KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. AME HA JEKAPCTBEHHUA IIPOAYKT

[Tpuopukc — IIpax ¥ pasTBOPHTEN 38 HHKCKIHOHEH PasTBOP B NPEBAPHTEIHO HAMBL/IHCHA CIIPHHIIOBKA
Priorix — Powder and solvent for solution for injection in a pre-filled syringe
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Bakcuna cpeiry MOpOmIM, mapoTUT U pyOeona (OKHBa)
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R arenounpan MopOunen pupyc! (tuam Schwarz)
(Live attenuated measles virus' (Schwarz strain)) e no-manko ot 10*° CCIDsy®

JK¥B aTeHIOMpaH apOTHTEH BHPYC!

(mam RIT 4385, nomyues ot Jeryl Lynn miam)

(Live attenuated mumps virus’

(RIT 43835 strain, derived from Jeryl Lynn strain)) e no-maixo ot 10*7 CCIDs¢’

JKus areHronpan pybeonen pupyc’ (am Wistar RA 27/3)
(Live attenuated rubella virus® (Wistar RA 27/3 strain)) e no-manko ot 10°° CCIDso’

! Ipou3BeNcH B MMICHIKN eMOPHOHAIHY KIETKH
2 npouzeeAcH B uopeniky quutonaau (MRC-5) xietkn
3 KISTHYHO-KYITYpelsHy HHexuno3au n1o3u 50%

Ta3u BakCHHA CHALPXKA HE3HAYMTEIHO KOIMIECTBO HEOMHIMH. BinkTe Touka 4.3.

TIOMOIOHH BEIIECTBA C H3BECTHO JEHCTBHE

BakcuHaTa chabpxa 9 mg copouron.
BakcHHAaTa ChIbPKa 6,5 HaHorpama napaaMuHoGen30eHa Kucenusa ¥ 334 MUKporpamMa QeHITATIAaHHH Ha
n03a (BxK. Touka 4.4).

3a TBIHKA CITHCHK HA IIOMOIIHHTE BEIeCTBa BIKTe Touka 6.1,
3. JEKAPCTBEHA ®@OPMA

TIpax u pasTBOpHTE 32 HHXEKIMOHEH PAa3TBOP B MPEABAPHTENHO HAITBJIHCHA CIIPHHIIOBKA.
Jvodrnu3npasraT MOpOHIM-TIAPOTHT-PyHEOIa KOMIIOHEHT € OsUi 0 CBETIOPO30B MPax.
Pa3TBOpHTENAT € Npo3paveH u 6e3uBeTEH pasTBop.




4. KIJMHWYHHA JAHHHU
4.1 TepaneBTHYHM NOKA3AHHA

[IpuopHKC € NOKa3aH 3a aKTHBHA UMYHH3AIM Ha ACla Ha 9-MecedHa Bb3PacT | MOBEYE, OHOLIM H
BB3PACTHH Cpely MOpOMIH, MapOTHT H pydeona.

3a ynorpebarta IpH AeHa Ha Bb3pacT Mexay 9 u 12 Mecella, BIXKTE TOUKH 42,44u3l.1.

4.2 [do3UpoBKA H HAMH HA NPWIGKEHHE

,EO 3HPOBKA

Yuorpebara Ha [IpHopukc TpAOBa 12 ce OCHOBABA HA OPHLMATTHHTE MTPEIOPHKH.

Jluila Ha BB3pacT 12 Mecena Wik HoBede
Jo3ara ¢ 0,5 ml. Bropa 103a Tpa6Ba Aa ¢& IPIWIOKH CHIIACHO OPULHATHHTE NPETIOPEKH.

TTpHOPHKC MOKE A CE NPIICKH Ha JIMIA, KOWTO ¢a BAKCHHUPaHY B MMHAJIOTO C Apyra MOHOBAJICHTHA
WM KOMOHWHHEPAHA BaKCHHA Cpelly MopOuuM, NapoTHT H pyoOeoia.

Knpmauera sa sh3pacT Mexkny 9 u 12 Mecena

[Ipe3 mppBaTa rofidHa OT JKHBOTA, KPMAYeTaTa MOXKe Ja He pearupar JIOCTaThYHO KbM ChCTABKHTC Ha
BAKCHHATA. B clydaif ue, eNMAeMHOIOTHIHATa OOCTAHOBKA HAIara BAKCHHALMA HA KbpPMAYCTa TIPE3
IThPBATa FOJHHA OT KHUBOTA (HAp. ENHMACMHYEH B3PUB UM TBTYBAHE B CHAEMHTHH paiionn), TpaOBa na
ce HarpaBy BTopa no3a [Ipuopuke npes BTopaTa roAMHa OT XHKBOTA, 33 MPEANOUUTAHE 10 TPH MECela
cJIe) mppBata Ao3a. [lpu HUKaKkBH 00CTOATENCTBA MHTEPBAIBT MCKIY AO3UTC HE TpadBa aa ObaE no-
MATBK OT YETHPH CEOMMIM (BHXTE TOYKU 4.4 1 5.1).

KnpmaueTa Ha Bb3pacT noa 9 mecena
Be3onacHocTTa U ehHKACHOCTTA Ha [IpHOPHKC IPH KBPMAUEeTa HA BH3PACT 1071 9 MECEa HE €

YCTAaHOBECHA.

HauwH Ha DpuioKeHHe

[TpropHKE € 3a TOAKOXKHO HIKEKTUPaHe, BHIIPEKK Y€ MOXKE /ia Ob/Ae NPHIOKEH U Ype3 HHTPaMyCKyTHA
HEDKEKIIHS B IEJITOMIHATA 06JIacT WM B aHTepoIaTepanHaTa obmact Ha Genporo (Bmwkre Touku 4.4 u 5.1).

[TpH NauMEHTH ¢ TPOMOOLIMTONICHHS WM HAPYIICHHE HA KPEBOCBECHPBAHETO € 3a MPE/NoYHTaHe
BAKCHHATA /1A OBbJC IPHIOKEHA ITOAKOKHO (BHKTE TouKa 4.4).

3a yxasaHHs OTHOCHO Pa3TBaPSHETO HA JIEKAPCTBCHHA IPOAYKT IIPEH NPHIOKEHUE BHKTE TOUKA 6.6.
4.3 IlpoTHBRONOKA3AHHSA
CBpBX4YBCTBHTENHOCT KBM AKTHBHHUTE BEIECTBA WM KbM HAKOE OT MOMOINHHTE BELLCCTBA, u30pocHHU B

Touka 6.1, Wwix KM HEOMHIIMH. AHAMHE3a 33 KOHTAKT¢H AEPMATHT KbM HCOMHLIMH HE &
IPOTHBONOKA3aHKE, 32 PEAKIHHM HA CBPBXYYBCTBUTEIHOCT KbM AHYHY IPOTCHHH, BIIXKTC

TexbK XyMODAJIEH HIH KICThUEH (MbPBHYEH MM IPUAOOHT) HMyHEH NCQUIMT, Ha
kOMOUHMpaH uMyHeH aedunur, aramarnooynudemus ¥ CITHH umi cHMIIToMaTiyH



BB3pacToBo-crerubuueH npoueHt CD4+ T-numponuTy npu aeua nox 12 Meceura pb3pacT:
CDA4+ <25%:; neua Mexnay 12-35 mMeceuna Br3pact: CD4+ < 20%; gena Mexay 36-39 meceuna Bb3pacT:
CD4+ < 15% (Bx. Touka 4.4).

BpemernocT. OcBeH ToBa | Mecel ce BAKCHHHPaHETO TpsOBa [a ce H30sraa sabpemensBaHe (BK. TOUKa
4.6).

KaxTo npu Apyrure BAKCHHH, IpHIokenueTo ua Ilpuopukce Tpabea na Onae OTIOXKEHO NpH JIKLA,
CTPAZAILU OT OCTPO TEXKKO hebpuHo 3abonssane. Hanuuyero Ha neka WHPEKHs, KaTo IPOCTyAa, HE
Tps6Ba Ja BOJAH A0 OT/IaraHe Ha BAKCHHAIHATA.

4.4 Cneunanss NpenynpexaeHns H NPeAna3HH MepkH NPpH ynoTpeba

[MpocaenuMocT
3a 1a ce monodpu NpoCieIMMOCTTa Ha GUOJIOTMYHHKTE JEKAPCTBCHHA [TIPOAYKTH, HMETO U NaPTHIAHUAT

HOMED Ha NPHIOKEHHUA [IPOAYKT TPAOBa ACHO 1A ce 3aluCBar.

KakTo npH BCHYKH MHXKEXUMOHHH BAKCHHH, BUHAry TpAOBa 112 uMa rOTOBHOCT 33 CHOTBETHO MCTMLMHCKO
neveHue ¥ HabMIOACHNE, B CIIyYau Ha PAIKA aHa(UIakTHYHA PEaKiys CIe/l MPHIOKEHHETO Ha BaKCHHATA,

AJIKOXOTBT M JPYTHTE JE3UHGEKIIMOHHHA CPeAcTBa TPAOBa Jia Ce OCTABAT J1a C€ H3NapAT OT KOXaTa Ipeiii
HIDKEKTHPAHETO HA BAKCHHATA, THi KAaTO T MOraT Aa MHaKTHBUpaT aTCHIONPAaHUTC BHPYCH BB
BAKCHHATA.

IIpe3 mbpBaTa TOAMHA OT XKMBOTA, KbPMAUYETaTa MOXKE [a HE pearupar J0CTaThYHO KbM ChCTABKUTE Ha
BaKCHHATA, NOPAAH BB3MOXKHO B3aUMOACHCTBHE ¢ MAHUMHHTE aHTUTE/A (BIKTE TOUKH 42u35.1).

CBHOTBETHOTO BHYMAaHHE TpAOBA /1a C€ POSABH NIPH NMpUIokKeHHE Ha [IpHOPHKC NIPH THIA ¢ HADYIICHH: Ha
neHTpasHara HepsHa cucrema (L{HC), npeapasnonoxenne KbM GpeOpUIEY IbpI0Be WIH dhamiLIHa
aHaMmHe3a 3a Fbp4IoBe. BakcHaupanuTe ¢ aHamHesa 3a GpeOpuIkm repuoBe TpAOBa na 611aT BHUMATEITHO
IPOCHeAABAHHN.

MopGrIHaTa U TapOTHTHATA CHCTABKK HA BAKCHHATA €A IPOHM3BENICHH B [TAJICIIKH eMOpUOHATIHA
KJIETBYHHA KyATYPHU M 3aTOBA MOXKE [1a ChALKAT CIEAH OT SHYCH IPOTEHH. JInuara ¢ anaMuesa 3a
anaduIaKTHYHA, aHAQHIAKTORIHA WIH APYTH PEakluH OT OBp3 THI (Halp. TEHEPATM3MpaHa YPTUKAPH,
MOAYBAHE Ha YCTATA WM IbPIIOTO, 3ATPYAHCHO JHINAHE, XHITOTOHHA HITH OIOK) CJIeJ) IpHeM Ha AHIla MoXxe
/Ia ¢4 ¢ TOBHILICH PUCK OT Pa3BUTHE HA PEAKIMS HA CBPBXYYBCTBHTE/HOCT OT OBP3 THII Cie/l BAKCHHAIN,
BBIIPEKH Y€ T3 TUMOBE PEaKLMy CE YCTAHOBABAT MHOIO psako. Jlnnara, KOUTO Ca TIpEeXHBAIH
aHaUIAKCHA CIe]l IPHEM Ha A, TpabGBa na GbAaT BAKCHHMPAHH C 0CODCHO BHMMAHAE, KaTO TpAOBa na
OBAAT OCHI'YPEHH ACKBATHH YCIOBHA 33 JIeYCHHE HAa aHAQHIIAKCHATA, B ClTydail Ha [10ABa Ha TaKaBa
PEaKIU.

Upes BakCHHALMS A0 72 daca e/l EKCIIO3MIMA IPH KOHTAKT ¢ MOPOH/IM, MOXKE A4 CE HOCTHTHE
OrpaHHMYEHa 3aliliTa Cpeiy MOpOIIH.

Cunkon (IIPHNATEK) MOKe Ja HACTBIM Ce WIH A0PH IPEY BCAKa BAKCHHAITNA, ocobeHO
KaTQ MCUXOTEHHA PEAKIIY KbM MIDKEKTHPAHETO C Wraa. ToH MOXke Ja e ChIIPOBOXKIA OT 1
HEBPOJIOTHYHH NMPU3HAKA KATO NPEXOHO CMYILUCHHE HAa 3pCHHETO, TAPECTC3HA U TOHHY
NBMKEHUA HA KPAaHHMIIATE N0 BpEME HA BL3CTAHOBABAHETO. BaykHo ¢ Aa ca Ha/Iine Hpo
u30sareane Ha HApaHIBAHE BCIEACTBHE HA IPHIAIBIIHATE.




KakTo IpH ApyTHTE BAKCHHH, 3allIMTEH HMYHEH OTFOBOD MOXE Ja H¢ OB/ MOCTHIHAT IPH BCHUKH
BaKCHHUPAHH.

[IPHOPUKC HE TPSIEBA 1A CE IIPUJIATA BLTPECHAOBO ITPH HUKAKBH
OBCTOMATEJCTBA.

TpomOoruToneHus

[Ipu muua, cTpajaly oT TpPoMOOIMTONIEHH, CIIEN TEPBATA 1033 NPH BAKCHHALMA ¢ XHBH BaKCHHH CPELLY
MOPOHIIH, TAPOTHT U pyOeoia, ca ChOOIIEHH C/Tyqan Ha BJIOIIABAHC HA TPOMOOLMTONICHHATA ¥ HA
OBTOPHA [10SBa Ha Tpombolmronedua. MMR-cBbp3aHaTa TPOMOOLMTONEHHA € PsAKa K B OBCIETO
cIy4yal camMoorpaHydasaa ce. [Ipy manueHTy cbhe ChILECTBYRAILA TpOoMOOLIMTOIIEHHA HIIH ¢ aHaMHE3A 32
TPOMOGOIIMTONEHHS CIIER BAKCHHALMA CPEIly MOPOILIH, IAPOTHT HIH pybeona, ChOTHOMICHWETO PHCK-
noJ3a OT npuiaraHero Ha [Ipuopukc, Tpabea a 6bae BHUIMATEIHO OliEHeHo. Tesn maupenty TpsadBa 1a
OBbaaT BAKCHMHHPAHM C TIOBMILIEHO BHUMAHHE M 33 MPEAIOYHTAHE YPE3 IIOAKOKHO [IPHIIOKCHHC Ha
BAKCHHATA.

HMYHOKOMIIPOMETHUPAHY [TAITMEHTH
Mosxe aa ce 06CHAM BAKCHHUPAHE TIPH TIALMEHTH C ONPEAENICHH MMyHHH AC(QULATH, aKO NO/I3aTa

peBb3X0XKIa pucka (Hamp. Juna ¢ acumroMaTuina HIV nHpexums, neduuur Ha 1gG moaxnac, BpoacHa
HEYTPOICHHS, XPOHWYHA TPAHYJIOMATO3HA HONECT H KOMILIEMEHT-AeQUIIHTHH 3200 IIBAHNA).

MIMYyHOKOMOPOMETHPAHH NallMeHTH, O€3 NpOTHBONICKAa3aHus 33 TOBA BAKCHHUPAHES (BK. TO4Ka 4.3), MOXE
]2 HAMAT TONKOBA A06HD OTTOBOD, KOJIKOTO MMYHOKOMIIETEHTHHTE LA, CIEI0BATEIHO B CIyai Ha
KOHTAKT HAKOHM OT Te3H NAIMEHTH MOXKE Ia CE 3apasaT ¢ MOPOWIH, MAPOTHT WK PyOeona,BhIPEKH
YMECTHO INPIIOKEHAaTa BakcuHa. Te3n manueHTH Tpabba na Ob1aT HAOMOAABAHH BHUMATCIHO 33
IIPH3HAIH Ha MOPOMNH, NapoTHT U pydeona.

IIpenasaHe

He € JOKyMEHTHPAHO [IpeaBaHe Ha BUpyca Ha MOPOUIH K MApOTHTOT BAKCHHHPAHU HA BB3NPHEMTHEH
KOHTAKTHH. M3BECTHO €, 4e MEXKAY 7-Hs U 28-HA JICH CIIel BAKCHHALIMATA € HAIH'HA thapunreanna
eKCKPEeLHA Ha BUPYCHLT Ha py0eonara 1 MOpOHIHTO, ¢ IIMKOBA EKCKPENHA OKOJIO 11-ug ned. Hama nanuy,
o0aue, OTAEICHUTE BAKCHHAIHH BHPYCH JIa C€ Mpe/aBaT Ha Bb3NPUEMYIKMBH KOHTAKTHH. JIOKyMEHTHUPaHO €
[IpeJaBaHe Ha pyOcolieH BaKCHHATEH BUPYC Ha KbPMaUeTa 4pe3 KbPMaTa, KAKTO H TPAHCIIALCHTAPHO
rpegaBaHe, 6e3 HUKAKBY KIMHMYHY NPH3HALM HA 320071BaHE.

[ToMOILIHM BEHIeCTBA ¢ H3BSCTHO JEHCTBHUE

[IpHOpHKC CHABPIKA TAPAAMUHOOEH30CHA KMCEIHHA. 1 MOKE Ja TPHIMHK aJICPrHITHA PEAKIHH
(BEpOATHO OT 3a04BEH THIT) K B MHOTO PEIKH ClIy4aH OPOHXOCTIA3bM.

BakcuHata chappka 334 Mukporpama peHmnamaHiH Ha 103a. PeHHIaTaHuHLT MOXKE Aa € BPE/CH 34
mna ¢ penmkeTonypus (PKY).

BakcrHATa ChABbPAKA Io-Manko oT 1 mmol Hatpuii (23 mg) Ha 1034, T.€. MOXE J1a CC KaKE, 16
NPaKTUYECKH HE ChABPIKA HATPHH.

BakcHHaTa ChAbLPKA Kamuid, mo-Manko oT 1 mmol (39 mg) Ha n03a, T.€. MPAKTHYECKH HE ChAbpXKa KaJInH.
4.5 B3awMoJeliCTBHE ¢ JPYr'H JeKapcTBeHH NPOIYKTH H APYTH (GopMHA Ha B2aHMOACHCTBHE

OT CJICAHHATE MOHOBAICHTHH HJIH KOMOWHMpaHU BaKCHHH [ BKIIIOUHMTETHO XCKCABAIC
HBV-IPV/Hib)]: Bakcuna cpemy AudTepHs, TeTaHyc U KOKIOM (OS3KIeThYHA, KO




BAKCHHA Cpelly AM(TepHs, TeTaHye U Kokmowul (0e311eThuHa, KOMIIOHEHTHA) ¢ HAMANICHO aHTHTCHHO
chabpkanne, (dTpa), Baxcusa cpewty Haemophilus influenzae type b, (Hib), vHAKTMBHpaHA BAKCHHA
cperny nomomuenut (IPV), xenatur B pakcuna (HBV), xenarut A pakcuna (HAV), Bakcuna cpeuy
MEHHMHIOKOKH ceporpyna B, (MenB), BakcpHa cpellly MEHMHIOKOKH ceporpyna C, KOHIOraTHa (Men{C},
KOHIOTaTHA BAKCHHA CPEILY MEHMHIOKOKH ceporpym A, C, W-135 n Y, (MenACWY), BakCHHa CpeLry
papunena soctep (VZV), nepopanHa BakcuHa cpelry noanoMuenut (OPV) 1 THEBMOKOKOBA KOHIOTaTHA
BaKCHHA B CHOTBETCTBUE € MECTHHTE IPEIIOPHKH.

Topaau yBeIMueHHS PUCK OT IOBUIIABAHE HA TEMIIEPATYpaTa, YYBCTBHICIHOCT Ha MACTOTO Ha
HEKEKTHDAHE, IPOMAHA B XPAHUTENHHUTE HABULIM H Pa3pasHHUTENHOCT, Korato Bexsero ce npunara
eHOBPEMEHHO ¢ KOMOMHHpPaHA BaKCHHA Cpelily MOPOMITH, IapOTHT, pybeona H BapHlIena (MMR-V),
MOX€E JIa ¢ce OOMHCIIH OTAEIHA BakCHHALHA ¢ [IpHOPHKC, KOraTO € BB3MOXKHO.

HsiMa JaHHEH B OAKpena Ha ynorpedara Ha [IpHOpHKC ¢ HIKAKBH IPYTH BAKCHHH.

Axo TIpHopHKC ce IPUara o eIHO ¥ ChII0 BpEME ¢ APYra HHKEKIHOHHE BAKCHHA, BAKCHHHUTC BUHATH
TpaOBa Ja ce MPUIIaraT Ha pasiii9H{ HHXKEKIMOHHH MECTa.

AKO He MOTarT Jia ce IIPUJIOIKAT € THOBPEMEHHO, Ce NMPETIOPhYRA 1a CE Cra3Ba HHTEPBAT HE N0-MATLK OT
eIMH Mecel] MEXAy npunaraero Ha IIpuopHkc ¥ ApyruTe XUBU aTCHIOWPAHH BAKCHHH.

Axo Tpa0pa pa ce Hanpasu TyOEpKYIIMHOB TecT, TOH TPAOBA A2 Ce NPOBEAE IPeaH HIIH CAHOBPCMCHHO C
BAKCHHALIMSTA, Thif KATO € AOK/IAABaHO, Ye KOMOHHHPAHHUTE BAKCHHI CPEIIy MOPOMIIH, IIAPOTHT H
pyOeona Morar Ja JOBEJAT A0 BPEMEHHO MOATHCKAHE Ha KOXHATA TyDepKyIMHOBA UyBCTBUTCIHOCT. Toi
KaTO TA3H aHEPrHs MOXE Ja IIPOIb/DKH MAKCUMYM /10 6 CEIMHIIN, TyOEPKYJINHOBHA TECT HE TpsOBa aa ce
NPOBEXIA 1Ipe3 TO3M NEPHOA OT BPEME clie/l BAKCHHALIMATA, 33 Ja ¢€ u30erHar GamunBo HEraTHBHUTE
pe3yATaTH.

[Tpu nunE, Ha KOUTO ¢4 MPAIOKEHH YOBENIKH raMartobyIiHA K € HAapaBeHO KPHbBOTIPEIHBAHC,
BaKCHHALMATa TPAOBA 1a ObE OTIOKEHA 33 TPM MECela 1M mopede (10 11 mecelta), B 3aBHCHMOCT OT
MPHJIOKEHATA A03a HA YOBEIIKHSA IIOOYIMH, DOPAIH BEPOATHOCT OT HEYCIIECX Ha BAKCHHATA, AB/DKAIN CE
HA TTACHBHO MPUAOCHTUTE aHTHTE A Cpely MOPOUIH, IapOTUT H PYdeona.

4.6 DepTranTer, OpeMEHHOCT H KbpPpMeEHe

depTUIUTET

IIpHopHKC HE € OlLEHABAH B IIPOYUBAHHA 32 (PEPTUIHTETA.

bpeMEHHOCT

BpeMeHHu xenu He Tpadea a2 6paaT BakcHHUpaHH ¢ [IpropHke.

Bce nax, muricBaT JaHHHM 3a YBPEXKIaHe HA TUIOAA B CIIYJAUTE KOraTo BaKCHHA CPCIIly MOPOHIIH, TAPOTHUT U
pybeosa e OHna NpunoKeHa Ha OpeMEHHU JKEHH.

Bropexy ue TEOPHTHYEH PUCK BCE Ol He MOoke 1a Obje H3KIIIOUCH, HAMa JOKIIa(BaHH CIIy4ad Ha
CHHIPOM Ha BpojieHa pyGeona npu nosede of 3 500 xeHu, KOUTO He ca 3HAENH, Ye ca OpeMeH
KOHMTO € NOMYCHATO HEBOJIHO BAKCHHHPAHE B PAHHHTE CTAJHH Ha OpeMEHHOCTTA C BAKCHHH
pyfeonHa cberaBka. CHesoBaTeNHo, HEBOMHO BAKCHHHPAHE Ha OPEMEHHH XKEHHU, KOMTO H




6PEMEHHOCTTA CH, ¢ BAKCHHH, ChABPMKALIH MOPOUIIHA, IAPOTHUTHA K pyOeoiHa ChCTaBKH, HE TPsAOBa A2
ObIe IpHYHHA 3a IPEKBCBAHE Ha OPEMEHHOCTTA.

Tpa6Ba na ce n3bsrea 3abpemenssane 1 Mecell Ciie/l BAKCHHHPAHETO. JKEHUTE, KOMTO BE3HAMEPABAT Aa
3abpemenedr, TpadBa na OBXAT NOCHLBETBAHY 14 IO OTJIOXKAT.

KbpMeHe

OnutsT ¢ IIpHOpHKC 10 BpeMe Ha KbpMeHe € orpaHuyed. [IpoyyBaHuiTa N0Ka3BaT 1€ KbPMEIIHY CIIE/
PaXKIAHETO KEHH, BAKCHMPAHW C KMBY ATEHIOHPAHH BAKCHHH Cpellly pybeona, MOXE Aa CeKpeTHpaT
BUpYCa B KbPMATa H Jia I'o IPEAaBaT Ha KbPMeHHTE KbpMadeTa 03 HAKAKBH MPH3HALK Ha CHMTOMATHHHO
sabonapane. CaMo B ciiy4ai 4ye, e IOTBBP/ACHO WIH C€ OA03Hpa, € ACTCTO € ¢ UMYHEH ACHOHLUT,
PUCKOBETE 1 TION3KTE OT BAKCHHUPAHETO HA MalikaTa Tpabsa ja 6baar oLeHeHn (BX TOUka 4.3).

4,7 EdexTn BHpXy cniocobHocTTa 32 modupane d padoTa ¢ MAIMAHHA

TIpHOPHKC HE MOBAMABA WM IOBIHAEA IPEHEOPERIMO CIIOCOOHOCTTA 33 IOMHPAHE 1 paboTa ¢ MallWHHA.
4.8 Hexenanu JeKapCTBEHH Peak1HH

Peswme na npoduna 3a 6esonacrocm

[IpencTapeHUAT NO-0My Npodun Ha 6e30MacHOCT Ce OCHOBABA Ha o000 okono 12 000 auua, Ha KOHTO €
npuioxed [IpHopukc no BpeMe Ha KIMHHYHUTE U3MATBAHHIL.

HexxemaHuTe peakiivH, KOUTO MOKe Jia HaCThIAT Clex ynorpebara Ha KoMOMHUpaHa BAKCHHA CPEIIly
MOpPOUIHM, NapOTHT U pyfeona chOTBETCTBAT HA TE3H, HAOJIFOAaBaHU CIIEA NPHIIOKCHACTO HA
MOHOBAJICHTHHTE BAKCHHE CAMOCTOATEIHO HIH B KOMOHHAITHA.

ITo ppeMe Ha KOHTPOIIHPAHY KJIHHWYHH H3ITUTBAaHHS aKTHBHO Ca NPOCICASBaH NPH3HALKUTE U

CHMIITOMHTE I10 BpeMe Ha 42-JHeBeH NepoU I OT BpeMe criel BakcuHarua. Ha BakCHHMpaHUTe ¢a NalCHH
yKa3auus Ja ChoOMAaBaT BCHYKH KIMHIYHH [IPOABH [I0 BpEME Ha H3IHMTBAHETO.

Haif-yecTiTe HEXETaHH PEAKIMH clieH ITpanaraHe Ha [IpHopHKC ca 3a4e€pBIBaHe Ha MACTOTO Ha
MIDKEKTUPAHE M IOBHIIIEHa Temnepatypa > 38°C (pexranuo) win > 37,5°C (akcunapHo/B yCTaTa).

Tabnuuen cRUCHK HA HeEJCERAHUME PeaKUlU
Cpo0lIaBaHNTE HEXETAHA PEaKIMK ca H30pOEHH CBITIACHO ClieIHAaTa YE€CTOTa.

Muoro uectu: (2 1/10)

Yecru: (= 1/100 no < 1/10)
Heuectu: (= 1/1 000 mo < 1/100)
Penxu: (= 1/10 000 no < 1/1 000)




thuu om ITHHEYHU H3RHMEaHUR

CHCTEMO-0PTraHeH KJIAC YecTOTA Hexenanun peakiHH
Mndekuuu 4 HHpECTALHH Yectn Wudexiys HA TOPHATE AMXATENHH ITBTHUIA
Heuecru OTHT Ha CPEOHOTO YXO
Hapymenns Ha KPLBTA U HeuecTu JinmbaaeHonaTHs
mMMGHATA CUCTEMA
Hapymenus Ha HMyHHaT2 Peaxn AnepruyHH peakuun
CHCTEMA
Hapyiienus Ha MeTabonusMa B | HewecTu AHOpEeKCHA
XPaHEHETO
[TouxyaHy Hapyu1eHUA HeuectH HepeHocT, HeoOWyaeH 11ay, 0e3ChHUC
Hapyniesns Ha HEpBHATA Penxu MebpuiHN TBPUOBE
CHCTEMA
Hapy1ieHus Ha O4HTE Heuecty KOHIOHKTHBHUT
PecniupaTOpHH, I'PhIHH H Heuectu BpOHXHT, KaLLTHIA
MEIMACTHHATHA HapyILIeHH
CroMamHo-4peBHH HapyleHus | HeuectH VBeInyaBaHe HA TApOTHTHUTE HKIIC3H,
OuapHsi, NOBPbhIIAHE
HapynieHus Ha KOXaTa 0 Yecru O0pus
MIOJKOXKHATA ThKaH
O6mm HapyiieHus ¥ ¢bekTd Ha | MHoro 4ectn 3agepBABaHE HA MACTOTO Ha HIDKEKTHPAHE,
MSICTOTO HA NMPHIOKEHUE nosHiieHa Temneparypa >38°C (peKTasHo)
wiu >37,5°C (akcuniapHo/ B ycTaTa)
YecTH Bonka 1 moJayBaHe Ha MACTOTO Ha
HHXEKTHUPAHE, NIOBUIIECHA
Temmeparypa >39,5°C (pexTanHo)
niu >39°C (akcunapHo/ B ycTara)

KaTo LIU10, KATErOpHUTE HEXENaHH PEakU|H [0 9eCTOTa ¢a 000HH 3a TbpBaTa U BTOpaTa A03u
paxcHHa. V3kmouenue npaee Gonkara Ha MJACTOTO Ha MHXKEKTHPAHE, KOATO € “UecTa” crnel bpBaTa A03a
BakcHHA U “MHOro Jecra” cieq BTopara A03a.




Hocmmapxemunizogu 0aHRu

[To BpeMe Ha MOCTMAPKETHHIOBOTO HAOIIOACHUE B PEJIKH CITy4aH Ca AAeHTHPUIMPAHH CIETHUTE
Hexesanu peakiun. Tril kato Te ca chobmaBany Z06pOBOIIHO OT NOMYJANKA C HEYCTaHOBEHA TOJIEMHHA,
He e Bb3MOXHO 12 C€ U3UHCIN JOCTOBEPHO TAXHATA YeCTOTA.

CHcTeM0-0praHeH Kaac Hexenand peakuiH
Hudexunn u vHdecTalMu MEHUHTHT, MOPOWIH-TION00EH CUHAPOM,
MapOTHTONON00EH CHHAPOM (BIJIIOYUTETHO
OPXHT, EIUIAAMMHAT 4 IapOTUT)

Hapymesrns Ha KPhBTA H JIMM(HATA CHCTEMA TpombouuToneHus, TPOMOOLIMTONEHHTHA
ITypIypa

HapyuieHus Ha MMyHHATa CHCTCMA AnapHIaKTHYHM pEaKIiiH

HapyleHns Ha HEPBHATa CUCTEMaA Ennedanut*, uepedenut, CHMITOMH, noaoOHH Ha

LiepebenuT (BKIIOYHTENHO MPEXOIHO HAPYIICHAC
Ha MIOXONKATA H IPEXOIHA aTaKCHA), CHHIPOM Ha
Guillain-Barré, TpancBep3ajicH MUETIUT,

nepupepeH HEBPHT

ChO0BH HAPYIICHHA Backyaut
HapynieHHA Ha KOXKaTa Y NOJIKOKHATa ThKaH EpuTemMa MynTHQOpME
HapynieHHs Ha MyCKYJIHO-CKENETHATa CCTEMA U | APTalruA, apTpUT
ChCAMHHUTE/IHATA ThKaH

* Exuedanur ¢ chobmmapan ¢ yectora no 1 na 10 MuixoHa 1034, PHCKBT OT eHneQaIHT CIe]
MPHIIOKEHUE HA BAKCHHATA € MHOI'O TI0-MallkK OT PHCKA OT entedanuT Opu ACHCTBUTENHO 3200 BaHe
(mMopGwim: 1 Ha 1 000 g0 2 000 ciyuau; napotut: 2-4 Ha 1 000 ciryan; pybeona: npuOAM3UTEIHO | Ha
6 000 cnyuau).

Cry4aitHOTO BBTPECHAOBO IPUIOKEHHE Ha [IPOIYKTa MOXKE 1a AOBEAE A0 IIOABA Ha TEXKH PEAKLMH VN
nopu Ao mox. HanoxnreHd ca CIEITHA MEPKH, B 3aBHCHMOCT OT TEXKECTTa Ha peakiisiTa (B, TOUKa

4.4).

CrolmapaHe Ha 110J03MPAHH HEETAHH PeaKIHH
Cpob1maBaHeTo Ha NOAO3HPAHN HeXeJIaHH PEAKIHH C¢/] Pa3pelllaBaHe 32 ynorpeﬁa HA JJEKapCTBCHUS

IPOAYKT € BaxHO. TOBa MO3BONISABA 1A NPOB/IDKH HAOMIOACHHETO Ha CHOTHOILCHACTO TI0J133/PHCK 34
nekapcTBenus npoaykT, OT MEARIUHCKUTE CIIENUATHCTY C& M3NCKBA A cHOOMIABAT BCAKA TOAO3HPAHA
HEXeaHa PEaKIUs Ha:

U3nniaHUTEIHA arcHUMs 110 JeKapcTeaTa
yi. . JJamsas ['pyes” Ne 8
1303 Codun

Ten.: +35 928903417
yeOcaiiT: www.bda.bg

4.9 Ilpeaosupane

[To BpeMe Ha NOCTMAPKETHHTOBOTO HAOMOAEHHE Ca CHOGIICHY CITy4ay Ha Ipego3upaHe (10
npenopbyadaTa jio3a). HaMa CBBp3aHM C MPe03MPAHETO HEXEITAHH PCAKIHK.




5. @GOAPMAKOJIOTHYHU CBOUCTBA
5.1 dapMaKoINHAMHYHH ¢BOHCTBA

dapMako-TepanesTHyHa rpyna: Bupycra sakcuna, ATC kox: JO7BD352

MAMyHen OTTOBOD IpH Jena Ha 12 Mecena i noBeve
B xJIMHHYHH IPOYYBaHUs NpH JELa Ha Bb3PacT OT 12 Mecena J0 2 rOJAMHH € JOKa3aHa BUCOka
HMyHOreHHOCT Ha IIpuopukc.

BakcHHALATA C €MMHIYHA 1032 [IpHOPHKC HEAYLIMpa aHTHTENa Cpenly MOPOWTH IpH 98,1%, cpeiy
napotur npx 94,4% u cpenty pydeona mpu 100% oT BaKCHHHPAHHTE, CEPOHETATHBHH IPC/H
BAKCHHAIUATA.

JiBe roauuu cief MEPBHYHATA BAKCHHALMSA HHBATA HA CCPOKOHBEPCHS Ca 93,4% 3a Mopbmy, 94,4% 3a
napotuT 1 100% 3a pybeona.

Beipexy ue, HIMa JAHHH OTHOCHO NPOTEKTHBHATA edrKacHOCT Ha IIpropHKC, HMYHOr€HHOCTTE CC
IPHEMA KATO TIOKA3aTel 3@ POTEKTHBHA eUKacHOCT. JJaHHHTE OT HAKOM MPOYUBAHIA o0aue couar, ue
e(PeKTHBHOCTTA CPEIY HAPOTUT MOXeE Aa OB/1E MO-HHUCKA OT yaliIoaBapiTe HHBA Ha CEPOKOHBEPCHA 32
MAPOTHT.

HMyHeH oTroBop IpH Aela Ha Bh3pacT ot 9 o 10 mMecena

Knuuuuno mpoyusaxe BIrouBa 300 34paBu Aella Ha Bb3pact oT 9 go 10 mecena npi MbpBara 1033
pakcuHa. OT Tax 147 nuna ca noaydniy eaaospemenno [IpropHke B BapHpHKC. Hupara Ha
CEpOKOHBEPCHA 33 MOPGHIIH, TAPOTHT U pybeona ca ChoTBeTHO 92,6%; 9 1,5% u 100%. JoxiaaBaHuTe
HUBA HA CEPOKOHBEPCHA CITE BTOPATA 1034, TIPHIIOKEHa 3 Mecelia cie hpsara 1033, ca 100% 3a
Mop6uiH, 99,2% 3a maportur U 100% 3a pyGeona. CrenoBaTenHo, 3a 1a €€ OCUIypAT OITUMAIHH HMYHHH
OTrOBOPH, BTOpa n03a Ipuopukc TpAGBa 1a ce NMPHI0KH A0 TPH MECeLa.

KOuoIM ¥ BE3pacTHH
BezoracHoCTTa ¥ KMyHOreHHOCTTa Ha [IpMOPHKC TIPH IOHOLIH ¥ Bh3PAaCTHA HE C4d CIIELMATTHO IPOYYBAHH
OPH KITHHAYHH H3MUTBAHUA.

WHTpaMyCcKynied IIbT Ha MPUIOKEHHEC
IIpy KIMHUYHM M3NATBAHKS HA OTPaHHHYCH Opoi i, IIpHOPHKC € IPUAOKCH uHTpamyckyimso. Hupata

HA CEPOKOHBEPCHA KbM TPUTE CHCTABKH Ca CPABHHMH C Ha6/I0iaBaHUTE CIIE/ IOJK0KHO MPHITOAEHHE.
5.2 @®apMaKOKHHEeTHYHH CBOHCTBA

OneHka Ha GapMaKOKHHETHKATA Ha BAKCHHHUTE HC CE M3MCKBA.

5.3 IlpeaxkIMHUYHH AaHHH 3a (e30macHOCT

HexnmMHHYHUTE TaHHM HE TOKA3BaT OCOOEH PHCK 3a Xopa Ha Ga3aTa Ha OCHOBHHUTE NpOYy4YBaHHUA 32
6e30macHoCT.




6. GOAPMAIIEBTHYHU JAHHH

6.1 CoHcbK HA MOMOIIHATE BEIeCTBA
Ipax:

AMHUHOKHCEIMHH {BKIIIOYHTETHO (hSHUIIATAHHH)
JlaxTo3a (Oe3BoxHA)

Mauwuton (E 421)

Copb6uroin (E 420)

Cpena 199 (cpabpXka heHuIajIaHHH, napaaMMHOGEH30eHa KHCEIHHA, HATPUH H KaJIH¥ )

Pasmeopumen:
Bozaa 3a HHKEKIHA

6.2 HechLBMEeCTHMOCTH

TIpH IHIICA Ha IPOYYBAHHS 32 HEChBMECTHMOCTH, TO3M JICKAPCTBCH ITPOLYKT HE TpabBa Ja ce cMecBa €
APYTH JICKAapCTBEHN MPOAYKTH.

6.3 Cpox Ha rogHOCT
2 TOOMHM.

BakcunaTta TpsOBa Ja 6bae HIDKEKTHPaHA BEiHATa CJIEJ PasTBapsHe. AKO TOBA HE ¢ BB3MOMKHO, TpadBa Ja
Gbae chxpanapana npu 2°C — 8°C u u311013BaHa J10 8 Haca CIIC], pasTBapsHe.

6.4 CroenHajJHM yCJIOBHS HA ChXpAHECHHE
Jla ce chXpaHsBa ¥ TpaHCTopTUpa B XmaamiHuK (2°C — 8°C).
Jla He ce 3ampa3siBa.
Ila ce cpXpaHsIBa B OPUTHHAIIHATA ONIAKOBKA, 3@ J1a CE [IPEANasH OT CBCTIMHA.
3a yclOBHATA HA CHXPaHEHHE CIICK Pa3TBapAHe Ha JICKAPCTBEH!A NPOAYKT BHIKTE TOUKA 6.3.
6.5 BuaH cLABPXKAHHE HA ONIAKOBKATA
[Tpax BLB akoH (CTBKAO TUN [) ¢ ryMeHa 3anylanka.
0,5 ml pa3TROp B IIPEABAPUTENIHO HAIIKTHEHA CTIPHHLIOBKA (CTHKIIO THIT 1) ¢ rymena 3anylanka Ha OyTaioTo
¢ WM 03 uriM B CICAHUTE OIIAKOBKH:
- ¢ 2 oTHeiHU UIIH: onakosky no 1 umu 10

- 6e3 urna: ormakoBkM o 1 umm 10.

He BcHuKy BUIOBE OMAKOBKH MOrat aa ObJaT IyCHaTH Ha ra3apa.
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6.6 CrenuajiHH NpeANa3HH MEPKH NPH H3XBBbPJIsHE H padoTa

IIpenu pa3TBapsiHE WIM MPHJIOKEHHE PAa3TBOPUTEINIAT H pa3TBOPEHATa BaKCHHa TpsAOBa Jia ce rnperyienar
BH3YaJIHO 32 YYXIH YaCTHULH W/ POMSHA BbB BHHIIHMS BH]L. B ciyu4aii, gye ce HabIr01aBa HAKOE OT
JBETE, HE U3II0JI3BATE Pa3TBOPUTEIIA MM Pa3TBOPEHATa BAKCHHA.

BakcuHaTa Tps0Ba Jia ce pasTBOPH 4pe3 100aBsAHE Ha LsUI0TO ChAbPKAHUE Ha MPEIBAPUTEIIHO
HAITBJIHEHATA CIIPHHIIOBKA C Pa3TBOPUTEN KbM (PJIaKOHA, ChABPIXKALL MPaxa.

3a /1a IPUKPEINUTE UIJIaTa KbM CIPUHIOBKATA, BHUMATE/IHO POYETETE MHCTPYKLMHTE, TOKa3aHH C
durypa 1 u purypa 2. Bece nak € Bb3MOXKHO CIIPUHLIOBKATA, KOATO C€ I0CTABA C [TpuopHKC, JIEKO Aa ce
pasnuuaBa (63 BUHTOB Hape3) OT CIIPUHIIOBKATa, M300pa3eHa Ha durypara.

B T03M ci1yyaii, urnara TpsOBa aa ce MpUKpend 0e3 3aBUHTBAHE.

I'naga Ha uMriara

Hraa
[Tpeanasuren Ha Mriara

CnpuHIOBKA

byrano na
CIPHHLIOBKATa

Tsano va
CIpHHIOBKATA Kanage Ha cipHHIIOBKaTa

®@urypa 1 ®urypa 2

CrpHHLIOBKaTa TPA6Ba BUHATH J1a C€ JBPXKH 33 TAIIOTO, a He 32 OyTan0TO WK 32 afanTopa THIL JIYep JIOK,
M WryiaTa TpA6Ba Ja ce NPUAbPIKA Ha €lHa 0C ChC CIPHUHIIOBKATA (KAKTO € MOKa3aHO Ha durypa 2). AKo
TOBA HE Ce CIIa3H aJanTopbT THII JIyep JIOK MOXKE Ja C€ H3KPHBHU M Ja MPEAU3BUKA H3THIAHC.

AKO 1o BpeMe Ha criio0siBaHe Ha CIIPUHIIOBKATA, alalTOPBT THII JIyEp JIOK CE€ H3Ba/lH, TpsiOBa J1a ce
M3MOJI3Ba HOBA 103a BaKCHHA (HOBA CIIPHHLIOBKA U HOB ()JIAKOH).

1. OTBMHTETE Kara4yeTo Ha CIIPHHIIOBKATA, KaTO IO 3aBbPTUTE B MIOCOKA, 00OpaTHA HA YaCOBHUKOBATA
cTpesika (KaKkTo e IMoka3aHo Ha ¢urypa 1).

Mouisi cIeaBaiiTe CTHIKHUTE MO-10J1Y, HE3aBUCHMO OT TOBA /1ajld aJalTOPBT THII JIyep JIOK C€ BbPTH HJIN
HE:

2. TIpuKpereTe WIaTa KbM CIPHUHLIOBKATa KATO BHUMATE/IHO MOCTABHTE I71aBaTa Ha HIVIaTa B a/ialropa
THII JIyep JIOK ¥ 3aBbPTETE YETBHPT 000POT B [IOCOKA HA YaCOBHUKOBATA CTPENIKA, A0KATO YCETHUTE, 1C €

3aTerHaTa (KaKkTo € moka3aHo Ha ¢urypa 2).

3. OrcTpaHeTe MpeAna3uTels Ha UIJjlaTa, KOWTO MOXKeE /1a € TPYAHO IIOABHKCH.
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4. TIpubasere pasTBopuTens KbM mpaxa. CmecTa Tpsa0Ba 1a Ce paskiaTy n06pe, A0 THIHOTO pa3TBapAHEe
Ha Mpaxa B pa3TBOPUTENA.

B pesynrar Ha Maiku kosebanua 8 pH, pasTBopeHaTa BakCHHA MOXKC Aa OBae OucTpa, po30BO A0
BHOJIETOBO OLIBETEHA, 0e3 BIOIIABAHE HA JICUCTBUCTO HA BAKCHHATA.

5. Harermere IAIOTO CHAbPKAHKME HA (PIAKOHA.

6. 3a mpunaraHe Ha BakCHHaTa TpA0Ba Ja C€ W3I0JI3BA HOBA HMIJIA. OTBHHTETE MUIJIaTa OT CIOPHHIIOBKATa U
NpYKpeNeTe HITlaTa 33 NpiUiaraie Ha BaKCHHATA, cJienBaiKy CTBIKA 2, OncaHa no-rope.

Jla ce u36ArBa KOHTAKTLT C Ae3UH(EKTaHTH (BIDKTE Touka 4.4).

Heu3non3BaHMAT JIEKapCTBEH MPOAYKT WK 0T BYHHTE MATCPHAIH OT HEIO TpaOBa Aa Ce 3XBbPIT B
ChOTBETCTBUE C MECTHHTE H3UCKBAHWA.

7.  MPHUTEXATEJI HA PASPEHIEHHETO 3A YHHOTPEBA

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

1330 Raxensart
benrus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. No 9800351

9. JIATA HA ITBPBO PA3ZPEIIABAHE/MO/THOBABAHE HA PA3IPEIIIEHHUETO 3A
YIIOTPEDBA

Jlara Ha ITHPBO paspeiLaBane: S HoeMBpH 1998 1.
JlaTa Ha MocneHO NogHOBABaNE: 18 CenTeMBpH 2008 1.

10. JIATA HA AKTYAJIH3UPAHE HA TEKCTA
10/2023
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1. RME HA JJEKAPCTBEHUA ITPOAYKT

[Tpuopuxc — Ilpax u pa3sTBOPHTEN 3a HHKEKIHOHEH pa3sTBOP
Priorix - Powder and solvent for solution for injection

Baxcuga cpelly MOpOWIH, TAPOTHT U pybeona (KuBa)

Measles, Mumps and Rubella vaccine (live)

2. KAUECTBEH H KOJTHYECTBEH ChCTAB
Cnen pa3tBapane, 1 go3a (0,5 ml) coaspxa:

¥Kue aTeHOMpaH MopOrIeH Bupyc' (mam Schwarz)
(Live attenuated measles virus' (Schwarz strain)) te no-manxo ot 10*° CCIDsy®

JKuB areHIOMpAaH NAPOTHTEH BUPYC'

(maM RIT 4385, noxyuen ot Jeryl Lynn mam)
(Live attenuated mumps virus'
(RIT 4385 strain, derived from Jeryl Lynn strain)) tie mo-manxo or 10°7 CCIDs¢’

JKus atenonpan pyGeonen upyc’ (mam Wistar RA 27/3)
(Live attenuated rubelia virus’ (Wistar RA 27/3 strain)) e no-manko ot 10°° CCIDsy’

! mpou3BeneH B MWK eMOPHOHAIHH KIIETKH

2 iponsBencH B yoBemky aumonaud (MRC-5) kieTkn

3 KJIETHYHO-KYNTYPEIHH HHpEKIHO3HH K030 50%

Tasu BAKCHHA CHIHPXKA HESHAYHTETHO KOTMUECTBO HeOMUITHH. BiokTe TouKa 4.3.

JToMOIIHH BEINECTBA € H3BECTHO ACHCTBHE

BakcuHaTa CEABpPXKA 9 mg copburonn.
BakcunaTa ChIbpXKa 6,5 HAHOTPaMa napaaMHHOGEH30eHa KiCemMHa 1 334 MuKporpama ()eHuIaaH|H Ha
n03a (BX. TouKa 4.4).

3a TBJIHHS CIMCHK Ha IMOMOIIHHUTE BellleCTRA BIDKTE To4ka 6.1.

3. JIEKAPCTBEHA ®OPMA

ITpax ¥ pasTBOPUTEN 3a HEDKEKITHOHEH Pa3TBOp.
JnodriHsHpanmsT MOpOHIH-IAPOTHT-PyGEoa KOMIOHEHT € OsU1 IO CBETIOPO30B Mpax.
PasTBOpHTENAT € MpO3paucH H Oe3nBeTeH pasTBOp.

----------
LR L T T I
-------------




4. KJIAHHAYHH JAHHU
4.1 TepaneBTHYHH MOKA3AHHS

ITpuopHxKC € MOKa3aH 3a AKTHBHA HMYHU3AIMA Ha A€l Ha 9-MeceuHa Bb3PACT H NOBEUE, IOHOLIH 1
BE3PACTHH, Cpenry MOpOWII, MapoTHT K pydeoa.

3a ynorpeGara IpH Aeua Ha Bb3pacT Mexay 9 u 12 Mecena, Bukre Toukn 4.2, 4.4 1 5.1.

4.2 J0o3MpOBKAa M HAYHH HA NPHAJOKEHHE

ﬂOBHEOBKﬂ

Ynorpe6ara na [Ipuopukc tpabBa A2 ce 0CHOBaBa Ha OPHIHMATHHTE TIPETIOPBKH.

JIuna Ha BB3pacT 12 Mecella Hid HOBeYe
Hozata e 0,5 ml. Bropa no3a TpabBa 1a ce NpAaoXH ChIrIacHo OQHIHATHHTE NPCIIOPBKH.

TTpHOpHKC MOXKE /1a ¢ IPWIOKK Ha IMLA, KOUTO €a BAKCHHUPAHH B MHHANIOTO € Apyrd MOHOBAJICHTHA
1M KOMOMHHpaHa BAKCHHA Cpellly MOpOMIY, MapoTHT B pydeona.

KnpMavera Ha Br3pacT mexay 9 u 12 mecena

[Ipe3 mbpBaTa FOAMHA OT XMBOTA, KBPMa4eTaTa MOXKE Ja HE pearupar A0CTaThYHO KbM ChCTABKHTC Ha
paKcuHara. B cryuaif ge, enuaeMHonorayHaTa 00CTaHOBKA Hajlara BaKCHHALMA HA KbpMAteTa I11PE3
IbpBaTa F'OJHMHA OT XKHBOTA (HAID. SITHICMHAYEH B3PHB HIIH NbTYBaHE B CHASMH1HA paiioHu), TpsOBa 1a
ce Hanpas# Bropa n03a [IpHopHKe Mpe3 BTopaTa roJjMia OT XHBOTa, 33 NPEAINIOIHTaHe N0 TPH MECCld
cneqn mepBara fo3a. IIpH HUKAKBH 0BCTOSTENCTBA HHTEPBAIBT MEXIY AO3UTE HE TPAOBA 1a Obae no-
MaThK OT Y€THPH CEAMHULM (BrokTe ToUkH 4.4 ¢ 5.1).

Kbpmauera Ha BB3pacT Hoj 9 mecella
BezomacHocTTa U eduKacHocTTa Ha IIpHOpHKe py KEpMadeTa Ha BE3pacT MO 9 MECEIa He € yCTaHOBCHA.

HaulH Ha IPUIOKEHUE

[TpHopHKc € 33 NOJKMKHO HHKEKTHPAHE, BRIIPEKH e MOXE /1a ObJe NPHIOKEH 1 4pe3 HHTPAMYCKYITHA
HEDKEKLS B IENTOMIHATA 061aCT WM B aHTEpoIaTepanHaTa obnact ra Genporo (Brkre TouxH 4.4 1 5.1).

ITpu nmauueHTH ¢ TPOMOOIMTONIEHNA WIH HAPYILEHHE HA KPBBOCHCHPBAHCTO € 32 NPEUIOTUTAHC
BaKcHHaTa Aa ObJe IPUIOKEHA MOAKOKHO (BIDKTE ToUKa 4.4).

3a yKa3aHHA OTHOCHO PAa3TBAPAHETO HA JEKAPCTBEHHA POIYKT NpEAr NPHIOKECHHE BIUKTC TOTKA 6.6.
4.3 IIpoTHBONMOKA3AHMSA

CBPBXUYBCTBHTEIHOCT KbM AKTHBHHTE BEILIECTBA WIH KbM HAKOE OT JIOMOIIHKTE BEUICCTBA, u30pOCHH B
touxa 6.1, WM KbM HEOMHIIMH, AHAMHE3a 32 KOHTAKTEH JEPMATHT KbM HEOMHUIIKH HE €
NPOTHBOMOKA3AHKE, 32 PEAKI[MH HA CBPHXIYBCTBUTEIHOCT KbM SHYHH MPOTCHHM, BHKTE TOYKA 4.4,

TexbK XYMOPAJICH WIH KIIeThueH (MbPBHIEH KM NPUIOGHT) MMyHEH AeQHLHT, HAIPUM % e 1o
KoMOMHHpaH uMyHeH aeduuut, aramarmooymuHeMus 1 CIITMH 1 cuMiIToMaTHiHa H / : .i‘" ZATZEN D
.‘,-._'?‘*, ;
BB3pacTOBo-cnenxduyer npouent CD4+ T-mamdorwrs npu aena nog 12 MecedHa BRIPAFY. i{ %«
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<25%: neua mexcay 12-35 meceuna soapact: CD4+ < 20%; neua mexay 36-59 MecedHa Bb3pact: CD4+
< 15% (Bx. Touka 4.4).

Bpemennoct. Ochen ToBa 1 Mecel] criel BaKCHHMPaHeTo TpabBa Aa ce H3dsrsa 3a0peMeHsBane (BXK. TOUKA

4.6).

KaxTto np¥ ApyruTe BakcHHH, nprnoxeHnero Ha Ipuopuke TpsadBa 1a 0be OTI0KEHO NPH JIHLA,
cTpajaly oT ocTpo Tekko GebpuaHo 3abomane. Hammuuero Ha Jieka MHGEKLHS, KaTO POCTYAA, HE
TpsOBa Aa BOIH [0 OTIaraHe Ha BaKCHHAIHATA.

44 CrenHAIHH NpenyNpekIeHAs H NPeANa3HH MEPKH IPH ynoTpeda
ITpocneauMocT

3a ga ce noa00pH NPOCIEAUMOCTTA HA OMOIIOTHIHKTE IEKAPCTBEHH NIPOAYKTH, HMETO K MAapTHAHHAT
HOMED HA IPHJIOKCHHUA IIPOAYKT TpaOBa SCHO Aa C¢ 3ANKCBAT.

KakTo IpH BCHUKM MEDKEKLIMOHHH BAKCHHH, BHHATH TPAOBA 132 HMa TOTOBHOCT 33 CHOTBCTHO MEAUIIMHCKO
JleyeHne ¥ HaONIocHNE, B CIIy4YaH Ha psiKa aHa(HIaKTHYHA PCaKlda cIe] NPUWIOKEHACTO Ha BaKCHHATA.

AJTKOXONBT H APYTHTE Je3HHMEKIIHOHHH CpecTBa TpAGBa fa €€ OCTABAT J1a C€ U3MAPAT OT KOXaTa, Mpen
HIDKEKTHPAHETO Ha BAKCMHATA, ThH KaTO T€ MOTAaT Ja HHAKTHBHUPAT aTCHIOUPAHUTE BUPYCH BB
BaKCHHaTAa.

[Tpes mppBaTa FOAMHA OT XKHMBOTA, KbPMadeTaTa MOXeE Ja HE pearupaT 10CTaTh4HO KbM ChCTABKUTC Hd
BAaKCHHATA, TIOPajii Bh3MOKHO B3aHMOJCHCTBHE C MAHYHHUTE AHTHTENA (BIKTE TOUKH 4.2n35.1).

CBOTBETHOTO BHHMaHHE TpAOBA J1a Ce NPOABH ApH NPUIoKeHUE Ha [Ipuopuke pH JIKIA ¢ HAPYIICHHA Ha
nenTpanuara nepssa cucrema (L[HC), mpempasnonoxkenne KoM GeOPHIHK rbpUOBe WM (aMIiHa
aHaMHe3a 3a rbpuoBe. BakcHHUpaHuTe, ¢ aHaMHe3a 3a PeOpUIHA rbpUoBe, TpAOBa Aa OBAaT BHUMATCIHO
NpOCIEAABAHH.

Mop6uaHaTa ¥ HapOTUTHATA ChCTaBKH HA BAKCHHATA Ca IPOH3BEJCHH B ITHICIIKH ¢MOpPHOHATHU
KIIETHYHH KYJITYPH 1 3aT0Ba MOXKE Ja ChALPKAT CIIC/AH OT AiyeH npoTexnH. JIHuaTa ¢ aHaMHesa 3a
anaQWIaKTHYHA, aHAQWIAKTOMAHA UM APYTH peakiuy oT Obp3 THI (HAIp. FeHEPATM3Npana ypTHKAapui,
fIO/{yBaHe Ha YCTATA WM IEPIOTO, 3aTPYAHEHO THIIAHE, XMIIOTOHMS Wi HIOK) CHCH NPHEM Ha 1A,
MOKE A2 €a C [OBHILICH PHCK OT PA3BHTHE HA PCAKIMA HA CBPBXIYBCTBHTEIHOCT OT OBP3 TUI CIIEN
BAaKCHHALIMA, BBIIPEKH Y€ Te3H TUIIOBE PEAKLIMH CE YCTAHOBABAT MHOIO PAAKO. JInnara, KOMTO ca
NpeXHBLUIH aHA(HUIAKCHA CIIE IIPHEM Ha AHLIA, TpabBa ga OB1aT BAKCUHHPaHH C 0cO0eH0 BHUMAaHUE,
KaTo TpA0Ba J1a 6bAaT OCUTYPEHH aJEKBATHH YCIIOBHA 32 JICICHHUE HA aHA(DUIAKCHATA, B CIy4ail Ha NOABa
Ha Takapa PeaKiiyy.

UYpe3s BaKCHHALIA JI0 72 4aca CIIEH EKCIO3UIMA NPH KOHTAKT ¢ MOPOMIN, MOXKE Jia C€ TIOCTUTHE
OrpaHHYEHA 3alUTa CPeLTy MOPGHITH.

Cunxon (IpHNaaLK) MoXe A2 HACTITH ClIe] HIH JOPH IpeaH BCAKA BaKCHHALINA, 0COOEHO MPH IOHONTH,
KATO MCHXOTEHHA peakLiyil KbM HHXEKTHPAHETO ¢ Uria. Toif MoXe Aa C€ ChOpOBOKAA OT HAKONKO
HEBPOJIOTHYHH IPU3HAKA KAaTO MPEXOAHO CMYIIEHHE Ha 3PECHHETO, NapECTE3NA H TOHHHO-KJIOHH M HH
ABIDKECHHA HA KPAHHHUMTE II0 BpeMe Ha Bb3CTAHOBABAHETO. BaXKHO € 12 ca HaJMLE Ipone/t
n30ArBaHe Ha HAPAHSBAHE BCIICJICTBHE Ha MPHIIATBIINTE.




KaxTo [pH ApyrUTe BAKCHHH, 3allIATER HMYHEH OTTOBOP MOXE Ja HE OBbJC NOCTHIHAT IPH BCHHIKY
BaKCHHHPAHH.

MPUOPUKC HE TPSIEBA A CE ITPUWIAT A BLTPECBAOBO ITPH HUKAKBH
OBCTOATEJICTBA.

TpomboiMTONEHHUS

IMpu MUa, CTPAAAIH OT TPOMGOLMTONEHH, CJie/] IbPBATa A03a IPH BaKCHHAUMA C XKHIBH BAKCHHHA CPCILy
MOPOWIH, TIAPOTHT Y pyOeona, ca ChODLIEHH CITyYaH Ha BIOLIABAHE Ha TPOMOOIIUTONIEHHATA U HA
NOBTOpPHA MosiBa Ha TpomOormromenns. MMR-cBbpaaHaTa TpoMOOLIUTONIEHHA € PAAKE M B IIOBEYETO
Clyuay camMoorpaHuuaBama ce. [Ipu manyeHTH ¢he CHINECTBYBAma TPOMOOUMTOTICHHSA HITH ¢ aHAMHE32 32
TpOMOOIMTONEHHS Ce/l BAaKCHHALIMSA Cpelly MOPOWIH, NApOTUT WK pyGeona, CbOTHOWEHHETO PHCK-
f1o/13a ot npriaranero Ha [Tpuopuxc, TpsabBsa na 6b1¢ BHUMATEIHO OLeHeHO. Te3u naluenTy TpsAdBa Aa
6bAAT BAKCHHUPAHH C IOBHUILEHO BHAUMAHKE U 32 IPEAIOYHTAHE 1PE3 MOAKOKHO NPIIOKCHIAE Ha
BaKCHHATA.

UMYHOKOMIIPOMETHPAHY TTAITHEHTH

Mosxke fia ce 06CEAM BAKCHHHpAHE IIPH NALHEHTH € OIpee/IeHH HMyHHH AeQHUIMTH, aKo I10/13aTa
MPEBbIX0XKAA pucka (Hanp. nuna ¢ acumroMatyaa HIV undexuns, aedpuimT Ha IeG monkiIac, BpoaeHa
HEyTPOIICHHA, XpOHHYHA FPAaHyIIOMaTO3HA GOJECT H KOMILIEMEHT-ACPHLMTHH 3a00JIIBAHHUA ).

HMyHOKOMIPOMETHPAHH NALHEHTE, 6€3 [POTHBOIIOKA3AHKS 33 TOBA BAKCHHUPAHE (BXK. TOUKA 4.3), MOXeE
112 HAMAT TOJIKOBA JOOBD OTTOBOP, KOIKOTO MMYHOKOMIIETEHTHUTE JIHIIA, CIIEOBATENHO B CIY4aH Ha
KOHTAKT HAKOH OT Te3H TALIMEHTH MOXeE [ Ce 3apasiT ¢ MOpOWIH, NapOTHT i pybeosa, BhIIPEKH
yMECTHO IIPHIOKEHaTa BakcuHa. Tesu nauuenTu Tpa6Ba da 6b1aT HaOMOIaBAHH BHUMATEIHO 33
MpU3HAIM Ha MopOHIIH, mapoTHT ¥ pybeora.

IIpenasaue

He e JoKyMeHTMpaHO IPeAaBaHe Ha BUPyCa Ha MOPOHIIH H IapOTUT OT BAKCHHMPAHH Ha BB3IPHEMHLBH
KOHTAXTHH. U3BECTHO €, Y€ MKy 7-ud ¥ 28-H4 JeH CI€] BAKCHHAIMATA € HaJTMIHA (papHHreanHa
eKCKpeLWs Ha BUPYCHT Ha pyGeonaTa ¥ MOPOWINTO, C THKOBA EKCKPELnt oxkono 11-1us nex. Hsama manuwu,
obaye, OT/IeNEHHTE BAKCHHATHH BUPYCH /1A CE IIPEJAaBaT HA Bb3NPUEMIHBH KOHTAKTHH. JIOKYMEHTHPAHO ¢
mpefaBaHe Ha pyOeoIeH BaKCHHAIEH BUPYC Ha KbpMadeTa 4pe3 KbpMaTa, KakTo U TPaHCIIaNCHTapHoO
npefaBase, 63 HUKAKBY KIMHUYHM IPU3HALM Ha 3300/1s1BaHe.

[HoMomHu BeniecTBa ¢ H3BECTHO JACHCTBHE

TIpropHuKe ChALPKA TapaaMuHOOeH30eHa KHCEIMHA. 15 MOXEe Ja IPYIMHA ajiePritiii peakiii
(BEpOATHO OT 3a0aBEH THIT) H B MHOTO PEJKH CIIy4aH OPOHXOCIa3bM.

BakcuHara csIbppka 334 Mukporpama eHUIaATaHHH Ha 103a. PeHUIaTaHUHBT MOXKE Aa € BPEICH 34
mnua ¢ Genunkeronypus (PKY).

BakcuHaTa chABPXKA NMO-Malko o1 1 mmol Hatpui (23 mg) Ha A034, T.C. MOXE @ C€ KaXKC, HC
NPAKTHYECKH HEe ChABPXKA HATPHH.

BakcuHara ¢pIbpiKa kanuii, no-manko ot ! mmol (39 mg) Ha 1033, T.€. IPAKTHICCKI HE ChABPXKa KaJIHIA.

4.5 B3ammoaeiCTBME ¢ APYIH JeKapCTBEHH NPOAYKTH U Apyrd GopMu Ha B3aHMOJECHCTBHE

OT CIIEIHHUTE MOHOBAJICHTHH HJIH KOMOMHHPAHH BAKCHHH [ BKJIIOUHTENHO XCKCABAICHTH
HBV-IPV/Hib)]: BakcuHa cpery mudTepus, TeTaHyC 1 KOKIOL (Oe3KkIeThYHa, KOMIIO



BaKcHHA cpelly AudTepus, TeTaHyC U Kok (De3knersyna, KOMIIOHEHTHA) ¢ HaMalieHO aHTUI'CHHO
coappikanme, (dTpa), Bakcuna cpeuty Haemophilus influenzae type b, (Hib), nHakTHBMpaHa BakCHHA
cpeury nomaomuenut (IPV), xenarur B Bakcuna (HBV), xenaTit A BakcHHA (HAV), BakcuHa CpeLLy
MEHHHIOKOKH ceporpyna B, (MenB), BakcuHa cpely MEHHHTOKOKH ceporpymna C, KOHKoraTHa (MenC),
KOHIOTATHA BAKCHHA CPELLY MEHUHTOKOKH ceporpyn A, C, W-135u Y, (MenACWY), BakcHHa cpeuly
papuuea 3ocrep (VZV), nepopaiiHa BaKCHHA CPELTY MOTHOMHEINT (OPV) 1 nHEBMOKOKOBa KOHIOTaTHA
BaKCHHA, B CHOTBETCTBHE C MECTHHTE MPENOPELKH.

[opaay yBEnUUEHNS PUCK OT MOBUINABAHE HA TEMIEPATYPATA, YYBCTBUTENHOCT HA MACTOTO HA
MEDKEKTHAPAHE, IPOMAHA B XPaHHTEIHATE HABHIIH U Pa3ApasHHTENHOCT, koraTo Bexsero ce npuiara
eTHOBPEMEHHO ¢ KOMOHHHpPaHa BAKCHHA CPENly MOPOHIIH, IAPOTUT, Pybeona M Bapuliena (MMR-V),
MO3Ke Aa ce 0OMMCIH OTAcTHA BakcuHamua ¢ [IpHopHKe, KOrato € Bh3MOXKHO.

Hsama JaHHH B nogxpena Ha yrnorpedara Ha IIpMOpHKC ¢ HAKAKBHY IPYTH BAKCHHH.

Axo ITpuopHKC ce MpHaara 1o €AHO U CHIIO BPEME C ApYyI'a HIDKEKLMOHHA BAKCHHA, BAKCHHHTC BHHATH
Tps0Ba Ja Ce MPUIIATaT Ha Pa3NM4YHH HHKEKIMOHHH MECTA.

AKO HE MOraT a2 cé NPUJIOKAT ¢AHOBPEMEHHO, CE APeNophYBa Ja Ce C1a3Ba HHTCPBAT HE M0-MallbK OT
eIMH Mecell MexX Iy TprIarageto Ha [IpHopHKC K APYTHTE XKHUBU ATCHIOHPAHH BaKCHHH.

Axo Tpa6Ba Jia ce HANPaBH TyOEPKYJIHHOB TecT, Tol TpA0Ba Jia ¢ MPOBENE IIPEIH WK ¢IHOBPEMECHHO €
BAKCHHALMATA, Thil KATO € ZOKIaABAHO, 1€ KOMOHHMPAHHUTE BAKCHHH CPEILY MOPOMITH, IAPOTHUT U
py6eoa MOraT Ja IOBEJIAT 10 BPEMEHHO NOATHCKAHE Ha KOKHATA TYOSPKYJIHMHOBA 1yBCTBHTEIHOCT, Teit
KATO TA3U aHEPTHA MOXKE /13 IPOAB/DKE MAKCHMYM JIO 6 CEIMHLIK, TYOSpPKYIMHOBHS TECT HE TpaOBa Aa ce
IPOBEK/A TIP3 TO3H [IEPUO] OT BPEMe Cliejl BAKCHHALUATA, 32 Aa ce n30eTHAT dannIMBO HETATHBHHTE
pe3yITaTH.

Ipe NMUA, Ha KOHTO Ca MPHIKEHH JOBEIIKH IaMarioOyiuHu WIH € HanpaBeHo KPhBOIPC/IUBAHE,
BAKCHHALMATA TpAOBa Aa Obje 0TI0XKEHA 3a TPH MECella HITH [10BEUC (mo 11 Mecena), B 3aBHCAMOCT OT
IPHIIOAKEHATA JI03a HA YOBELIKHS MIO0YIHH, TOPaax BEPOATHOCT OT HEYCICX Ha BAKCUHATA, TbibKalll ce
HA MACHBHO IPHAOOHTHTE aHTHUTENA Cpemy MOPOMIH, TapOTHT U pydeoa.

4.6 DeprUaAHTET, OpeMEHHOCT H KbpMEHE

QepTHIHTET
TIpHOPHKC He € OLIEHABaH B IPOYYBAHHA 33 GePTHIHTETA.

BpemeHHOCT

BpeMmeHHM jkeHH He TpAOBa 1a OpaaT BakcuHKPaHu ¢ [IpHopHKC.

Bce nax, MUICBAT JAHHH 33 YBPEXK/IaHE HA IIIOAA B CIIy4aHTe KOraTo BaKCHHA CPEILy MOPOWIH, apOTUT U
pybeona e Omna nprIokKeHa Ha OPCMEHHU KEHH.

BoLOpeky e TEOPHUTHUCH PHCK BCE Ollie HE MOXKe Aa Obae U3KMOoYEeH, HAMA OKIIAABaHy CITyHaH Ha
CHMHIPOM Ha BpojcHa pybeona npu noeede ot 3 500 xeHH, KOUTO HE Ca 3HACIIH, 1€ Ca OpeMEHME T3S

KOHTO € JIOIYCHATO HEBOJIHO BAKCHHHpPAHE B PAHHUTE CTaJMH HA OPEMEHHOCTTA C BAKCHIUE CHiMPRRY
py6GeonHa crcraBka. CIIENOBaTEIHO, HEBOIHO BAKCHHUpAHE Ha OPEMEHHH KEHH, KOMTAIG 53 SHACIIIT S,
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6PEMEHHOCTTA CH, C BAKCHHH, ChIbPKallid MOPOHIIHA, TAPOTHTHA U pybeoiHa ChCTasKH, HE TPAOBa 12
OB IPHYKMHA 32 TIPSKECBaHe HA OpEeMEHHOCTTA.

TpsOBa Ja ce n30srBa 3abpemenasane 1 MeCell ClIe BAKCHHHUPAHETO. Kenurte, KOUTO Bb3HAMEPABAT J1a
3abpeMesedT, TpAOBa 1a ObAAT [IOCHBETBAHU Aa I'O OTIOXKAT.

KspMmene

OnuteT ¢ [TpHOPHKC O BpeMe Ha KbpMeHe € orpaHHyeH. [IpoyuBaHUATA MOKA3BAT HE KbPMEIIH CIIC
paKIaHETO XKEHH, BAKCHHHPAHH C XHMBH ATEHIOUPAHN BAKCHHH CPEILTy pybeoia MOXe J1a CEKpeTHpaT
BHPYCa B KbPMATa H J1a TO NPE/IaBaT Ha KbPMEHHTE KbpMadeTa 6e3 HAKAKBY MPU3HALH HA CHMTOMATHHHO
zabonsBane. CaMo B cly4al ue, ¢ OTEBPACHO HIIH CE [T0J1I03HPA, Y€ AETETO € C NMYHCH nepULHT,
PHCKOBETE M TIOJ3MTE OT BAKCHHUPAHETO Ha MaiikaTa Tpa6Ba fa GbAaT OLEHEHH (BX TOUKA 4.3).

4.7 EdexTn Bbpxy cnocobHOCTTA 32 mModHPaHe H paboTa ¢ MALINHH

Hpnopni{c He TIORJIMABA WM OBJIHIBA MPEHEOPEKUMO CrocoGHOCTTa 3a odupane 1 padoTa ¢ MALLIAHE.
4,8 Hexenans JjeKapcTBeHH peaKHH

Pesome na npoghuna 3a bezonacrocm

[TpeacTaBeHUAT TMO-A0Jy Hpodus Ha O€30MTaCHOCT C€ OCHOBaBa Ha oommo oxono 12 000 nuua, Ha KOHTO €
npunoxeH [IpHopHKC N0 BpeMe Ha KINHHYHUTE H3MUTBaHHA.

HexeraHuTe peakiiuy, KOUTO MOXKE @ HACTBIAT cle yrorpedara Ha KOMOHHMpaHa BaKCHHA Cpely
MODPOWIM, TApOTHT ¥ pybeona CLOTBETCTBAT Ha TE3H, HaOJIOAABAHH CICA OIPHIIOKEHNETO HA
MOHOBAJICHTHUTE BAKCHHH CAMOCTOATEIHO HIIH B KOMOHHAIHA.

[To BpeMe Ha KOHTPOJIMPAHK KIHHUYHH W3IMTBAHUA aKTHBHO Ca NPOCICAABAHH IpH3HALUTE U
CHMIITOMUTE 110 BpeMe Ha 42-aHeBCcH NEPHO/I OT BPEME CIIE/] BAKCHHAINA. Ha BakcHHMpaHHTE c2a JaACHH
yKa3aHHA Ja ¢hoOIaBaT BCHYKH KIMHHNYHH MPOSBH 10 BPEME HA USMHTBAHCTO.

Haii-uecTiTe HeXe/1aHH Peakuyy cael npunarade Ha [Ipuopurke ca 3a4CpBABAHE HA MACTOTO HA
MIDKEKTUPaHE ¥ TIOBHINEHa TeMrieparypa = 38°C (pextanno) wim 2 37,5°C (aKcHIapHO/B yCTaTA).

Tabauuen crucsx Ha Hexceaanume peaKkyuu

Crpo0llaBalHTe HEKEIAHH PEaKLMK ¢a H30POSHH CHIIIAaCHO CICHATA YECTOTa:

Muoro gectn; (> 1/10)

Yecru: (= 1/100 no < 1/10)
Heuectu: (= 1/1 000 xo < 1/100)
Penxu: (= 1/10 000 po < 1/1 000)




arnnu om KIRRWIHI U3NUMEAHUA

CHcTeMO-OpPraneH Kaac YecToTa Hexenauy peakuuy
Hudekiai 1 HHPECTalHH Yectu uH}pEKIHS Ha TOPHUTE JHXATCIIHH
_________________________________ | OBPTHINA o ieeeoee-
Heuectn OTHT Ha CPEIHOTO YXO

Hapyienns Ha KpbBTa H Heuecrn ;MMpafeHonaTHs

JTUMGHaTa CUCTEMA

Hapymenus Ha HMyHHATA Penxu aNeprHMHY PEeaKINU

CHCTEMA

Hapyienus na metabomsma v | Heuectn aHOPEKCUL

XpaHEHETO

[IcUXUYHH HAPYUICHAS HevecTH HEPBHOCT, HeOOHYAEH M1ay, 6e3CEHHE

Hapyimenus Ha HEpBHATa Penxu peOprIHHM TBPYOBE

CHCTEMA

HapyiieHus Ha oMuTe HeuecTn KOHIOHKTHBHT

PecniupaTopHH, I'PBIHA H HeuectH OpOHXHT, KallIHLIA

MEIHMACTHHAIHYU HapYILEeHH

CroMallIHO-UpeBHY HapynicHua | Hegectd YBESINMYABAHE HA [APOTH/IHUTE HKIIE3N,
AHapHg, NOBPHINAHE

HapyieHus Ha KOXKaTa U Yecru oOpUB

NOAKOKHATA ThXaH

O61u Hapymenus 1 ehpexT Ha | MHoro gectn 3auepBABAHE HA MACTOTO HA

MACTOTO Ha NPHIOKEHHE HHXEKTHpaHe, HOBHIIEHA TeMIlEpaTypa
> 38°C (pexTanno) wiy = 37,5°C

__________________________________ (akcunapHo/p ycTata) ...
Yectu GoJIKa | IIOAYBAHE HA MACTOTO Ha

UHXKEKTHPAHE, [IOBHILIECHA
remmeparypa > 39,5°C (peKTanto)
wid > 39°C (akcHIapHO/B yCTATa)

Karo 1o, KaTeropurdTe HEXXEIaHY peaKiHi 10 4YECTOTA ¢a noZo0HK 3a THpBATa H BTOPATa JO3H
pakcuHa. U3kmodyeHHe npasu 60JKaTa Ha MACTOTO HA HEKEKTHPAHE, KOATO € “UecTa” cie/ MbpBaTa 1032
BakCHHA H “MHOro yecta” Caeq] BTopaTa 1034a.




Hocmmapxkemurnzoeu 0aHRU

[To BpeMe Ha MOCTMAPKETHHIOBOTO HAOIIOACHEE B PEIKH CTyHaH ca BICHTHPHUMDPAHU CIICAHATE
HexenaHu peakupy. Thil KaTo Te ca ¢hoOmaBaHH JOOPOBOHO OT MONYIAIMA ¢ HEYCTaHOBEHA TOJICMITHA,
HE € BB3MOXHO J1a C€ U3UHCIIH JOCTOBEPHO TAXHATA YECTOTA.

CucTeMO-0praHeH Kiac Hesxe1aHd peaKIyun

Hudekuyu 1 nHpecTanuu MEHHHETHT, MOpOHIH-N0J00EH CHEAPOM,
napoTHTONORO0EH CHHAPOM (BKIIOHHTEIHO
OPXHT, ENHIHIMMHT M MAPOTHT)

Hapyiuenns Ha KpBBTa M MMMQHATa CHCTEMA TpoMmbowuTOneHNs!, TPOMOOIMTOTICHHYHA
mypriypa

HapymeHnust Ha HMYHHATa CHCTEMA! AHapHIAKTHUHH PEaKIIHH

Hapyiienns Ha HEpBHATa CHCTEMA Ennedanut*, nepedesnit, CHMMITOMH, IOA00OHN Ha

nepebenuT (BKIIOUHTEHO APEXOAHO HapyIeHne
Ha TOXOJIKAaTa U IPEXOIHA aTaKCHA), CHHOPOM Ha
Guillain-Barre, TpaHcpep3aieH MHECIIHT,
nepHpepeH HEBPHT

Cb10BH HapyILIEHHs Backynur
HapyiueHus Ha KOXaTa H IOAKOXHATA ThKaH EpureMa MynTHHOpME
HapyiieHnsa Ha MyCKYJTHO-CKEJETHATa CHCTeEMA M | APTaIrHs, apTPUT
ChEIMHUTEIHATA ThKaH

* Eanedanur € chobmasaH ¢ uecrota nox 1 Ha 10 MunzoHa 1031, PHCKBT OT eqiedanuT ciIen
TIPUIIOKEHKE Ha BaKCHHATA € MHOI'O II0-MANBK 0T PHCKa OT ennedanuT IIpH JeHCTBUTEIHO 3a00/1BaHe
(MopGuma: 1 Ha 1 000 ao 2 000 cyyau; maporut: 2-4 Ha 1 000 ciry4au; pybeona: npubnE3uTeNHO 1 Ha
6 000 ciaygan).

CiyuaiHOTO BBTPECHAORO IIPHIIOKEHHE HA MPOAYKTA MOXeE A2 JOBEE N0 MOABA HA TCHKH PCAKLHH WITH
gopH a0 oK. HaIOXKHTEIHH ca CIEIHE MEPKH, B 3aBHCHMOCT OT TCKECTTa Ha PeaKIMATA (B3K. TOUKA
4.4).

Cro0maBaHe HA NOAO3IHPAHH HeKe1aHH PEAKIHH
Crob1aBasdeTo Ha IMIOAOZNPAHH HEKEIIAHH PEaKIHH CICA paspellaBaHe 3a yrorpeda Ha NeKapCTBEHHA

MPOAYKT € BaXHO. TOBa 03BO/1SBA J1a NPOAB/DKH HAOIIOACHHETO Ha CHOTHOUICHHCTO T101133/PHCK 32
JIEKApCTBEHHS NMPOAYKT. UT MEAULIMHCKHTE CICLMAMCTH CE U3HCKBA N1a cpo0IaBaT BCAKa TOAO3UPAHA
HEXellaHa Peaklidg Ha:

NanbnHUTENHA areHHA 11¢ JIEKapCcTBaTa
yi. ,,JamsaH I'pyes” Ne 8
1303 Codus

Ten.: +35 928903417
yeGcaiiT: www.bda.bg

4.9 IIpeno3upane

[To BpeMe Ha MOCTMAPKETHHIOBOTO HA0MIOAEHHUE Ca CHOOINCHY CNYYaH Ha NPEA03HPaHe (o 2 mbTH Haj
npenope4YaHaTa 103a). HaMa cRbp3aHH ¢ Npeao3HPaHETO HEXKEIAHH PCAKIIH.




5. @®APMAKOJIOTHYHH CBOMCTBA

5.1 dapMaxkoaHHAMHYIHH CBOHCTBA

dapmako-repaneBTHYHA rpyna: BupycHa Bakcuna, ATC xog: JO7BDS2
HWMyHeH oTroBop npH siena Ha 12 Mecena ¥ nopeve

B KIMHHMYHYK NPOYYBaHKS IIPH JICLIA HAa BB3pacT OoT 12 mecena Ao 2 roJHHH € A0Ka3aHa BUCOKa
HMYHOIr¢HHOCT Ha [IpropHKC.

BakcHEauMaTa ¢ ¢AMHHYHA 032 [IpHopuke MHAYLMpa aHTuTeNa cpeury MopOwx mpu 98,1%, cpeuy
nmapoTuT npH 94,4% u cpemy pybeona npu 100% oT BaKCHHHPaHUTE, CCPOHEraTUBHH TIPEH
BAKCHHAIMATA.

JlBe roIMHH Clle/l ILPRUYHATA BAKCHHALMS, HUBATA Ha CEPOKOHBEpCHs ca 93,4% 3a MopOumm, 94,4% 32
nmapotuT 1 100% 3a pybGeona.

Berpeku 4e, HaMa JaHHH OTHOCHO TIPOTEKTHBHATA epUKacHOCT Ha IIpHOPHKC, MIMYHOTCHHOCTTA CC
[IpueMa KaTo IOKa3aTell 32 IPOTEKTHBHA epHUKACHOCT. JJaHHHATE OT HAKOW IIPOYYBdHUA obaye coyar, 4e
e(PEKTHBHOCTTA CpEILy MAPOTUT MOXe A2 ObJe No-HUCKa OT HabioaasaHUTe HUBA Ha CEPOKOHBEPCHA 3d
apOTHT.

HUmyneH oTroBop IpH Aenia Ha Bb3pacT oT 9 a0 10 mecena

Knunuano npoyusane skmousa 300 3apasu felia Ha Be3pact oT 9 Ao 10 Mecena IIpH IbpBaTa 1032
paxcrHa. OT TAX 147 mHua ca noaydmiy eaHospemenHo [Ipuoprke U Baprmpeke. Husata Ha
CepPOKOHBEPCHS 3a MOPOHITH, TAPOTHT ¥ pybeoia ca cboTBETHO 92,6%; 91,5% u 100%. [lowiansanute
HHMBa HA CEPOKOHBEPCHSA CJI€ll BTOpaTa 103a, IPUIokKEHa 3 Mecella el TbpBaTa 1034, ¢a 100% 3a
MopOHIH, 99,2% 3a mapotut U 100% 3a pybeosna. CrierosarenHo, 3a 1a ¢€ OCHrypsT ONTHMATHH HMYHHH
OTTOBOPH, BTOpaA f03a [Ipnopukce tpadsa Aa ce NPHIIOKH 10 TPH MCCELA.

FOnoinu ¥ BB3pacTHH
Be30macHOCTTa H MMYHOTeHHOCTTa Ha [IpHopHKe NpH FOHOLIH H Bh3PACTHH He €4 CICHHATTHO NMPOYHBaHH

IMpH KMTHHUYHA U3IEUTBAHHA.

WHTpaMyCKyieH BT HA MPHIOKEHHE
IMpu KIMHUYHY M3MTBAHUA HA OrpaHuueH Opoii muua, TlpHopuxke € npunoxkes HHETpamycKynHo. Husara
Ha CEPOKOHBEPCHA KkM TPUTE CBHCTaBKH €A CPAaBHUMH ¢ HAOMIOAABAHHTE ClIeH TIOJAKOKHO IPUITOXKEHAC.

5.2 <PapMaKOKHHeTHYHH CBOHCTBA
OueHska Ha (hapMaKOKHMHETHKAaTa Ha BAKCHHUTE HE C€ H3UCKBA.
5.3 IlpeaxnuHAYHH AAHHH 32 0€30RaCHOCT

HexIMHHYHKTE JAHHH HE [IOKA3BaT 0COOCH PHCK 3a Xopa Ha 0a3aTra HA OCHOBHHTE IIPOYYBAHHA 32
De30MacHOCT.




6. DAPMAILEBTUYHHU JAHHH

6.1 ChnHcbK Ha TIOMOIIHHTE BellleCTBA

IIpax:

AMHHOKHCEIHHH (BKIIOYHTENHO (DeHUIAIaHHH)

JlakTo3a (Oe3BoHA)

Manurton (E 421)

Cop6uroin (E 420)

Cpena 199 (chabpxa (eHIaNaHuH, IapaaMMHOOEH30€Ha KHCEMHA, HATPUi 1 Ka/IuH)

Paszmeopumen:
Boja 3a HHXKEKIUH

6.2 HecbBMECTHMOCTH

[Ipu IMICa Ha MPOYYBAHHSA 32 HECHBMECTMMOCTH, TO3H JIEKAPCTBEH MPOAYKT He TPAOBa J1a Ce CMECBa C
IPYTH JIEKapCTBEHH MPOIYKTH.

6.3 Cpoxk Ha roguocr

2 TOAVHH.

Bakcunara Tps6Ba 1a 6b/e HHKEKTHpaHA BEJIHArA CJIEJl pa3TBapsiHe. AKO TOBA HE € Bb3MOXKHO, TpAOBa /1a
6bae cexpansBana npu 2°C — 8°C u u3non3saHa 710 § yaca ciiell pa3TBapsHe.

6.4 ChnennajHH yCJIOBHSl HA CbXPaHEHHe

Jla ce cpxpaHsBa U TpaHcrnoptupa B xnamunHuk (2°C — 8°C).

Jla He ce 3ampa3sBa.

Jla ce cpXpaHsBa B OpUI'MHAIHATA OMAKOBKA, 3a Jia Ce Mpe/nasu OT CBETJIMHA.

3a yC/IOBUSTA HA ChXPAHEHHE CIIE/ PA3TBApsAHE Ha JIEKapCTBEHHA POMYKT BHXKTE TO4Ka 6.3.
6.5 BuaH chbAbPKAHHE HA ONAKOBKATA

[Ipax BB (pakoH (cThKIIO THN [) € ryMeHa samyiiaika.
0,5 ml pastBop B ammya (cTekiio Tum 1) — onaxoska o 100.

He Bcvuky BUIOBE ONAKOBKHM MOrat Aa ObJaT IyCHATH Ha rasapa.
6.6 ChnenuMajaHu NpeIna3sHH MePKH NPH H3XBbPJsHe H padoTa
[peau pa3TBapsAHE WM NPHIOKEHHE Pa3TBOPUTENAT M Pa3TBOPEHaTa BAKCHHA TPSOBa J1a Ce Nperaear

BH3yaJIHO 3a Yy)K/IM YaCTHIIM H/HIM IPOMsSHA BbB BHHIIHUS BHA. B ciy4aii, ye ce Hab/oaBa HAKOE OT
JIBETE, HE M3MOJI3BANTE PA3TBOPHUTENS MM Pa3TBOPEHATA BAKCHHA.
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BakcrHata Tps6Ba Aa Oble pa3TROpeHa upe3 IoOaBsHE Ha LAIOTO ChABPKAHKWE HA A0CTABCHATA aMIyJla €
pasTBOPHTEN KbM (prakoHa, ChAbpkKall npaxa. CMmecra TpAOBa A2 CC Pa3KIaTH nobpe, A0 ITBIHOTO
pa3TBapsHe Ha Ipaxa B pa3TBOPHTENS.

B pesynraT Ha MaIke koneGauus B pH, pasTBopenara BakcHHa MOXe fa Ohxe OHCTpa, pO30BO 10
BHMOJIETOBO OLBETEHa, Oe3 BIIoIIaBaHe Ha ASHCTBUETO HA BAKCHHATA.

Hsrerinere NAI0TO ChABLPXKAHUE Ha (UIaKOHA.
3a MpWIArasEeTo Ha BAKCHHATA TPA0BA a4 ce M3M03Ba HOBA HITIA.
Ia ce u365rBa KOHTAKTHT ¢ Ae3uH(eKTaHTH (BIDKTE TOYKa 4.4).

Heu3mon3BaHuAT J€KAPCTBEH IPOAYKT HITH OTIAIBYHHTE MaTepHal OT Hero TpAOBa Ja C€ H3XBBPIAT B
CHOTBETCTBHE C MECTHHTE U3UCKBAHU.

7. HNPUTEXATEJ HA PA3PEIIEHHETO 3A YIIOTPEBA

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

1330 Rixensart
benrusa

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Per. Ne 9800351

9. JIATA HA I'BPBO PA3PEIIABAHE/TIOJTHOBSIBAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Harta Ha ITEPBO pa3peluasaHe: 5 HOeMBpH 1998 1.
JTaTa Ha nocneaHo moaHoBsBane: 18 cenremppr 2008 T.

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA
10/2023
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