1. HUME HA JJEKAPCTBEHHUA ITPOAYKT

[Mpropukc — [pax ¥ pa3TBOPHTEN 32 HHIKEKLMOHEH Pa3TBOP B MPEABAPHTENHO HAMbIHEHA CNPHHLIOBKA
Priorix — Powder and solvent for solution for injection in a pre-filled syringe

Bakc#Ha cpewy Mopbuny, napoTuT H pybeona (>xusa)
Measles, Mumps and Rubella vaccine (live)

2, KAYECTBEH U KOJIMYECTBEH ChCTAB
Cnen pasrBapsase 1 aosa (0,5 ml) ¢cbabpxa:

XKus areHionpan MmopbuneH Bupyc' (tuam Schwarz)
(Live attenuated measles virus' (Schwarz strain)) He no-Manko ot 10*° CCIDse?

X uB aTeHIOWpan NapoTUTEH BUPYC

(wam RIT 4385, nonyuen or Jeryl Lynn wam)

(Live attenuated mumps virus'

(RIT 4385 strain, derived from Jeryl Lynn strain)) He no-manko ot 10°7 CCIDsy”

Xup atentonpan pybeoneH supyc’ (am Wistar RA 27/3)
(Live attenuated rubella virus* (Wistar RA 27/3 strain)) He no-mManko ot 10°? CCIDs;*

' npon3sseneH B MUICWKH eMOPUOHAIHHN KIIETKH
’ npow3BeieH B yosellku AUmonaHu (MRC-5) knetku
} KNEeTbYHO-KYNTYPENHH HHPEKLUO3HN Bo3H 50%

Ta3n BaxkCHHa CbABPKA HE3HAYUTENHO KOIMYECTBO HEOMHLMH. BuxTe Touka 4.3.

[ToMOLIIHY BellecTsa ¢ U3BECTHO JeUCTBUe

BakcuHata cbvabpxa 9 mg copburonn.
Bakcunata cbabpxa 6,5 HaHorpama napaaMuHoOeH30€eHa KuceauHa u 334 MuKporpaMa (peHHNanaHne Ha
0034 (BX. Touka 4.4).

33 MbAHUA COHCHK HA MOMOILHUTE BELLeCTBa BUXKTE To4ka 6. 1.

J. JEKAPCTBEHA ®OPMA

[Ipax n pa3TBOpHTEN 32 UHIKEKUHMOHEH pa3TBOP B NPeABAPUTENHO HAMbJHEHA CIPHHLOBKA.

[Ipenu pasraBapsHe NpaxbT NpeacTasnsea Oene3Hukasa 40 NEKO PO30BO OLBETEHA KOMMAKTHA Maca, 4acT
OT KOSTO MOXE a € XbJITEHUKABA A0 JIEKO OpaHKeBa.

PasTBopuTensT e GucTsp Ge3uBeTeH pa3TBop.




4, KIUHHYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHS

[TpropuKc e nmoka3saH 3a akTMBHA HMYHHM3aLMA Ha Aella HAa 9-MeceuHa BbL3pacT U MOBEYE, FOHOLIH H
Bb3PacTHU cpelly MOpOHNY, napoTHT H pybeona.

3a ynorpebara npH Aeua Ha Bb3pacT Mexay 9 n 12 meceua, BuxTte Touk 4.2, 4.4 u 5.1.
4.2 M0o3HpOoBKAa H HAYMH HA MPHJIOKEHHE

Ho3upoBka

Ynorpebata Ha [Ipnopukc TpsabBa aa ce ocHoBaBa Ha OHIIMANHHUTE NPENOPLKH.

JIHua Ha BB3pacT 12 Mecela Wiy noBeye
Jo3ara e 0,5 ml. Bropa no3a Tpa6Ba aa ce npunoXu cbraacHo opHIHATHHTE NPENOPbKHX.

[Ipropuke MOXe 1a Ce NPHIOKH HA LA, KOUTO ¢4 BAKCHHHPAHW B MHHANOTO ¢ APYra MOHOBAJIeHTHA
HJIH KOMOHHHpPaHa BaKCUHA cpeilly MOpOUIH, NapoTHT K pydeona.

KbpMmayera Ha Bb3pact mexay 9 u |2 meceua

Ilpe3 nbpBata rojuia ot >kNBOTa, KbpMAUETaTa MOXE A4 HE PEArupaT JOCTATBYHO KbM ChCTABKUTE Ha
BakCHHaTa. B cnyuall ue ennaeMuonornuHara o6cTaHOBKa HaNara BAKCHHALIMA HA KbpMayeTa npes
MbpBaTa rOAKHA OT XKHBOTA (HaMNp. EMHAEMHUYEH B3pHB WM MbTYBAHE B EHAESMHUUHH paitoH#), TpaOBa aa
¢¢ HanpaBy BTopa 403a IIpHopHKe npe3 BTOpaTa roaMHa OT XHBOTa, 33 NPEANOYHTAHE 0 TPU Meceua
cnen mbpeata 103a. [Ipyu Hukakeu ofcToaTencTBa MHTEPBATBLT MEXAY A03KTE HE TPAOBA Aa Obae no-
MaTbK OT YETUPH CEAMULH (BHXKTEe TOYKH 4.4 1 5.1).

KbpmadeTa Ha Bb3pacT noj 9 Mecela

be3onacHocTTa M eHkacHoCTTa Ha [IpHOpHKC pH KbpMAaYeTa Ha BL3pacT NOA 9 Meceua He €
yCTaHOBEHa.

HauuH Ha MPHJIOKEHHE

[TpHOpKHKC € 3a MOAKONKHO HHKEKTHPAHE, BLIIPEKH Ue MOXE 1a Obae MPUIoKEH U 4pe3 HHTPaMYCKYJIHA
MHXXEKUWA B AeNTOUWAHATA 00JacT UMM B aHTEponaTepanHara obnact Ha Geapoto (BuxTe Touku 4.4 u 5.1).

[TpH nauMeHTH ¢ TPOMOOLIMTONEHUSA WK HAPYLUEHUE HA KPbBOCHCHPBAHETO € 33 NPEANOUHTAHE
BaKCHHaTa Ja ObJe NPRIOKEHA NOAKOKHO (BHXKTE Touka 4.4).

3a yka3aHus OTHOCHO Pa3TBapsHETO Ha JIEKAPCTBEHWA APOAYKT NPEAN MPUIOKEHHE BHKTE Touka 6.6.
4.3 IIpoTHBONOKa3aHHA
CBPBX4YBCTBUTENHOCT KbM aKTHBHHTE BELLISCTBA HIIM KbM HAKOE OT MOMOILHNTE BELECTBA, H3IOPOEHH B

TOUKa 6.1, MM KbM HEOMHULIMH. AHAMHE3a 3a KOHTAKTeH JEPMATHT KbM HEOMULHH He e
MPOTHBOMOKa3aHHE. 3a PeaKUHH Ha CBPbXYYBCTBHTENHOCT KbM AifUHU MPOTEHHU, BHXKTE TOUKA 4.4,




Tekywa HMYHOCYIpeCHBHA TEpPANUsA (BKHOUNUTENIHO Takaga ¢ BUCOKH A03M KOPTHKOCTEpOHAN). ITpHopHKe
He € NPOTHBOMNOKA3aH NPH NHLIA, KOUTO NMOJYHaBaT JIOKAJTHHW UK B HUCKA 71032 NapeHTepallHK
KOPTHKOCTEpOUAH (Hanp. 3a npodunakTHKa Ha aCTMa HJIH 3aMeCTBAllO NIEUeHHeE).

Texbk XxyMopaneH WIH KIeTbUEH (MbPBUUYEH HIH NPUIOOUT) UMYHER fedUUNT, HANPUMED TEXbK
KOMOKWHMpaH WMYHEH aeduunT, aramarnodynuiemus u CIIMH unn cumnromatuuna HIV vHbekung, uau
Bb3pacToBO-cneuuguucH npoueHt CD4+ T-numdbouuTH npu

Aeua noa 12-meceuHa Bu3pact: CD4+ < 25%:; neua mexay 12-35-mecevna pb3pact: CD4+ < 20%:; neua
MEXKAY 36-59-meceuna Bb3pact: CD4+ < 15% (Bx. Touka 4.4).

bpemennocT. OcBeH ToBa | Mecel crnes BAKCHHHpaHETo TpabBa na ce u3barea 3abpemeHsBaHe (BX. TOUKA
4.6).

KakTo npu Opyrute BakCHHU, NpuiiokeHueTo Ha [Ipuopuke TpabBa aa 6bAe oTIOXKEHO NPH THUA,
CTPaaalM OT OCTPO TEXKO (pedpunno 3abonasane. Hanuunero Ha neka HHdexUMs, KATO NPOCTY 1A, HE
Tp40Ba Aa BOAH A0 OTJAraHe Ha BaKCHMHaLMATA.

4.4 CnenHaaHu NpenynpexiaeHHn H NpeaAna3sHH MEPKH NPH ynoTpeba
[IpocneaumMocT

3a aa ce nogodpH NpocaeauMocTTa Ha OROJIOTHYHHTE JIEKAPCTBEHH NPOAYKTH, HMETO H NapTHAHHAT
HOMED Ha NPUNOXKEHHUA POAYKT TpaOBa ACHO a ce 3anucBar.

KakTo rpH BCHUKH MHKEKLUMOHHH BaKCHHH, BAHAry TpsOBa Aa HMa MOTOBHOCT 332 ChOTBETHO MERHLIHHCKO
NieYeHHE U HabJIOAEHHE, B Cty4aH Ha paaka aHaUNaKTHYHA PEaKLIHA Clef PHIOKEHHETO Ha BAKCHHATA.

ANKOXONTbT U APYTHTE Ae3UH(PEKLUMOHHHU CpeicTBa TPAOBA a ce OCTABAT A CE U3NAPAT OT KOXKATa NPEeaH
HH)XEKTHPAHETO HA BAKCHHATA, Tbil KATO Te MOraT 1a HHAKTHBUPAT aTEHIOWPAHNTE BUPYCH BbB
BAKCHHATA.

[Ipe3 mbpBaTa roiMHa oT XHBOTA, KbpMadeTaTa MOXKe Ja He pearupaT AOCTaThb4HO KbM ChCTaBKHTE Ha
BaKCHHATa, NOpaJx Bb3MOXKHO B3aUMOAECHCTBHE ¢ MAHYUHNTE aHTUTENA (BHXKTE TOUKHK 4.2 K 5.1).

CHOTBETHOTO BHUMaHHKE TpA0Ba Aa ce nposABU NpH MpuiokeHHe Ha [TpHopyKe Npy IMLa ¢ HapyLLIEeHHS Ha
LUeHTpanHaTa HepBHa cuctema (LIHC), npeapasnonoxenue kbM ¢peOpunHu rbpuoBe WK daMuHa
aHamMHe3a 3a rbpuose. BakcHHMpaHuTe ¢ aHaMHe3a 3a peOpusiHu rppuoBe TpAGBa na ObAAT BHUMATENHO
NpocneaAsBaHM.

MopOunHara ¥ NapOTHTHATA CbCTABKHM Ha BAKCHHATa Ca MPOU3BEAEHH B NUNEILKH EMOPHOHATHH
KICTbYHH KYATYPH W 3aTOBA MOXE Ja CbAbPKAT CEAU OT AiiYeH NpoTerH. Jlnuara ¢ aHamHesa 3a
aHaUNaKTHUHA, aHAPUIAKTONAHA HIK APYTH Peakund oT 6bp3 THN (Hanp. reHepaiM3upaHa ypPTHKApHS,
NOAYBAaHE Ha yCTara WiH rbploTo, 3aTPYXHEHO AHLIAHE, XHMOTOHNUA UK WOK) CNE] NpHeM Ha siila,
MOJKE 1a Ca C MOBHUILEH PHCK OT Pa3BUTHE Ha peakLHs Ha CBPBbXUYYBCTBUTENHOCT OT OBbP3 TUN clel
BaKCHHAL KA, BbNPEKH Y€ TE€3H THNOBE PEAKUHUH C€ YCTAHOBABAT MHOrO psako. Jluiara, koHTO ca
MPSKUBANH aHAQHUNAKCHA CNEll [TPHEM HA aiila, TpAOBa 1a ObaaT BAKCHHUPaHH ¢ 0COOEHO BHUMaHHUe,
kaTo TpAOBa Ja ObAaT OCUIYPEHH aJEKBaTHH YC/IOBUS 32 JledeHHe Ha aHapHIaKCHATA, B C/Tyyaii Ha nossa
HA TAKABa peakuysl.




Upes BakcMHauMA 00 72 yaca cnea eKCro3vUUsA NPU KOHTAKT ¢ MOPOKIHN, MOXE A C€ MOCTUIHE
OrPaHWYCHa 3alluTa cpewy MopoHu.

CHHKOMN (Npunanbk) MOXKE A HACTLIH CAEA UK AOPH NMPEAN BCAKA BAKCHHAUKSA, 0CODEHO NMPYU KOHOLLIN,
KaTto NCHXOreHHa peakUHa KbM HHKEKTHPAHETO ¢ urna. Toi Moxe Ja ce ChNpoBOKAA OT HAKOIKO
HEBPOJOMMYHH MPH3HAKA KATO [MPEXORIHO CMYIUEHHE HA 3PEHNETO, MAPECTEIUA U TOHNYHO-KNOHUYHH
ABH)XEHHUS HA KpaHHULIMTE MO BpEeMe Ha BL3CTaHOBRABAHETO. BaxHO € Aa ca Hanulie NpoueaypH 3a
W30sareaHe Ha HapaHABaHE BCAEACTBHE HA NPUNAABLUNTE.

Kakto npn ApyruTe BaKCHHH, 3aLIHTEH HMYHEH OTrOBOp MoXe Aa He Obje MOCTHIrHAT NPH BCHUKH
BAKCHHHPAHMU.

[TPHOPHUKC HE TPABBA JA CE INPHUJIAT'A BBTPECBJOBO I1PKU HUKAKBH
OBCTOATEJICTBA.

TpoMboLHTONEHHA

[1pu nnua, ctpanaluy oT TPOMOOLUTONEHHUA, Clle] NbpBaTa £03a NPH BAKCHHAUMS C AHBW BAKCUHH CpeLly
MOpOUIIH, NApOTHT U pybeona, ca CbOoOLLEHH ClyYad Ha BollaBaHe Ha TPOMOOLUHMTONEHWATA U Ha
NOBTOPHA nosiea Ha TpombountoneHns. MMR-ceup3anaTta TpoMOOLMTONEHHS € PAAKA U B ITOBEUETO
C/ly4au caMoorpaHvyasaula ce. I'lpy nauyueHTH ¢bC ChLUEeCTBYBallla TPOMOOLUTONEHHS MM ¢ aHAMHE3a 33
TPOMOOUMTONEHHUSA CNER BAKCHHALMSA Cpellly MOPOMIIH, MApOTHT MIIH pybeona, CbOTHOLLIEHHETO PHCK-
non3a ot npunaradero Ha [Ipnopuke, Tpabsa na 6bae BHUMAaTENHO OLieHEHO. Te3u nauueHTH TpsabBa aa
ObJAaT BAKCHHUPAHH ¢ MOBHLLICHO BHUMAaHHKE H 33 NPEeANOYUTAHE Ype3 NOAKOKHO MPHUIoKEHHE Ha
BAKCHHATA.

MMYHOKOMAPOMETHPAHK NALIUEHTH

Moxe Aa ce 00CbIU BAKCUHUPAHE NIPH NALMEHTH € ONIPEAENIEHH HMYHHHU AeHLNTH, aKo MoJi3aTa
NpeBb3XoXaa pucka (Hanp. niua ¢ acumroMaruuHa HIV uudexkuns, aeduunt va [gG nogknac, spoaeHa
HEYTPOMEHHUA, XpOHHUHA FPaHYIOMaTO3Ha 60ONECT U KOMILTEMEHT-AePHLIUTHH 3a00onsIBaH).

HMyHOKOMNpOMETHPAHH MALUHEHTH O€3 NPOTHBOIOKA3aHHA 32 TOBA BAKCHHUpaHe (BxK. Touka 4.3) Moxe
12 HAMaT TOJKOBAa A0OBP OTrOBOP, KONKOTO HMYHOKOMITETEHTHUTE AIHLIA, CNIEJOBATENHO B cayyail Ha
KOHTAKT HSIKOM OT TE€3H MaUMEHTH MOXKE Aa Ce 3apas3fT ¢ MOPOWIKN, NapoTHT WK pybeona, BENPEKH
YMECTHO NpHJIokKeHaTa BakCHHA. Te3u nauueHTH Tpabea aa 6baaT HabnoJaBaHH BHHMATENHO 3a
npu3Haud Ha MOopOHUNKH, NapoTHT U pybeona.

[IpenaBade
He e nokyMeHTHpaHO npelaBaHe HA BUPYCa HA MOPOMIM U MAPOTHT OT BAKCHHUPAHH HA Bb3NpPHEMUUBH

KOHTaKTHH. M3BecTHO €, e Mexxay 7-usi M 28-Us JeH cliell BAKCHHALMATA € HANHYHA (papHHreanHa
€KCKpeLHs Ha BUPYCHT Ha pybeonaTta ¥ MOpOUNNTO, C NHKOBA EKCKpelus okoio 1 1-us aed. Hama naHHu,
oDaue, OTAENEHHUTE BAKCHHATHU BUPYCH Aa CE MpeJaBaT Ha Bb3MPUEMUYNBH KOHTAKTHH. JIOKYMEHTHPAHO €
npeaaBaHe Ha pyOeosieH BAKCHHANIEH BHPYC HA KbpPMAUeTa 4pe3 KbpMaTa, KakTO H TPAHCILIALEHTAPHO
npeaaBaHe, 6€3 HHKAKBY KIHHHYHU NPU3HALIM HA 3a0019BaHE.

[ToMOLUHYK BelecTBa C H3BECTHO ACHCTBHE

[IpHopukc cuabpka napaaMHHOOEH30€HA KHCEeNHHA. T4 MOXE A3 NPUYKHHH ANEPrUvYHH PeaKkLHH
(BeposiTHO OT 3a0aBeH THN) H B MHOTO pelkH chyyau HpoHXocnasmM.




BakcuHara cbabpka 334 MmukporpaMa geHunanaduH Ha po3a. DeHunanaHuHbT MOXE Ja € BpeAeH 3a
auua ¢ pennnketoHypus (PKY).

BakcusaTa cuabpxa no-mMaiko ot 1| mmol HaTtpuit (23 mg) Ha n03a, T.€. MOXE Ja C¢ Kaxe, 4e
MPaKTHYECKH HE ChbAbPXKA HATPHH.
BakcHHara cbabpxa Kanuii, no-manko o1 1 mmol (39 mg) Ha no3a, T.€. NPaKTHYECKH HE CbAbPIKA KATHH,

4.5 BiaumopeiicTBHe ¢ APYTH JIeKAPCTBEHH NPOAYKTH B Apyru dopMH HA B3aHMoaelicTBHe

KIuHHYHH H3nUTBaHNa AoKassaT, ye [Ipuopuke Moxe ga 6bae npunaraHa eAHOBPEMEHHO ¢ KOATO W 1a €
OT CNESAHHWTE MOHOBANEHTHH HIIH KOMONHNPaHHN BaKCHHH [BKNIOHHTENHO XEKCABAICHTHH BAKCHHHU
(DTPa-HBV-IPV/Hib)]: Bakcuna cpewy nudrepus, reranyc U kokmow (6e3xk1eTb4Ha, KOMNOHEHTHA),
(DTPa), BakcHHa cpelly AMTepus, TETAHYC H KOKTOL (6e3kNeThbYHa, KOMITOHEHTHA) C HaMalieHO
aHTHreHHo cbaAbpxanne, (dTpa), BakcuHa cpewy Haemophilus influenzae type b, (Hib), nnakTHBUpaHa
BaKCHHA cpeiy nondomuenut (IPV), xenatut B Bakcuna (HBV), xenatut A Bakcuna (HAV), Bakcuna
cpewly MEHMHTOKOKH ceporpyna B, (MenB), BakciHa cpelly MEHHHIOKOKY ceporpyna C, KOHKOraTHa
(MenC), koHioraTHa BaxCHHa cpellly MeHUHTOkoKH ceporpynu A, C, W-135u Y, (MenACWY), BakcHHa
cpelly Bapuuena socrep (VZV), nepopanHa BakCHHa cpewly nonnomuenut (OPV) n nHeBMOKOKOBa
KOHIOraTHA BaKCHHA, B CbOTBETCTBUE C MECTHUTE NPENOPBKH.

[Topanu yBenuueHua pUCK OT NOBHLIABAHE HA TEMNEPATYpaTa, YyBCTBUTENHOCT HA MACTOTO HA
HHXXEKTHUPaHE, NPOMAHA B XPaHUTETHHTE HABHLM U Pa3sApa3HUTENHOCT, korato Bexsero ce npunara
€AHOBPEMEHHO C KOMOHHHPAHa BaKCHHA cpelity MopOun, napoTHT, pybeona u Bapuuena (MMR-V),
MOXKe fa ce OOMUCIH OTAECNHA BaKCHHALMS ¢ [IpHOPHKC, KOraTo € Bb3MOXHO.

Hsima nanHy B noakpena Ha ynorpebara Ha [IpHOpHKC ¢ HAKAKBH APYTH BAKCHHM.

Ako IIpuopHKC ce npunara no €4HO ¥ CbUIO BpeMe ¢ ApYra HHXKEKUHOHHA BAKCHHA, BAKCHHUTE BUHArH
Tps0Ba Aa ce NpuJiaraT Ha paszItYHH HHXKEKLIHOHHH MeCTa.

AKO HE MOrarT Ja ce NPHJI0XKaT EAHOBPEMEHHO, C€ MPEeNnopPbUBa Ja Ce CNa3Ba UHTEPBAN HE NO-MATbK OT
€AMH Mecel| MeXAY npuaaraHeTo Ha [1puopHKe U ApyruTe XKHBH aTEHOHMPAHH BAKCHHHU.

Ako TpsibBa n1a ce HanpasH TYOEpKyNHHOB TECT, ToH TpabGBa Aa ce mpoBeae NPeAH HITH €JHOBPEMEHHO C
BAKCHHALUATA, Tb KATO € AOKNAABAHO, Y€ KOMOHHHUpPaHHTE BAKCHHH cpelly MOPOHIIH, NapPOTHUT M
pyOeona morar aa 10BEAAT RO BpEMEHHO NMOATHCKAHE HA KOXKHATA TYOepKyIHHOBA UyBCTBUTENHOCT. Thii
KaTO Ta3W aHEPrus MOXKE Aa NPOAbIKH MaKCHMYM A0 6 CeAMULH, TYOEPKYIMHOBUA TECT HE TpAOBa Ja ce
[POBEXJa Npe3 TO3U NEPHOA OT BpeME CJIEA BAaKCHHAUHUATA, 3a Aa ce H3DerHart GanuinBo HEraTHBHUTE
pEe3yNTATH.

I1py nMua, Ha KOWTO Ca MPUJIOKEHU YOBEILIKH raMarnobyauHU UK € HanpaBeHO KPLBOMpeEIBaHe,
BaKCHHaUHATa TpsAOBa aa Oble OTIOKEHA 3a TPpH Meceua uau noeeue (Ao 11 Meceua), B 3aBUCHMOCT OT
MPHNOXKEHATA [03a Ha YOBELLIKHA rO0YNIHH, MOpanau BEPOKTHOCT OT HEYCNEX Ha BAKCHHATa, AbJokalll ce
Ha NAaCUBHO NPHACOHTHTE aHTUTENA Ccpelly MopOUNH, NapOTHT H pybeona.

4.6 @DepTHANTET, OPEMEHHOCT H KbpMeEHe

DepTHaNTET
[[puopuKc He e OueHsABaH B NpoyUuBaHuUs 3a dbeprunnTera.




bpeMeHHOCT
bpemeHHHU eHHu He Tpsabea aa 6baar BakcuHupaHu ¢ [Ipnopukc.

He ca npoBexxaann npoyusanus ¢ [1puopukce npu GpeMeHHH XeHH.

[1pv npernea Ha naHHUTe 3a noBeue OT 3500 meHH, KOUTO ca OMITH H3NOKEHN HA BAKCHHATA B PAHHUTE
CTauH Ha OpeMeHHOCTTa, Oe3 TOBA Ja € H3BECTHO B MOMEHTA Ha BAKCHHAUMATA ¢ BAKCHHA, ChAbPXKAllla
pyOeonHa cCbCTaBKa, HAMa ChOOLLEHM Clydyad Ha CHHAPOM Ha BpoaeHa pybeona. [Ipn nocneapaino
NOCTMapKeTHHTOBO Had/TI0AeHHE € YCTAHOBEH CHHAPOM Ha BpoAcHa pybeosia, CBbp3aH ¢ BAKCHHANEH
pybeonen wam (Wistar RA 27/3), cnea HeyMulunieHa BakCHHAUM Ha OpeMEHHA KeHa ¢ BAKCHHA CPELLy
MOpOKIIH, NapoTUT K pyDeona.

He ca nokyMeHTHpaHU deTanHu yBPEXAAHUA MPH NIPUIOKEHHE HA BAKCHHHU CPeLLly MOPOHAU WU
NapoTHT NpH BpeMEHHH KEHMU.

HeBonHo BakCHHUpaHE Ha OPEMEHHH XXEHU, KOMTO HE Ca 3HAeNH 32 OPeMEeHHOCTTA CH, C BAKCHHH,
ChAbpPXKALLKM MOPOHJIHA, MAPOTHTHA M py0eoHa CbCTABKH, He TpsibBa aa Obae NpHUHHA 3a NPEeKbCBaHE HA
OpeMeHHOCTTA.

Tpabea na ce n3bsrea zabpemenssaHe | mecell cnex BakcuHrpaHeto. JKXeHUTE, KONTO BL3HAMEDSBAT Aa
3abpeMeHeT, TpabBa Aa 6baaT MOCHBETBAHH Aa I'0 OTIIOXKAT.

KupMeHe

OnutseT ¢ [IpHOpHKC MO BpeMe Ha KbpMeHe € orpaHHyeH. [IpoyuBaHHATa MOKA3BAT e KbpMELLHK Chel
PaXAQHETO KEHHW, BAKCUHHUPAHH C XXHBH aTCHIOMPAaHY BaKCUHH cpelly pydeona, MOXe aa CEKpeTHpaT
BHpYCa B KbpMaTa M [la 0 NpeJaBaT Ha KbPMEHHUTE KbpMaueTa 6e3 HAKaKBH NMPH3HALIM Ha CHMTOMATHYHO
3abonaBare. CaMo B Cyyal 4e € NOTBbPREHO UK CE TIOO3NPA, UE JIETETO € C HMYHEH Ae(PHUHMT,
PHCKOBETE W NMON3HTE OT BAKCHHHPAHETO HAa MaikaTa TpadBa ga 6baaT oueHeHu (Bx Touka 4.3).

4.7 EdexTH BbpXy cnocoOHOCTTA 33 IopHpaHe H padora ¢ MAIIKHH

[Ipuopukc He NOBAKABA HH ROBNMABA NpeHeOpexkUMO cnocoBHOCTTa 33 WodHpaHe W paboTa ¢ MaLLIWHH,
4.8 HexenaHn 1eKapCTBEHH peaKIHU

Pestome na npogpuna 3a 6ezonacnocm

[TpenctaBeHUAT no-aony npodun Ha 6€30MacCHOCT ce OCHOBABA Ha 000 okon0 12 000 nuua, Ha KOUTO €
npuioxkeH [Tpropukce rno BpeMe Ha KNIHHHYHHTE H3NUTBAHHUS.

HexenaHuTe peakuny, KOMTO MOXKE 1a HACTBNAT ciel ynoTpebara Ha koMOHHKHpaHa BaKCHHA Cpeuly
MOPOHJIH, NapoTHT U pybeona CbOTBETCTBAT Ha Te3K, HA0MOAABAHY ClE], IPHAOKEHUETO HA
MOHOBAJICHTHHTE BAKCHHH CaMOCTOATENHO WK B KOMOHHALHA.

[To BpeMe Ha KOHTPONHPAHU KNMHUYHH H3TUTBAHNS aKTUBHO €A MPOCJIEAABAHH NPU3HALMTE U
CUMNTOMHTE M0 BpeMe Ha 42-qHEBEH NepHoa OT BpeMeE cliel BakCHHauus. Ha BakcuHupanuTe ca ganeHm
YKa3aHHA fa CboO1MABAT BCHUYKH KIWHUYHH MPOABH NO BpEME Ha H3MHMTBAHETO.




Hali-uecTuTe HEXeNnaHU peakuus ciel npunarane Ha [TpHopHKC ca 3auepBABaHe HA MIACTOTO Ha
HHXXEKTHPAHE ¥ NOBHUIEHA TeMnepaTypa = 38 °C (pextanHo) unu = 37,5 °C (akcunapHo/B yctara).

Tabnuuen cnucok HA HedCENAHUME PeaKyliu

CpobilaBaHHTe HEXENAHH PeakLMK ca M30POEHHN CbIIACHO CleAHATa YeCTOTa;

MHoro vectu: (= 1/10)

Yectu: (2 17100 no < 1/10)
Hevectu: (z 1/1 000 po < 1/100)
Penaku: (= 1/10 000 no < 1/1 000)
Adaniu om KIuHUSHY U3NUMEAHUA
CHcTemo-opranen Kiac YecToTa HeXelanH peakiiun
UHdekunu v HrdecTaumnu ' Yectn _ WHOEKUNA HAa TOPHUTE NMXATEHYU NbTHUla
HeuecTtH OTHUT Ha CPEAHOTO YXO
HapyiueHnus Ha kpbBTa # HeuectH numdaneHoNnaTHs
nuMdpHaTa cucTeMa
Hapyuwenns Ha UMyHHara Peaku anepruyHy peakunu
CUCTEMA
Hapywenus Ha metabomuamMa u | HeuecTu aHOpeKCHs
XpaHEeHeTo
[IcuxyWunm HapyeHus HeuecTtn HEPBHOCT, HeoDHUaeH nnau, 6e3cLHUue
HapyiueHus Ha HepBHaTa Peaxy ¢edpunuu ropHoBe
CUCTEMA
HapyweHus Ha ounte HeyecTu KOHIOHKTHBHT
PecnupaTopHu, MpBIHH H HeuectH OpOHXHT, KaluaKuLa
MEAMACTUHANIHY HAPYLICHHUS
CTomMawHO-4peBHU HapylueHUs | Heuectu yBeNryaBaHe Ha NapOTUAHHTE XKNesu,
AHapHS, NOBPBLIAHE
HapyueHus Ha koxaTa Yectn obpus
NOAKOXHATA ThbKaH
OO0k HapywieHUs U edekTd HA | MHOrO YeeTH 3a4YepPBABAHE HA MACTOTO HA MHXKEKTUPAHE,
MACTOTO Ha NMPHUJIOKEHNE noBuliieHa TeMneparypa = 38 °C (pexkTanHo)
W 2 37,5 °C (akcuaapHo/ B yerata)
YecTu Ooska ¥ noayBaHe Ha MACTOTO Ha
HHXXEKTHpaHe, NOBHIUEHA
Temneparypa > 39,5 °C (pexranHo)
WK > 39 °C (akcunapHo/ B ycTata)

KaTto usno, kateropunTe HeXeNanu peakuiu No 4ecToTa ca NoAoOHH 3a MbpBaTa U BTOPATa J03U
BakCHHa. M3kmoueHue npasy Sonkara Ha MACTOTO Ha HHXXEKTUpaHe, koaTo ¢ ,,Yecta™ ¢nea nbwpBara go3a
BaKCHHa W ,,MHoro yecta®“ cnea sropara aosa.




Hocmmapkemunzoeu dannu

[1o BpeMe Ha NOCTMAPKETHHIOBOTO HAabNIOAEHHE B PEAKH Clyuau ca UAEHTHDUILINPaHH CNEAHUTE
HeXXenaHy peakudu. ThH KaTo T ca ¢crobwaBani A00POBONHO OT NONYNaLKHA C HEYCTAHOBEHA rONIEMHUHA,
HE € Bb3MOXHO A2 C€ H3UUCITH JOCTOBEPHO TAXHATA YECTOTA.

CHcTeMO-0opraHen Kiaac HexenaHu peakuHu

HHdekunu u undecraumnu Meuunrut, Mopbunu-nogobeu cHHAPOM,
MapoOTHTONOA00EH CHHAPOM (BKAIOYHTENHO

OPXHT, CITHAWOAUMHT H l'I&pOTHT)

HapyweHua Ha KpbBTa H IMM(pHATA CHCTEMA TpombouutoneHus, TpombOLUUTONEHHYHA
nypmnypd

HapylieHus Ha UMyHHATa CHCTEMA AHapuNaKTHYHH peaKL U

HapywieHus Ha HepBHATa CHCTEMA Enuepanut*, uepebenut, ckMNTOMH, NOROOHU Ha

LepebesuT (BKIOUYHTENHO MPEXOIHO HapYyLIeHKe
Ha NOX0JKaTa W MPeX0oAHa aTAKCHA ), CHHAPOM Ha
Guillain-Barré, TpaHcBepianes MUENNT,
nepupepeH HEBPUT

Cb0BH HapyLleHHs Backyjur

HapylieHns Ha koxkarta H NOAKOXHATA ThKaH EputeMa MynTugopme

HapyuwieHns Ha MyCKyIHO-CKEJIETHATE CUCTEMa W | ApTairug, apTpUT

CbEAUHUTEIHATA ThKaH
* EHuedanuTt e cpobiuasan ¢ yectora noa | Ha 10 MunHoOHa f03u. PuckbT OT eHuedanur cnea
NPUNIOKEHHE Ha BAKCHHATA € MHOTO NO-MaNbK OT PUCKA OT eHuedanut npu AeiicTeurenHo 3abonsasane
(MopOuau: 1 Ha | 000 no 2 000 cayyau; napotut: 2-4 Ha 1 000 cnyuau; py6eona: npnbanzntento | Ha
6 000 cnyuan).

CnyuaitHOTO BbTPECHAOBO NPUIIOKEHHNE Ha MPOAYKTA MOXKE Aa AOBEAE A0 MOABA HA TEXKH PEaKLMU UNY
AOpH A0 WOK. HaloKHTENHH Cca CTIEIHU MEPKH, B 3aBUCHMOCT OT TEXECTTA HA PeaKuUATa {BX. TOUKA
4.4).

CrobinaBane HA MOAO3HPAHH HEXKENAHH PeaKIHH

Cb00laBaHeTo Ha MOA03MPAHN HEXENAHHM PeaKMU Cllell paspeluaBaHe 3a ynorpe6a Ha neKapcTBeH s
NPOAYKT € BaKHO. ToBa No3Bonasa Aa NpoAbIKH HabIOAEHHUETO HA CHOTHOLUEHHUETO I0N3a/PHCK 33
nexapcTBeHus NpoAyKT. OT MEAHLIMHCKUTE CMIEHaANIMCTH ¢ U3HCKBA Aa ChoOLIABaT BCAKA MOAO3HPAHA
He)XXeNlaHa peaKLMs Ha:

M3nbnaHuTenHa areHuus no 1ekapcraaTa

yi. ,.JdamMsH ['pyes®™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcalt: www.bda.bg

4.9 IIpeno3upane

[lo BpeMe Ha NOCTMapKETHHIOBOTO HabMoOAeHHe ca ChOOILEHH CTyYaH Ha npeao3upaHe (2o 2 MbTH Haj
npenopn4yaHarta 5o3a). HaMa CBbP3aHH C Npefo3npaHeTo HeXeNaHH Peakiinm.




5. ®APMAKOJIOTMYHH CBOWICTBA

5.1 dapmMakogUHAMHYHH CBOCTBA

(dapmako-tepanesTHuHa rpyna; Bupycua sakcuna, ATC kxoa: JO7BDS52
MMyHeH OTroBOp NpH Aeua Ha |12 Meceua W nopeve

B KTHHWYHY NpOyYBaHHUA MPH Jela Ha BB3pacT OT 12 Meceua a0 2 roAHHY € 0Ka3aHa BUCOKA
UMYHOMEHHOCT Ha [lpuopukc.

BakcHHauunsTa ¢ eAMHHYHa 1033 [1puopHke HEAyumMpa aHTHTENA cpelny MOpOHIH npu 98,1%, cpelwy
napoTHT npu 94,4% u cpely py6eona npu 100% ot BakCHHUPaHUTE, CEPOHETaTHBHH NPEIN
BAKCHHALHATA.

JBe rOAHHK Cel MbPBHYHATA BAKCHHALMS HNUBATa Ha CEPOKOHBEPCHS ca 93,4% 3a MopGuny, 94,4% 3a
nmapotuT U 100% 3a pybeona.

Bbnpeku ye, HAMa JaHHH OTHOCHO NPOTEKTHBHAT2 e(pHKACHOCT Ha [TpHOPUKC, MMYHOTEHHOCTTA Ce
pHEMA KaTO MOKa3aTeN 3a NPOTEKTUBHA e(ukacHOCT. JlaHHUTE OT HAKOH NpoyyBaHHs obaue couar, ye
eEeKTUBHOCTTA CpeILy NAPOTHT MOXKe Aa 6bjie no-Hucka oT HablloaBaHWTe HHBA HA CEPOKOHBEPCHA 3a
napoTuT.

HMYHEH OTroBOp Nnpu JAeua Ha Bb3pact oT 9 o 10 Meceua
KnuHnuHo npoyusane Bkatousa 300 3apaBu nelia Ha Bb3pacT OT 9 110 10 Meceua npu mbpBaTta a03a

BakcuHa. Ot Tax 147 auua ca noayuunu eaHospemerHo [Mpuopuke u Bapunpukc. Husara Ha
CEpOKOHBEPCHA 33 MOPOHIH, NAPOTHT K pybeona ca ¢hoTBETHO 92,6%, 91,5% n 100%. JoknaasaHuTe
HHBA Ha CCPOKOHBEPCUA CNEA BTOpATa /1034, MPpHI0KEHa 3 Mecela clea nbpBarta 103a, ¢a 100% 3a
MopOun, 99,2% 3a napotut u 100% 3a pybeona. CrenoBatenHo, 3a Aa ce OCUIyPAT ONTUMATHH HMYHHA
OTrosopM, Bropa no3a flpuopHukc TpsabBa na ce npuaoXH A0 TPH Mecela.

HOHOWK W BL3pacTHH
be3onacHOCTTa  HMYHOTEHHOCTTA Ha [TpHOpHKC NpU IOHOWIM M BL3PACTHH HE €A CNEUHMATHO NPOYYBaHH
NP KIHHHYHH H3NUTBAHUA.

HHTPaAMYCKYJIEH NbT HA NPUIOKEHHE
Ilpy KTMHAYHK H3NUTBAHKS Ha orpaHH4eH Opoit muua, [Tpuopukc e npunoxen HaTpaMyckynHo. Husara
Ha CCPOKOHBEPCHA KBM TPHTE ChCTABKH €& CPaBHUMH ¢ HA0NI0AABAHKUTE CNIER MOAKOXKHO MPUIOKEHHE.

5.2 DapMakoKHHETHUYHH CBOMCTBA
OtieHka Ha hapMaKOXHHETHKATA HA BAKCHHUTE HE CE U3UCKBA.
5.3 [lpeaknHHHYHH NaKHHH 32 Ge30MaACHOCT

HexknuHHUHKHTE JaHHH He IMOKA3BAT ocobeH PHCK 3a XOpa Ha 0a3aTa Ha OCHOBHHTE NMPOyYBaHKs 34
De30nacHoOCT.




6. OPAPMANEBTHYHHU NTAHHHU
6.1 Cnuchbk Ha TOMOUIHHMTE BellleCTBAa

Ipax:

AMHHOKHCEIHHY (BKJHOUHTENHO PEHUNANAHNH)

Jlaxto3a (De3BoaHa)

Manuton (E 421)

Copbuton (E 420)

Cpeaa 199 (cvabpia dpeHUnanaHuH, napaaMHiHOOEH30eHa KUCEIMHA, HAaTPUH U Kainit)

Pazmeopumen:
Bona 3a uHxekuHH

6.2 HecbBMeCTHMOCTH

[1pu nunca Ha npoy4BaHHA 32 HECHBMECTHMOCTH, TO3H JIEKAPCTBEH NPOAYKT He TpsabBa aa ce cMecBa ¢
APYTH AeKapCTBEHN NPOAYKTH.

6.3 Cpok Ha rogHocT
2 TOAHHH,

BaxkcuHaTa Tpa6Ba Aa ObJe HHXKEKTHpaHa BeJHara ciiefl pa3rBapsiHe. AKO TOBa He € Bb3MOXHO, TpabBea na
Obae cbxpanssana npu 2 °C — 8 °C u nanonssaxa 10 8 yaca cnej pasTBapsHe.

6.4 CneunajiHH ycJI0OBHS HA ChXpaHeHHe
Ja ce chXpaHsaBa U TpaHCnOpTUpA B XNanunHuK (2 °C - 8 °C).
1a He ce 3ampa3zaBa.
Ja ce cbXpaHdBa B OpUrHHAIHATA ONAKOBKA, 32 Aa Ce NpeAnasn OT CBETHHHA.
3a yCIOBHATA HA CbXPaHEHHE CNEMl pa3TBAPAHE Ha JICKAPCTBEHUA MPOAYKT BHKTE To4Ka 6.3.
6.5 BHA H chAbLpXKARHE HA ONAKOBKATA
Ilpax BbB paakoH (CTbKAO THR |} C ryMeHa 3anyianka.
0,5 ml pazTBOp B peABapUTENHO HaNbHEHA CTPHHLIOBKA (CTbKJIO THN ) € rymena 3anywanka Ha 6yTanorto
C UAd 6€3 UTNIU B CNEAHNTE OMAKOBKH:
- €2 OTAeNHU UrnM: onakoBku no | unu 10

-  OHe3wurna; onakosxu o 1 unu 10.

He BCcHukH BUAOBE ONMaKOBKKH MOTAT Ja Obaar NNYCHATH Ha na3apad.
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6.6 ChneuuaJiHu Npeanas’HU MepKH NMPH H3XBBPJISHE H padoTa

[Ipeau pa3TBapsHe WK NPHJIOKEHHUE PA3TBOPUTENAT U pa3TBOpPEHATa BakCHHa TpsOBa J1a ce npernaeaar
BM3YaJIHO 3a YYK/AM YaCTHLH W/UJIK NPOMSIHA BbB BbHIIHUS BUA. B ciiyuaii ye ce HabGnonaBa HAKOe OT
JBETE, HE U3MO0JI3BANTE Pa3TBOPUTEIS UJIM Pa3TBOpPEHATAa BaKCHHA.

Bakcuuara TpsOBa aa ce pa3TBOpH upe3 100aBsiHe Ha LAJI0TO ChAbpPKaHUE HA NPeaBAPHTETHO
HanmbJIHEHATa CIIPUHLIOBKA C pa3TBOPUTEN KbM (pJlakoHa, ChAbpIKalll npaxa.

3a 1a NPUKpPENUTE Urilata KbM CIIPUHLOBKATa, BHUMATEIHO MPOYETETE HHCTPYKLIMUTE, MOKA3aHU C
¢durypa 1 u purypa 2. Bce nak € Bb3MOXKHO CNPUHLIOBKATA, KOSITO ce aocTass ¢ [Ipuopukce, neko aa ce
pa3nuyaBa (0e3 BUHTOB Hape3) OT CIPUHLOBKATA, H300pa3eHa Ha urypara.

B T03u cnyyail, urnarta tpsdBa aa ce npukpenu 0e3 3aBUHTBAHE.

[ nasa Ha uwrnara

HUraa ;(f |

CnpuHuoBKa

AnanTop THn
ayep oK

byTano na
CIPHHLIOBKATA

Tano Ha
CNpHHLOBKATA Kanave Ha cnpuHuUOBKaTa

Purypa 1 Purypa 2

CnpuHuoBKaTa TpsOBa BUHArK Ja ce AbPXKH 3a TAJI0TO, a He 3a OyTanoTo WM 3a aJanTtopa THII Jiyep JIOK,
W urjara TpsOBa Ja ce npuabpiKa Ha €1Ha OC CbC CMPUHLIOBKATA (KAaKTO € noka3aHo Ha urypa 2). Ako
TOBA HE Ce€ CMa3H aJanTopbT THUI JIyEP JIOK MOXKE Jla € U3KPUBH U 1a NMpean3BHKa H3THYAHE.,

AKO MO BpeMe Ha criiodsiBaHe Ha CIIpUHLIOBKATA, aAanTOPbT THI JIyEp JIOK ce W3Baau, TpsOBa 1a ce
W3M0J13Ba HOBA J103a BAKCHHA (HOBA CIIPHHILIOBKA W HOB (pJ1aKOH).

|. OTBHHTETE Kana4yeTo Ha CIPUHLIOBKATA, KaTO ro 3aBbLPTHTE B MOCOKA, 0OpaTHA HA YaCOBHMKOBATa
CTpesika (KakTo € noka3aHo Ha ¢urypa 1).

Mouns cineaBaiiTe CTbIIKUTE Mo-10J1y, HE3aBHCHUMO OT TOBA JaJiH aAanTopbT THII JIYEP JIOK CE€ BbPTH HJIH
HEC.

2. an KPENETE Urijara KbM CIIPHHUOBKATa KaTO BHUMATEJIHO NMOCTABUTE IrjlaBaTa Ha urjiarta B aaanrtopa

THUT Jyep JIOK U 3aBbpPTETE YETBBHPT 00OPOT B NOCOKA HA YACOBHUKOBATA CTPEJIKA, JOKATO YCETHUTE, Ye €

3aTerHara (KakTo € nokasaHo Ha ¢urypa 2).
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3. OrtcTpaHeTe npeanasuTeNs Ha UrjaTa, KOHTO MOXKeE J1a € TPYAHO MOJABHIKEH.

4. IlpnbaBere pa3zrBopuTens KbM npaxa. Cmecra TpsOBa aa ce pa3kiati Ao0pe, 10 NbJAHOTO pa3TBapsiHe
Ha npaxa B pa3TBOPHUTES.

B pesysitar Ha manku kosnebanus B pH, pa3rBopenara BakcHHa Moxe aa Obae OucTpa, po3oBoO 10
BHOJIETOBO OllBETEHA, 0€3 BiOLlIaBaHe Ha JIEHCTBHETO HA BAKCHHATA.

5. H3rernere usnoro cbabpxkaHue Ha (prakoHa.

6. 3a npuaaraHe Ha BakCMHara TpsibBa Aa ce u3nosi3Ba HoBa urna. OTBUHTETE Wrilata OT CIPUHILOBKATA W
[IpUKpENEeTe Urjiara 3a rnpujaraHe Ha BAKCHHaTa, CJieABalKH CTbIIKA 2, ONUCaHa Nno-rope.

Jla ce u30srea KOHTaKTHT C Ae3uH(pEeKTaHTH (BHXTE TOouKa 4.4).

Heu3non3panusar JCKAPCTBCH TNPOAYKT HJIH OTNAABYHHTE MATCpPHAJIH OT HETO TpH6B3 Jd CC UBXBLPJIAT B
CbOTBETCTBHE C MECTHHTEC H3MCKBAHHA.

7 INPUTEXATEJI HA PASPELLIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
Rue de I'Institut, 89

1330 Rixensart
benrus

8. HOMEP(A) HA PA3PELIEHUETO 3A YIIOTPEBA

Per. Ne 9800351

9. JATA HA ITBbPBO PASPELIABAHE/ITOJJHOBSABAHE HA PA3ZPEILIEHUETO 3A
YIIOTPEBA

Jlata Ha NMbpBO pa3peluaBaHe: S HoeMBpH 1998 r.
JlaTa Ha nocneaHo noaHoBsiBane: 18 centemBpu 2008 .

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

07/2025
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KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

- e S —
N2ANLAHUMTENRHA ATEHLNA N0 iE

T . Y

1. UME HA JIEKAPCTBEHHA ITPOOAYKT

—— e E——

KAPCTBATA

[puopyxc — [1pax 1 pasTBOpUTEN 32 HHXKEKLIMOHEH Pa3TBOP Kom Pez. Ne

rrrrrrrrrrrrrrrrrrrrr

KDamKa Xapakmepucmuxa Ha npagykma Mpuarowenue 1

-
---------------------------------------

Priorix — Powder and solvent for solution for injection
Paspeuwerue Ne

¢ 2%/

BaKCHHa cpelty MopOuan, napotur H pybeona (kua)

A —————

Lo 2l fL /21082025

Measles, Mumps and Rubella vaccine (live) oo N /

2, KAYECTBEH H KOJIMMECTBEH CbCTAB
Cnen pasteapsHe |1 goza (0,5 ml) cbabpxka:

XKus ateHionpan Mopbuneu supyc' (1zam Schwarz)
(Live attenuated measles virus' (Schwarz strain)) He no-manko ot 10*° CCIDse*

JKuB aTeHonpaH napoTHTEH BUpPYC'

(wam RIT 43835, noayuen or Jeryl Lynn wam)

(Live attenuated mumps virus'

(RIT 4385 strain, derived from Jeryl Lynn strain)) He no-manko ot 10*7 CCIDs?

JKuB ateHronpaHn pyGeonen supyc’ (inam Wistar RA 27/3)
(Live attenuated rubella virus® (Wistar RA 27/3 strain)) He no-manko ot 1072 CCIDso”

' npou3BeaeH B NUNEWIKH eMOPHOHANHHA KNETKH
’ npowsseeH B yoseiuky aunnouaHu (MRC-5) knetku
* KNETLUHO-KYNTYPENHH HHPEKIINO3HHN n03K S0%

Ta3n BaKCHHA CBHABPIKA HE3HAYUTETHO KONIMUECTBO HEOMHUHH. Buxre Touka 4.3.

[TOMOUIHH BeltleCTBa C U3BECTHO NeHCTBUE

BakcuHaTa cbabpka 9 mg copburon.

BakxcuHata cbAbpXKa 6,5 HaAHOTpaMa NapaaMHHOOEH30€Ha KUCEMHA U 334 Mukporpama deHHNaNaHuH Ha

003a (BXK. Touka 4.4).

3a NbJHKA CMHCBK Ha MOMOLIIHKTE BELEeCTBa BUXKTE Touka 6,1.

3. JIEKAPCTBEHA ©OPMA

[TpaX U pa3TBOPHUTEN 38 HHKEKLUOHEH Pa3TBOp.

[lpenu pa3rasapsHe npaxsT NpeAcTaBnsBa Oene3HUKaBa O 1EKO PO30BO OLBETEHA KOMMAKTHA Maca, 4acT

OT KOSITO MOXKE a € XBbJATEHHKABa A0 JIEKO OpaHXKeBa.
PasteopuTensT e 6UCTLP 6E3UBETEH pa3TBOP.




4. KJAHHYHHA JAHHH

4.1 TepaneBTHYHH NMOKA3AHHA

FIpHOpKHKC € noka3aH 3a aKTHBHA HMYHH3aUMs Ha Aeua Ha 9-MeceyHa Bb3pacT U MOBeYe, OHOLIHU H
Bb3pPACTHH Cpelilly MOpOHIIH, NapOTHT H pybeona.

3a ynoTpedara npH Acua Ha Bb3pacT Mexay 9 u 12 mecena, suxre Toukn 4.2, 4.4 u 5.1.
4.2 Jlo3HpOBKA H HAYHH HA NPHI0KEHHE

Ho3npoBkKa

Ynorpebara Ha [Ipuoprkce Tpabea na ce ocHoBapa Ha O HLIHAJIHHTE MPETIOPHKH.

JInua Ha Bb3pacT 12 Mecela UK nopeye
Ho3sara e 0,5 ml. Bropa no3a tpg6Ba 1a ce npunoXu CbriacHo OpHLHANTHUTE NPENOPhKHY.

[IpropHukc MOXe na ce NpUNoXKHK Ha NHLA, KOMTO ¢a BAKCHHUPAHW B MMHAJIOTO C Ipyra MOHOBANEHTHa
WM KOMOMHUpaHa BAKCHHA cpellly MopOunu, napoTuT U pybeodia.

KbpMaueTa Ha Bb3pacT Mexay 9 u 12 Meceua

[1pe3 nbpBaTa roAuHa OT KMBOTA, KbpMayeTaTa MOXe Ja He peardpaT JOCTaTb4HO KbM ChCTABKUTE HA
BakcuHaTa. B cnyuait ye ennaemuonornuHata 00CTAHOBKA Hajlara BaKCHHALIMS HA KbPMaYeTa npes3
MbpBaTa rofvHa OoT XKHBOTa (Hanp. eNHASMUYECH B3pHB MM MMbTYBAHE B EHAEMUYHH paioHu), Tpabsa na
ce Hanpasy BTOpa jo3a [Ipnoprkce npez Bropara rog1Ha OT )KMBOTA, 33 NPEANOUYNTAHE 10 TPU MEcela
cnenx nbpsara no3a. [Ipn HukakBu oOCTOATENCTRBA HHTEPBANBT MEXIY A03HTE He TpaOBa 1a Obae no-
MaTbK OT YETHPH CEAMHLIM (BHXKTE TOUKH 4.4 1 5.1).

KbpmaueTa Ha Bb3pacT noj 9 Mecena
besonacHocTTa H edkacHocTTa Ha [IpHopHKC NpH KbpMayeTa HA Bb3pacT Noa 9 Mecena He e
YyCTaHOBEHA.

HauynH Ha NpUAOKEHHUE

[TpHOpHKC € 3a NOAKOXKHO HHXKEKTHPAHE, BbIIPEKH Y€ MOXKe Aa Oblie NPHIIOKEH M Hpe3 HHTPAMYCKYJIHA
HHXEKUNA B ACNTOMAHATa 00NacT MK B aHTeponaTepanHara odnacr Ha 6eaporto (BUxTe Toukn 4.4 1 5.1).

Ilpn naunenTn ¢ TPOMOOLIUTONEHHS UM HAPYLIEHHE H2 KPBbBOCbCHPBAHETO € 3a NpeanovYUTaHe
BaxCHHaTa 12 6bae NPUIOKEHa MOAKMKHO (BHXTE Touka 4.4).

3a yxa3zaHust OTHOCHO pa3TBApAHETO Ha JIEKAPCTBEHUS MPOAYKT NPENH MPUIOKEHHE BHXKTE TOUKA 6.6.
4.3 IIpoTHBONOKA3aHHS
CBpPBLXUYBCTBHTENHOCT KbM aKTHBHHTE BELUECTBA HJIH KbM HAKOE OT MOMOILIHHTE BELLECTBA, H3OPOEHH B

TOuka 6.1, UK KbM HEOMHLIMH. AHAMHE3a 33 KOHTAKTEH JIEPMATHT KbM HEOMHULIUH HE €
MPOTHBOMOKA3aHHE. 33 PEAKUNHN HA CBPBXYYBCTBHTEJHOCT KbM SHUYHH NPOTEUHH, BHXKTE Touka 4.4.




Texyia uMyHOCYnpecHBHa Tepanus (BKIHOUMTENIHO TAKaBa C BUCOKK 03K KOpTHKOCTEPOUaH ). [Tpuopukc
HE € MPOTHBONOKA3aH NpPH JH1A, KOUTO MOy4aBaT JOKATHK UK B HHCKA [103a MapeHTEPaHH
KOPTUKOCTEpOUAH (Hanp. 3a npodHNaKTHKA Ha acTMa HIIH 3aMEeCTBaLLO JeYeHHeE).

Texbk Xymopasien Ui KJaeTb4eH (MbPBHYEH WIH NPUACOMT) HMYHEH NehHLIHT, HaNPHMED TEXbK
KoMOHHUpaH HMYHeH aepuuunT, aramarnobyauuemus u CITUH wmi cumnromarnuna HIV vadekuus, nnn
Bb3pacToBo-cneuugpuyen npoueHt CD4+ T-numdountu npu aeua noa 12-meceuHa Bb3pacr:

CD4+ <25%; nena mexay 12-35-Meceqna Bb3pact: CD4+ < 20%; nena mexay 36-59-mecedna Bb3pacT:
CD4+ < 15% (Bx. TOuka 4.4).

bpemennocT. OcseH TOBa | Mecel clieA BAKCHHHPAHETO TPSAOBa Na ce u3barea 3abpemensBaHe (BxK. TOUKA
4.6).

KakTo npu Apyrute BakCHHU, npuioxkeHNeTo Ha [Ipnopukc TpsabBa na 6bae OTIOXKEHO NPH NHLA,
CTPajalid OT OCTpO Texko Ppebpunno 3abonasane. HanuuneTo Ha neka HHGEKUHS, KATO NMPOCTY.a, He
TpaAOBa Aa BOAN A0 OTJAaraHe Ha BaKCUHALUATA.

4.4 Croeuna,JHH npeaynpexacHUs H NPeJNazHH MEPKH NPH ynoTpeba

[IpocneaumMoct
3a na ce nonobpk NpocaeANMOcTTa Ha OHOJOTHYHUTE NEKAPCTBEHH MPOAYKTH, HMETO W NapTHAHUAT

HOMEp Ha NMPUIMKEHHUA NPOAYKT TpAOBa ACHO Aa ce 3anuchar.

KakTo npy BCHUKH UHXEKUMOHHN BAKCHHHK, BHHArK TpAOBA 1a MMa rOTOBHOCT 32 CbOTBETHO MEINIHHCKO
NeYeHHe U HAOMIOICHHe, B CNYYaH Ha psaka aHadhuNaKTHYHA peaKLMs Clien MPUIOKEHHETO HA BAKCHHATA.

ANKOXONBT W APYTHTE A€3HH(EKLMOHHN CpeAcTBa TPROBa Ra Ce OCTABAT /14 Ce U3NapsAT OT KOXaTa Nnpeau
WHXXEKTHPAHETO HA BAKCHHATA, Thil KaTO T€ MOraT Ja HHAKTUBHPAT ATEHIOUPAHHTE BUPYCH BhLB
BAKCHHATAa.

[Ipe3 nbpBaTa roAnHa OT XKUBOTA, KbpMaueTaTa MOXKE 1a He pearupaT JOCTATbYHO KbM ChCTaBKHTE Ha
BAKCHHATa, NOpaaH Bb3MOXHO B3aUMOACHCTBHE ¢ MAHYHHHUTE aHTUTEeNa (BHXTe Touku 4.2 U 5.1).

CvoTBETHOTO BHHMaHHE Tpa6Ba Aa ce NPOABH NpH ApHIokeHHe Ha [TpHopHKC NpH NKUA ¢ HApyLIEeHNS Ha
ueHTpasHaTa HepBHa cictema (LIHC), npeapaznonoxkenue kbm GpeOpunun rbpuoBe WK hamMiuiHa
aHaMHe3a 33 rbpyoBe. BakcHHupaHuTe ¢ aHamHesa 3a ¢peOpunuy repuose TpsadBa fa 6bAAT BHUMATENHO
NpocneasBaHHu.

Mopbunhata u napoTHTHaTA ChCTABKM HA BAKCHHATA Ca POH3BEJEHH B MUNEILKH eMOPHOHANHH
KJAETbYHH KYNTYPH M 3aTOBa MOXKE Aa ChbABKAT CJICAU OT AlUeH NPoTeHH. JInyara ¢ aHamMHe3a 3a
aHaUNaKTH4YHA, aHAPUNAKTOMHA HIIM APYTH PeakUHH OT Gbp3 TUN (Hanp. reHepanu3upaHa ypTHKapHs,
oAyBaHe Ha yCTaTa WIH I'bpAOTO, 3aTPYAHEHO AHIUAHE, XHUITOTOHUSA WM LLIOK) Clel NPUEM Ha aiua,
MOJXKe Ja €2 € NOBHILEH PUCK OT Pa3BHTHE HA PEAKLIMSA HA CBPBXYYBCTBUTENHOCT OT ObP3 THN Cliex
BaKCHHALMS, BBIPEKH Y€ T€3H THIOBE PEaKLUH C€ YCTAHOBRBAT MHOrO paako. JlMuaTa, KOUTO ca
NPEeXHUBAIN aHauNaKCud Cliefi NPUEM Ha aiiua, Tpsabsa na ObJaT BAKCHHHPAHH C 0COOEHO BHUMAHHE,
Kato TpsaOBa Aa ObaaT OCHIYPEHHM aleKBaTHH YCIIOBHS 33 eYeHHe Ha aHapUNaKCHATa, B Cydail Ha nosisa
HA TaKaBa peaKLus.




Upes BakcuHauua Ao 72 yaca ciel €KCno3uLusa NP KOHTAKT ¢ MopOunu, MoXe J1a Ce MOCTUTHE
OrpaHUuEHa 3aLKTa cpely MopouIu.

CrHkon (NpHnajgbK) MOXKE 1a HACTBLIH CNIEA UK ACPH NPEAH BCAKA BaKCHHALUA, 0COOEHO NP KHOWM,
KaTto MCHXOreHHa peakuus KbM MHXEKTHPAHETO ¢ Urna. TOH MOXe Aa ce CbNPOBOXKIAA OT HAKOAKO
HEBPONOrHYHN NPU3HAKA KaTO NPEXOAHO CMYILEHUE HA 3PEHHETO, NAPECTE3UA U TOHNYHO-KIOHHYHY
ABHXKCHHA HA KPAHHUUHWTE MO BpeMe Ha Bb3CTaHOBABAHETO. BaXkHO € aa ca Haluue npoueaypH 3a
U30ArBaHe Ha HapaHgBaHE BCEACTBHE HA NPHNALBLNUTE.

KakTo npu ApyruTe BAKCUHH, 3aLUUTEH HMYHEH OTTOBOP MOXE Ja He ObJle NOCTUTHAT NPH BCHYKH
BAKCYHHUPAHH.

[TPUOPHUKC HE TPABBA JIA CE IPUJIATA BbTPECBAOBO [1PHU HUKAKBH
OBCTOATENCTBA.

Tpomboluronenus

[Tpn nuua, crpanalun ot TpPOMOGOLIMTONEHHUS, CleAl FTHbPBATa A03a NPH BAKCHHAUMS C )KHBH BAKCHHY Cpeluy
MOPOHJIK, NapoTUT U pydeona, ca CbOOLUEHH Cy4ad Ha BAOWABAHE HA TPOMOOLIMTONEHHATA H Ha
NOBTOPHA nosABa Ha TpoMbouutonenus. MMR-cBbp3aHaTa TpoMOOLMTONIEHUA € PAAKA H B NOBEYETO
Cllyyau caMoorpannyanallia ce. [Ipy naumMeHTH CbC ChlUIECTBYBatla TPOMOOLIMTONEHHA KK C aHaMHe3a 3a
TPOMOOLIMTONEHHS CAEA BAKCHHAUMUS cpely MOPOHIIW, MApOTUT UMK pyleona, ChOTHOILEHHETO PHCK-
noi3a oT npunaradeto Ha [lpnopuke, TpsadBa na Obae BHUMATENHO oueHeHo. Te3u nauueHTH TpAOBa Aa
ObJaT BakCHHUPAHH ¢ NOBHUILIEHO BHUMAHUE U 33 MPEAMOUYUTAHE YPEe3 NOAKONHO NPHIIOKEHHE HA
BAKCHHATA.

HMMYHOKOMMPOMETHPAHHU MALHEHTH
Moxe na ce 06ChbAM BAKCHHUPAHE NPH NALMUEHTH ¢ ONPeAeNeHH HMYHHH JeDUUMTH, aKo nonsara

MpEBBL3X0XKIA PUCKA (Hanp. aHua ¢ acuMtTomatHyHa HIV uHdexums, aepuunt Ha IgG noaknac, BpoaeHa
HEYTPOTNEHHA, XPOHHYHA rPaHy iIOMaTo3Ha bosiecT U KOMNNeMeHT-I1eDHLNTHY 3a0onsBaHn).

FIMyHOKOMNIPOMETHPAHH MauxdeHTH €3 MpoTUBONOKAa3aHUs 3a TOBA BakCUHMpPAHE (BX. Touka 4.3) Moxe
Jla HAMAaT TONKOBA A00BP OTrOBOP, KOJIKOTO HMYHOKOMNETEHTHUTE NKLIA, CNEA0BaTEIHO B C/ly4ail Ha
KOHTaKT HAKOHW OT T€3H MallHeHTH MOXKE Ja Ce 3apas3aT ¢ MopOniiu, napoTHT Ui pybeona, Bblpeku
YMECTHO NpHIOXKeHaTa BakCHHA. Te3n nauueHTy Tpsabpa na ObaaT HabMOJaBaHK BHUMATENHO 34
NpU3HaLK Ha MOpOUNIH, NapOTUT U pybeona.

[Ipenaeane

He e nokymMeHTHpaHO MpelaBaHe Ha BHpyca Ha MOPOUAM U IAPOTUT OT BAKCHHNPAHH Ha Bh3MPHEMYHBH
KOHTAKTHH. M3BeCTHO €, Ye Mexay 7-usa 1 28-us QeH cien BakCHHAUMATA € HATHUHA apHHreanHa
€KCKpELHs Ha BHPYCHT Ha pyOeosaTta H MOpOHIHTO, C NTUKOBA eKCKpeuns okonio 11-us nen. Hama nanum,
oDaue, OTRENEHHUTE BAKCHHAJIHM BUPYCH [Ja Ce Npe/iaBaT Ha Bb3NPUEMUHBH KOHTAKTHH, JIOKYMEHTHPAHO €
npepasase Ha py0eosieH BAKCHHAIEH BUPYC Ha KbpMayeTa 4pe3 KbpMara, KaKTO M TPaHCMAALEHTAPHO
npeaasaHe, 0€3 HUKaKBH KAMHUYHH NPU3HALIM Ha 3a00/58aHe.,

[IoMOUIHU BEeLIECTBA C U3BECTHO nelicTBHEe

[IpropHKC Chbabpika napaaMHHOOGEH30€Ha KiHCeNHHA. Ta MOXeE J1a TPHUYNHH aNEPrUYHU PeakuMH
(BeposATHO OT 3a0aBeH TUM) U B MHOTO PeAKH Cliyuad GpOHXOCMAasbM.




Bakcunara cbabpxka 334 MUKporpaMa GeHunanaHuH Ha ao3a. QeHUNIATaHNHBT MOXE J1a € Bpe/ieH 3a
nuua ¢ peHunketTonypus (OKY).

BaxcHHaTa cbhbabpxka no-maiko ot 1 mmol HaTpuii (23 mg) Ha ao3a, T.e. MOXe Ja Ce Kaxe, ue

NPaKTHYECKH HE CbABPIKA HATPHIA.
BakcrHaTta chbabpxka kanuid, no-manko ot 1 mmol (39 mg) Ha 0032, T.e. NPAKTHYECKH HE ChIbPXKa KA.

4.5 BzaumopeiicTBHE ¢ APYIH JIeKAPCTBERAH NPOAYKTH H APYTrH GopMY HA B3aHMoOAeHCTBHe

KnudnyHe v3nuTBanus aokasear, ue [1puopukc Moxe aa Obae npunaraHa eJHOBPEMEHHO C KOSTO U Aa €
OT CIeAHHUTE MOHOBAJICHTHU WJIH KOMOMHUPAHHK BAKCHHH [BKJIIOYHTETHO XeKCABAIEHTHH BaKCHHHU
(DTPa-HBV-IPV/Hib)]: sBakcHHa cpelily AW TEPHS, TETAHYC H KOKJIOL (B€3K1€ThbYHA, KOMIIOHEHTHA),
(DTPa), Bakcuua cpewly aurepus, TETaHYC K Kok (Ge3Kk1eTb4Ha, KOMIMOHEHTHA) C HaManeHo
aHTHIeHHO CbAbPXKaHKe, (dTpa), BakcuHa cpewy Haemophilus influenzae type b, (Hib), unaktusupana
BaKCHHa cpelly noanomuenur (IPV), xenatut B Bakcuna (HBV), xenatuT A pakcuua (HAV), Bakchna
cpelly MCHHHIOKOKH ceporpyna B, (MenB), BakCHHa Cpelly MEHHHIOKOKH ceporpyna C, KOHKoraTHa
(MenC), koHIOTaTHA BaKCHHA Cpellly MEHUHIOKOKN ceporpyni A, C, W-135u Y, (MenACWY), BakcuHa
cpelly BapHUea 3ocTep (VZV), nepopaiHa BakcuHa cpewly nonnomuenut (OPV) u nHeBMOKOKOBA
KOHIOraTHa BaKCHHA, B CbOTBETCTBHE C MECTHHUTE MPENOPHLKH.

[Topaay ysenn4yeHHs PHCK OT NOBHILABAHE HA TEMNEPATYPATa, YYBCTBHTEHOCT HA MACTOTO Ha
HHYXEKTHpaHe, MPOMSAHA B XPAHUTEJIHUTE HABULUM U PA3APA3HUTENHOCT, KoraTo Bexsero ce npunara
€1HOBPEMEHHO C KOMOMHHPaHa BaKCHHa cpeLly MOpOHIH, napoTuT, pybeona u sapuuena (MMR-V),
MOX€E J1a ce 0OMHCAN oTAeaHa BakcuHauua ¢ [TpuopHke, Korato € Bb3MOXKHO.

Hsima nanHy B noakpena Ha ynotpe6ata Ha [IpHOpUKC C HAKAKBYU APYrH BaKCHHM.

AKko [1pHOpHKC ce npunara o €HO Y ChLUO BPEME ¢ JpYra HHXEKIHOHHA BAKCMHA, BAKCHHHUTE BUHATH
TpAOBa Aa ce€ npunaraT Ha pasNHYHK HHXXEKLIMOHHH MeCTa.

AKO He MOTaT Ja Ce MPHIMKAT EAHOBPEMEHHO, C€ NPENOopLYBa Ja Ce Cra3Ba MHTEPBaJ HE MO-ManbK OT
eIHH Mecell MEX Y NpHIaraHeTo Ha [IpHOpHKC U APYTHTE XUBH aTEHIOUPAHU BaKCHHH.

AKO TpsiOBa 21a ce Hanpasy TyOepkyTMHOB TecT, TOH TpAOBa aa ce NpoBeAE Mpean HNH eQHOBPEMEHHO €
BAKCHHAUMATA, ThH KATO € NOKNAABAHO, Y& KOMOMHUPAHWTE BAKCHHH CpeLLy MOPOUIIH, NAPOTHT H
pyOeona Morar Aa A0BEIAT 10 BPEMEHHO MOATUCKAHE HA KOXKHATA TYOEPKYIMHOBA YYBCTBUTENHOCT. Thil
KaTO Ta3u aHeprus MOXe Aa MpOABbIKH MAKCUMYM A0 6 ceaMULH, TyOepky TMHOBHA TECT He TpIOBa na ce
TPOBEKJIA NPE3 TO3IH NEPHOA OT BpeME CJie] BaKCHHALMATA, 3a Aa ¢e HiberHaT danliuBO HEraTHBHUTE
pe3yNTaTH.

[1pu nMua, Ha KOWTO Ca NPUNOKEHK HOBEILUKH raMarjo0yIHHH WK € HANPABEHO KPbBONPENHBAHE,
BAKCHHaUHATa TpAdbBa ga 6vae oTiiokKeHa 32 TpU Mecella Uy nosede (A0 11 Meceua), B 3aBHCUMOCT OT
MPUNIOKEHATA 1032 HA YOBELIKHUA IMOOYIHH, MOpaan BEpOATHOCT OT HEeyCneX HAa BAKCHHATA, AbJKAaLl ¢e
Ha MAaCUBHO NPHAOOUTHTE aHTUTENA Cpeilly MOPOUIH, NapoTHT U pydeona.

4.6 @epruanteT, OpEMEHHOCT H KhbPMEHE

DepTuauTeT
[IpHopukc He € oueHsiBaH B Npoy4BaHKUs 3a PEepTHANTETA.
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bpemMeHHOoCT
bpemMeHHH xeHH He TpadBa na 6baat sakcHuHUpanu ¢ [IpHopHkc.

He ca nposexaanu npoyusanud ¢ [lpuopukc npu OpeMeHHH XKEHH.,

[Ipn npernexn Ha qaHHKMTE 3a noseue oT 3500 xeHu, KOUTO ca GUITH H3NOXKEHHW HAa BAKCUHATA B PAHHUTE
CTafuK Ha OpeMEHHOCTTA, O€3 TOBA J1a € U3BECTHO B MOMEHTA HA BAKCHHALIMATA C BAKCHHA, ChAbPKALLA
pyOeosiHa cheTaBKa, HAMaA ChOOLLEHH CIy4Yal Ha CHHIPOM Ha Bpojena pyOeona. [1pu nocneasalio
MNOCTMApPKETHHIOBO Ha0NtOACHHE € YCTAaHOBEH CHHAPOM Ha BpoJieHa pybeona, CBbP3aH ¢ BAKCHHANEH
pyOeoaen wam (Wistar RA 27/3), cnea HeyMuiLnieHa BaKCHHALMA Ha OpeMEHHA XKeHa ¢ BAKCHHA CpeLly
MOpOHIH, NapoTUT K pybeona.

He ca noxymeHTHpaHU (peTanHH yBpEXKAaHHUS PH NPHNOKEHHE HA BAKCHHH Cpellly MOpOKIH iy
MapoOTUT NPU OPEMEHHHU XEHH.

HeBonHO BakcHHUpaHE Ha OpEMEHHH KeHU, KOUTO HE ca 3HaejH 3a OpEMEHHOCTTA CH, C BAKCHHH,
CbAbPXKaLlK MOPOHIIHA, NAapOTUTHA H pyOeonHa CbCTABKH, He Tpa6GBa na 6bae NnpHuKMHa 3a NPeKbLCBAHE HA
OpEeMEHHOCTTA.

Tpabsa na ce n3bsarea 3abpemensBane | Mecel cnea BAKCHHUpaneTo. JKennTe, KOUTO Bb3HAMEPABAT A4
3abpemeHeat, Tpabsa na 6baaT NockLBeTBaKH 1a IO OTJIOKAT.

KbpmMmeHe

OnuthT ¢ [IpHopuKc No BpeMe Ha KbpMeHe e orpaHuyeH. [IpoyuBaHHATa NOKA3BAT Y€ KbPMELLM Clen
PaXKIAHETO XKEHH, BAKCHHWPAHH C )XMBH aTEHIOUPaHH BAKCHHY cpetly pybeona, MOXe 1a CEKpeTHpaT
BUpyca B KbpMara M Ja ro npeaaBar Ha KbpMEHHUTE KbpMadeTa 6e3 HAKAKBU NPU3HALHW HA CHMTOMATHYHO
3abonasade. Camo B Cliy4ail ue e MOTBBLPACHO KITH Ce N0A03MPa, Ye AETETO € C MMYHEH AeUUMT,
PUCKOBETE ¥ ON3HUTE OT BAKCHHHPAHETO HA MaikaTa Tpabea aa 6baar oueHeHH (8 Touka 4.3).

4.7 EdexTn BbpxXy cnocobHocTTa 32 iohHpaHe H padoTa ¢ MAIIHHY

[IpHopukc He NOBNMABA HIM NOBAUSIBA MPEeHEOPEXUMO CIOCOOHOCTTA 3a WwodupaHe H paboTa ¢ MaLIUHH.
4.8 HexenaHu JIeKapCTBEHH peakuHH

Peziome na npogpuna 3a bezonacnocm

[IpenctaBeHusT No-a0ay npodun Ha 6e30NacHOCT ce ocHoBaBa Ha 060 okono 12 000 nuua, Ha KONTO €
npuaoxkex [TpHOPHKC MO BpEME HA KITHHHYHUTE U3NTHTBAHUY.

Hexxenanute peakuny, KONTO MOXKE 1a HaCTBNAT ciea ynotpebaTta Ha KOMGMHHpaHa BaKCHHA Cpelly
MOpONIH, NapoTHT U pyOeona CbOTBETCTBAT HA Te3W, HabNIONaBaHH Cle/ IPUIIOKEHHETO Ha
MOHOBAJICHTHUTE BaKCHHH CaMOCTOATENIHO WX B KOMOMHAUMKA.

[1o Bpeme Ha KOHTPONMPAHH KNHHHYHH H3MHTBAHUA @aKTHBHO Ca NPOCNEAABAHN NPU3HALUMTE H
CUMNTOMUTE MO BpEeME Ha 42-1HEBEH NEPUOA OT BpeMe chel BakcHHalMa. Ha BakcuHMpannTe ca paaeHu
yKa3aHHda Aa cboDluaBaT BCHYKH KIWHUYHHU POABH N0 BpEME Ha H3MHUTBAHETO.




Haii-yecTuTe HeXenaHu peakUuy cnell npunarakne Ha [IpHopukc ca 3ayepsABaHe HA MACTOTO HA
HWHXEKTHpaHe H NOBHileHa TemaepaTtypa 2 38 °C (pekranHo) unu = 37,5 °C (akcunapHo/B ycrarta).

Tabauuen cnucek nHa nexnceranume PEaAKiiui

Cbo01uaBaHHuTE HEXenaHu PE€AKLHH Ca H36PGEHH CbIJIACHO CICAHATa 4ECTOTAa.

Muoro yectu: (2 1/10)

YecTu: (= 1/100 no < 1/10)
HeuecTu: (= 1/1 000 o < 1/100)
Penku: (= 1/10 000 po < 1/1 000)

ﬂﬂﬂﬂu om KIHHUYHU U3NUEMEAGHRUA

CucTeMO-opraHeH Kiiac YecToma Hexenanu peakuny
Mndexuun v nndecranuu HecTH HH(pEKLMS Ha TOPHUTE OUXaTe/IHU NbTHILA
Heuectu OTHT Ha CPEIHOTO YXO

HapyiueHus Ha KpbBTA U Hevectn nuMpaneHonaTHs

num@HaTa cCUCTEMa

Hapywenus Ha yMyHHaTa Penkn aNepruvHy peaKkuuH

CUCTEMA

Hapywenns Ha meTabonuama n | HeuecTty aHOpPEKCHs

 XpaHEHEeTo

[ICHXHYHK HapyLIEHUS Heuecty HEPBHOCT, HeoOW4aeH nuay, 6€3cLHue

HapyiueHua Ha HepBHaTa Peaxu (heOpuann rspuose

CHCTEMA

Hapyuienns Ha ounte HeuecTn KOHIOHKTHBMT

PecriupaTopHHU, MPbAHH H Heuectu 6pOHXHT, KallIHLA

MEJHACTHHAIHU HApPYIUEHHS

CroMauwHo-upeBHH HapylueHua | Heuectw YBENHYABAHE HA NAPOTHAHHUTE XKJIIE3H,
AHapks, NOBpbillaHe

HapyweHnus Ha koXaTa 1 YecTy 0bpuB

MOAKOXHATA ThKaH

O0wu HapyleHus U eexkty Ha | MHoro yectu 3auepBsiBaHe Ha MACTOTO HA HHXKEKTHPAHE,

MACTOTO Ha MPHAOKCHHE noBHLIeHa Temnepatypa = 38 °C (pexTanHo)
HaK = 37,5 °C (akcnnapHo/B ycTara)

Yectu OONKa ¥ noayBaHe Ha MACTOTO Ha

HHXEKTUpaHe, NOBHULICHA
TeMneparypa > 39,5 °C (pexranHo)
uau > 39 °C (akcunapHo/B ycTaTa)

Kato U0, KATErOPHHTE HEXENAHH PEAKLUH MO HECTOTA Ca NOAOOHH 3a MbpBaTa ¥ BTOpaTa 103K
BakcHHa. M3knroueHne npasu 6oskaTa Ha MACTOTO HA MHXKEKTHpaHe, KoaTo e ,,Yecta® cien nbpsara A03a
BakCHHa H ,,MHOro uecta™ cnen Bropara no3a.




IHocmmapkemunzosu 0annu

[lo BpeMe Ha NnocTMapKETHHIOBOTO HabMOAEHHE B PEAKU Cyuan ca UAEHTHOHLUHPAHH CREAHNUTE
HexxeNany peakumd. Thil kaTo Te ca chobliaBanu A06POBOHO OT MONMYNaUUs ¢ HEYCTAHOBEHA FONEMUHA,
HE € Bb3MOXHO Ja C€ U3YHCIIU JOCTOBEPHO TAXHATA YECTOTA.

CHcTeMo-0praneH knac Hexenanu peakuHu

Undexuun n nndectaunm MEHUHTHUT, MOPOUITH-NOA00EH CHHAPOM,
NapoOTHTONOAC0EH CHHAPOM (BKIIOUUTENHO
OPXHT, ENWAUAUMHUT W NMAPOTHUT)

HapyuwieHuns Ha kpbBTa U THMbHATA CHCTEMA TpombounTonenus, TpoMGoLHTONEHHYHA
mypnypa

HapyiieHus Ha *MYHHaATa CHCTEMA! AHADUNAKTUYHH peakLuH

HapyuieHus Ha HEpBHATa CHCTEMA EHuedanut*, uepebenut, CHMITOMH, NOAOOHH Ha

LepedenuT (BKNIOYUTENMHO NPEXOAHO HapYLIEHHE
Ha NOXOAKATa U NPEeXO/AHA aTakCus), CHHAPOM Ha
Guillain-Barré, TpaHcBep3aneHd Muenur,
nepuGEpPEH HEBPUT

CbA0BH HApYLLIEHHS BackyuT

HapyuieHHUs Ha koxkaTa M MOJKOXKHATA ThKaH EpuTema MynTHdopMe

HapyuwieHna Ha MyCKY/THO-CKeJIeTHaTa CUCTeMa W | ApTanrusg, apTpuT

CbeAHHNTEIHATA TbKaH
* EHuedanur e coobiuapan ¢ yectota noa 1 Ha 10 MunuoHa a03n. PUCKBT OT eHuedanuT cnexn
MPHI0KEHHE HA BAKCHHATA € MHOTO NO-MaJTBK OT PUCKA OT eHUehaNUT npn AeHCTBUTENHO 3a00nsBaHe
(MopOusn: | Ha | 000 no 2 000 cnyuwau; naporut: 2-4 Ha 1 000 cayyau; py6eona: npubausuTento 1 Ha
6 000 ciyuan).

CnyualHOTO BLTPECHAOBO NPHIIOKEHHE HA NPOXYKTA MOXKE 11 OBEAE JI0 NOABA HA TEXKKH PEaKLUU HiH
JIOpPH A0 WOK. HaNOXHTENHN ca CNELLHN MEPKH, B 3aBACHMOCT OT TEXECTTA HAa peakuMaTa (BX. TOUKA

4.4).

CrobmaBane HAa MOAO3ZHPAHH HEXENAHH PeaAKIHH

C100LIaBaHETO HA NONO3HPAHH HEXENAHH PEAKLHH CNIe]l pa3peluaBaHe 3a ynoTpeba Ha eKapCeTBeH i
NPOAYKT € BaXkHO. T0Ba 1103B0ONsABa 14 NPOABIDKH HAGNIOAEHUETO HA CLOTHOLUEHHETO MOA3a/PHCK 3a
NeKapcTBEHUA NPOAYKT. OT MEIHLIMHCKUTE CTIELIHANHCTH Ce M3MCKBA Aa ChOOLIABAT BCsAKA NOAO3HPaHa
HEXeEJlaHa PEaKLMUA Ha:

M3nbaHuTEeNMHA areHuUs No eKkapcTsara

ya. ,Jdamau ['pyes™ No 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 IIpeno3upane

[To Bpeme Ha NOCTMAPKETHHIOBOTO HabIONEHHE Ca CLOGLUEHHN Cllyuan Ha NpeAo3upaHe (10 2 TLTH Hal
npenops4aHarta 03a). HaMa CBbp3ann ¢ Npeo3upaneTo HeKENAHN PEakLnM.




5. ©OAPMAKOJIOTHUYHH CBOMCTBA
S.1 PDapMaKOIHHAMHYHH CBOKHCTBA

®apMako-TepanesTHyHa rpyna: Bupycua BakcuHa, ATC koa: JO7BD52

HMyHeH OTroBOp NpH Aeua Ha 12 Mecela H Noseye

B KNHHKWYHKW Npoy4YBaHUsA NPH AcUa HA Bb3pacT OT 12 Meceua A0 2 FOAMHH € J0Ka3aHa BUCOKA
UMYHOTE€HHOCT Ha [lpuopukc,

Bakcunauvara ¢ eanHuyuHa no3a [IpuopHke HHayLKpa aHTHTENA cpenty Mopbunu npy 98,1%, cpetuy
napotut npu 94,4% u cpeuiy pybeona npu 100% OT BaKCHHUPAHNTE, CEPOHEraTHBHH NMPEaN
BAKCHHALMATA.

[1Be roanHu cnea nbpBUYHATA BAKCHHALMA HUBATA Ha CEPOKOHBEpCcHd ca 93,4% 3a Mopbunu, 94,4% 2a
napotut U 100% 3a pybeona.

Bbnpeku ue, HAMa JaHHH OTHOCHO NMPOTEKTHBHATA epukacHOCT HA [TpUOPHKC, MMYHOFEHHOCTTA ce
MpreMa KaTo NoKasares 3a NPOTEKTHBHA €PUKACHOCT. JlaHHHUTE OT HAKOW NPOYy4BaHUA obaye ¢coyar, ve
e(peKTHBHOCTTA CPeLLy NapOTHT MOXeE Aa Obae No-HUCKa OT HAabMoNABAaHHTE HUBA HA CEPOKOHBEPCHA 3a
NapoTUT.

MIMYHEH OTrOBOpP NpH A€lia Ha Bb3pacT oT 9 a0 10 Meceua
KnuHnyHo npoyusaHe skmousa 300 3apaBu aeua Ha Br3pacT or 9 40 10 Meceua npu nbpaata 1032

BakcHHa. Ot Tax 147 nuua ca nony4uiu eanospeMerHo IIpuopuke 1 Bapuapuke. Huara Ha
CEPOKOHBEpCHA 3a MOPOHIIH, NapoOTUT M pybeona ca CboTBETHO 92,6%, 91,5% u 100%. JloknansauuTe
HHBa Ha CCPOKOHBEPCHA CNEN BTOpAaTa 1033, NPHJIOKEHa 3 Meceua cnei nbpBaTa Ao3a, ca 100% 3a
MopOuny, 99,2% 3a napotut n 100% 3a pyGeona. Cnenosarento, 3a Aa ce OCHrypsT ONTHMANHH HMYHHU
OTroBOpH, BTOPa 103a [IpHopukc Tpabea na ce npunoxu A0 TpH Mecena.

HOHOWIN ¥ Bb3pacTHH
besonacHocTTa ¥ MMyHOreHHOCTTa Ha [IpHOPHKC NPH IOHOILH U BL3PACTHH HE 4 CHELMAIHO NPOYUBAHH
NPH KITHHUYHHU HINUTBAHUA.

MHTpaMyCKYAEH TbT HA MPUIOKEHHE

[Tpy KNHHKUYHK M3NKHTBAHUA Ha orpaHH4eH Opoil nuua, [TpUopHKC e npunokeH HHTpaMyckyaHo. Hugarta
Ha CCPOKOHBEPCHA KbM TPHUTE CHCTaBKH Ca CPaBHUMH ¢ HaG1I0AaBAaHUTE CJie NOJKOXHO NPHIOKEHHE.

5.2 (@apmMaKoKHHeTHYHH CBOHCTBA
OuieHka Ha (papMaKOKHHETHKATA HAa BAKCHHHTE HE CE H3KCKBA.
5.3 [IpenknuHHYHH JaHHH 33 Ge3onacHoOCT

HeKNHHHYHNWTE NaHHH HE NMOoKa3BaT 0co0eH PHUCK 3a Xopa Ha Gazata Ha OCHOBHHTE NPOYYBAHUS 32
OesonacHocT.




6. DOAPMAILNEBTHYHU JAHHU
6.1 CnHCbK HA NOMOILIHHTE BellleCTBA
Ilpax:

AMHHOKHCEJIMHH (BKIKOUYUTEHO (peHUNaNaHnH)

JlakTo3a (6e3B01HA)

Manuton (E 421)

Copouton (E 420)

Cpena 199 (cbabpxka peHnnanaHuH, napaaMmHOOEH30€Ha KMCEIMHA, HATPHIT U KanHii)

Paszmeopumen:
Bona 3a uHxkeKkumnu

6.2 HecbBMECTHMOCTH

[Tpu nunca Ha npoy4BaHus 3a HECbBMECTHMOCTH, TO3H JIEKAPCTBEH NPOAYKT He TpsGBa a ce CMecBa C
APYTH JIEKAPCTBEHHU NMPOAYKTH.

6.3 Cpok Ha roaHocTt
2 F'OJIMHA.

BakcuHarta TpsbBa 1a Ob/ie HHKEKTHpaHa BeHara cJiejl pa3TBapsiHe. AKO TOBA He € Bb3MOXKHO, TpsOBa Ja
Obse cbxpaHsBana npu 2 °C — 8 °C u u3nonssauxa 10 8 yaca cnej pa3TBapsiHe.

6.4 CneuHa/iHH yCJI0BHSI HA CbXPaHEHHE

Jla ce cbxpaHsiBa ¥ TpaHcnopTupa B xaaauaHuk (2 °C — 8 °C).

Jla He ce 3aMpa3sBa.

/la ce chxpaHsBa B OpHrHHaiHaTa ONaKkoBKa, 3a Ja ce npeanasu oT CBET/IHHA.

3a ycnoBHsTa Ha CbXpPaHEHHE Clie/l pa3TBapsiHE Ha JIEKAPCTBEHUS MPOAYKT BUXKTE TOYKA 6.3.
6.5 BHAH cbAbpKaAHHE HA ONTAKOBKATA

[Ipax BbB (prakoH (cTbKAO THN ) € ryMeHa 3anyiuanka.
0,5 ml pasrBop B amnyna (cTbkio Tun |) — onakoska no 100.

He BCHYKH BHIOBE OMAaKOBKH MOTaT f1a 6bJIaT NMyCHATH Ha masapa.
6.6 CneunajJHH NpeanasHH MEPKH NPH H3XBbLPJIsiHe H paboTa
[Ipean pazrBapsiHe WM NPHJIOKEHHE PA3TBOPUTENAT W pa3TBOpeHaTa BaKCHHA TPsOBa 1a ce nperaeaar

BU3YyaJlHO 32 Yy /M YaCTHLM H/MJIM POMSIHA BbB BbHILUHUS BUJ. B ciyuaii ue ce HabronaBa HIKoe OT
ABETE, HE N3I10JI3BAITE Pa3TBOPUTENS MM pa3TBOpEHAaTa BAKCHHA.
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BakcuHara Tpsa0dBa na 0Obae pa3rBopeHa ype3 100aBsHe Ha UAJA0TO ChAbpXKaHUE HA JOCTABEHATa aMnyJa ¢
pasTBOpUTEJ KbM (ps1akoHa, cbabpkall npaxa. CMecTa TpsibBa ja ce paskjiaTi 100pe, 10 MbJIHOTO
pa3TBapsiHE Ha Mpaxa B pa3TBOPHUTEIIS.

B pesynaraTt Ha Masiku kosiebanus B pH, pasTBopeHara BakcuHa Moxke aa Obae OucTpa, po30Bo 10
BHOJIETOBO OLIBETEHA, 0€3 BJIOLIaBaHe Ha JIEHCTBHETO HAa BaKCHHATA.

HM3Ternere uai0To chabpkaHue Ha (JlakoHa.
3a npuiaraHeTo Ha BaKCMHaTa TpsiOBa Ja ce u3roJi3Ba HOBa UrJa.
Jla ce u30srBa KOHTaAKTBHT C J€3UH(EKTAHTH (BHKTE TouKa 4.4).

Hewnsnon3BaHHUSAT IeKapCTBEH NMPOAYKT WM OTNAAbYHHUTE MaTepUau OT Hero TpsiOBa /1a ce U3XBBLPIIAT B
CbOTBETCTBHE C MECTHUTE U3UCKBAHMS.

s INPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
Rue de I'Institut, 89

1330 Rixensart
HeNrU s

8. HOMEP(A) HA PASPELIEHHUETO 3A YIIOTPEBA

Per. Ne 9800351

9. JATA HA ITBPBO PA3ZPEIHIABAHE/TIOAHOBSIBAHE HA PASPELHIEHUETO 3A
YIIOTPEBA

JlaTa Ha MbpBO paspelaBaHe: S HoemMBpu 1998 r.
JlaTa Ha nocneaHo noaHoBsaBaHe: 18 centemBpu 2008 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

07/2025
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