HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Rotarix mepopaJjina cycrneH3us B IpeBapUTEIHO HATBIHECH aIlINKATOp 32 MePOPAIHO TPUIOKEHHE
Rotarix mepopaJjna cycnensus B TyOa

Rotarix mepopasina cycrieH3us B €HOI030BU TyOH, CBBP3aHH C JICHTA (5 €MUHUYHH JT03H)
Bakcuna cpeuty poraBupyc, )KrBa

(Rotavirus vaccine, live)

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

1 mo3a (1,5 ml) ceappxa:

Yogemku porasupyc mam RIX4414 (;xuB, aTeHIONpaH)

(Human rotavirus RIX4414 strain (live, attenuated))* He no-majko ot 10%° CCIDsy
*[pon3BeIeH BbB Vero KIeTKH

IToMomHY BelIecTBa ¢ M3BECTHO JACHCTBHE:

Tosu npoaykt ceabpka 1 073 mg 3axapo3a, 32 mg Hatpuit, 10 Mukporpama rioxo3a u 0,15 Mukporpama
(heHmIaaHWH Ha 11032 (BXK. TOUKa 4.4).

3a IBIHUS CIIHCHK HA IIOMOIIHUTE BEIECTBA BIDKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Ilepopanna cycnensusi.
Rotarix e npo3padHa u 6e31BETHA TEUHOCT.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU OKA3AHUS

Rotarix e nokas3an 3a akTHBHA UMYHHU3aIUs HA Jiella Ha Bb3PacT OT 6 J0 24 ceaMUIH 3a npoduiakTuKa Ha
racTPOCHTEPUT, AbJDKAIL e Ha poTaBupycHa WHpeknus (BxK. Touku 4.2, 4.4 u 5.1).

[Mpunaranero Ha Rotarix TpsiOBa 1a ce OCHOBaBa Ha O(PUIIMATHUTE IPETIOPHKHU.

4.2 Jlo3upoBKAa M HAYMH HA MPHJIOKEHHE

2 lOSH[!OBKa

KypchT Ha BakcuHanus ce ¢bCTOM OT /ABE J03U. [IbpBaTa 103a MOXKe J1a ce MPUIIOKH CIIE HABbPIIBAHE HA
6-cenMUYHA Bh3pacT. Mex/Iy JI03uTe TPsAOBa Ja MMa He MO-MaJIKo OT 4 ceIMUIH. 3a TIPEeIIIOYNTaHE €
KypChT Ha BaKCHHAIMS 1a ObJie MPOBEJIEH MPEAN HAaBbPIIBaHe HA 16 CEAMUIIH, HO 3aBJDKUTEITHO TPAOBa /1a
ObJe 3aBbpIIEH 10 24-ceqMUYHA BB3PACT.

Cniiata 103upoBKa Ha Rotarix Moxe Ja ce mpuiara npu 0e0eTa, poJaeHH IPEXACBPEMEHHO Clie/l Hal-MaJlko
27-ata recTallMOHHa ceaMuIa (BxK. Touku 4.8 u 5.1).

Ilo BPEMC Ha KIIMHUYHUTEC U3SIUTBAHUA PAJIKO Ca Ha6J'IIO)IaBaHI/I U3IJIFOBAHE WM NTIOBPBIIAHE HA BAKCUHATA,
KaToO B TaKKBa ClIydad HC € JJaBaHa 3aMCCTUTCIIHA 1034. B’LHpeKI/I TOBA, aKO ACTECTO U3ILIIOC UJIN ITIOBHPHE I10-
rojrsiMara 4acTt OT J03aTa BaKCUHA, KOCTO € MAaJIKO BEPOATHO, 10 BPEME Ha ChIIOTO MOCCHICHUC ITPU JICKAps
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MOJXKE Ja ce 1ajie eAUHINYHA 3aMECTHTETHA J034.

[IpenoprunTenHo € nenaTa, KOUTO ca MPHUeNd TbpBaTa Jo3a Rotarix, Aa 3apbpiaT 1By030BaTa cxema Ha
BakcuHanus ¢ Rotarix. Hama naHHu OTHOCHO 0€301MacHOCTTa, MMYHOTCHHOCTTA WK €(hUKACHOCTTA MPU
mpriiarase Ha Rotarix kato mepBa 103a 1 Apyra poTaBHpPyCHA BaKCHHA KaTO BTOpA /1034 MIIM 00paTHOTO.
Teouampuuna nonynayus

Rotarix He Tpsi6Ba 1a ce M3MoI3Ba MpH Aera Ha Bb3pacT Had 24 CEIMMUIIN.

Hauun Ha IpHIIOKEHHUE

Rotarix e camo 3a mepopasina ynotpeoa.

IIpu HUKaKBHU 00cTONATECTBA Rotarix He TpsiOBa 1a ce HHKEKTHPA.
3a yKka3zaHus 3a MPUIOKEHUE BUKTE TOUKA 6.6.

4.3 IIporuBomoxkazaHust

CBp’bX‘IyBCTBI/ITeHHOCT KbM aKTHUBHUTC BCIICCTBA WK HAKOC OT IIOMOIIHUTEC BECIICCTBA, I/I36pOCHI/I B TOYKa
6.1.

CBpBX4YYBCTBUTEIHOCT CJIE]T IPE/IIIECTRAIIIO MPUIIOKECHUE Ha POTABUPYCHA BaKCHHA.
AHaMHe3a 3a MHBarnHaIHs.

Jlenia ¢ HeKOpUTHpaHa BpoAeHa Maji(opMaIus Ha racCTPOMHTECTUHAHUS TPAKT, KOSTO MOXKE Ja
npeapasmoiara KbM pa3BUTHE HA HHBaruHaLusl.

Hemna ¢ Texxka komOMHUpaHa uMyHHa HepocTaThbuHOCT (SCID) (Bk. Touka 4.8).

[Tpunoxxenueto Ha Rotarix TpsOBa ga 0bJIe OTIOKEHO MPH JUIIA C OCTPO TEXKKO (eOpIITHO 3a00IIIBaHE.
HannuneTo Ha neka nH}eKIus He e MPOTHBOIIOKa3aHUE.

[Ipunoxenuero Ha Rotarix TpsiOBa 1a ObAe OTIOKEHO NPH JIMLA C JUAPHSI WK TOBPBIIAHE.
4.4 Chnenuajanu mpeaynpeskaeHus U NpeANa3sHu MepKH MPHU ynoTpeda

Criope/1 IPUHIMITATE HA J00paTa KIMHAYHA [TPaKTHKA, BAKCHHAIIMATA TPsiOBA Ja ObJie PE/IISCTBEHA OT
CHEMaHE Ha aHaMHE3a 0COOCHO 110 OTHOIICHHE Ha TPOTUBOIIOKA3aHUATA, U OT KIIMHUYCH MTPETJIC/I.

Bunaru tps6Ba 1a ©Ma TOTOBHOCT 3a ITOJAXO/IAIIO JICYCHHE B CIIydail Ha aHA(UIAKTHYHO CHOUTHE CIIe]T
MIPIIIOKEHUE Ha BaKCHHATA (BK. ToUKa 4.8).

Hsma nannm 3a 6e3omacHocTTa 1 eukacHOCTTa Ha Rotarix npu jena ¢ racTpo-UHTECTHHAIHH 3200 IIBaHUS
win 3a0aBsiHe Ha pacTexa. [Ipu Te3u Jena npuinoxkennero Ha Rotarix Moxe 1a ce 00Ch/Iu BHIMATEITHO,
KOTaTo 110 MHEHUETO Ha JIEKapsl, HETPUJIaraHeTO Ha BAKCHHATA HOCH TTO-TOJISIM PHUCK.

Kato mpeamazna Mspka MEIUIIMHCKUTE CICTIHAINCTH TPsIOBa 11a IPOCIeasIBaT 32 CAMIITOMH, TTOKA3aTeITHHU 32
WHBarvHanus (TeXKa KopeMHa 00JIKa, IIOCTOSTHHO MTOBTAPSIIIO CE MOBPBIIAHE, KbPBABH H3MPAKHCHUS,
MolyBaHe Ha KOpeMa /WM TIOBUIIIEHA TeMIIepaTypa), Thi KaTo JaHHUTE OT 00CEPBAllMOHHN IPOYYBAHUS 32
0e301MacHOCT TIOKa3BaT IMOBUIIICH PUCK OT MHBAarMHAINS, B IIOBEYETO CIyYau B PAMKHUTE Ha 7 JTHU CIe]l
BaKCHHAIIMA Cpelly poTaBupyc (Bxk. Touka 4.8). Ponurenure/Hacrolinunmre TpssOBa 1a ObJIaT MOChBETBAHU
Ja choO0IaBaT He3a0aBHO HA TEXHMS MEIUIIMHCKH CIICIIMAIUCT 32 TAKUBa CUMIITOMH.

3a JMIa ¢ TPeIUCIIO3UIINS 32 HHBarMHAIIMS BIDKTE TOYKa 4.3.
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He ce ouakBa acumnromatinanu HIV nHdeknu u TakrBa ¢ JIEKO H3Pa3eHH CUMITOMH J1a TIOBIHUSAT BEPXY
6e3onacHocTTa U epukacHocTTa Ha Rotarix. B knmnHuaHO npoyuBane npu orpanuueH 6poit HIV-nozutusan
Oebeta Oe3 CUMIITOMH HJIH C JIEKM CHMIITOMH, HE Ca yCTAHOBEHH BUAMMH MPOOIIEMH, CBBP3aHH C
Oe3omacHocTTa (BXK. TOUKa 4.8).

[Ipunaranero Ha Rotarix Ha KbpMadeTa ¢ U3BECTHA WIIH MIPEIoiaraéMa MMyHHA HEJTOCTaThYHOCT,
BKITIOUHTEITHO i7 Utero eKCIO3ULUS Ha UMYHOCYIIPECOPHO JieueHHe, TpsIOBa Aa ce OCHOBaBa HA BHUMATEIHA
MpELEHKA HA NOTCHLUMAIHUTE HOJ3H U PUCKOBE.

U3zBecTHO €, ue cnen BaKCHHAIMS BAKCHHATTHHUAT BUPYC CE OTACIS C M3MPAKHEHUSITa, KATO MMKOBATa
eKCKpewLusi € okoso 7-must neH. Cnen nmpuiaraHe Ha mbpBaTa qo3a anoduinnsupana popma Ha Rotarix upes
ELISA ca yctaHOBeHU BUPYCHH aHTUT€HHU dacTuiy B 50% OT W3NMpaKHEHUTA, a CIe/I IprIaraie Ha
BTOpara 103a B 4% oT usnpaxaenusta. [Ipn nzcnensane Ha N3NMpaKHEHUATA 32 HATHYKE HA KUB
BaKCHHaJIeH maM camo 17% ca Ouim moJoKUTeNHU. B 1Be cpaBHUTEIHN KOHTPOJIUPAHHU W3MTUTBAHUS
OTIEITHETO Ha BaKCHHATa clie]] BakcuHanms ¢ Rotarix Tedna opma € OMto cpaBHIMO ¢ HAOJIFO1aBaHOTO
clieq BakCUHHUpaHeTo ¢ muodunm3upanata Gpopma Ha Rotarix.

HabnronaBanu ca ciay4au Ha IpeAaBaHe HAa €KCKPETUPAHUS BAKCHHAJICH BUPYC Ha CEPOHEraTUBHU
KOHTAaKTHHU Ha BAKCUHUPAHWUTE, 0€3 TOBa ja BOAM JI0 M0sBa Ha KIIMHUYHA CUMIITOMATHKA.

Rotarix TpsiOBa na ce mpuiiara ¢ BHUMaHUE Ha JIMIA, KOUTO ca B OJU3bK KOHTAKT C JIMIA C UMYHEH
neuIHT, HapUMep JHIA ChC 3II0OKAYECTBEHH 3a00JIIBaHNUS, UMyHOKOMIIPOMETUPAHU HJIH JIUIIA HA

MMYHOCYIIPECUBHA TEPAIIHSL.

Jlumara, KOMTO ca KOHTAKTHH C HACKOPO BaKCHHUPAHUTE, TPSOBA []a CIIa3Bar JMYHA XUTHEHA (HaIIp. Ja CH
MUST PBIETE CIIe]l CMsIHA Ha IETCKUTE TIEJICHH).

[Tpu npunaraneTo Ha TEPBUYHA UMYHU3AIMS IPU HEJJOHOCEHH OebeTa (poaeHu < 28 recTalldOHHA CEIMUIIA)
M 0COOEHO IpH TE3M ¢ IPEIUITHA aHAMHe3a 33 HeJJOpa3BUTHE Ha JJUXaTelTHaTa CUCTEMa, TPOBa J1a ce nMa

MpeBH]I TOTCHIUATHUAT PUCK OT arHesl 1 He0OXO0AMMOCTTa OT MpocieIsBaHe Ha JuiaHeTo 3a 48-72 vaca.

Twi kaTo mon3ara ot BAKCUHHUPAHCTO IIPpU Ta3U rpylia HOBOPOACHU € rojrsiMa, TO BAKCUHUPAHETO TpH6Ba Ja
CC HallpaBn 0e3 oTjarase.

3almTeH UIMyHEH OTTOBOP MOXe Jja He ObJIe MOCTUTHAT MIPY BCUYKU BAKCMHUPAHH (BXK. ToUKa 5.1).
IToHacTosiIeM He € yCTaHOBEHa CTENeHTa Ha 3alINTa, KOATO Rotarix Moxke 1a OCUTypH Cpelity ApyTu
POTaBUPYCHU I[AMOBE, KOUTO HE ca OWJIM Pa3pOCTPAHEHU 10 BpeMe Ha KITMHUYHUTE U3ITUTBAHUSL.
Knuan4HMTE N3MUTBAaHUS, IPU KOUTO €A MOJIyYeHH JaHHUTE 3a e(hUKacHOCT, ca mpoBeneHu B Eppora,
Henrtpanna u FOxna Amepuka, Adprka n Azust (Bx. Touka 5.1).

Rotarix He npenna3sBa OT racTpOEHTEPUT, IPUIMHEH OT NATOTE€HH, PA3IMYHHU OT POTABUPYC.

Hsma nannm 3a npunoxeHueto Ha Rotarix kaTo npoduiiakTiuka el KOHTaKT.

IIpn HukakBu o0cTosATEIcTBA Rotarix He TpAOBA 1a ce HHIKeKTHPA.

TloMoIHu BemecTna

Tasm BakcHHA CHABPKA 3aXapo3a U TIF0K03a KAaTO MIOMOIITHA BetecTBa. [1arueHT ¢ peku HacaeICTBeHH
Mpo0JIeMH Ha HEMTOHOCHUMOCT KbM (DPYKTO3a, TIFOK030-TaJIakTO3Ha Maj1abCOPOIIHsI UIH 3aXapa3o-
n3oManTazeH Aeuiut He TpsiOBa Ja MprueMar Ta3u BaKCHHA.

Tazu BakcuHa cpappxa 0,15 Mukporpama eHnnanaHuH BbB BCsAKa 103a. OeHMTANaHUHBT MOXKE J]a HaBpean
Ha TAIMEHTH ¢ (QEHUIKETOHYPHSI.

Tasu BakcuHa ChABPKA 32 Mg HATPUI BHB BCAKA J034.
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IIpocaenumoct

3a 5a ce mo1o0pH MPOCISTUMOCTTa Ha OMOJIOTHYHUTE JICKAPCTBEHU MPOIYKTH, UMETO U MAPTUIHUAT HOMED
Ha TIPUJIOKESHHS MPOAYKT TPAOBa SICHO Ja ce 3alicBar.

4.5 BzamMopeiicTBHe ¢ IPYIrH JeKAPCTBEHH MPOAYKTH M APYrd (OpMH Ha B3auMoyjelicTBHe

Rotarix Moke ma ce mpuiara eTHOBPEMEHHO C BCAKA OT CIeIHUTE MOHOBAJICHTHH MM KOMOWHUPAHU
BaKCHHHM [BKIIOUUTENHO mecTBaneHTHH Bakcuau (DTPa-HBV-IPV/Hib)]: Bakcuna cpemy audrepus,
TeTanyc u Kokl (usokiersuna) (DTPw), Bakcuna cpemty audrepusi, TETaHyC U KOKITIOLI
(6e3xmernpuna) (DTPa), Bakcuna cpemty Haemophilus influenzae tun b (Hib), nHakTHBHpaHa BakCHHA
cpeury nomuomuenut (IPV), Bakcuna cpemnry xenmatut B (HBV), nHeBMOKOKOBa KOHIOTaTHA BaKCHHA U
MEHUHTOKOKOBa ceporpymna C KoHoraTHa BakcuHa. KilmHU4HNTE U3NUTBAaHKSA ca MOKa3alu, Y€ UMyHHHUTE
OTTOBOPH U PO IINTE Ha OE30MMaCHOCT Ha MPHIIOKEHNUTE BAKCHHH HE CE MTOBJIMSBAT.

EnnoBpemenHoTo mpuioxkeHune Ha Rotarix ¢ mepopanHa BakcuHa cpery nonuomuenut (OPV) e nosnussa
MMYHHUSI OTTOBOP KbM IOJIMO aHTUT€HUTE. BrIipeku ue, enHoBpeMeHHUAT npueM Ha OPV Moxxe neko na
HaMajld UMYHHUS OTTOBOP KbM POTaBUPYCHATA BAKCHHA, B KJIMHUYHO U3NUTBAaHE MpHU noseue oT 4200
YUYaCTHUIIH, KOUTO ca nmpuemainu Rotarix emHoBpemenHo ¢ OPV, e ycTaHOBeHO, e KIMHUYHATA 3aIIUTa
Cpellly TeXbK POTaBUPYCEH IaCTPOEHTEPUT CE 3aIla3Ba.

Hsama OrpaHUYCHHA 110 OTHOUICHUE IPpHUEMaA Ha XpaHa U TECUHOCTHU OT ACUaTa Npean Win CJIC BaKCUHaIUATa.
4.6 @DepTUauTET, )PEMEHHOCT H KbPMeEHE

Rotarix He e mpeaHa3HaveHa 3a PUIOKEHUE NTPY Bb3pacTHU. Hsima nanHu 3a npuiiokenueto Ha Rotarix mo
BpeMe Ha OpEMEHHOCT 1 KbpPMEHE.

Bb3 ocHOBa Ha TaHHUTE OT KIMHUYHUTE U3MUTBAHUS, KbPMEHETO HE HaMaJlsBa 3allUTaTa Cpemry
racTPOEHTEPUT, IPUIMHEH OT POTABUPYCH, KOSITO ce ocurypsiBa oT Rotarix. [lopagu ToBa, KbpMeHETO MOXe
Jla MIPOABIDKH 10 BpeMe Ha IpUJlaraHe Ha Kypca Ha BaKCHHALUS.

4.7 EdexTu BpXy cnoco0HOCTTA 32 modupaHe U padora ¢ MAIIMHA
He e npuoxxumo.

4.8 Hexenanu JeKapcTBeHH peakIuu

Pe3iome Ha npoduiia Ha 6e30MaCHOCT

[IpodunsT Ha Ge30macHOCT, MPEICTaBEH MO-10JTY, C€ OCHOBABAa Ha JaHHHUTE OT KIMHUYHUTE IPOYYBaHM,
MIPOBEICHH ¢ o rIM3npanarta win ¢ TedHara popma Ha Rotarix.

OO0110 B YeTHpH KIMHWYHU M3NUTBaHus npubnusuterano 3800 go3u oT Tedynara ¢popma Ha Rotarix ca
npuwiokeHu Ha npudamsuresnHo 1900 kppmadera. B Te3u npoyuBaHus € yCTaHOBEHO, Y€ MPO(UITBT Ha
Oe3omacHOCT Ha TeyHaTa opMa € CpaBHUM C TO3W Ha Jinoduimsupanata Gopma.

B 00110 nBasieceT U Tpy KIIMHUYHU U3MUTBAHUA ca Npuiioxern npuommsutenHo 106 000 mo3u Rotarix
(muodunuzupana unu TeuHa Gopma) Ha npudimsutenHo 51 000 kppmauera.

B Tpu mnane6o koHTposmpany kiuHnYHN u3nurBanus (Ounnanaus, Maaus u banrnazgenr), Rotarix e
MpuiIarad caMmoCTOsTENHO (0€3 Ja ChBMNaAa C MPIIOKEHUETO Ha PYyTUHHHUTE EUaTPUYHN BAKCHHH), KaToO
YecToTaTa M TeKECTTa Ha OYaKBaHUTE CHhOMTHS (TTOydeHH 8 JHHU Clie]] BAKCUHAIMATA), TUapHs, TOBPbIIaHe,
3ary0a Ha aleTuT, MOBHIIEHA TEMIIepaTypa, pa3ApasHUTEIHOCT U KAllUTHNA/XpeMa He ce pa3audaBaT
3HAYMUTENIHO B Tpynara, npuemaina Rotarix, B cpaBHeHHE ¢ rpymnaTa, npueMaiia miane6o. He e HabmonaBaHo
MOBHIICHUE HA YECTOTATa WM TEKECTTA Ha Te3H ChbOUTHS Clie/ IPUEM Ha BTOpaTa J03a.



B cOopen aHanu3 oT cemeMHaeceT aned0 KOHTPOIMpaH KIMHUYHA TpoyuBanus (Esporma, CeBepHa
Awmepuka, Jlatnacka Amepuka, A3usi, AQprka), BKIFOUNTEITHO MPOYYBaHMUs, IPH KOUTO Rotarix e
MpWIAraH eIHOBPEMEHHO C PYTHHHUTE TICIUATPUYHHU BaKCHHU (BXK. TOUKa 4.5), CIICIHUTE HEXKEITaHU
peakiuu (mosrydeHu 31 qHU ciiel BAKCUHAIUATA) CE CYMTAT 332 Bh3MOXKHO CBBP3aHM C BAKCUHAIUATA.

TadauuyeH COUCHK Ha HesKeJIaHUTe peakuuu

Hexenanute pcakuuu, C’I)O6IH6HI/I OT KJIMHUYHU IIPOYUBAHUS, TIOCTMAPKCTUHI'OBO Ha6J'IIOILGHI/Ie u
CIIOHTaHHO c1;o61uaBaHe, ca I/I36p06HI/I CBITIACHO CJICaHaTa 4c€croTa:

Yectotute ca C’bO6IIIaBaHI/I KaKTO CJICABaA:

MHoro dyectn (= 1/10)

Yectn (= 1/100 o < 1/10)

Heuectn (= 1/1000 go < 1/100)

Penxu (= 1/10 000 mo < 1/1000)

MHoro penku (< 1/10 000)

C HensBecTHa yectoTta  (OT HAJMYHHUTE TAHHU HE MOXe Jja ObJiec HAallpaBeHa OLICHKA)
CucreMHO-OpraHeH KJjac YectoTa Hexenanm peakuum
Hapymenns Ha nMyHHaTa C Heu3BecTHa YyecToTa Anadpunaktuuna peakius'
cucremMa
CroManiHo-4peBHU HapyuieHus | Yectu Huapus

Heuectn Kopewmna Gonka, ¢pnatyneHnus
MHoro penku WNuBarunanus (Bx. Touka 4.4)

C HeusBecTHa 4eCcToTa Xemaroxesust'

C Heu3BecTHa 4ecToTa l'actpoenTepuT c oTaesIHE HA

BAaKCHHAJIHU BUPYCH IIpH
KbpMadeTa ¢ TeKKO KOMOUHUPaHO
UMYHOJICHUIIMTHO HAPYIICHHUE

(SCID)!

Hapymenus Ha xoxkaTa 1 Heuectn HepmaTtur
MOJIKOXKHATa ThKaH

MHoro penku Yprukapus
OOy HapymieHus u epextd Ha | YecTn Pazgpasaurennoct
MSACTOTO Ha IPHIIOKEHHE
Pecniuparopuu, rppaHy 1 C Heu3BecTHa YecToTa ATHEs Ipy HETOHOCEHU
MEJINACTUHAIHYU HAPYILICHHS KbpMaueTa (< 28 recTanioHHa

cenmuna)' (Bx. Touka 4.4)

lHexceﬂaHa peaKknuAa OT CIIOHTAHHO C’BO6H_IaBaH€
Onucanue Ha H36paHI/l HEKEJIAaHU pCaKIUuU

WuBarunamus

Jlauan oT 00cepBalMOHHH MTPOYYBaHNUs 32 OE30MIaCHOCT, MPOBEIEHU B HAKOJIKO CTPaHH, IIOKa3BaT, 4e

BAKCHUHUTC CPCILY POTABUPYC BOAAT 40 NOBUILICH PUCK OT MHBAarnHanus, B IOBCYCTO CJIyUau B PaMKUTC Ha

7 mHU cnen BakcuHaIuATa. B Te3u crpanu ca HabmogaBaHu 10 6 qomrbiHATENHU cirydas Ha 100 000
KbpMadeTa CIpsMO OCHOBHA decToTa choTBeTHO 25 70 101 Ha 100 000 xppMadeTa (Ha BB3paCT MO

1 ronuHA) HA TOAWHA.

Wma orpaHnyenn JaHHU 3a TIO-MAJIKO TIOBHIIIEH PUCK CIIE MPIIIOKEHUE Ha BTOpaTa J103a.

OcTaBa HEsCHO JaJld BAKCUHHUTE CPEIly POTABUPYC MOBJIMSIBAT Ha 00IIaTa 4YeCTOTa Ha MHBAarMHALIUS Bb3
OCHOBA Ha ITO-IBJITH TIEPHOIU Ha pociensBane (BxX. Touka 4.4).



Jpyru cneuuaaHu NomyJjaanuu

BesonacHoOCT mpH mpexaeBPeMEHHO pojieHu Oebera

B eqno xnmmHMYHO poyuBaHe Ha 670 mpexxaeBpeMeHHO poieHN 6ebeTa Ha recTaMoHHa Bh3pacT oT 27 10
36 ceamuIy e mpuiIokeHa rnodunuznpana popma Ha Rotarix, a Ha 339 e nmpunoxeno miare6o. [IspBaTa
71032 € MPHUJIOKEHA He TI0-paHo OT 6 ceAMHULH ciel paxaaneTo. CepHo3HM HEeXXeTaHu ChOUTHS ca
HabOmonaBanu nmpu 5,1% ot momyunnmte Rotarix, cpaBHenu ¢ 6,8% ot nmomyumiure tianebo. [pu
noyuniute Rotarix u mane6o ca HaOr01aBaHu MOJ00HY MPOLIEHTH HA IPYTH HeXenaHu chouTws. He ca
CbOOLIaBaHU CcIy4Yand Ha WHBATHHALUSL.

BesomacHocT npu 6ebeTa ¢ MH(EKINA ¢ BUpyca Ha yoBelKkus nmyHeH aedunur (HIV)

B enno knmuanuHO npoyuBane, Ha 100 6edera ¢ HIV undekius ca npuinoxenn auoduinusupana popma Ha
Rotarix nimm mrane6o. [podgmrsTt Ha 6e30macHOCT € mogobeH npu noayuyminte Rotarix u miamne6o.

Crpo0OmiaBane Ha IOJ03UPAHU HEXETAHN PEAKIIMH

Cro0ImaBaseTo Ha OJO3MPAHN HEXEIIaH! PeaKkIluy CIIe/l pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOIYKT € BaXKHO. TOBa IMO3BOIISABA J]a PO IBIIKH HAOIIOIEHUETO Ha CHOTHOIIIEHUETO MOJI3a/PUCK 32
JISKapCTBEHUS POAYKT. OT MEAMIIMHCKUTE CIICIIUAIMCTH CE€ M3UCKBA Jla ChOOIIaBaT BCsKa I10I03UPaHa
HEeXeJlaHa peakius Ype3 HallMOHAJIHA CHCTEMa 3a Cho0IIaBaHe, mocoueHa B [Ipunokenue V.

4.9 IIpeno3upane
ChoOIaBanu ca HIKOIKO CiTydas Ha peao3upane. KaTo 1smo, npoduinsT Ha HeXEaHUTE ChOUTHS,

CHOOIIABAHU B TE3U CIyYau € MoJ00CH Ha HAOIIOIaBAaHUTE CIIE]T TIPUIIATaHEeTO Ha TPEMOPhUNTEHATA 1032
Rotarix.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 dapmakoaMHAMUYHHU CBOHCTBA
dapMmakoTepaneBTHYHA IpyIa: BaKCHHH Cpellly auapus, npuanHeHa ot potasupyc, ATC xoxa: JO7BHO1

JammTHa e(hUKACHOCT Ha JModrimsnpadara Gopma

B knMHWYHY M3NHTBAHMSA € JI0OKa3aHa eUKACHOCTTA CpPeIly racTPOSHTEPUT, IPUIMHEH OT POTABHPYC OT
Haii-uectute reHotunoe G1P[8], G2P[4], G3P[8], G4P[8] u G9P[&]. B nombaHeHue e qoKa3aHa
erKacHOCTTa cpelly HedecTH poTaBupycHH reHotunoBe G8P[4] (Texbk racrpoenteput) u G12P[6]
(BCsSIKaKbB racTpOEHTEpUT). Te3u mamMoBe ca pa3poCTPaHEH! HABCSKbB/E 110 CBETA.

3a na ce onienn epukacHocTTa Ha Rotarix cpelny BCIKaKBH U TEXKH POTABUPYCHH IaCTPOCHTEPUTH
(rotavirus gastro-enteritis - RVGE) B EBpomna, Jlatuacka Amepuka, Adpprka u A3us ca mpoBeIeHH
KIMHUYHU U3TATBAHHUS.

TexxecTTa Ha TaCTpOEHTEPUTA € OTIPEJIETICHA 10 JIBA Pa3IUYHU KPUTEPHS:

- 20-ToukoBara ckaia Ha Vesikari, KOsITO OlleHsIBa ITbJIHATA KIMHIUYHA KapTUHA HAa POTABUPYCHHS
raCTPOCHTEPHT, KaTO B3MMa I10]] BHUMAHUE TEKECTTA U MPOABIDKUTEIIHOCTTA Ha JUAPHUATA U ITOBPBIIAHETO,
TEXeCTTa Ha TeMIepaTypaTa u JeXUApaTalusira, KakTo 1 He0OX0IMMOCTTA OT JISYCHUE

WIH

- ONpeeICHUETO Ha KIMHUYHUS CIy4yail, OCHOBaBaIllo ce Ha KpuTepuute Ha CBETOBHATA 3paBHA
oprauuzanus (C30)

Knunununara 3amura e orieneHa B ATP koxopTara 3a epuKacHOCT, KOSTO BKJIFOUBA BCUYKH YYaCTHHUIU OT
ATP koxoprara 3a 6€30MacHOCT, KOUTO ca MPEMUHAIN B TIEpHO/Ia Ha MPOCIIEAsIBAHE, OTHACIIL CE 10
euKacHOCTTA.


https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

3amurHa edrkacHocT B EBpomna

B enno knuHMYHO MTpoyuBaHe, nposeaeHo B EBpona, e oneHsBan Rotarix, npuiaran CbrilaCHO pa3inyHu
eBporeiicku cxemu (Bp3pact 2, 3 mecena; 2, 4 mecena; 3, 4 mecena; 3, 5 mecena) npu 4000 ygacTHUITH.

Cnen npunarane Ha qBeTe 034 Rotarix HaOmojaBaHaTa 3aMTHa SPUKACHOCT Ha BaKCHHATA 110 BpeMe Ha
ITbpBaTa M BTOpaTa TOAMHA CJIe paXkKIaHETO € IpecTaBeHa B CeIHATa Ta0JINIIa:

1% rogmHA OT :KMBOTA 2P roaMHAa OT KHBOTA
Rotarix N=2572 Rotarix N=2554
ITnane6o N=1302 ITnanedo N=1294

Eduxacnoct Ha BakcuHarta (%) cpeiy BCAKAKBB U Cpelly TeXKbK POTaBHPYCEH

racTpoeHTepuT
[95% CI]
IeHoTHN BesikakBa Texbk' BesikakBa Texbk
CTelleH Ha CTeNeH Ha
TexKecT TekKeCT
G1P[8] 95,6 96,4 82,7 96,5
[87,9:98.8] | [85.7:99.6] (67.8:91.3] | [86.2:99.6]
G2P[4] 62,0* 74,7* 57,1 89,9
[<0,0:94.4] | [<0,0:99.6] [<0,0:82.6] [9.4:99.8]
G3P[8] 89,9 100 79,7 83,1%*
[9,5:99.8] [44.8:100] [<0,0:98.1] | [<0,0:99.7]
G4P[8] 88,3 100 69,6* 87,3
[57,5:97.9] | [64.9:100] [<0,0:953] | [<0,0:99.7]
GIP[8] 75,6 94,7 70,5 76,8
[51,1:88,5] | [77,9:99.4] [50,7:82,8] | [50,8:89,7]
IIlamoBe ¢ P[8] 88,2 96,5 75,7 87,5
TeHOTHIT [80,8:93,0] | [90,6:99,1] [65,0:83,4] | [77,8:93,4]
Hupkynupaniu 87,1 95.8 71,9 85,6
POTABUPYCHH [79,6:92,1] | [89,6:98,7] [61,2:79.8] | [75,8:91,9]
11aMOBE

Eduxacnoct Ha BakcuHaTta (%) cpemy poTaBHPYCeH raCTPOCHTEPHUT, H3HCKBAIIL
MeAMIUHCKA MOMOL

[95% CI]
Hupkynuparu 91,8 76,2
pOTaBUPYCHHU [84;96,3] [63,0;85,0]
1I[aMOBe
Eduxacnoct Ha BakcuHaTta (%) cpelty poTaBUPyCeH racTPOEHTEPHUT, 10BeJI 10
XOCHUTATU3ANMSA
[95% CI]
upkynupamu 100 92,2
pOTaBUPYCHU [81,8;100] [65,6;99,1]
LIaMOBE

" TexKUAT raCTPOEHTEPHT € ONpPEJIETIEHA KaTo CKOp 10 cKanaTa Ha Vesikari > 11

* He e craTtuctuueck 3Ha4uMo (p > 0,05). Tesn nanuu TpsiOBa Aa ce THIKYBAT HPEAIIA3IHBO.
E¢ukacHocTTa Ha BakCHHATAa 110 BpeMe Ha ITbpBaTa TOAMHA OT )KHBOTA MMPOTPECHBHO HAPACTBA C
yBelM4aBaHe Ha TexkecTTa Ha Oonectra, focturaiiku 100% (95% CI: 84,7;100) 3a ckop > 17 1o ckanara Ha

Vesikari.

JammrHa edhukacHocT B JlatnHcka AMepuka

B enno knmuHMYHO npoyuBaHe, mpoBeaeHo B JlaTnHcka AMmepurka, Rotarix e orienen npu noseue ot 20 000
yuactHuIM. TexectTta Ha ractpoeHTeputa (GE) e onpenenena cpriacHo kpurepuure Ha C30. 3amuTHata
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e(hHKaCHOCT Ha BaKCHHATA CPEILY TeKbK poTaBupyceH (RV) ractpoeHTepuT, Hajarail X0CIUTaIn3alus
W/AITA PeXUApATANAS B METUITHHCKO 3aBeICHUE U TCHOTUIIOBOCTICIM(PUIHATA €(DUKACHOCT Ha BaKCHHATA

CJIe]] TIPWJIOKCHUE Ha JIBe 1034 Rotarix ca mpecTaBeHr Ha TabnuIara mo-10.y:

I'enoTun Te:xXbK poTaBHpyceH Te:xXbK poTaBHpPYCEH
racTpoenteputt (1™ roquHa | racrpoentepurt (27* roguna
OT 5KMBOTA) OT KMBOTA)
Rotarix N=9009 Rotarix N=7175
[Tame6o N=8858 [Tame6o0 N=7062
Eduxacnoct (%) Eduxacnoct (%)
[95% CI ] [95% CI ]
Benuku RVGE 84,7 79,0
[71,7;92,4] [66,4;87,4]
G1P[8] 91,8 72,4
[74,1;98,4] [34,5;89,9]
G3P[8] 87,7 71,9*
[8,3;99.,7] [<0,0;97,1]
G4P[8] 50,8#%* 63,1
[<0,0;99,2] [0,7;88,2]
GIP[8] 90,6 87,7
[61,7;98,9] [72,9;95,3]
[Ilamose ¢ P[8] 90,9 79,5
TCHOTHIT [79,2;96,8] [67,0;87,9]

1 TeKKUAT racTpOSHTEPHUT € OIpe/ielicH KaTo eNu30/ Ha JUapusl Che Win O6e3 MOBphIIaHe, KOMTO Hamara
XOCIUTAIIN3AMS U/UITH peXuIpaTupaia Tepanus B 0omHIIHO 3aBeneHue (kputepuu Ha C30)

* He e cratuctudecku 3Hauumo (p > 0,05). Te3u gaHHu TpsOBa J1a Ce THJIKYBAT HPEAa3iuBO

# BposT Ha ciy4anTe, Ha KOMTO ce 0a3upar u3ducieHusITa 3a edukacHoctta cpemry G4P[8], € 6ur mHOTrO
Maibk (1 coyyaii B rpynara Ha Rotarix u 2 ciyvas B rpynara Ha mare0o)

COopeH aHaIM3 OT MET U3NUTBaHus 3a eurkacHocT* e mokasan 71,4% (95% CI: 20,1;91,1) epukacHoct
Cpelly TeXbK POTaBUPYCEH TaCTPOSHTEPHT (pe3yTar 1o ckanara Ha Vesikari > 11), npuuuHeH ot
portaBupyc renotun G2P[4], npe3 mepBara roguHa OT XKHUBOTA.

* B Te3u M3NUTBaHUs OIICHKUTE Ha 0a3aTa HA M3BaJIKa M UHTEPBAJIMTE HA JJOCTOBEPHOCT ca OWJIM ChOTBETHO:
100% (95% CI: -1 858,0;100), 100% (95% CI: 21,1;100), 45,4% (95% CI: -81,5;86,6), 74,7% (95% CI:-
386,2;99,6). He e Onra HanmnyHa orleHKa Ha 0a3aTa Ha M3BajKa (point estimate) 3a ocTaHAIOTO POYYBaHE.

3amurHa edukacHocT B Adpuka

Kmmanano npoyuBane, nposeneHo B Adpuka (Rotarix: N =2974; mnane6o: N = 1443) onensia Rotarix,
npuiiokeH Ha mpubiusutenHo 10- u 14-cenmuuna Bb3pact (2 go3u) wiu Ha 6-, 10- u 14-cenmuydHa Bb3pact
(3 no3m). EdhmkacHoCcTTa Ha BAaKCHHATA CPEILY TeKbK POTABUPYCEH FACTPOCHTEPUT MO BpeMe Ha ITbpBaTta
roguHa ot xkuBota e 61,2% (95% CI: 44,0; 73,2). HabnromaBanaTa 3amuTHa epUKACHOCT Ha BaKCHHATA
(cOopHH J103M) Cpelly BCIKaKbB U TEKBK POTABUPYCEH TACTPOSHTEPHT € MpeJicTaBeHa B TabIHIIaTa 10o-/10ITy:



I'enornn BesikakbB poTaBHpYCeH TeKbK pOTABHPYCEH
racTPOEHTEPUT racrpoenrepurt
Rotarix N=2974 Rotarix N=2974
ITnane6o N=1443 ITnaue6o N=1443
Eduxacnoct (%) Eduxkacnoct (%)
[95% CI] [95% CI]
G1P[8] 68,3 56,6
[53,6;78,5] [11,8;78,8]
G2P[4] 49,3 83,8
[4,6,73,0] [9,6,98.4]
G3P[8] 43,4% 51,5%
[<0,0;83,7] [<0,0,96,5]
G8P[4] 38,7* 63,6
[<0,0,67,8] [5,9;86,5]
GIP[8] 41,8% 56,9%*
[<0,0,72,3] [<0,0;85,5]
G12P[6] 48,0 55,5%
[9,7,70,0] [<0,0; 82.2]
[Ilamose ¢ renoTun P[4] 39,3 70,9
[7,7,59,9] [37,5;87,0]
[IlamoBe ¢ redorui P[6] 46,6 55,2%
[9,4,68,4] [<0,0;81,3]
[Ilamose ¢ renoTun P[§] 61,0 59,1
[47,3;71,2] [32,8;75,3]

T TexKHUAT TaCTPOEHTEPHT € OIpeJieIeHa KaTo CKop 1o ckanaTta Ha Vesikari > 11

* He e cratuctudecku 3Hauumo (p > 0,05). Te3u gaHHu TpsOBa J1a Ce THJIKYBAT HPEAa3iuBO

[IpoabipkuTeHa eUKACHOCT A0 3-TOAMIIHA BE3PacT B A3us

Enno knmuHM4HO npoyuBane, nposenieHo B A3usi (Xonr Konr, Cunramnyp u TaiiBan) (OOmmia BakcCHHApaHa
koxopta: Rotarix: N = 5359; mnane6o: N = 5349) onensia Rotarix, mpunaran 1o pa3iu4HA CXeMU (Ha
BB3pacT 2, 4 Mecena; Ha Bb3pacT 3, 4 Mecera).

ITo BpeMe Ha bpBaTa rOIMHA 3HAUUTEITHO TO-MAJIKO YYaCTHHIIM B rpymnara Ha Rotarix ch00II1aBaT 3a TEXBK
POTaBUPYCEH raCTPOSHTEPUT, MPUIMHEH OT UPKYIUpanl JuB TuI RV B cpaBHeHue ¢ mare6o rpymnara, ot
2 cenmuiu cien Jlo3a 2 1o HaBbpiiBaHe Ha exHa roauHa (0,0% cpemry 0,3%), ¢ epuKkaCHOCT Ha BakCHHATA
ot 100% (95% CI: 72,2;100).

3amuTHaTa epUKACHOCT HAa BAKCHHATA CJIe] 1B /103K Rotarix cpelry TexbK pOTaBUPYCEH raCTPOCHTEPUT,
HabJroaBaHa Jio HaBbPIIBaHE Ha 2 TOAMHHY, € MPEJICTABEeHA B Cile/BaiaTa Tadyuia:
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EduxacHocT 10 2-roqumHa Bb3pacT
Rotarix N= 5263
ITnane6o N= 5256

Edukacnoct Ha BakcuHata (%) cpelry TEXbK pOTaBupyceH racrpoenteput [95% CI]

I'enornm TexbKT
G1P[8] 100 [80,8;100]
G2P[4] 100* [<0,0;100]
G3P[8] 94,5 [64,9;99,9]
GIP[8] 91,7 [43,8;99,8]
I1lamose ¢ P[8] renotun 95,8 [83,8;99,5]
Hupkynupamiy poTaBUpyCHU 96,1 [85,1;99,5]

IaMOBEC
EdukacHoct Ha Bakcunata (%) cpelry poTaBUPYCeH raCTPOCHTEPUT, HaJlaralil
XOCTIMTAIA3ANNS W/WIIHA PEXUApaTHpaIa Tepanus B OOITHUYHO 3aBEICHIC
[95% CI]

Lupkynupaiiy poTaBUpyCHA 94,2 [82,2;98,8]

IaMOBC
T TexKusAT racTpOSHTEPUT € OTpeIesIeH KaTo CKop 1o ckanara Ha Vesikari > 11

* He e crarucrtuuecku 3Ha4uMo (p = 0,05). Te3n nanHu TpsaOBa 1a ce THIKyBaT NpPEAINa3inBo.

ITo BpemMe Ha TpeTaTa roJuHa OT )KMBOTA, HAMA CIIy4au Ha TeXbK RV ractpoeHnTeput B rpynara Ha Rotarix
(N=4 222) cpeury 13 (0,3%) B munane6o rpynarta (N=4 185). EdukacHocrra Ha Bakcunata ¢ 100% (95% CI:
67,5; 100). Caxygante Ha Texxbk RV racrpoenrepur ca ce apmkanu Ha RV mamosere G1P[8], G2P[4],
G3P[8] u GIP[8]. UecToTara Ha TexbK RV ractpoeHTepHT, CBBpP3aH C OTACTHUTE TEHOTUIIOBE, € OMITa
TBBPJE MAJIKa, 32 JIa MO3BOJIHM N3YHCIIsIBaHEe Ha euKkacHocTTa. EQukacHocTTa cpemy Texxbk RV
racTPOCHTEPHUT, Hajarar xocnurtanuianus, € 100% (95% CI: 72,4;100).

3amnurHa eMKacHOCT HAa TeyHaTra hopma

Tbi KaTO KIMYHHHST OTTOBOP, HAOJIOIaBaH Clie]T IPUIIOKEHUETO Ha 2 1031 Rotarix Teyna gopma, € cpaBHUM
C UIMYHHHS OTTOBOp, Ha0JII01aBaH Clie]] MPUIIOKEHUETO Ha 2 103u Rotarix nmuodunusupana popma, HUBaTa
Ha e(pUKACHOCT Ha BaKCHHATA 3a JIMo(uIn3npanara popMa MOTar Jia ce eKCTparojmpar 3a TeyHara ¢opma.

HmyHeH oTroBop

HMyHONOTHYHHAT MEXaHU3BM, IO KOiTO Rotarix mpesmaspa oT poTaBUPYCEeH TacCTPOCHTEPUT, HE € HAITBIIHO
n3sicHeH. He e yctaHOBeHa Bpb3Ka MEXIy aHTHTSJIO OTTOBOPA KbM POTaBUPYCHATA BAKCHHAIIHS U
Mpea3BaHeTo OT POTaBUPYCEH raCTPOSHTEPHT.

Crnenpamara Tabnuia mocoysa MpoLEeHTa y4acTHUIHN, ITbPBOHAYATHO CEPOHETATUBHU CPELy POTaBUPYC
(IgA tutpu Ha anTuTena < 20 U/ml) (upe3 ELISA) ¢ Tutpu Ha cepyMHUTE aHTHpPOTaBUpYCHH IgA aHTUTENA
> 20 U/ml egun no nBa Mecena ciiesi Npuilaraie Ha BTOpaTa J03a BaKCHHA WM Ha IJ1ane0o cropen
Ha0JI0/JaBaHOTO B Pa3IMYHU U3NMHUTBAaHUS ¢ Tuodrmusnpanara popma Ha Rotarix.
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Cxema M3nurBanus, Bakcuna Inane6o
NpPoBeJeH! B
N % 220 U/ml N % =20 U/ml
[95% CI] [95% CI]
2, 3 mecena Opanius, 239 82,8 127 8,7
I'epmans [77,5:87.,4] [4,4;15,0]
2, 4 mecena Hcnanus 186 85,5 89 12,4
[79,6;90,2] [6,3;21,0]
3, 5 mecena dunmangus, 180 94,4 114 3,5
Wranns [90,0;97,3] [1,0;8,7]
3, 4 mecena Yexus 182 84,6 90 2,2
[78,5;89,5] [0,3;7,8]
2,3 1o 4 mecena | JlatuHCcka 393 77,9% 341 15,1%
Awmepuka; 11 [73,8;81,6] [11,7;19,0]
CTpaHu
10, 14 ceamunu | FOxHa 221 58.4 111 22,5
u 6,10, Adpuxa, [51,6;64,9] [15,1;31,4]
14 cenmMunu Mamnasu
(CoopHo)

B Tpu cpaBHHTENIHU KOHTPOJIUPAHU U3NUTBAHHUS UMYHHHAT OTTBOD, Mpen3BUKaH oT Rotarix Teuna gopma, e
CpaBHHUM C HIMYHHHS OTTOBOD, IPEAN3BUKaH OT NHopUIn3nIaHara gopma Ha Rotarix.

MyHEH 0TroBOp IpPH NPEXKAEBPEMEHHO POJACHU OebeTa

B enno xmmHMYHO TTpoyYBaHe, MPOBEAEHO pu OedeTa, poJeHH MPEKICBPEMEHHO ClIe]| Hali-Manko 27-ata
recTalliOHHA CeIMUIIA, IMyHOTeHHOCTTa Ha Rotarix e oneHeHa B rpyna ot 147 y4acTHHUIU U € yCTaHOBEHO,
ye Rotarix e uMyHoreHeH B Ta3u nomyinanus; 85,7% (95% CI: 79,0;90,9) oT y4acTHUIMTE JOCTUTAT TUTPH
Ha cepyMHHTE aHTH-poTaBupycHH IgA anturena > 20 U/ml (upe3 ELISA) enun mecer ciies Bropara j103a
BaKCHHa.

EdexTuBHoct

B obOcepBarmonHu npoy4BaHus € T0Ka3aHa eeKTUBHOCTTA Ha BAKCHHATA CPEIIly TEeXKbK FaCTPOCHTEPHT,
BOJIEII] IO XOCTIUTAIHU3AIINSA, IPUINHEHA OT POTaBUpyc oT obnuaitaure renoturioBe G1P[8], G2P[4], G3P[§],
G4P[8] u G9P[8], kakTo U OT MO-MaJKO pa3npocTpaHeHuTe poraBupycHu renotunose GOP[4] u GIP[6].

Bceku oT Te3M maMoBe HUPKYJIMpa 110 LUENHs CBST.

EdextuBHOCT cie 2 1031 32 NPEOTBPATABAHE HA POTABUPYCEH FACTPOEHTEPUT, BOJEIL O XOCIUTAIN3AIIHS

JbpxaBu Bn3pacroB N® IllamoBe | EdexTuBHOCT
Iepuon o0xBaT (cIy4an/KOHTPOJIN) % [95% CI]
CTpaHu ¢ BHCOK J10X0/1

Benrust <4 ron 160/198 Benuku 90 [81;95]
2008-2010% 3-11m 91 [75;97]

<4 ron 41/53 G1P[8] 95 [78;99]
<4 rox 80/103 G2P[4] 85 [64;94]
3-11m 83 [22;96]®
<4 ron 12/13 G3P[8] 87* [<0,98]®
<4 rox 16/17 G4P[8] 90 [19;99]®
Cunranyp <5roxg 136/272 Bceuuku 84 [32;96]
2008-2010? 89/89 G1P[8] 91 [30;99]
TaiiBan <3rox 184/1 623® Bcuuku 92 [75;98]
2009-2011 GI1P[8] 95 [69;100]
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CAILL <2roxn 85/1 062 Bcuuku 85 [73;92]

2010-2011 GIP[8] | 88[68:95]
G2P[4] 88 [68:95]
8-11 m Bceuuku 89 [48;98]
CAIIL <5rox 74/2559 Bcuuku 68 [34;85]
2009-2011
CTpaHu cbC CpelieH 10X0/
bonusus <3ron 300/974 Bcuuku 77 [65;84]©
2010-2011 6-11 m 77 [51:89]
<3rox GOP[8] | 851[69:93]
6-11 m 90 [65:97]
<3rox G3P[8] | 93 [70:98]

G2P[4] 69 [14:89]
G9P[6] 87 [19;98]

Bpasunus <2rox 115/1 481 Bcuuku 72 [44;85]©
2008-2011 GIP[8] | 89[78:95]
GoP[4] | 76 [64:84]
Bpasunus <3roxn 249/249%) Benukm 76 [58;86]
2008-2009?) 3-11m 96 [68;99]
<3ron 222/2226) G2P[4] 75 [57:86]
311 ™ 95 [66;99]
En Cansanop <2roxn 251/770®) Benukm 76 [64;84]©
2007-2009 6-11m 83 [68;91]
I'BaTemaina <4 ropx NA®D Beuuku 63 [23:82]
2012-2013
MexkcHKo <2ron 9/170 GOP[4] | 94[16:100]
2010
CTpaHu ¢ HUCBK 10X0]
Manasu <2ron 81/286® Beuukm 63 [23;83]
2012-2014
M: MEeCcelln

T'OJI: TOJUHU

* He e craructiuecku 3Ha4nmMo (p > 0,05). Te3n nanHu TpsOBa Aa ce THIKyBaT Hpeanas3iiBo.

(1) Janen e 6posT Ha HAITBITHO BaKCHHUPAHUTE (2 03M) U HEBAaKCHHUPAHUTE CIy9ad U KOHTPOIH.

(2) IIpoyuBanms, cnoncopupanu ot GSK

(3) dannu ot post-hoc ananuz

(4) EdhexTHBHOCTTA Ha BaKCHHATA € M3YMCIICHA KaTO Ca M3I0JI3BAaHH YYACTHHIIM, OOJTHUYHHM KOHTPOJIH, HeTaTHBHU 32
poraBupyc (M3UUcIeHUATa OT TaliBaH ca MpecMEeTHATH KaTo ca U3I0JI3BAaHN KOMOMHHPAHH yYaCTHHIM - OOJTHUYHHU
KOHTPOJIM, HETATUBHHM 32 POTaBHPYC M OOJHUYHU KOHTPOJIU Oe3 Juapus).

(5) EdextuBHOCTTa Ha BAaKCHHATA € N3YHCIIEHA KAaTO ca M3MOJI3BaHN ChCEICKH KOHTPOJIH.

(6) Ipn yyacTHUIN, KOUTO HE ca MOIYYWIN IIBJIHUS BAaKCHHAIMOHEH KypcC, €(peKTUBHOCTTA HA BAKCHHATA CIIE/ €/1Ha
no3a Bapupa ot 51% (95% CI: 26;67 Ex CanBanop) no 60% (95% CI: 37;75, Bpazumnus).

(7) NA: He e nanmmuHo. OrnieHkarta Ha e(peKTUBHOCTTA Ha BAKCHHATA C€ OCHOBaBa Ha 41 HAITBIHO BAKCUHUPAHH CITy4au
u 175 HarBJIHO BaKCHHUPAHU KOHTPOIIH.

Bu3zelicTBUE BEPXY CMBPTHOCTTA

W3nurBanus 3a Bb3aekcTBUe ¢ Rotarix, nposeaenu B [lanama, bpasuins 1 Mekcuko, IIOKa3BaT HaMaJlsIBaHe
Ha CMBPTHOCTTA OT JUapus BCJIEICTBUE HA BCUUKM IPUUYMHM, Bapupaio ot 17% no 73% npu neua Ha
BB3pacT NoJ 5 TOJUHH, B PAMKHUTE Ha 2 10 4 TOAVHH ClIe]] BbBEKIAHETO Ha BAKCHUHATA.

Bb3zelicTBHE BEPXY XOCIUTAIM3UPAHEeTO’

B enHo perpocnekTuBHO 0a3a qaHHU IpOoy4YBaHe B benrus, mpoBeneHo npy Aera Ha Bh3pacT Ha U IO
5 roJIuHY, MPSIKOTO W HEMPSKOTO BH3/ICHCTBIE HA BAKCHHAIMATA ¢ Rotarix BbpXy XOCIIUTAIH3AIHHATE,
CBBP3aHU C poTaBUpycHa HHDEKIHs, Bapupa ot 64% (95% CI: 49;76) no 80% (95% CI: 77;83), nBe ronuHu
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cliel BbBEXKAaHeTO Ha BakcuHaTa. [lomoOHu npoyuBanust B Apmenus, Asctpanus, bpasunus, Kananga, En
CanBagop u 3am0us moka3saT HamasnsiBane ¢ 45% 10 93% mexay 2 1 4 ToAUHU cliell BbBEKAAHETO Ha
BaKCHHATA.

OcBeH TOBa, ICBET U3MUTBaHKsI 32 Bh3ACHCTBHE BHPXY XOCHHUTATH3AIMUTE BCIICJACTBUE HA TUAPUS 110 BCAKA
Mpu4YuHa, IpoBeaeHn B Adpuka u JlatmHCcka AMeprka, Toka3BaT HaMmassBaHe ¢ 14% no 57%, mexay 2 u
5 TOJIMHM cJiell BbBSKIAHETO Ha BaKCHHATA.

S3ABEJIEXXKA: [Ipoy4BanusaTa Ha Bb3AE€HCTBUMETO HMAT 32 1] JIa YCTAHOBAT BPb3KaTa BB BPEMETO, HO HE
W IPUYMHHO-CIIEICTBEHATa BpBb3Ka MEeKAy 3a00JsBaHe M BakcuHanus. EcTecTBeHUTE (IyKTyalnu B
4ecToTaTa Ha 3a00JSIBAHETO ChIIO MOXKE /1a IIOBNUSAT ehekra, HabIronaBaH BB BPEMETO.

5.2 ®apmMakoKMHETHYHM CBOIicTBA

Henpunoxumo

5.3 IlpenkJMHUYHHA JAHHHU 32 0€30MACHOCT

HexnuHuuHuTE AaHHU HE TOKa3BaT 0COOEH PHUCK 3a XopaTa Ha 0a3a Ha KOHBEHIIMOHAJIHUTE IPOYYBaHUS 32
TOKCUYHOCT NP MHOTOKPATHO MPUJIOKEHHE.

6. OAPMAIEBTUYHHU JAHHU

6.1 Crnucbk Ha MIOMOILIHHUTE BelleCTBa

3axapo3a

JunaTtpueB agunar

Monudurupana cpeaa Uren va drondexo (DMEM) (cpabpikaiia peHmnananig, HaTpUH, TIIFOK03a U APYTH
BEIIIECTBA)

CrepuiHa Bosa

6.2 HecbBMEeCTHMOCTH

HpI/I JIMIICAa Ha MPOY4YBAHUS 3a CbBMECTUMOCT, TO3U JICKAPCTBCH IIPOAYKT HE TpHGBa Ja c€ CMECBa C IpyTru
JICKApCTBCHU IMPOAYKTHU.

6.3 Cpoxk Ha rogHoCT

- [TpenBapUTEIHO HAIBIHEH AIUTUKATOP 32 TIEPOPATHO MPUIIOKEHHE: 3 TOAMHH
- Ty06a ¢ MmeMOpaHa u Kamayka Ha Ty0ata: 3 TOJAMHU

- EnHono30Bu TyOH, CBBp3aHH C JeHTa (5 €AMHUYHHU J103H): 2 TOAUHH
BakcuHara TpsiOBa a ce u3noi3Ba He3a0aBHO Ciie]] OTBAPSIHETO.

6.4 CrnenuajaHu ycJI0BHA Ha CbXpPaHeHHe

Ja ce cpxpansiBa B xmagmiHUK (2°C - 8°C).
[a He ce 3ampaszsBa.

lla CC€ ChbXpaHsBa B OpUTMHAIHATa OIIaKOBKa, 3a Ja CC MPEAIasu OT CBETIINHA.
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6.5 Buau chabpKaHHe HA ONIAKOBKATA

[IpenBapUTEIHO HATBIHEH AIUIMKATOD 33 IEPOPATHO TPUITIOKCHHE

1,5 ml mepopaJiHa cyCrieH3us B IPEIBAPUTEIHO HAITBIHCH AIUITMKATOP 32 MEPOPATHO MPUIOKEHUE (CTHKIIO
tut [) ¢ rnaBa Ha 6yTanoro (OyTriIoBa TyMa) U 3alllUTHA TYMEHa Karadyka Ha BbpXa (CTHpeH-0yTaJineHOBa
ryma) B onmakoBku 1o 1, 5, 10 wmm 25.

Kamnaukara Ha BbpXa ¥ T71aBaTa Ha OyTaJOTO HA AIUTMKATOPA 32 MEPOPATHO NPUIOKEHHE Ca TPOU3BEICHH OT
CHUHTETHYHA TyMa.

UscTtuckpama ce Ty0a
1,5 ml mepopaJina cycrieH3us B U3CTUCKBAIIa ce TyOa (TmoueTriieH) ¢ MeMOpaHa U Kaladka Ha TyOara
(monmmponuieH) B onakoBky 1o 1, 10 wim 50.

EnHO0/1030BM M3CTUCKBAINM c€ TYOU, CBBP3aHU C JIEHTA (5 eAMHUYHY J103H)
1,5 ml mepopaJiHa cycrieH3us B U3CTUCKBAIIa ce TyOa (MOTUEeTHIIeH) B €HOI030BH H3CTHCKBAIIN CE TyOH,
CBBP3aHM C JIeHTa (5 eMUHUYHY I03H), B ONaKoBKa 1o 50 TyOwu.

He Bcruky BuioBe OITaKOBKM Morar J1a ObJaT IyCHATH Ha Ia3apa.
6.6 CrnenuajaHu nMpeana3Hu MePKH NPH U3XBbPJIsiHE U padoTa

BakcunaTa npeacrasiisiBa po3payuHa 6e31BETHA TEUHOCT, 0€3 BUAUMH YaCTHIIH, 32 IEPOPAIHO
MIPUIIOKEHUE.

BakcuHara e roToBa 3a NpHIoXKeHue (He ce Haiara MPUroTBsHE WK pa3pexiaHe).
Bakcunara TpsiOBa na ce mpuiiara nepopajiaHo 0e3 Jia ce CMecBa ¢ APYT'M BAKCUHH WIIK Pa3TBOPH.

Bakcuna TpsiOBa 11a ce mperiea BU3yaiHoO 3a YyXAW YaCTULHU W/WIM IPOMEHH BbB BBHIIHUSA BUI. B ciayuait
4e ce HaOJ01aBaT TaKNUBa, BAKCHHATA TPAOBA /1a € U3XBBPIIH.

Heusnon3panusr JICKApCTBCH NPOAYKT WU OTIIAABYHUTC MATCPUAIIU OT HCTO TpH6Ba Ja C€ U3XBBPJIAT B
CHOTBETCTBUC C MCCTHUTEC U3HMCKBAHMA.

Vkazanus 3a NPHUIIOKCHHUEC HAa BaKCHMHATAa B IPCABAPUTCIHO HAITBJIHCH AINIMKATOP 34 IEPOPaJIHO
HOPUITOKCHHUC!:

Moust, mpoueTeTe ykazaHMATA 32 yHOTpeda JIOKpaii, Ipein Ja 3arovYHeTe Ja IpuilaraTe BakCHHaTa.

Caajete 3alllMTHATa Karadka Ha BbpXa OT
aIinKaTopa 3a mepopajaHoO NpUII0KCHUEC.

| Kanauka Ha Bbpxa

He u3rernsiite OyTanoTo Ha ammkaTopa 3a
MEPOPATHO MTPUIIOKEHUE U3BBH TSIIOTO Ha
aruTMKaTopa. AKO TOBa ce CIy4H, He
npujiaraite BaKCHHATa.

Camo 3a MmepopaaHoO MPUJI0KECHHUE.

ITocTaBeTe AETETO B CEAHANIO MOJIOKCHHUE,
JIEKO HAKJIOHEHO Ha3aj. BeBenere
aIyIMKaTopa 3a MEePOPAIHO ITPUIIOKCHUE U TO
HAcoYeTe KbM BBTPEIIHATA CTPaHA Ha
Oy3ata. [IpuioxeTe 1sUI0TO ChAbPKAHUE HA
aIyIMKaTopa 3a MEePOPAIHO [TPUIIOKCHUE B
ycTaTa Ha JIeTETO.
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—_— ] -“ﬁ Jla He ce HHiKeKTHpA!

I/IBXB’BpJ’ICTe IIpasHus aryIMKaTop 3a MEPOPAJTHO IIPUTIOKCHHE U KalladyKaTa Ha BbpXa B OI[O6pCH KOHTCfIHep
3a OMOJIOTHYHU OTHagbl1 B CbOTBETCTBHUEC C MCCTHUTC pa3n0peI[6I/1.

YkazaHus 3a NPUI0KCHIC HA BAKCHHATA B TV6aI

Moss1, mpoueTeTe yKazaHHUATa 3a yIoTpeda JoKpail mpeay Ja 3alovHeTe 1a NpuilaraTte BAKCUHATA.

A. KakBo TpsioBa 1a HanpaBuTe npeau
npuiao:kenue Ha Rotarix

e [IpoBepere cpoka Ha TOIHOCT.
e [IpoBepere nanu TyOaTa HE € MOBPECHA U
BEUE OTBOPCHA.

e T[IpoBepere nanu TEYHOCTTA € IPO3PAYHA U
Oe31BeTHA, 0€3 HUKAKBU YaCTHIM B Hes.

Kanauka

Axo 3a0enexuTe HEIo HeOOUYalkHo, He \_ J

H3II0JI3BaTe BaKCHHATA.

e Ta3u BakcHHA ce TIpujiara mepopasHo —
JTUPEKTHO OT Tybara.

e Ts e roroBa 3a ynorpeba — He € HEOOXOAMMO
Jla sl CMECBaTe C HEIIOo JIPYTO.

B. IlpurorBete Ty6aTa

1. CpaJjieTe Kanmaukara 4

e 3amasere KamaukaTa — TS BU € Heo0XouMa, 3a
Jla mpoOueTe MeMOpaHaTa.

e JlpwxTe TyOaTa B M3MPABEHO TOJIOKEHHE.

2. Jlexo movykaiiTe HeKOJIKOKPaTHO BbpXa Ha
Ty0aTa, 10KaTO0 U3rOHUTE TEYHOCTTA

e Upes eko MovyKBaHe TOYHO MO MeMOpaHara o

M3rOHEeTE TEYHOCTTa OT HAal-TSCHATa yacT Ha
TyOara.
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3. IlocTaBeTe Kanma4ykaTa, 3a 1a OTBOPHUTE

Tybarta

e 3amppxTe TyOaTa B M3MPABEHO MOJIOKEHUE.

e JlpwmXTe TyOara OTCTpaHU.

e B®B BBTpENIHOCTTA HA BPBXUYETO Ha Karmaykara
“Ma MaJIKO IIUIYe — B LEHTHPA.

e OObpHeTe kKanaukaTa ooparso (180°).

4. 3a na orBopuTe Ty0aTA

e Hsama nyxna ot 3aBbpTane. Hatuchere
KalauykaTa HaJolly, 3a J1a mpoouere
MeMmOpaHaTa.

e (e ToBa MaxHeTe Kalaykara.

B. IIpoBepere naju TydaTa e 0TBOpeHA
NMPaBUJIHO

1. IlpoBepeTe nanu MeMOpaHaTa e MpPooUTA
e Ha Bppxa Ha TyOara TpsOBa 1a ©Ma OTBOP.

2. KakBo na HanpaBuTe, ako MeMOpaHaTa He e

npooura

e Ako mMeMmOpaHarta He € IpoOuTa, BEPHETE CE Ha
touka b 1 moBTopere crenku 2, 3 u 4.

I'. IlpunoskeHue Ha BAKCMHATA

e (e kato Tybara e OTBOpEHa, POBEpPETe
JIaJIi TEYHOCTTA € Mpo3payHa U 0e3 HUKaKBU
YJaCTHULH B HEAl.

AKo 3a0eexXuTe Helllo HeOOUYaiHo, He
U3II0JI3BATe BAKCHHATA.

L prmomeTe BaKCHHaTa B€IHara.

1. [TocTaBeTe A€TETO B MOJI0KEHHE 32 JaBaHe
Ha BAKCHMHaTa
e (CrokeTe ACTETO B CSAHAIIO ITOJIOKCHHUEC, JICKO

HAKJIOHCHO Ha3al.

2. llpuJoxere BakcMHaTa

e H3cTuckaliTe BHUMATEIHO TEYHOCTTA B €qHATA
CTpaHa Ha ycTaTa Ha JEeTETO — KbM
BBTpENIHATa CTpaHa Ha Oy3ara.

e Mooke /1a ce HaJIOXKH Jla CTUCKATe TyOara
HSIKOJIKO TIBTH, 32 J]a U3JIE3€ ISITOTO
KOJINYECTBO BaKCHHA — HOPMAJIHO € BbB BbpXa
Ha Ty0ara Ja OCTaHe KaIlka.
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W3xBbpIieTe npa3Hata TyOa v Kamadkara B 0J00peH KOHTEHHED 3a OMOJIOTHYHH OTIAABIM B ChOTBETCTBUE C
MECTHUTE pa3nopenou.

Yka3zaHus 3a IPUJIOKEHNE Ha BAKCHHATA B OIIAKOBKA OT €IHOA030BH TyOH, CBBP3aHU C JieHTa (5 eMMHUYHU
03H):

Mosts1, mpoueTeTe yKazaHHsATa 32 yrnoTpeda JoKpai mpeau Jia 3amovHeTe J1a puiiaraTe BakCHHaTa.

e Ta3u BakcWHA ce MpHJIara nepopaHo AUPEKTHO OT AMHIYHATA TyOAa.
e Enna Ty6a 3a mepopaiiHo MPUIIOKEHHE JIOCTaBs €THA JI03a BAKCHHA.
e Ta3u BakcHHA € TOTOBA 3a YHOTpeOa — He s CMECBalTe C HEIIO JIPYTO.

A. KakBo TpsioBa 1a HanpaBuTe Mpean
npujio:keHue Ha Rotarix

CB'bp3Ba|-|-la . Cpok Ha rogHocT: MM-TTTT
neHTa

1. IIpoBepeTe cpoka Ha TOAHOCT BBPXY Mupno >
CBBp3BalllaTa JICHTA.

2. IlpoBepete nanu TeYHOCTTA B TyOarta 3a

Tano —

MIEPOPATTHO MPHUIIOKEHHE € TIPO3paAYHa,

Oe31BeTHA ¥ 0€3 BUAUMH YaCTUIIM B HESL.

- AKo 3a0eJIe;KNTE HEI0 HeoOMYaiiHo, He T::L‘;:Z—P
M3II0JI3BaliTe HUTO €HA OT TyOuTE 32
MepPoPAaHO MPUJIOKEHHE OT EnHonosoBaf
Ty6a 3a nepopasnHo
CBbpP3BAIATA JIEHTA. \_ npunoxenve )

3. [IpoBepeTte nanu BCsika OTACNHA TyOa 3a
MIEPOPAITHO MPHUIIOKEHUE HE € MOBPEJICHA U €
BCE OIIIE 3aIleyaTaHa.

- AKo 3a0ej1e:xuTe Helllo HEOONYAITHO, He
M3I0JI3BaliTe 3acerHarara tyoa 3a
MepopaTHO MPUJIOKEHHE.

b. [IpuroTBeTe Ty0aTa 32 mepopaaHo
HpI/I.]IO)KeHI/Ie / Cpok Ha rogHocT: MM-ITTT \

1. 3a 1a otaenure eqHa Tyba 3a mepopasHo
MIPHJIOKEHHUE OT JIPYTHUTE, 3alI0YHETE OT €ANHUS
Kpai:

a) XBaHeTe Ha ONPEAETICHOTO MSCTO €/1Ha OT
KpalHHUTE TyOM 3a NEePOPaTHO MPUIIOKEHHE, 32

Ja sl OT/ICIUTE OT JAPYTHUTE.
6) C npyrara cu pbKa XBaHETE MSCTOTO 32 N\

XBalllaHe Ha chceHaTta Ty0a 3a mepopaiHo
HIPUIIOKEHUE.

B) U3appmaiiTe v T0 OTKBCHETE OT ChCETHATA
TyOa 3a MepopaHO MPUIOKEHHE.
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2. 3a 1a OTBOpPUTE OT/ICIICHATA Ty0a 3a MePOPaTHO
MIPIWIOKEHUE:
T) 3aApBXKTE B U3MPABEHO MOJIOKEHUE
oTAeneHaTta Ty0a 3a mepopaiHO IPUIIOKEHHE.
1) XBaHETE OT/eNIeHaTa Ty0a 3a mepopaHo
MIPIJIO’KEHUE Ha OTIPEAIETICHOTO MSCTO C eIHaTa
CH PBKa U CBbp3Ballara JIeHTa C ApyraTa pbKa.
He xBamaiiTe T8/710T0 Ha Ty0aTa 3a
NEePOPATHO NPHIOKEHUE, 3a1[0TO MOKe 12
HU3CTHCKATE YaCT OT BAKCHHATA.
) 3aBbpTeTe OT/IeIeHaTa TyOa 3a MepopaIHo
MIPIIOKCHUE.
) M3oppriaiiTe s OT CBbp3BaIara JeHTa.

B. IIpuioxere BAKCHHATA IEPOPATHO
BeJHAra cJie]] OTBapsiHe

1. 3a ga mocTraBUTE AETETO B MOJIOKEHHUE 3a
JlaBaHe Ha BaKCHUHATA:
e CJI0KETEe IETETO B CEIHAIIO IOJIOXKEHHE,
JIEKO HAKIIOHCHO Ha3al.

2. 3a Aa NpUIIOKUTE BAKCHHATA IEPOPAIHO:

e MI3cTHCKANTE BHUMATEIHO TEYHOCTTA B
eJlHaTa CTpaHa Ha ycTaTa Ha JIeTeTO KbM
BBTpEIIHATA CTpaHa Ha Oy3aTa.

e Moske J1a ce HaJIOXKH J]a CTHCHETe TyOara
3a MepOopaTHO MPUIIOKEHHUE HAKOJIKO MBTH,
3a J]a M3J1e3€ [I0TO KOJIMYECTBO
BaKCHHA — HOPMAJIHO € BbB BbpXa Ha
TyDaTa Jja ocTaHe Karka.

I'. He3a0aBHO BbpHeTe OCTAHAJIMTE 103U B
XJIAIMTHUKA

n

alneudaire

Cawmo 3a
nepoparHo
npunoxeHue

J

Bennara cien u3nosn3sane Ha Ty0a 3a
MEPOPATTHO MPUIOKESHHE HEU3IOI3BAHUTE TYOH,
KOHUTO BCE OIIE Ca MPUKPETICHU KbM
CBBp3BalllaTa JIeHTa, TpOBa J1a ce mpubdepar B
xynagunHuka. ToBa e He0OX0UMO, 3a J1a MoTraT
HEU3IOJI3BAHUTE TYOH 32 MEPOPATHO
MIPHUJIOKEHUE J1a ObIaT U3IMOI3BaHU 32
cJeBaIiaTa BaKCHHAITHSI.

MBXBBpIASHTE U3TOI3BAHUTE TYOH 32 MTePOPaTHO
MIPUJIOKEHUE B 0I00pEHU KOHTEIHEepH 3a
OMOJIOTMYHU OTHAABIU B ChOTBETCTBHUE C
MECTHHTE Pa3lopeI0u.

@asaﬁasuo npubepete
obpaTHO B xnagunHuka

=
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7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals SA
Rue de I'Institut 89

B-1330 Rixensart

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

[IpenBapuTenHo HAOBIHEH AMJIMKATOP 32 MEPOPATHO MPUIO0KEHUE
EU/1/05/330/005
EU/1/05/330/006
EU/1/05/330/007
EU/1/05/330/008

Ty6a
EU/1/05/330/009

EU/1/05/330/010
EU/1/05/330/011

Ennomo30BHu TyOH, CBBP3aHu C JieHTa (5 eIMHUYHU JI03H1)
EU/1/05/330/012

9. JATA HA ITBPBO PA3BPEINIABAHE/IIOJTHOBSIBAHE HA PAZPEILIEHUETO 3A
YIHOTPEBA

Jara Ha mepBoO pazpemaBane: 21 despyapu 2006 T.
Jara Ha nocnenHo nonHoBsiBane: 14 auyapu 2016 .

10. JATA HA AKTYAJIMU3BUPAHE HA TEKCTA

[ToapoOna nnpopmanus 3a TO3M JEKAPCTBEH MPOAYKT € IpeAocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHMs 1o JIeKapcTBaTa: https://www.ema.europa.eu.
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MPUWJIOKEHME I
MPOU3BOJUTEJ(A) HA BUOJIOTMYHO AKTUBHOTO(UTE)
BEIIECTBO(A) U MPOU3BOUTEJI(A), OTTOBOPEH(HH) 3A
OCBOBOKJIABAHE HA APTUIU

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

JAPYI'N YCJIOBUS N UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJI0OBUA NN OTPAHUYEHUS 3A BE3OITACHA U E@EKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT
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A. HNPOU3BOAUTEJI(M) HA BUOJIOI'MYHO AKTUBHOTOMTE) BEIIECTBO(A) U
IMPOU3BOJUTEJI(N), OTTOBOPEH(HMH) 3A OCBOBOXKXJIABAHE HA ITAPTHU/ U

HMe u aapec Ha IPOU3BOAUTEIS Ha OMOJIOTUYHO AKTUBHOTO BCIICCTBO

GlaxoSmithKline Biologicals SA
Parc de la Noire Epine

Rue Fleming, 20

1300 Wavre

benrus

Hme m aapec HA MPOU3BOAUTENS, OTTOBOPEH 3a OCBO60)K,Z{aBaHe Ha NapTHAUTEC

GlaxoSmithKline Biologicals SA
Rue de I’Institut 89

1330 Rixensart

benrus

b. YCJI0OBUSA NWJIN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUAT MPOAYKT C€ OTILYCKa I10 JIEKAPCKO MPEANUCAHHUE.

O¢puunanHo ocB0OOKIABAHE HA NAPTUAMN

CwriacHo wi. 114 ot dupextusa 2001/83/EC odurmamHoTo 0cBOOOKIaBaHE HA TAPTUANTE CE U3BBPIIBA OT
IbpKaBHA JTab0paTOpus Wi 1abopaTopus, ONpeaesIeHa 3a Ta3u Lell.

B. JPYI'U YCJIIOBUA U U3BUCKBAHUS HA PASPEIIIEHUETO 3A YIIOTPEBA

. Ilepuoguynu akTyaJu3npanu aokjaanau 3a desonacuoct (ITA/IB)

WzuckBanusra 3a nonasane Ha [TAJIb 3a To3u JiekapCTBEH MPOIYKT ca MOCOUCHH B CIIHCHKA ¢ pe(h)epEeHTHUTE
natu Ha EBponeiickust cpio3 (EURD crimenk), mpensuaer B wi. 1078, an. 7 ot Qupexrusa 2001/83/EO, n
BbB BCUYKH CJIC/IBAIY aKTyaIM3aliu, MyOIMKyBaH! Ha €BPOIICHCKHUS yeOropTal 3a JISKapCcTRa.

r. YCJI0BUsA NWJIN OI'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS IPOAYKT

. IInan 3a ynpaBaenue Ha pucka (ITYP)

[Iputexxarensar Ha pa3pemeHueTo 3a yrmotpeda (IIPY) tpsoBa ga u3BHpIIIBA H3UCKBAHUTE JEHHOCTH H
NeCTBUS, CBBP3aHH C JIEKapCTBeHaTa 0e301acHoCT, TocoueHu B onodpenus I1YP, npencrasen B Moayn
1.8.2. Ha pa3pernieHneTo 3a yrnorpeda, KakTo U BbB BCHUKH CJIeABALIM 0J00peHH akTyann3un Ha [TYP.

Axkrtyanusupat [1YP tpsiOBa na ce noaasa:

10 MCKaHe Ha EBporielickaTta areHuus 1o JeKapcTBara;

e BHHArM, KOraTo ce M3MEHs CHCTeMaTa 3a yIpaBJIeHHe Ha PUCKA, OCOOEHO B PE3yJITAT HA MOIydIaBaHe
Ha HOBa WH(OPMALH, KOSITO MOKE J1a I0BEJE IO 3HAUUMH IIPOMEHHU B ChOTHOLIEHHETO MOJI3a/pUCK,
WK Cliel AOCTHI'aHEe Ha Ba)KEH eTal (BbB Bpb3Ka ¢ IpOoCie s IBaHe Ha JeKapcTBeHaTa 0€301acHOCT Ui
CBEX/IaHe Ha PHCKa 10 MUHUMYM).
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HPUJIOKEHUE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

IPEJABAPUTEJIHO HAITBJIHEH AIIVIMKATOP 3A IIEPOPAJIHO ITPUJIOKEHMUE,
OIIAKOBKM IIO 1, 5, 10 1JIM 25

| 1. HUME HA JIEKAPCTBEHUS NTPOAYKT

Rotarix mepopaJjina cycrieH3usl B IpeBAPUTEITHO HAMTBIIHCH aILTHKATOP 32 MEPOPATHO TIPUIIOKCHHE
Bakcuna cpeuty poraBupyc, )KrBa

| 2. OBABABAHE HA AKTUBHOTO/MTE BEHIECTBO/A

1 mo3a (1,5 ml) ceappixa:

Yogemku potasupyc mam RIX4414 (;xuB, aTeHIOMpaH) He no-manko ot 10%° CCIDsg

3. CIIUCBK HA IOMOIIIHUTE BELLIECTBA

3axaposa, HaTpHii, TIIF0K03a, ()eHUITATaHIH

3a JOITBJIHUTCIIHA I/IH(I)OpMaHI/ISI BHOKTC JIMCTOBKarTa.

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

IMepopanna cycrieH3us B IPeBAPUTEITHO HAITBIHEH AIUTUKATOP 32 MEPOPATHO TPUIIOKEHHE
1 mpeBapUTEIHO HABIHEH AIJIMKATOp 32 MEePOPAHO MPUIIOKCHUE
1 mo3a (1,5 ml)

5 mpeBapUTEHO HAITBIHEHH alUIMKAaTOpa 32 MEePOPATHO IPUIOKEHHE
5x 1 moza (1,5 ml)

10 mpeABapUTETHO HAITBLIHEHH AILTUKATOPA 32 MEPOPATHO TIPIIIOKCHHUE
10 x 1 mo3a (1,5 ml)

25 mpenBapyUTEIHO HAITBJIHEHH aINTUKATOPa 32 MEPOPATHO TPUIIOKEHHIE
25 x 1 moza (1,5 ml)

| 5. HAYYH HA ITPUJIOKEHUE U TBT/UIIA HA BbBEK/IAHE

Ilepopanno npunoxenue
Ja He ce nH:KeKTHpA!
IIpenu ynorpeda npouereTe IMCTOBKATA

6. CIHHEHUAJIHO NPEAYHPEXJIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA JIA CE
CBbXPAHSABA HA MACTO JAJIEY OT IIOTJIEJA U TOCET'A HA JIEITA

Jla ce cpxpaHsIBa Ha MSCTO, HEAOCTHITHO 34 JICTIa.
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| 7. APYI'U CHHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJINUMO

[IponykThT € ToTOB 3a ynotpeoda.
He ce n3nckBa peKOHCTUTYHpPAHE.

| 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CIIEHUAJIHHN YCJIOBUS HA CbXPAHEHUE

[a ce cpxpaHsiBa B XJIaJIUITHUK.
a He ce 3ampassBa.
Jla ce cpxpaHsBa B OpUTHHAIHATA OTAKOBKA, 32 Ja C€ MPEAIAa3y OT CBETIIHHA.

10. CHELOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU MATEPHUAJIN OT TAX, AKO
CE U3UCKBAT TAKUBA

11. HUME U AAPEC HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals SA
Rue de I’Institut 89
B-1330 Rixensart, benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/05/330/005 — onakoBka 1o 1 mpeaBapuTeaIHO HAITbIHESH aIUTMKATOP 32 MEPOPATTHO MPHIIOKEHHE
EU/1/05/330/006 — omakoBKa 1o 5 npeaBapuTeIHO HAIIbJIHEHHU aIIMKaTopa 3a MEepOPAIHO MPUII0KEHHE
EU/1/05/330/007 — onakoBka mo 10 mpeaBapUTEIHO HAITBJIHEHH AIUTMKATOPa 32 MEPOPATHO MPHUIIOKESHUE
EU/1/05/330/008 — omakoBKa 1o 25 npeBapuTEIIHO HAITBIHEHHU alJIHKATOpa 3a MePOPaIHO MPHIIOKEHUE

13. MAPTHUAEH HOMEP

ITapt. Ne

14. HAYMH HA OTIITYCKAHE
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| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAIJIOBA A3BYKA

[MpueTo e ocHOBaHME J1a HE ce BKIOUM nH(popManus Ha bpaiiiosa a30yka.

| 17. YHUMKAJIEH NJEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 6apKo/ ¢ BKIFOUEH YHUKAJICH HACHTA(DHKATOD

| 18. YHMKAJIEH NWIJEHTU®UKATOP — TAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
TYBA, OITAKOBKH 110 1, 10 UJIU 50

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

Rotarix mepopasina cycrneH3us
BaxkcuHa cpeily potaBupyc, XxuBa

| 2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 mo3a (1,5 ml) ceappxa:

Yosemku poraBupyc mam RIX4414 (xuB, aTeHronpan) He no-manko ot 10%° CCIDs

3. CIIMCBK HA TIOMOIIIHUTE BEIIECTBA

3axapo3a, HaTpUii, TJI0K03a, (PCHUITATTAHUH
3a JOIIBJIHUTCIIHA I/IH(I)OpMaHI/I}I BWIKTEC JIMCTOBKATa.

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

ITepopanna cycrneHsus
1 Tyba
1 mo3a (1,5 ml)

10 Ty6u
10 x 1 mo3a (1,5 ml)

50 Tyou
50 x 1 mo3a (1,5 ml)

| 5.  HAYMH HA MPUWJIOYKEHME M MbT(MIIIA) HA BbBEXIAHE

Ilepopanno npunoxxeHue
Ja He ce un:kexkTHUpa!
[Ipenu ynorpeba mpoderere TUCTOBKATa

6. CIHEHUAJIHO NPEAYHPEXJIEHUE, YE TEKAPCTBEHUAT INPOAYKT TPABBA JIA CE
CBbXPAHSABA HA MACTO JAJIEY OT IHOTJIEJA U TOCET'A HA JTEITA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

HpoqueTe HHCTPYKIMUTE NMpeaAu NPUWIOKECHUE HA BAKCUHATA.
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Ta3u BakcuHa ¢ Ipe€aHasHa4yc€Ha caMo 32 MEePOPAJTHO NMPUJTIOKECHHE.

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

| 9. CIIENUAJIHHU YCJIOBUS HA CbXPAHEHUE

[a ce cpxpaHsiBa B XJIaJIUITHUK.
[a He ce 3ampa3ssBa.
Jla ce cpxpaHsBa B OpUTHHAIHATA OTIAKOBKA, 32 Ja C€ MPEAIAa3y OT CBETIIHHA.

10. CHELOUAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA YACT
OT JJEKAPCTBEHUTE NPOAYKTHU NI OTHHAABYHU MATEPHUAJIN OT TAX, AKO
CE U3NCKBAT TAKNBA

11. HUME U AAPEC HA ITIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals SA
Rue de I’Institut 89
B-1330 Rixensart, benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/05/330/009 — omakoBka 1o 1 Ty6a
EU/1/05/330/010 — omakoBka mo 10 Tyou
EU/1/05/330/011 — omakoBka mo 50 Tyou

13. HAPTUJAEH HOMEP

[Tapt. Ne

| 14. HAYMUH HA OTIIYCKAHE

| 15. YKA3AHWUA 3A YIIOTPEBA

| 16. HWH®OPMAIIMA HA BPAHJIOBA A3BYKA

[Tpuero e ocHOBaHMeE J1a He ce BKIOUM nHpopManus Ha bpaiiioBa a30yka.
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| 17.

YHUKAJIEH NJEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 6apKo/I ¢ BKIFOUEH YHUKAJICH HACHTA(DHUKATOD

| 18.

YHUKAJIEH NIJEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
EJJHOJ030BU TYBU, CBbP3AHU C JIEHTA (S EIMHUYHU JO3N)
OITAKOBKM 110 50 TYBHU

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

Rotarix mepopasina cycreH3us
BaxkcuHa cpeiy potaBupyc, Xx1uBa

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEUIECTBO(A)

1 mo3a (1,5 ml) ceappxa:

Yosemku poraBupyc mam RIX4414 (xuB, aTeHronpan) He no-manko ot 10%° CCIDs

3. CIIMCBK HA TIOMOIIIHUTE BEIIECTBA

3axapo3a, HaTpUii, TJII0K03a, (CHUITATAHUH
3a nombIHUTENHA HHPOPMAIIUS BIDKTE JTMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

Ilepopanna cycneHsus

50 TyOu
10 x 5 eqHO1030BH TYOHM CBBP3aHU C JICHTA
1 mo3a (1,5 ml)

| 5.  HAYMH HA IPUJIOKEHUE M IbT(UILA) HA BbBEJKJAHE

Ilepopanno npuioxxeHue
Ja He ce un:kexkTHUpa!
[Ipenu ynotpeba nmpoyerere TUCTOBKATA.

6. CIHEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPABBA JIA CE
CBbXPAHSABA HA MACTO JAJIEY OT IIOTJIEJA U TOCET'A HA JIEITA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINMO

l'[poqueTe HHCTPYKIHUUTE MPEAN MPUIOKCHUE HA BAKCHUHATA.
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Ta3u BakcuHa ¢ Ipe€aHasHa4yc€Ha caMo 32 MEePOPAJTHO NMPUJTIOKECHHE.

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

Tonen mo: {MM/ITIT}

| 9. CIIENUAJIHHU YCJIOBUS HA CbXPAHEHUE

[a ce cpxpaHsiBa B XJIaJIUITHUK.
[a He ce 3ampa3ssBa.
Jla ce cpxpaHsBa B OpUTHHAIHATA OTIAKOBKA, 32 Ja C€ MPEAIAa3y OT CBETIIHHA.

10. CHELOUAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA YACT
OT JJEKAPCTBEHUTE NPOAYKTHU NI OTHHAABYHU MATEPHUAJIN OT TAX, AKO
CE U3NCKBAT TAKNBA

I[a CC U3XBBPJIA B CbOTBETCTBUEC C MCCTHUTC U3 CKBAHM.

| 11. HUME U AJPEC HA ITPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals SA
Rue de I’Institut 89
B-1330 Rixensart, bearus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/05/330/012 — onakoBka ot 50 TyOn

13. HAPTUJAEH HOMEP

[Tapt. Ne

| 14. HAYMUH HA OTIIYCKAHE

| 15. YKA3AHWUA 3A YIIOTPEBA

| 16. HWH®OPMAIIMA HA BPAHJIOBA A3BYKA

[Tpuero e ocHOBaHMeE J1a He ce BKIOUM nHpopManus Ha bpaiiioBa a30yka.
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| 17. YHUMKAJIEH NJEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 6apKo/I ¢ BKIFOUEH YHUKAJICH HACHTA(DHUKATOD

| 18. YHMKAJIEH NJEHTU®UKATOP — TAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHNYHHN
II'bPBUYHH OITAKOBKH

INPEABAPUTEJIHO HAITBJIHEH AIIVIMKATOP 3A IIEPOPAJIHO ITPUJIOKEHUE

| 1. MME HA JEKAPCTBEHHSI IPOAYKT U MbT(MIIA) HA BbBEXKIAHE

Rotarix

IIepopanna cycrneHsus

Baxkcuna cpemty potaBupyc, KuBa
IMepopanno npunoxeHue

| 2. HAYMH HA ITIPHUJIOKEHHUE

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

[Maptunen Ne

| 5. CBHABPKAHUE KATO MACA, OBEM WJIN EJUHUIN

1 mo3a (1,5 ml)

| 6. JPYTO
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHNYHHN
II'bPBUYHH OITAKOBKH

TYBA

1. UME HA JIEKAPCTBEHUS NTPOAYKT U IBbT(MLIA) HA BBBEXK/IAHE

Rotarix

IIepopanna cycrneHsus

Baxkcuna cpemty potaBupyc, KuBa
IMepopanno npunoxeHue

| 2. HAYMH HA ITIPHUJIOKEHHUE

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

[Maptunen Ne

| 5. CBHABPKAHUE KATO MACA, OBEM WJIN EJUHUIN

1 mo3a (1,5 ml)

6. JPYIO
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHNYHHN
II'bPBUYHH OITAKOBKH

EJJHOJ030BU TYBU, CBbP3AHU C JIEHTA (S EAMHUYHU JO3N)

| 1. MME HA JEKAPCTBEHHSI IPOAYKT U MbT(MIIA) HA BbBEXKIAHE

Rotarix

IIepopanna cycrneHsus

Baxkcuna cpemty potaBupyc, KuBa
IMepopanno npunoxeHue

| 2. HAYMH HA ITIPHUJIOKEHHUE

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

[Maptunen Ne

| 5. CBHABPKAHUE KATO MACA, OBEM WJIN EJUHUIN

5 eHOI030BU TyOHU
1 mo3a (1,5 ml)

6. JIPYTO

36



b. IUCTOBKA
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JIncroBka: ungopmaunusi 3a noTpeduTeNs

Rotarix nepopaJina cycrneH3usi B IpeIBaPUTETHO HAITbJIHEH AIUVIHKATOP 32 MEPOPATHO NPUJIOKEeHNE
BaKCHHa CpeILy poTaBUpYC, KuBa (rotavirus vaccine, live)

IIpoyereTe BHUMATEIHO LA/IATa JUCTOBKA, IIPeAH AeTeTo Bu 1a 3amo4yHe 1a npuemMa Ta3u BaKCHHA,

Thil KATO T CbAbPsKa BaxkHa 3a Bac nndopmanus.

- 3amasere Ta3u JUCTOBKA. MOKe 1a ce HAJIOXKU J1a S IPOYEeTEeTe OTHOBO.

- AKXO “MaTe HSIKaKBU JIONBJIHUTEIHN BBIIPOCH, onuTaiTe Bamus nexap nnu dpapmanesT.

- Ta3u BakcuHa € NpejnucaHa eIMHCTBEHO U JINYHO Ha Bamrero nere. He s npeoTcThlBaiiTe HAa Apyru
Xopa.

- AKO MoNyuynTe HIKaKBH HEXETaHU JICKApCTBEHU peakiny, yBeaomere Bammus nekap uinn hapManesr.
ToBa BKJIr0UBa BCUYKH Bb3MOKHH HE)XEJIaHU PEaKIMU, HEOIIMCAHU B Ta3U JIMCTOBKA. BuxTe TOuKa 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kaxso mpencraBnssa Rotarix u 3a kakBo ce U3IONI3Ba

Kakgo Tps0Ba na 3Haere, npeau aerero Bu na nmpueme Rotarix
Kak ce mpuema Rotarix

BB3MOXHHN HEXETaHU peakuu

Kak na cexpansBare Rotarix

ChbabppxaHue Ha ONAaKOBKATa M AOIBIHUTEIIHA HHPOPMALUS

AN o S e

1. Kakso npeacraBiasBa Rotarix u 3a kKakBo ce N310J13Ba

Rotarix e BupycHa BakcHHa, KOSITO ChbpiKa KUB, aTEHIONPaH (0TCIa0eH) YOBEIIKH poTaBupyc. s momara
3a mpeqasBaHe Ha Bamero gere, cien HaBbpIIBaHE HA 6-CEIMUYHA BB3PACT CPEILy TaCTPOCHTEPHT (JHAPHS
Y TIOBpPBIIAHE), IPUUUHEH OT POTABUPYCHA MHDEKIIHSL.

Kak ngeiictBa Rotarix

Wudexnusara c poTaBUpyC € Haii-uecTara IpUYMHA 33 pa3BUTHE Ha TEXKa JUapHs NIpU OedeTa u MaJKH Jelia.
PoTaBupychT ce pa3npocTpaHsBa JIECHO IO BT PhKa-yCTa MPH KOHTAKT C H3MPAKHEHUATA HA 3apa3eH
qoBek. [Ipu moBeveTo Jena poraBupycHaTa Juapus IpeMHHaBa OT caMo cebe cH. Beipeku ToBa, pu HAKOU
Jeria 3a00JIIBaHETO MPOTHYA CEPUO3HO C TEKKO MOBPbBIAHEe, IUApHUs H KHBOTO3acTpallaBamia 3aryoa Ha
TEYHOCTH, KOUTO HAJlaraT XOCITUTAIN3aIHs.

[Tpu npuio’keHre Ha BakCHHATa MMYHHATa CHCTEMa Ha YOBEK (€CTECTBEHATA 3alllUTa Ha TAJIOTO) 00pa3yBa
aHTHTENA CPelly HalH-uecTo CpelIaHnTe TUIIOBE pOTaBUpyc. Te3u anTuTena npemnassar oT 3a00IBaHus,
MIPUYUHEHH OT TE€3H THUIIOBE POTABUPYCH.

Kakro IIpy BCUYKW BAKCHUHHU, Rotarix moxe Jla HE Mpe€ana3n HAIllbJIHO BCUYKW BaAKCUHUPAHU OT
POTaBUPYCHHUTE I/IH(i)eKL[I/II/I, Cpeily KOUTO € MpEAHA3HAUCHA.

2. Kakso Tpsa0Ba na 3Haete, npeau AeteTo Bu na npueme Rotarix

Rotarix He TpsidBa 1a ce mpuiiara

o aKoO ACTETO Bu e umaio AJICPTrUYHa p€aKius KbM POTAaBUPYCHH BAKCHHU WJIM KbM HAKOS OT
OCTaHAJIUTE ChCTABKH Ha Ta3W BakcuHa (M30poeHH B Touka 6). CHMITOMUTE Ha aJiepruuHa peaxiys
MOTaT Jia BKJIFOYBAT ChPOSII KOKEH 00pUB, 3aTPYAHCHUE B IUIIAHETO M NOAYBaHE HA JMLETO WU

€31Ka.

° aKO B MMHAJIOTO JieTeTo Bu e nmaiio nHBaruHanus (3anyiBaHe Ha YepBaTa, [IPH KOETO ENH CETMEHT
OT YEPBOTO CE BMBKBA B IPYT CETMEHT).

° ako neteTo Bu e poaeHo ¢ MandopMalis Ha YepBaTa, KOATO MOJKE Ja JOBE/C 10 MHBAlMHALIUA.

aKo ieTeTo Bu nMa psaKo HaciIeICTBEHO 3a00IIsBaHe, KOETO 3acsira UMyHHATa CHCTEMa, HapedeHo
TeXKa KoMOMHHpaHa UMyHHa HenoctaTbyHOCT (SCID).
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° ako nereto Bu uMma Teskka mH(EKIHs ¢ BUCOKA TeMIepaTypa. B TakuBa ciyyan MoXKe J1a ce HaJoXKHu
oTJIaraHe Ha BaKCHHAIIMATA JI0 U3JIeKyBaHe Ha jereTo. Jlekute nHEKInu, KaTo HACTUHKHU, HE 01
TpsIOBAJIO [1a MPEACTABISABAT MPOOIIEM, HO BBIIPEKH TOBA YBEIOMETE JIeKaps IPEIr UMyHH3AIIHS.

. ako mereto Bu mma quapus v MOBpbINa. B TakuBa cirydan MoKe 1a ce HaJIOXKH OTJIaraHe Ha
BAaKCHHAIIMATA J0 U3JIEKYBaHE Ha JCTETO.

IpenynpesxaeHust U Npeana3sHu MEPKH

I'oBopeTe ¢ Bammst mekap/MeTUITMHCKH CIIEIHATUCT Ipeau aeteto Bu ga mpueme Rotarix, ako:

. TOI/Ts € B OMIM3BK KOHTAKT C WIEH Ha CEMEICTBOTO, KOUTO € ¢ oTciabeHa MMyHHa CUCTeMa,
HaInpuMep, JUIIE ¢ PaKoBO 3a00JIIBaHE WIX TIPUEMAIIIO JIEKAPCTBA, KOUTO MOTaT Jia OTCIa0sT
MMyHHAaTa CHCTEMa.

. TOW/TSl IMa YBpEKAaHE Ha CTOMALIHO-YPEBHATA CHCTEMA.
. TOM/TsI HE MOKA4Ba TEJIECHOTO CH TETJIO U HE PacTe, KAKTO CE OYaKBa.
. TOW/TS1 IMa HIKaKBO 3a00JsIBaHE WM NpUeMa HIKAKBO JEKapCTBO, KOETO HaMaslsiBa HeroBaTa/HelHaTa

PE3UCTEHTHOCT KbM MH(EKIMS WM aKO TI0 BpeMe Ha OpeMEHHOCTTa MaiiKaTa € preMalia HSIKaKBO
JIeKapcTBO, KOETO 0TC/Ia0Ba UMyHHATa CUCTEMA.

Cnen kato neteto Bu e mpueno Rotarix, yBemomere He3a0aBHO JieKap/METUITUHCKH CTICIIUANNCT B CITydai ue
npu aereto Bu ce mposBsAT cuitHa 0oka B cTOMaxa, MOCTOSTHHO MOBTApSIIIO ce TIOBPBIIAaHE, KPBB B
W3MPaXHEHUATA, TIOAYT KOPEM H/WIH NIOBUIIIEHA TeMIlepaTypa (BHXKTE ChIO Touka 4 “Bb3MOKHN HEXenaHu
peaknumn’).

Kakro BUHAru, U3MUBaNUTE pPBLCTE CU BHUMATEIHO CJIC CMAHAa HAa MPBCHHUTC IICJICHU.

JApyru aexapcrBa u Rotarix
Wudopmupaiite Bamus nekap, ako nqereto Bu nprema, € mprueMano HaCKOpO WK € B3MOXHO J1a preMe
HSKAaKBU JIPYTH JIEKapCTBa WK HACKOPO € OUII0 BAKCUHUPAHO C JpyTra BaKCHHA.

Rotarix Mo>ke J1a ce mpuiiara Ha AeTeTo By 1o e1HO U ChIIIo BpeMe ¢ IpyTuTe PyTHHHO NPENopbYBaHN
BaKCHHH, KaTO BAaKCHHH cpelly AudTepusi, TETaHyC U KOKJIIOII (Marapemika kanuuna), Haemophilus
influenzae tin b, MOTMOMUENHT (TIEPOPATHA WM MHAKTUBUPAHA BAKCHHH), XeNIATUT B BakCHHM, KaKTO U
ITHEBMOKOKOBH 1 MEHMHI'OKOKOBHU ceporpyma C KOHIOTaTHH BaKCHHH.

Rotarix ¢ XxpaHu U HaNUTKHU
Hsima orpanndeHus o OTHOILIEHHE HAa IPUEMa Ha XpaHa U TE€YHOCTH OT JieTeTo Bu, kakTo npenu, Taka u
clle/l BAKCUHALIUATA.

KbpMmene

B®3 ocHOBa Ha JaHHUTE, MOJYYCHHU 110 BPEME Ha KIIMHUYHUTE U3NIUTBaHNA, € YCTAHOBECHO, Y€ KbPMCHETO HE
HamalsiBa 3aluTaTa, Kosto Rotarix ocurypsiBa cpenty potaBupyceH racrpoerteput. [lopaau tazu npuuuHa
KbPMEHETO MOJKE J1a POABJIKY 110 BpEMe Ha IIpujlaraHe Ha BaKCHHATA.

Rotarix chabp:xa 3axapo3a, ri110Kko3a, GpeHnjJaJIaHuH U HATPUii

Axo Bammst nexap Bu e xazai, e mereTo, KoeTo e 0b/ie BAKCHHHPAHO, IMa HETTOHOCHMOCT KbM HSKOH
3axapH, CBbpxkeTe ce ¢ Bamms nekap, mpenu Ta3u BakCHHA Ja Ob/ie TPUIOKEHa Ha ieTeTo Bu.

Tasm BakcuHa chabpika 0,15 Mukporpama HheHUIaTaHH BEB BCsiKa 103a. DeHMTATaHUHBT MOXKE J1a HaBPEIH,
ako nereTo Bu nma GeHmITKeTORY pHs, PSIIKO TeHETHYHO 3a00JIBaHe, IPU KOETO Ce HATpyIBa (heHUIIATaHWH,

ThH KaTo OpTraHU3MBT HEC MOKE J1a I'O0 OTACIIA IIPABUIIHO.

Ta3u BakcrHa chabpka 32 mg HaTpHii (OCHOBHA ChCTAaBKA HAa TOTBApCKATa/Tpane3Hara coJi) BbB BCSKa J103a.
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3. Kak ce npuema Rotarix

JlexapsT uiau MEIUIIMHCKATa CecTpa Iie MpUIIoKaT Ipernopbyanarta qo3a Rotarix Ha Bamero nere.
Bakcunara (1,5 ml reunoct) me My 0b1¢e naneHa npe3 yerarta. [Ipu HuKakBu 00CTOSTENICTBA Ta3H BAKCHHA
He Tpsi0Ba 1a ce mpuiara 4pe3 HHXKEKTHPAHE.

Ha Bariero nete mie ObaaT NpUIIOKESHH JBE TI03U OT BaKCHHATA. 3a MpUeMa Ha BCsKa 71034 e OblIe
HE00XO0MMO OTJEITHO MTOCEIIeHHE TIPH JeKaps, KaTo MEX Ty JTBETe 03U TPSOBa la UMa UHTEPBAT OT
Hak-Maiko 4 ceamuity. [IspBaTa mo3a MOXe 1a ce IPIIIOKH ciie ] HaBbpIIBaHEe Ha 6-CEIMUTHA Bb3PACT.
JIBeTe 103U BakcUHA TPsiOBa Ja Cce MPUIIOXKAT J0 HaBbPIIBaHE HA 24 CEMUIIM, KATO 3a MPEIINOYUTAHE &
KypPChT Ha BaKCHHAIIMS 12 ObJIC 3aBBPIICH JJO HAaBbPIIBAHE Ha 16-CeIMUYHA BH3PACT.

Rotarix Moske J1a ce mpuiiara Ha IpekIeBpEMEHHO POACHH OedeTa, KaTo ce ClieiBa ChUIHs BAKCHHALMOHEH
Kypc, IPH yCJIOBUE Y€ OPEMEHHOCTTA € MPOIBIDKMIA TIOHE 27 CeIMUIIH.

B cnyqaﬁ ye mereTo Bu u3mimroe wim TOBBPHE MO-TroJisIMa 4aCT OT BaKCUHATa, 10 BpEME Ha CbIIOTO
MOCCUICHHUE TIPH JICKAapd MOXKE a CC naJc €AMHNYHA 3aMCCTUTCIIHA 103a Rotarix.

Axo Rotarix ce nmpunara Ha Bamrero nete kato mepBa 103a, MPEMOPHYUTETHO € TO Ja mody4n Rotarix (a He
Jpyra poTaBUpyCHa BaKCHHA) 3a BTOpaTa J03a.

BaxxHo e ma cienBaTe HHCTpYKIMUTE Ha Barmwst nexap nim MEIUIIMHCKATa CeCTpa 10 OTHOIIEHHE Ha
ciensaiioto Bu nocemnienue. [lochBeTRaiite ce ¢ Bamms nekap, ako 3a0paBuTe Ja OTHACTE HA MOCCIICHHE B
OTIpE/IETICHOTO BpEME.

4. Bb3MOKHH HeKeJTaHH pPe€aKkuumn

Kakrto Bcnuku j1ekapcTBa, Ta3u BAKCHMHA MOXKE /1a TIPEIN3BUKA HEKEJIAaHU PEAKLIUH, BHIIPEKH Y€ HE BCEKU TH
[OJIy4aBa.

Bexgnara ce cBbpakeTe € JIeKap/MeIHIMHCKH CIIEIUAINCT, aKO 1eTeT0 Bu mory4yn HAKOH OT cJIeqHuTe
CHMIITOMM:

e AJepruynu peakiyu (OT HUIMYHUTE JAHHU HE MOXKe Jia O'bjie HarpaBeHa OlleHKa Ha 4YecToTaTa),
KOHMTO MOJKE JIa ca TeXKH (aHa(HIaKCHs) U MOXKE J]a BKIIFOUBAT: 3a/{yX HJIH alepruueH OTOK
(noxyBane), KOITO MO>Ke J1a 3acsra JULETO, YCTHUTE, €31Ka WIH I'bPIIOTO.

e llHBarmHamnus (4acT OT 4epBara ce 3aIyIIBaT WK CIuMTar) (MHOTO psiaxo). [IpusHamure Moxe aa
BKITIOYBAT CHJIHA OOJIKa B KOpEMa, MPOABIDKUTEIHO MOBPbBIAHE, KPBB B U3NIPAKHEHUSTA, TIOAyBaHE
Ha KOpeMa 1/WJIM BUCOKa TeMIIepaTypa.

CrnenHuTe Ipyry HEXeENaHU PEaKMi MOXKe JJa HACTBITAT NIPU Ta3u BaKCHHA!

* UYectu (Morar na ce mposBsat mipu 10 1 Ha 10 1031 BakcuHA):
® Juapus
® pa3IpasHUTEITHOCT

* Heuectu (Morat na ce nposiat npu a0 1 Ha 100 1031 BakcuHa):

e KopeMHa O0JIKa (BHXKTE CHIIO MO-TOPE 3a MPU3HALMTE Ha MHOTO PEJIKUTE HEXKEIaH! PeaKkiuy Ha
WHBarvMHAIH )

® HATpPYNBAHC HA ra30BC B CTOMAaxa U Uc€pBaTa
® BDBH3MAJICHUEC HAa KOXXaTa

* Hexxenanute peakiuu, cho0IIaBaHu 110 BpeMe Ha yrnorpebara Ha Rotarix cien myckaHeTo My Ha
nasapa, BKJIIOYBAT:
e MHOTO0 pelKu: KOIIpUBHA TpecKa (YpTUKapus)
® KPBB B U3NPAKHEHUTA
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® IIpU MPEXKICBPEMEHHO pojicHH OeOeTa (BbB WIIH Mpeu 28-Ma recTallioHHa CeMHUIIA) 3a 2-3 THU
CJIeJ] BAKCHHAIIMATA MOXKE J]a UMa MO-TOJIEMH OT HOPMAITHUTE TTay3u MEXK]Ty BIAHMIIBAHUATA.

e Jela c PSOKO HAcleACTBEHO 3a00MsIBaHe, HAPEUEHO TeXKa KOMOMHUpaHa UIMyHHA HEJOCTAaThYHOCT
(SCID), morar aa Mat Bb3MAJICHHE HAa CTOMaxa HIIM yepBaTa (TaCTPOSHTEPHT) U 1a OTACIISAT
BaKCHHAJHHS BUPYC B U3MPaXKHEHUITA CH. [[pu3HaIMTe Ha TaCTPOCHTEPUT MOTAT Jia BKJIFOUBAT
raJicHe, MOBPBIIaHe, CTOMAIIHH CIIa3MU WIIH JTUAPHSL.

ChobInaBaHe HA HeKeJIAHU peaKIuu

Axko neteto By nomyuu HIKOSI OT HeXKEJTaHUTE peakluy, yBegoMeTe Bamms nekap wim gapmanest. ToBa
BKITIOYBA BCUYKH BH3MOXKHH, HEOITUCAHU B TA3H JIMCTOBKA HEXETAH! peakiii. MojkeTe ChIIo Ja ChOOIIHTE
HEeXKEJIaHU peaKIMy JUPEKTHO Ype3 HaIMOHATHATA CHCTeMa 3a ChoO0IaBaHe, mocoveHa B [Ipuinoxenue V.
Kato cpo0uiaBate HexxenaHu peakiiy, MOXKETe Jia JaJieTe CBOS MPUHOC 3a [oJyyaBaHe Ha TIOBEYe
WHpOPMALIUSI OTHOCHO 0€30MIaCHOCTTA Ha TOBA JICKapCTBO.

5. Kak na cexpansBate Rotarix

Bakcunara na ce CbXpaHsBa Ha MACTO, HEAOCTBITHO 3a Ac€1a.

He u3non3BaiiTe Ta3u BakcHHa cjel CpOKa Ha TOAHOCT, OTOEIIA3aH BbPXY KapTOHEHATa OnakoBKa. CPpOKbT Ha
TOAHOCT OTrOBaps Ha MOCIEIHMS AE€H OT MIOCOUYEHHS MECELL.

Ha ce cpxpanssa B xnaammHuK (2 °C — 8 °C).

a He ce 3ampassBa.

Jla ce cpxpaHsBa B OpUTHHAIHATA OTAKOBKA, 3a Ja C€ MPEAIa3y OT CBETIHHA.

Bakcunara TpsiOBa na ce u3noi3Ba He3a0aBHO cie]] OTBapsIHE.

He u3xBbpisiiTe iekapcTBaTa B KaHAIH3AIMITA WIA B KOHTEWHEpa 3a JJOMalHu otragsnu. [lonuTaiite

Bamms dapmaneBT kak j1a U3XBBPISITE JIEKapCcTBaTa, KOUTO JIeTeTo Bu Beue He nanon3sa. Te3u MepKH 1ie

CIIOMOTHAT 3a Olla3BaHEe Ha OKOJIHATA Cpefa.

6. Chabp:kaHue Ha ONIAKOBKATA M JONMBJIHUTEIHA HH(pOpMAIHA

KakBo cbabpaxa Rotarix

- AKTHBHOTO BEIIECTBO €:
Yogewku poraBupyc mam RIX4414 (xuB, aTeHionpan)™ He no-maiko ot 10%° CCIDso
*Mpoun3BelieH BEB Vero KIeTKH

- JHpyrure cbheTaBku Ha Rotarix ca: 3axapo3a, TUHATPUEB aaunar, Moauduipana cpeaa Urei Ha
Mron6exo (DMEM) (chabpikaiia ¢heHWIaTaHuH, HATPUH, TIF0K03a U IPYTH BEIIECTBA), CTEPIIIHA BOJa
(BmkTe M TOUKa 2, ,,Rotarix chabpika 3axapo3a, TI0K03a, (eHIIATaHuH 1 HaTPHii ™)

Kak usraexaa Rotarix u kakBo cbIbpika 0NMaKOBKaTa

l'[epopa.mla CYCIICH3H1 B IIPEABAPUTEIIHO HAIIBJIHCH aIlJIMKATOP 3a MEPOPATHO IIPHUIIOKECHUE.

Rotarix ce npezanara moj ¢popmaTta Ha npo3payHa 1 Oe3[BEeTHA TEYHOCT B €HOJ030B PEIBAPUTEITHO
HaIbJIHEH aIIMKaTop 3a mepopajHo npuioxenue (1,5 ml).

Rotarix ce nmpemrara B omakoBku 110 1, 5, 10 mmm 25.

He Bcuuku BHUIOBC OIMAKOBKHK MOrI'aT Ja 6’B,Z[aT MMyCHATH Ha mma3apa.
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HQI/ITe)KaTeJI HA pa3penieHueTo 3a ynorpeda M mpou3BoanTel

GlaxoSmithKline Biologicals SA
Rue de I’Institut 89

B-1330 Rixensart

benrus

3a mombaHUTETHA HHGOPMAIHS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPIKETE CE C JIOKATHHS MPEICTaBUTEN Ha
HPHUTEKATEISsI Ha pa3pelIeHneTo 3a ynorpeoa:

Belgié/Belgique/Belgien Lietuva
GlaxoSmithKline Pharmaceuticals s.a./n.v. GlaxoSmithKline Biologicals SA
Tél/Tel: + 32 (0)10 85 52 00 Tel. +370 80000334
Bboarapus Luxembourg/Luxemburg
GlaxoSmithKline Biologicals SA GlaxoSmithKline Pharmaceuticals s.a./n.v.
Tem. +359 80018205 Belgique/Belgien
Tél/Tel: + 32 (0)10 85 52 00
Ceska republika Magyarorszag
GlaxoSmithKline s.r.o. GlaxoSmithKline Biologicals SA
Tel: +420222 001 111 Tel.: +36 80088309
cz.info@gsk.com
Danmark Malta
GlaxoSmithKline Pharma A/S GlaxoSmithKline Biologicals SA
TIf.: +4536 3591 00 Tel: +356 80065004
dk-info@gsk.com
Deutschland Nederland
GlaxoSmithKline GmbH & Co. KG GlaxoSmithKline BV
Tel: + 49 (0)89 36044 8701 Tel: + 31 (0)33 2081100
produkt.info@gsk.com
Eesti Norge
GlaxoSmithKline Biologicals SA GlaxoSmithKline AS
Tel: +372 8002640 TIf: +47 22 70 20 00
EArGoa Osterreich
GlaxoSmithKline Movonpécwnn A.E.B.E. GlaxoSmithKline Pharma GmbH.
TnA: + 30210 68 82 100 Tel: +43 (0)1 970750
at.info@gsk.com
Espaiia Polska
GlaxoSmithKline, S.A. GSK Services Sp. z o.0.
Tel: + 34 900 202 700 Tel.: + 48 (22) 576 9000
es-ci@gsk.com
France Portugal
Laboratoire GlaxoSmithKline Smith Kline & French Portuguesa - Produtos
Tél: +33 (0) 13917 84 44 Farmacéuticos, Lda.
diam@gsk.com Tel: + 35121 41295 00
FIL.PT@gsk.com
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Hrvatska
GlaxoSmithKline Biologicals SA
Tel.: +385 800787089

Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: + 353 (0)1 495 5000

Island
Vistor ehf.
Simi : +354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel:+ 39 (0)45 7741 111

Rominia
GlaxoSmithKline Biologicals SA
Tel: +40 800672524

Slovenija
GlaxoSmithKline Biologicals SA
Tel: +386 80688869

Slovenska republika
GlaxoSmithKline Biologicals SA
Tel: +421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 10 30 30 30

Kvnpog Sverige

GlaxoSmithKline Biologicals SA GlaxoSmithKline AB

TnA: +357 80070017 Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

Latvija
GlaxoSmithKline Biologicals SA
Tel: +371 80205045
JlaTa Ha mocJieHO MpepasriiexaaHe Ha JINCTOBKATA

Apyru u3roununu Ha uHpopmanus

[Monpo6ua uHpOpMaIMs 3a TOBa JIEKAPCTBO € Pe0CTaBeHa Ha yeOcaiiTa Ha EBporielickara areHIus 1mo
JIeKapcTBaTa: https:/ www.ema.europa.eu.

ITocouenara mo-40J1y I/IH(i)OpMaLIPISI € IMp€AHa3Ha4YCHa CaMO 3a MCIAUIIMHCKU CIICHUATINCTU:

Bakcunara npeacTaBsiBa Ipo3pavHa 663HB€TH3 TCYHOCT, 0e3 BUIUMH YaCTHIH, 3a MEPOPATHO
MIPUITIOKCHHC.

BakcuHara e rotoBa 3a npuiioKeHue (He ce Hanara peKOHCTUTYUPAHE WIIH pa3pekIaHe).
Bakcunara Tpsi6Ba na ce nmpuiiara nepopajaHo 0e3 J1a ce CMecBa ¢ APYr'M BAKCHHU HJIN Pa3TBOPH.

Bakcunara TpsiOBa aa ce mperiie/ia BU3yaaHO 3a Uy>KJ1 YaCTUIIH U/VITH IPOMEHU BbB BHHIIHUS BUJI IPEIH
npuiarade. B ciaydyaii ue ce HaOmogaBar TakuBa, BaKCMHATa TPsIOBa Ja c€ U3XBBPJIM.

Hewnsnon3panaTa BakCHUHA WUITH OTHAABYHUTE MAaTCPUAIN OT HEA Tpﬂ6Ba Ja C€ U3XBBPJAT B CbOTBETCTBUC C
MECTHUTC N3HCKBAHUA.

VkazaHus 3a IPUI0KCHNIC HAa BAKCHHATA:

MOJ'ISI, MMpOYCTCTC YKa3aHuATa 3a yHOTp€6a ,Z[OKpaﬁ, npeaun aa 3alovYHeTE Ja Npujiarate BakCuHarta.

Caajtete 3alllMTHaTa Karmadka Ha BbpXa OT
aruImKaTopa 3a nepopatHO NPUIOKCHUEC.

| Kanayka Ha Bbpxa

He m3rernsiite 6yTanoTo Ha armInkaTopa 3a
NEePOPAIHO NPUIIOKEHNE U3BBH TAJIOTO Ha
aruikaropa. AKo TOBa ce CIIy4dH, He
npujiaraiiTe BaKCUHATA.

43


https://www.ema.europa.eu/

CaMo 32 mepopaJiHO MPUJIOKEHHeE.

[TocTaBeTe AeTETO B CEAHAIIO MOJIOKEHHE,
JIEKO HAKJIOHEHO Ha3ajl. BuBenere
aruTIKaToOpa 3a MePOpPAJIHO MPIIIOKCHUE U TO
HAaco4yeTe KbM BhTpCIIHATA CTPaHa Ha
Oy3ata. [IpuioxeTe 1SUI0TO ChIbPKAHUE HA
aruTIKaToOpa 3a NePopPaHO IPUIIOKEHHE B
ycTara Ha JIeTeTO.

Ja He ce nH:KeKTHpA!

UzxBbprieTe mpazHus alIMKaTOp 3a MEePOPATHO NMPUIIOKECHUE U KaraykaTa Ha BbpXa B 0JI00peH KOHTEHHED
3a OMOJIOTUYHU OTNAABIH B CHOTBETCTBHE C MECTHHUTE pa3nopeaou.
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JIncroBka: ungopmaunusi 3a noTpeduTeNs

Rotarix nepopaaHa cycnensus B Ty0a
BaKCHHa CpeILy poTaBUpYC, KuBa (rotavirus vaccine, live)

IIpoyereTe BHUMATEIHO LA/IATa JUCTOBKA, IIPeAH AeTeTo Bu 1a 3amo4yHe 1a npuemMa Ta3u BaKCHHA,

Thil KATO T CbAbPsKa BaxkHa 3a Bac nndopmanus.

- 3amasere Ta3u JUCTOBKA. MOKe 1a ce HAJIOXKU J1a S IPOYEeTEeTe OTHOBO.

- AKXO “MaTe HSIKaKBU JIONBJIHUTEIHN BBIIPOCH, onuTaiTe Bamus nexap nnu dpapmanesT.

- Ta3u BakcuHa € NpejnucaHa eIMHCTBEHO U JINYHO Ha Bamrero nere. He s npeoTcThlBaiiTe HAa Apyru
Xopa.

- AKO MONTyYHTe HIKaKBH HEXETaHU JICKApCTBEHU peakiny, yBeaoMere Bamus nekap wnu GapmanesT.
ToBa BKJII0UBA ¥ BCHYKH Bb3MOXKHHU, HEOIIMCAHU B Ta31 JINCTOBKA HEXeEJIaHU €EeKTH, MOJISL YBEZOMETE
Bamms nekap nnu ¢apmanest. Bixre Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso mpencrarnspa Rotarix 1 3a KakBO C€ U3I0JI3BA

Kakso Tps10Ba na 3naere, npeau aerero Bu na nmpueme Rotarix
Kak ce mpuema Rotarix

Bb3MoxHN HEeXXENaH! peakIiuu

Kak na cexpansBare Rotarix

ChapprkaHre Ha OMAKOBKATA U JIOIIBITHUTETHA HH(DOPMAIUs

ANl e

1. Kakso npencraBiasBa Rotarix u 3a kKakBo ce H310J13Ba

Rotarix e BupycHa BakcHHa, KOSITO ChbpiKa KUB, aTEHIONPaH (0TCIa0eH) YOBEIIKH poTaBupyc. s momara
3a npejnasBaHe Ha Bamero gere, cieq HaBbpIIBaHE HA 6-CEIMHYHA Bb3PACT CPEILy FAaCTPOSHTEPUT (Uapus
Y MIOBPBIIIAaHE), IPUYMHEH OT POTaBUPYCHA MHDEKIIHS.

Kak neiictBa Rotarix

Wndexnusara c poTaBupyc € Hail-uecTara IpUUMHA 32 pa3BUTHE Ha TEXKa AUApHs NpHU OedeTa u MaJKH Jena.
PoTaBupychT ce paznmpocTpaHsIBa JIECHO IO ITBTS pbhKa-yCcTa MPH KOHTAKT C U3MPAKHEHUATA HA 3apa3eH
yoBek. [Ipu moBeveTo Jena poraBupycHaTa Juapus IpeMHHaBa OT caMo cebe cH. Beipeku ToBa, pu HIKOU
nena 3a00JI1BaHETO MPOTHYA CEPUO3HO C TEKKO MOBPBIIAHE, AUapusl U KUBOTO3acTpallaBalia 3aryoa Ha
TEYHOCTH, KOUTO HaJIaraT XOCIUTaTN3aIHts.

[Ipu punoxeHne Ha BakCHHATa UIMYyHHATa CHCTEMa Ha YOBEK (€CTeCTBEHATA 3allliTa Ha TSIIOTO) 00pa3yBa
aHTHTENA CPelly HalH-uecTo CpelIaHnTe TUIIOBE pOTaBUpyc. Te3u anTuTena npemnassar oT 3a00IBaHus,
MPUYMUHEHU OT TE€3U TUIIOBE POTABUPYCH.

KakTo npu Bcnuku BakcuHM, Rotarix Moxe J1a He Ipe/ina3y HaIrbJTHO BCUYKKM BAKCHHUPAHH OT
POTaBUPYCHUTE HH(EKIIMU, CPEIIY KOMTO € IIpeHa3HauCHa.

2. Kakso Tpsa0Ba na 3Haete, npeau AeteTo Bu 1a npueme Rotarix

Rotarix He Tpsi0OBa 1a ce mpuiara

° aKoO IC€TeTO Bu e umaio AJICPTrUYHa p€aKius KbM POTAaBUPYCHH BAKCHHU WJIM KbM HAKOS OT
OCTaHaJIMTE ChCTABKH Ha Ta3u BakcHHa (M30poeHH B Touka 6). CUMITOMUTE HA aJeprUYHA PEaKys
Morat Ja BKJIKo4YBaT C’bp65IHI KOXXCH 06pI/IB, 3aTPYAHCHUC B TUIIAHETO U MMOAYBAHE HA JIMICTO UIIN

C3HKa.

° dKO B MUHAJIOTO ACTECTO Bu e umamo WHBAaruHanuAa (SaHyIHBaHe Ha 4y€pBarta, IIpnu KOETO €ANH CCTMCHT
OT YC€PBOTO CC BMbKBA B APYT CeFMeHT).

° aKoO OCTCTO Bue pPOACHO C Maﬂ(l)OpMaL[I/I}I Ha 4€pBaTa, KOATO MOKEC Ja JOBCAC 1O MHBATrMHAILIUA.
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. ako JeTeTo Bu MMa psiko HacleICTBEHO 3a00JIIBaHe, KOETO 3acsira MMyHHATa CUCTEMa, HApEeYeHO
TexKa KoMOMHupaHa uMyHHa HegoctaThuHOCT (SCID).

. ako nereTo Bu uMma Teskka nH(EKIMs ¢ BUCOKa TeMIepaTypa. B TakuBa ciyyan MoXKe J1a ce HaJOXKH
OTJIaraHe Ha BaKCHMHAIIMATA JI0 H3JIEKyBaHe Ha JieTeTo. JIekute nHPEKIH, KaTO HACTHHKH, HE 01
TpsIOBAJIO JIa MPEACTABIABAT MPOOJIeM, HO BBIIPEKU TOBA YBEIOMETE JICKaps IPEIY UMYyHH3AIIHS.

. ako JiereTo Bu uMa uapus wiim noBpbhIa. B TakuBa ciydan MoXe Jia ce HAIOXKH OTJIaraHe Ha
BaKCHHAIIMATA JIO M3JICKYBaHE Ha JCTETO.

IpenynpesxaeHust ¥ Npeana3sHu MEPKH

I'oBopere ¢ Bamust iekap/MeIMIIMHCKY CIICIUANKMCT Npean neTeTo Bu na npueme Rotarix, ako:

. TOH/TS € B OJIM3BK KOHTAKT C WICH Ha CEMEHCTBOTO, KOWTO € ¢ oTciabeHa MMyHHa CUCTEMa,
HaIpuMep, JTUIE C paKOBO 3a00JIIBaHE WIIH TIPHEMAIIIO JIEKapCTBa, KOUTO MOTAT J1a OTCIA0sT
MMyHHATa CHCTEMa.

. TOI/TSI UMa yBpeXKIaHe Ha CTOMAITHO-YPEBHATA CUCTEMA.
. TOW/TS HE TIOKayBa TEJIECHOTO CH TETJIO U HE PacTe, KAKTO Ce 0YaKBa.
. TOW/TS UMa HIKAKBO 3a00JIIBaHEe WM TTpHeMa HIKAKBO JIEKAPCTBO, KOETO HaMaJsiBa HEToBaTa/HeHATa

PE3UCTEHTHOCT KbM MH(QEKIIHS UK aKO TI0 BpeMe Ha OpeMEHHOCTTa MaiiKkaTa € preMalia HsIKaKBO
JIEKapCTBO, KOETO OTCIabBa MMyHHATa CUCTEMA.

Cnen xaro netero Bu e mpueno Rotarix, yBemomere He3abaBHO J1eKap/MEIUIMHCKH CIICIIMAIKCT B CITy4ai e
npu aereto Bu ce mposBsAT cuitHa 0oJka B cTOMaxa, MOCTOSIHHO TOBTApSIIIO c€ TIOBPBIIAaHE, KPBB B
M3MPaKHEHUATA, ITOIYT KOPEM W/WJIH MOBHUIIIEHA TEMIIEpaTypa (BIDKTE ChINO To4Ka 4 “BB3MOKHN HEXKETaHN
peakuun’).

Kakro BHHAary, H3MHBANUTE pBUETE CKM BHUMATECIHO CJIEAN CMsAHA HAa MPBCHUTE IIEJICHU.

Apyru nexapcrBa u Rotarix
Nudopmupaiite Bamus nekap, ako nereto Bu nprema, € mprueMano HaCKOpO WK € B3MOXHO J1a preMe
HSIKAKBHU JAPYTH JIEKapCTBA, MM HACKOPO € OMJI0 BAKCMHUPAHO C Ipyra BaKCHHA.

Rotarix Mo>ke J1a ce mpuiiara Ha AeTeTo By 1o e1HO U ChIIIo BpeMe ¢ IpyTuTe PyTHHHO NPENopbYBaHN
BaKCHHH, KaTO BAKCHHU cpelty AudTepusi, TETaHyC U KOKJIIOII (Marapeika kauuuna), Haemophilus
influenzae Tin b, nonroMueNUT (epopaiHa WK HHAKTUBUPAHA BAKCUHM), XeIIaTUT B BaKCHMHM, KaKTO U
MMHEBMOKOKOBH U MEHMHI'OKOKOBH ceporpyna C KOHIOTaTHH BaKCHHU.

Rotarix ¢ XxpaHu U HaNUTKHU
Hsama OrpaHUYCHU 110 OTHOLICHUE Ha IIpUeMa Ha XpaHa U TCHHOCTU OT AETETO BI/I, KaKTO Ipeau, Taka u
clle/l BAKCUHALIUATA.

Kbpmene

B®3 ocHOBa Ha JaHHUTE, MOJYYCHHU 110 BPpEME Ha KIIMHUYHUTE U3NIUTBaHNA, € YCTAHOBECHO, Y€ KbPMCHETO HE
HaMaJsiBa 3aluTaTa, Kosto Rotarix ocurypsiBa cpety potaBupyceH racrpoenteput. [lopaau tazu npuuuna
KbpPMEHETO MOXKE J]a MPOBIIKY 110 BpEME Ha MpHUJIaraHe Ha BaKCHHATa.

Rotarix cbabpika 3axapo3a, ri1oko3a, GeHMIAJAHMH 1 HATPHIA

Axko Bammmsr nekap Bu e kazan, ye netero, KoeTo e 0b/ie BAKCHHUPAaHO, IMa HETOHOCHMOCT KbM HIKOU
3axapu, CBbpKeTe ce ¢ Barus siekap, pean Ta3u BakCHHA Aa Obje NpuIokeHa Ha Jerero Bu.

Tasu BakcuHa cpappika 0,15 Mukporpama eHmIananuH BbB BCAKa 103a. DeHMIaTaHuHBT MOXKE J1a HAaBPEIH,
aKko jereto Bu nMa (peHUIKeTOHYypHs, PAAKO TEHETUYHO 3a00JsIBaHe, IIPU KOETO ce HAaTpymnBa (eHUIaIaHrH,

TBU KaTO OpraHUu3MBT HE MOXKE J1a I'0 OTACIIA IIPaBUIIHO.

Ta3u BakcrHa chabpka 32 mg HaTpHii (OCHOBHA ChCTAaBKA HAa TOTBApPCKATa/Tpane3Hara coJi) BbB BCSKa J103a.
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3. Kak ce npuema Rotarix

JlexapsT uiau MEIUIIMHCKATa CecTpa Iie MpUIIoKaT Ipernopbyanarta qo3a Rotarix Ha Bamero nere.
Bakcunara (1,5 ml reunoct) me My 0b1¢e naneHa npe3 yerarta. [Ipu HuKakBu 00CTOSTENICTBA Ta3H BAKCHHA
He Tpsi0Ba 1a ce mpuiara 4pe3 HHXKEKTHPAHE.

Ha Bariero nete mie ObaaT NpUIIOKESHH JBE TI03U OT BaKCHHATA. 3a MpUeMa Ha BCsKa 71034 e OblIe
HE00XO0MMO OTJEITHO MTOCEIIeHHE TIPH JeKaps, KaTO MEX Ty JBETe J03H TPsOBa Ja UMa MHTEPBANI OT Hall-
Maiko 4 cemmuny. [IppBara m03a MOKe Ja ce IPUIIOXKH CIIe]l HaBbPIIIBaHE Ha 6-ceIMHUYIHA Bh3pacT. /[Bere
JI031 BaKCHHA TPsiOBa Ja ce MPUIIOXKAT J0 HaBbPIIIBaHE Ha 24 CEMUIIM, KaTO 33 MPEIIOYUTAHE € KypChT Ha
BaKCHHAIMS 13 ObJie 3aBbPIICH JJ0 HaBbPIIBaHE HA 16-ceIMUYHA BH3pacT.

Rotarix Moske J1a ce mpuiiara Ha IpekIeBpEMEHHO POACHH OedeTa, KaTo ce ClieiBa ChUIHs BAKCHHALMOHEH
Kypc, IPH yCJIOBUE Y€ OPEMEHHOCTTA € MPOIBIDKMIA TIOHE 27 CeIMUIIH.

B cnyqaﬁ ye mereTo Bu u3mimroe wim TOBBPHE MO-TroJisIMa 4aCT OT BaKCUHATa, 10 BpEME Ha CbIIOTO
MOCCUICHHUE TIPH JICKAapd MOXKE a CC naJc €AMHNYHA 3aMCCTUTCIIHA 103a Rotarix.

Axo Rotarix ce nmpunara Ha Bamrero nete kato mepBa 103a, MPEMOPHYUTETHO € TO Ja mody4n Rotarix (a He
Jpyra poTaBUpyCHa BaKCHHA) 3a BTOpaTa J03a.

BaxxHo e ma cienBaTe HHCTpYKIMUTE Ha Barmwst nexap nim MEIUIIMHCKATa CeCTpa 10 OTHOIIEHHE Ha
ciensaiioto Bu nocemnienue. [lochBeTRaiite ce ¢ Bamms nekap, ako 3a0paBuTe Ja OTHACTE HA MOCCIICHHE B
OTIpE/IETICHOTO BpEME.

4. Bb3MOKHH HeKeJTaHH pPe€aKkuumn

Kakrto Bcnuku j1ekapcTBa, Ta3u BAKCHMHA MOXKE /1a TIPEIN3BUKA HEKEJIAaHU PEAKLIUH, BHIIPEKH Y€ HE BCEKU TH
[OJIy4aBa.

Bexgnara ce cBbpakeTe ¢ JIeKap/MeIHIMHCKH CIIEIUAINCT, aKO 1eTeT0 Bu moty4n HAKOH OT ciIeqHuTe
CHMIITOMM:

e AJepruynu peakiyu (OT HUIMYHUTE JAHHU HE MOXKe Jia O'bjie HarpaBeHa OlleHKa Ha 4YecToTaTa),
KOHMTO MOJKE JIa ca TeXKH (aHa(HIaKCHs) U MOXKE J]a BKIIFOUBAT: 3a/{yX HJIH alepruueH OTOK
(noxyBane), KOITO MO>Ke J1a 3acsra JULETO, YCTHUTE, €31Ka WIH I'bPIIOTO.

e llHBarmHamnus (4acT OT 4epBara ce 3aIyIIBaT WK CIuMTar) (MHOTO psiaxo). [IpusHamure Moxe aa
BKITIOYBAT CHJIHA OOJIKa B KOpEMa, MPOABIDKUTEIHO MOBPbBIAHE, KPBB B U3NIPAKHEHUSTA, TIOAyBaHE
Ha KOpeMa 1/WJIM BUCOKa TeMIIepaTypa.

CrnenHuTe Ipyry HEXeENaHU PEaKMi MOXKe JJa HACTBITAT NIPU Ta3u BaKCHHA!

* UYectu (Morar na ce mposBsat mipu 10 1 Ha 10 1031 BakcuHA):
® Juapus
® pa3IpasHUTEITHOCT

* Heuectu (Morat na ce nposiat npu a0 1 Ha 100 1031 BakcuHa):

e KopeMHa O0JIKa (BHXKTE CHIIO MO-TOPE 3a MPU3HALMTE Ha MHOTO PEJIKUTE HEXKEIaH! PeaKkiuy Ha
WHBarvMHAIH )

® HATpPYNBAHC HA ra30BC B CTOMAaxa U Uc€pBaTa
® BDBH3MAJICHUEC HAa KOXXaTa

* Hexxenanute peakiuu, cho0IIaBaHu 110 BpeMe Ha yrnorpebara Ha Rotarix cien myckaHeTo My Ha
nasapa, BKJIIOYBAT:
e MHOTO0 pelKu: KOIIpUBHA TpecKa (YpTUKapus)
® KPBB B U3NPAKHEHUTA
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® IIpU MPEXKICBPEMEHHO pojicHH OeOeTa (BbB WIIH Mpeu 28-Ma recTallioHHa CeMHUIIA) 3a 2-3 THU
CJIeJ] BAKCHHAIIMATA MOXKE J]a UMa MO-TOJIEMH OT HOPMAITHUTE TTay3u MEXK]Ty BIAHMIIBAHUATA.

e Jela c PSOKO HAcleACTBEHO 3a00MsIBaHe, HAPEUEHO TeXKa KOMOMHUpaHa UIMyHHA HEJOCTAaThYHOCT
(SCID), morar aa Mat Bb3MAJICHHE HAa CTOMaxa HIIM yepBaTa (TaCTPOSHTEPHT) U 1a OTACIISAT
BaKCHHAJHHS BUPYC B U3MPaXKHEHUITA CH. [[pu3HaIMTe Ha TaCTPOCHTEPUT MOTAT Jia BKJIFOUBAT
raJicHe, MOBPBIIaHe, CTOMAIIHH CIIa3MU WIIH JTUAPHSL.

ChobInaBaHe HA HeKeJIAHU peaKIuu

Ako neteto Bu nomyun HsIKOSl OT He)XETIaHUTE Peakluy, yBegoMeTe Bamms iexkap unu ¢papmaresT.

ToBa BKJIFOUBA BCHYKH B3MOXKHH, HEOTIMCAHH B Ta3H JINCTOBKA HEXENaHU peakiui. MoxeTe ChIIo 1a
ChOOIIHMTE HEXETAHN PEaKIMK JUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, TOCOYCHA B
[punoxenue V. Karo cpobmiaBare HexenaHu peakiiuy, MOXKETe Jia JaieTe CBOS MPUHOC 3a MoJyyaBaHe Ha
noBeye HHPOPMAIU OTHOCHO O€30MIaCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansBate Rotarix

Bakcunara na ce CbXpaHsBa Ha MACTO, HEAOCTBITHO 3a Ac€1a.

He u3non3BaiiTe Ta3u BakcHHa cjel CpOKa Ha TOAHOCT, OTOEIIA3aH BbPXY KapTOHEHATa OnakoBKa. CPpOKbT Ha
TOAHOCT OTrOBaps Ha MOCIEIHMS AE€H OT MIOCOUYEHHS MECELL.

Ha ce cpxpanssa B xnaammHuK (2 °C — 8 °C).

a He ce 3ampassBa.

Jla ce cpxpaHsBa B OpUTHHAIHATA OTAKOBKA, 3a Ja C€ MPEAIa3y OT CBETIHHA.

Bakcunara TpsiOBa na ce u3noi3Ba He3a0aBHO cie]] OTBapsIHE.

He u3xBbpisiiTe iekapcTBaTa B KaHAIH3AIMITA WIA B KOHTEWHEpa 3a JJOMalHu otragsnu. [lonuTaiite

Bamms dapmaneBT kak j1a U3XBBPISITE JIEKapCcTBaTa, KOUTO JIeTeTo Bu Beue He nanon3sa. Te3u MepKH 1ie

CIIOMOTHAT 3a Olla3BaHEe Ha OKOJIHATA Cpefa.

6. Chabp:kaHue Ha ONIAKOBKATA M JONMBJIHUTEIHA HH(pOpMAIHA

KakBo cbabpaxa Rotarix

- AKTHBHOTO BEIIECTBO €:
Yogewku poraBupyc mam RIX4414 (xuB, aTeHionpan)™ He no-maiko ot 10%° CCIDso
*Mpoun3BelieH BEB Vero KIeTKH

- JHpyrure cbheTaBku Ha Rotarix ca: 3axapo3a, TUHATPUEB aaunar, Moauduipana cpeaa Urei Ha
Hron6exo (DMEM) (chappikaiia ¢heHUTaTaHuH, HaTpUH, TIF0K03a M IPYTH BEIIECTBA), CTEPUITHA
BO/a, (BMKTE M TOYKA 2, ,,Rotarix chIrbprka 3axapo3a, TIK03a, (eHUIAIAHUH | HATPpUn ™)

Kak usraexaa Rotarix u kakBo cbIbpika 0NMaKOBKaTa

Ilepopanna cycnensus.

Rotarix ce mpeara moj oopmara Ha mpo3padHa i Oe3IBETHA TEYHOCT B €HO030Ba M3CTHCKBAIIA Ce Ty0a
(1,5 ml).

Rotarix ce npemrara B onakosku oT 1, 10 mmm 50.

He Bcuuku BHUIOBC OIMAKOBKHK MOrI'aT Ja 6’B,Z[aT MMyCHATH Ha mma3apa.
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HQI/ITe)KaTeJI HA pa3penieHueTo 3a ynorpeda M mpou3BoanTel

GlaxoSmithKline Biologicals SA
Rue de I’Institut 89

B-1330 Rixensart

benrus

3a mombaHUTETHA HHGOPMAIHS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPIKETE CE C JIOKATHHS MPEICTaBUTEN Ha
HPHUTEKATEISsI Ha pa3pelIeHneTo 3a ynorpeoa:

Belgié/Belgique/Belgien Lietuva
GlaxoSmithKline Pharmaceuticals s.a./n.v. GlaxoSmithKline Biologicals SA
Tél/Tel: + 32 (0)10 85 52 00 Tel. +370 80000334
Bboarapus Luxembourg/Luxemburg
GlaxoSmithKline Biologicals SA GlaxoSmithKline Pharmaceuticals s.a./n.v.
Tem. +359 80018205 Belgique/Belgien
Tél/Tel: + 32 (0)10 85 52 00
Ceska republika Magyarorszag
GlaxoSmithKline s.r.o. GlaxoSmithKline Biologicals SA
Tel: +420222 001 111 Tel.: +36 80088309
cz.info@gsk.com
Danmark Malta
GlaxoSmithKline Pharma A/S GlaxoSmithKline Biologicals SA
TIf.: +4536 3591 00 Tel: +356 80065004
dk-info@gsk.com
Deutschland Nederland
GlaxoSmithKline GmbH & Co. KG GlaxoSmithKline BV
Tel: + 49 (0)89 36044 8701 Tel: + 31(0)33 2081100
produkt.info@gsk.com
Eesti Norge
GlaxoSmithKline Biologicals SA GlaxoSmithKline AS
Tel: +372 8002640 TIf: +47 22 70 20 00
EArGoa Osterreich
GlaxoSmithKline Movonpécwnn A.E.B.E. GlaxoSmithKline Pharma GmbH.
TnA: + 30210 68 82 100 Tel: +43 (0)1 970750
at.info@gsk.com
Espaiia Polska
GlaxoSmithKline, S.A. GSK Services Sp. z o.0.
Tel: + 34 900 202 700 Tel.: + 48 (22) 576 9000
es-ci@gsk.com
France Portugal
Laboratoire GlaxoSmithKline Smith Kline & French Portuguesa - Produtos
Tél: +33 (0) 13917 84 44 Farmacéuticos, Lda.
diam@gsk.com Tel: + 35121 41295 00
FIL.PT@gsk.com
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Hrvatska
GlaxoSmithKline Biologicals SA
Tel.: +385 800787089

Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: + 353 (0)1 495 5000

Island
Vistor ehf.
Simi : +354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel:+ 39 (0)45 7741 111

Kvmpog
GlaxoSmithKline Biologicals SA
TnA: +357 80070017

Latvija
GlaxoSmithKline Biologicals SA
Tel: +371 80205045

Rominia
GlaxoSmithKline Biologicals SA
Tel: +40 800672524

Slovenija
GlaxoSmithKline Biologicals SA
Tel: +386 80688869

Slovenska republika
GlaxoSmithKline Biologicals SA
Tel: +421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 10 30 30 30

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

IlaTa Ha MOCJECAHO NMpepasrjaekjaaHne Ha JUCTOBKaTa

Apyru u3roununu Ha uHpopmanus

[Monpo6ua uHpOpMaIMs 3a TOBa JIEKAPCTBO € Pe0CTaBeHa Ha yeOcaiiTa Ha EBporielickara areHIus 1mo
JIeKapcTBaTa: https:/ www.ema.europa.eu.

ITocouenara mo-40J1y I/IH(i)OpMaLII/ISI € IMp€AHa3Ha4YCHa CaMO 3a MCIAUIIMHCKU CIICHUATINCTU:

Bakcunara npeacTaBsiBa Ipo3pavHa 663HB€TH3 TCYHOCT, 0e3 BUIUMH YaCTHIH, 3a MEPOPATHO
MIPUITIOKCHHC.

BakcuHara e rotoBa 3a npuiioKeHue (He ce Hanara peKOHCTUTYUPAHE WIIH pa3pekIaHe).
Bakcunara Tpsi6Ba na ce nmpuiiara nepopajaHo 0e3 J1a ce CMecBa ¢ APYr'M BAKCHHU HJIN Pa3TBOPH.

Bakcunara TpsiOBa aa ce mperiie/ia BU3yaaHO 3a Uy>KJ1 YaCTUIIH U/VITH IPOMEHU BbB BHHIIHUS BUJI IPEIH
npuiarade. B ciaydyaii ue ce HaOmogaBar TakuBa, BaKCMHATa TPsIOBa Ja c€ U3XBBPJIM.

Hewnsnon3panaTa BakCHUHA WUITH OTHAABYHUTE MAaTCPUAIN OT HEA Tpﬂ6Ba Ja C€ U3XBBPJAT B CbOTBETCTBUC C
MECTHUTC N3HCKBAHUA.

VkazaHus 3a IPUI0KCHNIC HAa BAKCHHATA:

MOJ'ISI, MMpOYCTCTC YKa3aHuATa 3a yl'IOTp€6a ,Z[OKpaﬁ npeau aa 3ali0O4YHCTE [1a nMpujarate BakCuHarta.
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A. KakBo Tps6Ba 1a HanpaBuTe NMpeau
npujo:kenue Ha Rotarix

e [IpoBepere cpoka Ha FOJHOCT.

e [IpoBepere gamu TyOaTa He € IOBPEACHA UK
BEYE OTBOPCHA.

o [IpoBepere Aaau TEYHOCTTA € IPO3paydHa U
Oe31BeTHA, 0€3 HUKAKBU YaCTHIM B Hesl.

AKxo 3a0eJie:)XuTe Helo HeoOnJaiiHo, He

U3IM0JI3BANTE BAKCUHATA.

e Ta3u BakcHHa ce mpuiara nepopaiHo —
JTUPEKTHO OT TyOara.

e Ts e roroBa 3a ynorpebda — He € HEOOXOAMMO
Jia s CMecBaTe ¢ Hello APYTo.

b. [lpurorsere Ty0aTa

1. CpaJjieTe kanaukara

e 3amasere KamauykaTa — TS BU € HeoOXouMa, 3a
Jla mpoOueTe MeMOpaHaTa.

e JlpmxTe TyOaTa B M3MPABEHO TOJOXKEHHE.

2. Jlexo novykaiiTe HEKOJKOKPATHO BbpXa Ha

Ty6aTa, 10KATO H3rOHUTE TEYHOCTTA

e Upes j1eko ModyKBaHE TOYHO 0] MeMOpaHaTa
W3rOHETE TEYHOCTTA OT Hal-TsICHATA YacT Ha
TyOara.

3. IlocTaBeTe Kanaykara, 3a 1a OTBOPUTE

Ty0aTa

e 3anppxTe TyOaTa B M3MPABEHO MOJIOKEHUE.

e JlpexTe TyOaTa OTCTpPaHH.

e BbB BBTPEIIHOCTTAa HA BPHXUYETO HA
Karaykara vMa MaJKo IIUIYe — B LEHTHPA.

o OOmBpHETE KamaukaTa oopatHO (180°).

4. 3a na oTBOpHUTE TyOaTA

e Hsama Hyxna ot 3aBbpTane. Hatucuere
KaraykaTa HaJoJly, 3a Jia mpooueTre
MeMOpaHara.

e (e ToBa MaxHeTE Karaykara.

Kanauka

MembpaHa

/

HatucHerte
Kanaykarta
Hapgony

51



B. IIpoBepete 1ajin Ty0aTa e 0TBOpPeHa
NPaBUITHO é

1. IlpoBepeTe nanu MeMOpaHaTa e MpPoOUTA
e Ha Bppxa Ha TyOara TpsOBa 1a ©Ma OTBOP.

2. KakBo na HanpaBuTe, ako MeMOpaHaTa He e
npooura

e Ako memOpaHaTa He € IpoOnTa, BhPHETE Ce Ha
To4ka b 1 moBTOpETE CTHITKY 2, 3 1 4. -

I'. IIpniioskeHne Ha BAKCHHATA r N\

e Cnen xaro Ty0ara e OTBOpEHa, IPOBEpETE

JaJId TCYHOCTTA € 6I/ICTpa u 0e3 HUKAKBU
Camo 3a

nepopasHo
nNpUNoXKeHue

HYaCTHUIIU B HEA.
AKxo 3a0ejexuTe Helo HeoOnJaiiHo, He
HU3I0JI3BaiTe BaKCHHATA.

L4 HpI/IJ'IO)KeTC BaKCHHaTa BCaHara.

1. ITocTaBeTe AeTETO B MOJIOKEHHE 32 TaBaHe
HA BaKCHHATa
e (Cl0KeTe JETETO B CEIHAIIO MOJIOKEHHE, JIEKO

HAKJIOHCHO Ha3an.

2. llpuaoxere BakcMHaTa

e Jl3cTuckaiiTe BHUMATEITHO TEYHOCTTA B €JHATA
CTpaHa Ha ycTaTa Ha JIETETO — KbM
BBTpEIIHATa CTpaHa Ha Oy3ara.

e Moke /1a ce HaJIOXKH Jja CTUCKaTe Ty0aTa
HSIKOJIKO ITBTH, 3a Jja N3Je3€ LSUI0TO
KOJIMYECTBO BaKCHHA — HOPMAJIHO € BbB BbpXa
Ha Ty0aTa Ja ocTaHe Kamka.

W3xBbpieTe npa3Hara TyOa v KarmaykaTta B 0J00peH KOHTEHHEp 32 OMOJIOrMYHH OTIAIbIIM B ChOTBETCTBHUE C
MECTHHUTE pa3nopeaon.
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JIncroBka: nngopmanusi 3a noTpeduTENS

Rotarix nepopajHa cycneH3usi B e{HOJ030BH TyOH, CBbP3aHM C JIEHTA (5 eAMHUYHHU 103H)
BaKCHHA CpELLy POTaBUPYC, KHUBa
(rotavirus vaccine, live)

IIpoueTeTe BHMMATEIHO LSJIATA JIMCTOBKA, Npeau 1eTeTo Bu 1a 3anmoyHe 1a npuemMa Ta3u BAKCUHA,

Thil KaTo TS ChAbPKa BaxHa 3a Bac undopmanus.

- 3amazere Ta3u IUCTOBKA. MOJKe /1a ce HAJIOKH J1a 5T IPOYETeTe OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHYA BBIPOCH, TTonuTaiiTe Bamus nexap wiu gapmarieBt.

- Ta3u BakcuHa € MpeanucaHa eIMHCTBEHO U INYHO Ha Bamiero nere. He s mpeoTcThnBaiiTe Ha Apyru
xopa.

- AKO TIONy4YHNTe HAKAaKBH HEXEJIaH! JIEKAPCTBEHH PEaKIHH, yBenoMere Bamms nexap nin hapmareBT.
ToBa BKIIFOYBA M BCHUKU Bh3MOKHU, HCOIMCAHU B Ta3H JIUCTOBKA HEXeNIaHU e(DEeKTH, MOJIS YBEJOMETE
Bamus nekap wiu gapmaneBt. Bukre Touka 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kaxkso npencrasnsaBa Rotarix u 3a kakBo ce U310J13Ba

Kakso Tpsi0Ba na 3naere, mpeau nerero Bu na mpueme Rotarix
Kak ce mpuema Rotarix

BB3M0XHM HEXENaHU pPEaKLUU

Kak na cexpansBare Rotarix

ChbabpxaHue Ha ONIAKOBKATa U AOIBIHUTENIHA HH(OPMALUS

AN S e

1. Kakso npencraBiasBa Rotarix u 3a kakBo ce H31m0J13Ba

Rotarix e BupycHa BakcHHa, KOSITO ChABPIKA KUB, aTCHIOUPaH (0TCIa0CH) YOBEIIKH POTaBUPYC. Ts momara
3a IpeArnasBaHe Ha Bamero nere, cinen HapbpLIBaHe Ha 6-CEIMUYHA Bb3pacT CPeIly racTPOSHTEPUT (Anapus
U TIOBpPBIIAHE), IPUUYMHEH OT POTAaBUPYCHA MH(EKIIHSL.

Kak neiictBa Rotarix

Wudexnusara c poTaBUpycC € Haii-yecTara IpUYMHA 33 pa3BUTHE Ha TEXKKa JUapHs pU OedeTa u MaJKH Jelia.
PoTaBupychT ce paznmpocTpaHsIBa JIECHO IO ITBTS pbhKa-yCcTa MPH KOHTAKT C U3MPAKHEHUATA HA 3apa3eH
qoBeK. [Ipu moBevero neua poraBupycHaTa qUapus IpeMHHaBa OT caMo ce0e cu. Beripeku ToBa, pu HIKOU
nena 3a00JI1BaHETO NMPOTHYA CEPUO3HO C TEKKO MOBPbBILIAHE, IUapusl U KUBOTO3acTpallaBaiia 3aryoa Ha
TEYHOCTH, KOUTO HaJlaraT XOCIUTAIU3aIHs.

[Ipu npunoxeHne Ha BakCHHATa UIMYyHHATa CHCTEMa Ha YOBEK (€CTeCTBEHATa 3allliTa Ha TSIIOTO) 00pa3yBa
aHTHUTENa Cpelly Hali-uecTo CpelaHnuTe TUIIOBE poTaBUpyc. Te3n aHTUTeNa MpeAna3BaT oT 3200 sIBaHus,
MIPUIMHEHH OT T€3U THUIIOBE POTABUPYCH.

Kaxro npu Bcnuku BakcuHH, Rotarix Moke 11a He Tpena3yu HaITbIHO BCUYKH BAKCUHUPAHH OT
POTaBUPYCHUTE HH(EKIIMU, CPEIIY KOUTO € IIpeHa3HauCHa.

2. KakBo TpsioBa 1a 3HaeTe, npeau AeteTo Bu 1a npueme Rotarix

Rotarix He Tpsi0OBa 1a ce mpuiara

. aKko zieTeTo Bu e nMano aneprudHa peakiysi KbM pOTaBUPYCHHU BAKCHHH WIIM KbM HSIKOSI OT
OCTaHaJINTE ChCTABKH Ha Ta3W BakcHHA (M30poeHU B ToUKa 6). CUMIITOMUTE HA aJlepTUYHA PEaKIvs
MOTaT J1a BKIIOYBAT CHPOSII KOXKEeH 0OpPHB, 3aTPYyTHEHHE B AWIIAHETO ¥ MMOAyBaHE HA JINIIETO WK

€31Ka.

. aKO B MMHAJIOTO JieTeTo Bu e nmaiio nHBaruHanus (3anyiBaHe Ha 4YepBaTa, [IPH KOETO ENH CETMEHT
OT YepBOTO CE€ BMBKBA B JPYT CETMEHT).

. ako neteto Bu e posieHo ¢ MandopMaIus Ha yepBaTa, KOSTO MOXKE J1a JOBE/IC 10 MHBATMHAIIS.
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. ako JeTeTo Bu MMa psiko HacleICTBEHO 3a00JIIBaHe, KOETO 3acsira MMyHHATa CUCTEMa, HApEeYeHO
TexKa KoMOMHupaHa uMyHHa HegoctaThuHOCT (SCID).

. ako nereTo Bu uMma Teskka nH(EKIMs ¢ BUCOKa TeMIepaTypa. B TakuBa ciyyan MoXKe J1a ce HaJOXKH
OTJIaraHe Ha BaKCHMHAIIMATA JI0 H3JIEKyBaHe Ha JieTeTo. JIekute nHPEKIH, KaTO HACTHHKH, HE 01
TpsIOBAJIO JIa MPEACTABIABAT MPOOJIeM, HO BBIIPEKU TOBA YBEIOMETE JICKaps IPEIY UMYyHH3AIIHS.

. ako JiereTo Bu uMa uapus wiim noBpbhIa. B TakuBa ciydan MoXe Jia ce HAIOXKH OTJIaraHe Ha
BaKCHHAIIMATA JIO M3JICKYBaHE Ha JCTETO.

IpenynpesxaeHust ¥ Npeana3sHu MEPKH

I'oBopere ¢ Bamust iekap/MeIMIIMHCKY CIICIUANKMCT Npean neTeTo Bu na npueme Rotarix, ako:

. TOH/TS € B OJIM3BK KOHTAKT C WICH Ha CEMEHCTBOTO, KOWTO € ¢ oTciabeHa MMyHHa CUCTEMa,
HaIpuMep, JTUIE C paKOBO 3a00JIIBaHE WIIH TIPHEMAIIIO JIEKapCTBa, KOUTO MOTAT J1a OTCIA0sT
MMyHHATa CHCTEMa.

. TOI/TSI UMa yBpeXKIaHe Ha CTOMAITHO-YPEBHATA CUCTEMA.
. TOW/TS HE TIOKayBa TEJIECHOTO CH TETJIO U HE PacTe, KAKTO Ce 0YaKBa.
. TOW/TS UMa HIKAKBO 3a00JIIBaHEe WM TTpHeMa HIKAKBO JIEKAPCTBO, KOETO HaMaJsiBa HEToBaTa/HeHATa

PE3UCTEHTHOCT KbM MH(QEKIIHS UK aKO TI0 BpeMe Ha OpeMEHHOCTTa MaiiKkaTa € preMalia HsIKaKBO
JIEKapCTBO, KOETO OTCIabBa MMyHHATa CUCTEMA.

Cnen xaro netero Bu e mpueno Rotarix, yBemomere He3abaBHO J1eKap/MEIUIMHCKH CIICIIMAIKCT B CITy4ai e
npu aereto Bu ce mposBsAT cuitHa 0oJka B cTOMaxa, MOCTOSIHHO TOBTApSIIIO c€ TIOBPBIIAaHE, KPBB B
M3MPaKHEHUATA, ITOIYT KOPEM W/WJIH MOBHUIIIEHA TEMIIEpaTypa (BIDKTE ChINO To4Ka 4 “BB3MOKHN HEXKETaHN
peakuun’).

Kakro BHHAary, H3MHBANUTE pBUETE CKM BHUMATECIHO CJIEAN CMsAHA HAa MPBCHUTE IIEJICHU.

Apyru nexapcrBa u Rotarix
Nudopmupaiite Bamus nekap, ako nereto Bu nprema, € mprueMano HaCKOpO WK € B3MOXHO J1a preMe
HSIKAKBHU JAPYTH JIEKapCTBA, MM HACKOPO € OMJI0 BAKCMHUPAHO C Ipyra BaKCHHA.

Rotarix Mo>ke J1a ce mpuiiara Ha AeTeTo By 1o e1HO U ChIIIo BpeMe ¢ IpyTuTe PyTHHHO NPENopbYBaHN
BaKCHHH, KaTO BAKCHHU cpelty AudTepusi, TETaHyC U KOKJIIOII (Marapeika kauuuna), Haemophilus
influenzae Tin b, nonroMueNUT (epopaiHa WK HHAKTUBUPAHA BAKCUHM), XeIIaTUT B BaKCHMHM, KaKTO U
MMHEBMOKOKOBH U MEHMHI'OKOKOBH ceporpyna C KOHIOTaTHH BaKCHHU.

Rotarix ¢ XxpaHu U HaNUTKHU
Hsama OrpaHUYCHU 110 OTHOLICHUE Ha IIpUeMa Ha XpaHa U TCHHOCTU OT AETETO BI/I, KaKTO Ipeau, Taka u
clle/l BAKCUHALIUATA.

Kbpmene

B®3 ocHOBa Ha JaHHUTE, MOJYYCHHU 110 BPpEME Ha KIIMHUYHUTE U3NIUTBaHNA, € YCTAHOBECHO, Y€ KbPMCHETO HE
HaMaJsiBa 3aluTaTa, Kosto Rotarix ocurypsiBa cpety potaBupyceH racrpoenteput. [lopaau tazu npuuuna
KbpPMEHETO MOXKE J]a MPOBIIKY 110 BpEME Ha MpHUJIaraHe Ha BaKCHHATa.

Rotarix cbabpika 3axapo3a, ri1oko3a, GeHHIAJAHMH U HATPHIA

Axko Bammmsr nekap Bu e kazan, ye netero, KoeTo e 0b/ie BAKCHHUPAaHO, IMa HETOHOCHMOCT KbM HIKOU
3axapu, CBbpKeTe ce ¢ Barus siekap, pean Ta3u BakCHHA Aa Obje NpuIokeHa Ha Jerero Bu.

Tasu BakcuHa cpappika 0,15 Mukporpama eHmIananuH BbB BCAKa 103a. DeHMIaTaHuHBT MOXKE J1a HAaBPEIH,
aKko jereto Bu nMa (peHUIKeTOHYypHs, PAAKO TEHETUYHO 3a00JsIBaHe, IIPU KOETO ce HAaTpymnBa (eHUIaIaHrH,

TBU KaTO OpraHUu3MBT HE MOXKE J1a I'0 OTACIIA IIPaBUIIHO.

Ta3u BakcrHa chabpka 32 mg HaTpHii (OCHOBHA ChCTAaBKA HAa TOTBApPCKATa/Tpane3Hara coJi) BbB BCSKa J103a.
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3. Kak ce npuema Rotarix

JlexapsT uiau MEIUIIMHCKATa CecTpa Iie MpUIIoKaT Ipernopbyanarta qo3a Rotarix Ha Bamero nere.
Bakcunara (1,5 ml reunoct) me My 0b1¢e naneHa npe3 yerarta. [Ipu HuKakBu 00CTOSTENICTBA Ta3H BAKCHHA
He Tpsi0Ba 1a ce mpuiara 4pe3 HHXKEKTHPAHE.

Ha Bariero nete mie ObaaT NpUIIOKESHH JBE TI03U OT BaKCHHATA. 3a MpUeMa Ha BCsKa 71034 e OblIe
HE00XO0MMO OTJEITHO MTOCEIIeHHE TIPH JeKaps, KaTO MEX Ty JBETe J03H TPsOBa Ja UMa MHTEPBANI OT Hall-
Maiko 4 cemmuny. [IppBara m03a MOKe Ja ce IPUIIOXKH CIIe]l HaBbPIIIBaHE Ha 6-ceIMHUYIHA Bh3pacT. /[Bere
JI031 BaKCHHA TPsiOBa Ja ce MPUIIOXKAT J0 HaBbPIIIBaHE Ha 24 CEMUIIM, KaTO 33 MPEIIOYUTAHE € KypChT Ha
BaKCHHAIMS 13 ObJie 3aBbPIICH JJ0 HaBbPIIBaHE HA 16-ceIMUYHA BH3pacT.

Rotarix Moske J1a ce mpuiiara Ha IpekIeBpEMEHHO POACHH OedeTa, KaTo ce ClieiBa ChUIHs BAKCHHALMOHEH
Kypc, IPH yCJIOBUE Y€ OPEMEHHOCTTA € MPOIBIDKMIA TIOHE 27 CeIMUIIH.

B cnyqaﬁ ye mereTo Bu u3mimroe wim TOBBPHE MO-TroJisIMa 4aCT OT BaKCUHATa, 10 BpEME Ha CbIIOTO
MOCCUICHHUE TIPH JICKAapd MOXKE a CC naJc €AMHNYHA 3aMCCTUTCIIHA 103a Rotarix.

Axo Rotarix ce nmpunara Ha Bamrero nete kato mepBa 103a, MPEMOPHYUTETHO € TO Ja mody4n Rotarix (a He
Jpyra poTaBUpyCHa BaKCHHA) 3a BTOpaTa J03a.

BaxxHo e ma cienBaTe HHCTpYKIMUTE Ha Barmwst nexap nim MEIUIIMHCKATa CeCTpa 10 OTHOIIEHHE Ha
ciensaiioto Bu nocemnienue. [lochBeTRaiite ce ¢ Bamms nekap, ako 3a0paBuTe Ja OTHACTE HA MOCCIICHHE B
OTIpE/IETICHOTO BpEME.

4. Bb3MOKHH HeKeJTaHH pPe€aKkuumn

Kakrto Bcnuku j1ekapcTBa, Ta3u BAKCHMHA MOXKE /1a TIPEIN3BUKA HEKEJIAaHU PEAKLIUH, BHIIPEKH Y€ HE BCEKU TH
[OJIy4aBa.

Bexgnara ce cBbpakeTe € JIeKap/MeIHIMHCKH CIIEIUAINCT, aKO 1eTeT0 Bu mory4yn HAKOH OT cJIeqHuTe
CHMIITOMM:

e AJepruynu peakiyu (OT HUIMYHUTE JAHHU HE MOXKe Jia O'bjie HarpaBeHa OlleHKa Ha 4YecToTaTa),
KOHMTO MOJKE JIa ca TeXKH (aHa(HIaKCHs) U MOXKE J]a BKIIFOUBAT: 3a/{yX HJIH alepruueH OTOK
(noxyBane), KOITO MO>Ke J1a 3acsra JULETO, YCTHUTE, €31Ka WIH I'bPIIOTO.

e llHBarmHamnus (4acT OT 4epBara ce 3aIyIIBaT WK CIuMTar) (MHOTO psiaxo). [IpusHamure Moxe aa
BKITIOYBAT CHJIHA OOJIKa B KOpEMa, MPOABIDKUTEIHO MOBPbBIAHE, KPBB B U3NIPAKHEHUSTA, TIOAyBaHE
Ha KOpeMa 1/WJIM BUCOKa TeMIIepaTypa.

CrnenHuTe Ipyry HEXeNaHU PEakii MOXKE Jla HACTBIIIT IPU Ta3u BaKCHHA!

* UYectu (Morar na ce mposBsat mipu 10 1 Ha 10 1031 BakcuHA):
® Juapus
® pa3IpasHUTEITHOCT

* Heuectu (Morat na ce nposiat npu a0 1 Ha 100 1031 BakcuHa):

e KopeMHa O0JIKa (BHXKTE CHIIO MO-TOPE 3a MPU3HALMTE Ha MHOTO PEJIKUTE HEXKEIaH! PeaKkiuy Ha
WHBarvMHAIH )

® HATpPYNBAHC HA ra30BC B CTOMAaxa U Uc€pBaTa
® BDBH3MAJICHUEC HAa KOXXaTa

* Hexxenanute peakiuu, cho0IIaBaHu 110 BpeMe Ha yrnorpebara Ha Rotarix cien myckaHeTo My Ha
nasapa, BKJIIOYBAT:
e MHOTO0 pelKu: KOIIpUBHA TpecKa (YpTUKapus)
® KPBB B U3NPAKHEHUTA

55



® IIpU MPEXKICBPEMEHHO pojicHH OeOeTa (BbB WIIH Mpeu 28-Ma recTallioHHa CeMHUIIA) 3a 2-3 THU
CJIeJ] BAKCHHAIIMATA MOXKE J]a UMa MO-TOJIEMH OT HOPMAITHUTE TTay3u MEXK]Ty BIAHMIIBAHUATA.

e Jela c PSOKO HAcleACTBEHO 3a00MsIBaHe, HAPEUEHO TeXKa KOMOMHUpaHa UIMyHHA HEJOCTAaThYHOCT
(SCID), morar aa Mat Bb3MAJICHHE HAa CTOMaxa HIIM yepBaTa (TaCTPOSHTEPHT) U 1a OTACIISAT
BaKCHHAJHHS BUPYC B U3MPaXKHEHUITA CH. [[pu3HaIMTe Ha TaCTPOCHTEPUT MOTAT Jia BKJIFOUBAT
raJicHe, MOBPBIIaHe, CTOMAIIHH CIIa3MU WIIH JTUAPHSL.

ChobInaBaHe HA HeKeJIAHU peaKIuu

Ako neteto Bu nomyun HsIKOSl OT He)XETIaHUTE Peakluy, yBegoMeTe Bamms iexkap unu ¢papmaresT.

ToBa BKJIFOUBA BCHYKH B3MOXKHH, HEOTIMCAHH B Ta3H JINCTOBKA HEXENaHU peakiui. MoxeTe ChIIo 1a
ChOOIIHMTE HEXETAHN PEaKIMK JUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, TOCOYCHA B
[punoxenue V. Karo cpobmiaBare HexenaHu peakiiuy, MOXKETe Jia JaieTe CBOS MPUHOC 3a MoJyyaBaHe Ha
noBeye HHPOPMAIU OTHOCHO O€30MIaCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansBate Rotarix

Bakcunara na ce CbXpaHsBa Ha MACTO, HEAOCTBITHO 3a Ac€1a.

He u3non3BaiiTe Ta3u BakcHHa cjel CpOKa Ha TOAHOCT, OTOEIIA3aH BbPXY KapTOHEHATa OnakoBKa. CPpOKbT Ha
TOAHOCT OTrOBaps Ha MOCIEIHMS AE€H OT MIOCOUYEHHS MECELL.

Ha ce cpxpanssa B xnaammHuK (2 °C — 8 °C).

a He ce 3ampassBa.

Jla ce cpxpaHsBa B OpUTHHAIHATA OTAKOBKA, 3a Ja C€ MPEAIa3y OT CBETIHHA.

Bakcunara TpsiOBa na ce u3noi3Ba He3a0aBHO cie]] OTBapsIHE.

He u3xBbpisiiTe iekapcTBaTa B KaHAIH3AIMITA WIA B KOHTEWHEpa 3a JJOMalHu otragsnu. [lonuTaiite

Bamms dapmaneBT kak j1a U3XBBPISITE JIEKapCcTBaTa, KOUTO JIeTeTo Bu Beue He nanon3sa. Te3u MepKH 1ie

CIIOMOTHAT 3a Olla3BaHEe Ha OKOJIHATA Cpefa.

6. Chabp:kaHue Ha ONIAKOBKATA M JONMBJIHUTEIHA HH(pOpMAIHA

KakBo cbabpaxa Rotarix

- AKTHBHOTO BEIIECTBO €:
Yogewku poraBupyc mam RIX4414 (xuB, aTeHionpan)™ He no-maiko ot 10%° CCIDso
*Mpoun3BelieH BEB Vero KIeTKH

- JHpyrure cbheTaBku Ha Rotarix ca: 3axapo3a, TUHATPUEB aaunar, Moauduipana cpeaa Urei Ha
Hron6exo (DMEM) (chappikaiia ¢heHUTaTaHuH, HaTpUH, TIF0K03a M IPYTH BEIIECTBA), CTEPUITHA
BO/a, (BMKTE M TOUYKA 2, ,,Rotarix chrbprka 3axapo3a, TI0K03a, (eHUIAIaHuH U HAaTpUn ™).

Kak usraexaa Rotarix u kakBo cbIbpika 0NMaKOBKaTa

Ilepopanna cycnensus.

Rotarix ce npezanara moj ¢opmarta Ha Ipo3payHa 1 Oe3[BEeTHA TEYHOCT B 5 €JHOJ030BH M3CTUCKBAIIIN CE
TyOm (5 x 1,5 ml), cBbp3anu c neHra.

Rotarix ce mpemrara B omakoBku 1mo 50 Tyom.

He Bcuuku BHUIOBC OIMAKOBKHK MOrI'aT Ja 6’B,Z[aT MMyCHATH Ha mma3apa.
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HQI/ITe)KaTeJI HA pa3penieHueTo 3a ynorpeda M mpou3BoanTel

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89

B-1330 Rixensart

benrus

3a mombaHUTETHA HHGOPMAIHS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPIKETE CE C JIOKATHHS MPEICTaBUTEN Ha
HPHUTEKATEISsI Ha pa3pelIeHneTo 3a ynorpeoa:

Belgié/Belgique/Belgien Lietuva
GlaxoSmithKline Pharmaceuticals s.a./n.v. GlaxoSmithKline Biologicals SA
Tél/Tel: + 32 (0)10 85 52 00 Tel. +370 80000334
Bboarapus Luxembourg/Luxemburg
GlaxoSmithKline Biologicals SA GlaxoSmithKline Pharmaceuticals s.a./n.v.
Tem. +359 80018205 Belgique/Belgien
Tél/Tel: + 32 (0)10 85 52 00
Ceska republika Magyarorszag
GlaxoSmithKline s.r.o. GlaxoSmithKline Biologicals SA
Tel: +420222 001 111 Tel.: +36 80088309
cz.info@gsk.com
Danmark Malta
GlaxoSmithKline Pharma A/S GlaxoSmithKline Biologicals SA
TIf.: +4536 3591 00 Tel: +356 80065004
dk-info@gsk.com
Deutschland Nederland
GlaxoSmithKline GmbH & Co. KG GlaxoSmithKline BV
Tel: + 49 (0)89 36044 8701 Tel: + 31(0)33 2081100
produkt.info@gsk.com
Eesti Norge
GlaxoSmithKline Biologicals SA GlaxoSmithKline AS
Tel: +372 8002640 TIf: +47 22 70 20 00
EArGoa Osterreich
GlaxoSmithKline Movonpécwnn A.E.B.E. GlaxoSmithKline Pharma GmbH.
TnA: + 30210 68 82 100 Tel: +43 (0)1 970750
at.info@gsk.com
Espaiia Polska
GlaxoSmithKline, S.A. GSK Services Sp. z o.0.
Tel: + 34 900 202 700 Tel.: + 48 (22) 576 9000
es-ci@gsk.com
France Portugal
Laboratoire GlaxoSmithKline Smith Kline & French Portuguesa - Produtos
Tél: +33 (0) 13917 84 44 Farmacéuticos, Lda.
diam@gsk.com Tel: + 35121 41295 00
FIL.PT@gsk.com
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Hrvatska
GlaxoSmithKline Biologicals SA
Tel.: +385 800787089

Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: + 353 (0)1 495 5000

Island
Vistor ehf.
Simi : +354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel:+ 39 (0)45 7741 111

Kvmpog
GlaxoSmithKline Biologicals SA
TnA: +357 80070017

Latvija
GlaxoSmithKline Biologicals SA
Tel: +371 80205045

Rominia
GlaxoSmithKline Biologicals SA
Tel: +40 800672524

Slovenija
GlaxoSmithKline Biologicals SA
Tel: +386 80688869

Slovenska republika
GlaxoSmithKline Biologicals SA
Tel: +421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 10 30 30 30

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

IlaTa Ha MOCJECAHO NMpepasrjaekjaaHne Ha JUCTOBKaTa

Apyru u3roununu Ha uHpopmanus

[Monpo6ua uHpOpMaIMs 3a TOBa JIEKAPCTBO € Pe0CTaBeHa Ha yeOcaiiTa Ha EBporielickara areHIus 1mo
JIeKapcTBaTa: https:/ www.ema.europa.eu.

ITocouenara mo-40J1y I/IH(i)OpMaLII/ISI € IMp€AHa3Ha4YCHa CaMO 3a MCIAUIIMHCKU CIICHUATINCTU:

Bakcunara npeacTaBsiBa Ipo3pavHa 663HB€TH3 TCYHOCT, 0e3 BUIUMH YaCTHIH, 3a MEPOPATHO
MIPUITIOKCHHC.

BakcuHara e rotoBa 3a npuiioKeHue (He ce Hanara peKOHCTUTYUPAHE WIIH pa3pekIaHe).
Bakcunara Tpsi6Ba na ce nmpuiiara nepopajaHo 0e3 J1a ce CMecBa ¢ APYr'M BAKCHHU HJIN Pa3TBOPH.

Bakcunara TpsiOBa aa ce mperiie/ia BU3yaaHO 3a Uy>KJ1 YaCTUIIH U/VITH IPOMEHU BbB BHHIIHUS BUJI IPEIH
npuiarade. B ciaydyaii ue ce HaOmogaBar TakuBa, BaKCMHATa TPsIOBa Ja c€ U3XBBPJIM.

Hewnsnon3panaTa BakCHUHA WUITH OTHAABYHUTE MAaTCPUAIN OT HEA Tpﬂ6Ba Ja C€ U3XBBPJAT B CbOTBETCTBUC C
MECTHUTC N3HCKBAHUA.

VkazaHus 3a IPUI0KCHNIC HAa BAKCHHATA:

MOJ'ISI, MMpOYCTCTC YKa3aHuATa 3a yl'IOTp€6a ,Z[OKpaﬁ npeau aa 3ali0O4YHCTE [1a nMpujarate BakCuHarta.
e Ta3u BakcuHa ce npuwiara rnepopajidHo JUPEKTHO OT SIMHUYHATA Ty6a.

e FEnnHa Ty6a 3a nepopaliHO NPUIIOKEHHE JOCTaBs e/1Ha 1032 BAKCHHA.
e Ta3u BakcuHa € TOTOBA 3a YHOTpeda — He ST CMECBalTE C HEIIO JIPYTO.
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A. KakBo Tpsa6Ba 1a HanpaBuTe Mpeau
npujo:kenue Ha Rotarix

1. [IpoBepeTe cpoka Ha TOTHOCT BBPXY

CBBp3BaIlaTa JCHTA.

2. IIpoBepete mamu TeyHOCTTA B TyOaTa 3a
MEPOPAITHO MPUIIOKEHHUE € TIPO3payHa,
Oe31BeTHA U 0€3 BUIUMH YaCTHIIM B HEsl.

- AKko 3a0ej1e:xkuTe Helllo HeoOuYaiiHo,
He U3M0J13BaiiTe HUTO €HA OT
TyOuTe 32 MEPOPATHO MPHUII0KEHUEe
OT CBbP3BalaTA JIEHTA.

3. [IpoBepere gamu BcsKa OTAeNHA TyOa 3a
MIEPOPAITHO MPHUIIOKEHUE HE € MOBPEJICHA U ©
BCE OIIle 3aIieyaTana.

- AKo 3a0ej1e:KknTe Hello0 HeoOuIaiiHo,
He U3MOoJI3BaiiTe 3acerHarara tyoa
3a MepopaHO MPUJIOKEeHHUE.

b. [IpuroTBere Ty0aTa 32 MepopaIHO
NpUII0KEHUe

CB'bp3Ba|.I.l,a » Cpok Ha rogHocT: MM-ITTT
neHTa
Mpno ——p
Tano —
Mscro 3a
XBalluaHe
E.qup.osoBaf
Ty6a 3a nepopanHo

1. 3a na oTaenuTe eaHa TyOa 3a MepoOpaHO
MIPIJIO’KEHUE OT IPYTHUTE, 3aII0OYHETE OT
€IUHUS Kpai:

a) XBaHETe Ha ONPEAETECHOTO MSCTO €IHA OT
KpaiHuTe TyOH 3a IepopaiiHO PUIIOKEHHUE,
3a J1a sl OT/IJIUTE OT APYTHTE.

0) C npyrata cu ppKa XBaHEeTe MSCTOTO 32
XBalllaHe Ha ChceiHaTa Tyba 3a mepopaHo
MIPHUIIOKEHUE.

B) U3appnaiiTe v TO OTKBCHETE OT ChCEIHATA
Ty0a 3a MepopaHO MPUIOKEHHE.

2. 3a ;1a OTBOpUTE OT/IeIeHaTa Ty0a 3a
TIEPOPAITHO TIPUIIOKEHHE:
r) 3a7pBKTE B U3MPABEHO TOJIOKEHHE
oTJeNieHaTa Tyba 3a mepopaitHo
MPUIOKEHHE.
1) XBaHETE OT/AeJIeHaTa Ty0a 3a mepopasHo
MPUIOKEHUE HA ONPE/ICIIEHOTO MSICTO C
e/lHaTa CH PbKa U CBbp3BallaTa JICHTa C
apyrata ppka. He xBamaiite Ts1510T0 Ha
Ty0aTa 32 NepopaiHo NPUJI0KEeHHe,
3aI0TO MOKe 12 U3CTHCKATE 4YacT OT
BaKCHHATA.
) 3aBppTeTe OTAeNeHaTa Ty0a 3a nepoparHo
MIPUIOKEHHE.
x) U3gppmaiiTe 51 OT cBBp3BalIaTa JICHTA.

-

npunoxeHue /

Cpok Ha rogHocT: MM-TTTT \

7] / \

alueudalre
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B. Ilpuiio:keTe BAKCMHATA NMEPOPATHO
Be/IHATA CJie]] OTBApPsSIHE

1. 3a 1a mocTaBUTE AETETO B MOJIOXKEHHUE 3a
JlaBaHE Ha BAKCUHATA:
o CJI0KETE IETETO B CEMHAJIO ITOJIOKEHHUE,

JICKO HAKJIOHCHO Ha3an.

2. 3a 1a MpUIIOKUTE BAKCHHATA TIEPOPATHO:

e l13cTHCKaliTe BHUMATEIIHO TEYHOCTTA B
e/lHaTa CTpaHa Ha ycTaTa Ha JeTeTO KbM
BBTpEIIHATA CTpaHa Ha Oy3ara.

e Moske Jia ce HaJIOXKH J]a CTHCHETe TyOara
3a IepOpaTHO PUIIOKEHHE HIKOIKO
I'BTH, 32 Ja U3JIe3€ LSII0TO KOJHMYECTBO
BaKCHHA — HOPMAITHO € BbB BbpXa Ha
TyDaTa Jja ocTaHe Karka.

I'. He3aGaBHO BbpHeTe OCTAHAJIMNTE 103U B
XJIAIMJTHUKA

Cawmo 3a
nepoparHo
npunoxeHue

J

Bennara cien n3nonsBaHe Ha TyOa 3a
MEPOPATHO MPUIIOKEHIE HEU3IOI3BaHUTE
TyOH, KOUTO BCE OIIE Ca MPUKPEIIEHN KbM
CBBp3BalllaTa JIeHTa, TpI0Ba /1a ce mpuodepar B
xnaaunHuka. ToBa e He00X0AUMO, 3a J1a MOTaT
HEU3I0JI3BAHUTE TYOH 32 MEPOPATHO
NPUIIOKEHHUE 1a ObJIaT U3IOI3BaHH 32
clie/iBaIaTa BaKCHHAIHSL.

W3xBbpisiiTe nsnon3BaHuTe TyOH 3a
HEepPOPaTHO NPHIIOXKEHHE B 0100peHH
KOHTEWHEepH 32 OMOJIOTHYHH OTIAIbIH B
CBHOTBETCTBHE C MECTHUTE Pa3nopeaou.

@esaﬁaauo npubepeTe
o6paTHO B xnagurHuka

¢

=
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