTH(IKOBaHUMHU a00 MOTCHUIHHUMHU. [1eHTH(IKOBaHI PU3HKH —
ne mnpobOiemu Oe3meKkH, s SKUX ICHY€ JOCTATHE MiATBEPPKEHHS 3B’A3KY 13 3aCTOCYBAaHHSIM
BakuuHu PoraTek. [loTeHuiiiHi pusukm - 1e NPOOIEMH, IIONO SKHMX MOXIIMBUN 3B’SI30K i3
3aCTOCYBaHHSIM IbOT'O JIIKAPCHKOTO 3ac00y Ha OCHOBI JIOCTYIHHX JaHHX, ajie L€l 3B’SI30K IIe He
BCTAQHOBJICHO, 1 BIH TOTpeOye MOAANBINOI OIIHKH. BincyTHs iHpopmaris — e idopmaris 3
0e3mneKku JiKapchbKoro 3acoly, sika B JaHWI Yac BiICYTHs, 1 i1 mOTpiOHO 310patu (HAmpUKIIAJ, MpH
TPHUBAJIOMY 3aCTOCYBaHHI JIIKapChKOTO 3aC00Y).

Taoauus IL.A.1: IlepeJik BaxJIMBUX PU3MKIB Ta BiiCyTHs IHpopmanis

Ilepenik BaxKIMBUX PU3HKIB TA BilCyTHA iHpopmania™

Baxnusi 11eHTU()IKOBaH] pU3HKU Hemae
BaxTuBi NOTEHLIHHI PU3HKH Hemae
BincyTtHs iHpopMartis Hemae

* BakimuBi ineHTH(iKOBaHI 200 TOTSHIIHHI PU3UKH, BKIFOYEHI 10 monepenHix Bepciit [IYP, Oymu ycyHeHi Ha OCHOBI
OISy HAKOTIMYYBaJbHUX KIHIYHMX JAHMX Ta BKa3iBOK Yy MOJIYJI 5 HajexHOI MpakTuku 3 ¢apmakonarisny GVP
(Pen. 2), BiMOBITHO J10 peryJisipHUX oHOBJIeHb [TY P poTIroM >KUTTEBOTO LUKITY MPOJYKTY.

I1.B Pe3siome Ba:kJIMBHX PU3UKIB

Indopmartis 3 O6e3neku B 3aPONOHOBAHIN IHCTPYKIIT JUIi MEAMYHOIO 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y BIAMOBiAa€e IHCTPYKII Ha pedepeHTHHI mikapcekuii 3acid. Y upomy I[IYP nHemae
11eHTU(IKOBaHUX PU3UKIB, TOTEHIIMHUX PU3HKIB a00 BiICYTHBOI iH(OpMaIIii.

I1.C Ilnan po3poOku B mOCTMAPKETHHIOBHii mepios
11.C.1 JocaigskenHs, uo € 000B’SI3KOBUMH /IJI OTPUMAHHS Pe€CTPAlliliHOT0 MOCBiTYeHHs

BincyTHi nocniakeHHs, 1o € 000B’SI3KOBUMH I OTPUMAaHHS pPeecTpariiHoOro MmocBiaueHHs abo
000B’s13xk0BUMH 17151 PotaTek.

11.C.2 Inui gocaixzkeHHs B IUIaHi po3po0KH B MOCTMAPKETHHTOBHIA Mepios

s npenapaty PoraTek Taki JoCiiKeHHs: HE BUMAraroThCsl.



