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Bakcurpun MHXEKIIMOHHA CYCIT€H3HS B MTPEABAPHTEITHO HAITb/IHEHA CTIPHHLIOBKA
TpuBaneHnTHa BakcUHa cpelly rpur (pparMeHTHpaH HHAKTHBUPaH BUHPHOH)

T
........

Vaxigrip suspension for injection in pre-filled syringe
Trivalent influenza vaccine (split virion, inactivated)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
['punen Bupyc (MHAaKTUBUpPaH, (PparMEHTUPAH) Ha CIIEAHUTE [aMOBE™:

A/Missouri/11/2025 (HIN1)pdm09-nono6en mam (A/Switzerland/6849/2025, IVR-278)......cccccvvvvnennee.
............................................................................................................................... 15 mukporpama HA**

A/Darwin/1454/2025 (H3N2)-nono6en mam (A/Michigan/105/2025, SAN-049A) ..o,
............................................................................................................................... 15 mukporpama HA**

B/Tokyo/EIS13-175/2025-nono6en mam (B/Tokyo/EIS13-175/2025, nus tan) . 15 mukporpama HA**

3a no3a ot 0,5 ml
. pa3MHOKEH B KOKOLIM eMOPHOHH OT IPYIH 3/IpaBH KOKOLIKH
**  XeMarJIyTHHUH

Bakcunarta croTBeTcTBa Ha npenopbkuTe Ha C30 (3a CeBepHOTO NONTyKB100) M pemieHreTo Ha EC 3a
ce30H 2026/2027.

3a IMbJIHKUS CITMCHK Ha MOMOIIIHUTE BeleCTBA BUKTE TOUKA 6. 1.

Bakcurpun mMoske J1a ChAbpiKa ClIe/IM OT silia, KaTO OBAJIOYMHH W HEOMHLIMH, (POpPMAJIIEXH H
OKTOKCHHOJI-9, KOMTO C€ MU3I0JI13BaT 10 BpeMe Ha MPOU3BOACTBEHMS IMpoLec (BXK. ToUKa 4.3).

;, JIEKAPCTBEHA ®OPMA

MHKEeKIIMOHHA CYCIIEH3U.
Cnie/1 BHUMATETHO pa3K/lalllaHe BaKCHHATa Ipe/AcTaBisiBa Oe3lBeTHA onajecuMpalia Te4HOCT.

4. KIMHHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3aAHHSI

Bakcurpun e nokazas 3a npoduiakTHKa Ha 3a00JisiBaHe OT IPUIL, IPUHYHUHEHO OT JIBA MO/ATHIIA HA

IPUIEH BUPYC A M THI1 HA IPUIIEH BUPYC B, KOHUTO ce ChaAbpIKAT BbB BAKCHHATA 3a:

- AKTMBHA UMYHH3aLMS [PH Bb3PaCTHH, BKIIOYMUTETHO OpEMEHHH KEHH, U Jlela oT 6-MeceuHa
Bb3PacCT U MO-IOJIEMH,

- TaCHBHA 3alllMTa HA KbpMaye(Ta) OT pazK/1aHeTo /10 1o 6-MeceuHa Bb3pacT CJIe/l BaKC
OpeMeHHH 2xKeHH (BK. Touku 4.4, 4.6 u 5.1).

Ynorpebara Ha Bakcurpun tpsOBa aa Ob1e 0OCHOBaHa Ha OPULIMAIIHH MTPENOPBKH
CpeLLy IpHIl.




4.2 [lo3apoBKa H HAYHH HA NPHJIOKCHHE

J1o3¥poBKa

Bw3pacTHH: eaHa ao3a ot 0,5 ml.

Heouampuvna nonyrayus
- Jlelia Ha BB3pacT ot 6 Mecena Ao 17 roguHu: eqHa xo3a ot 0,5 ml.
3a Aeua Ha BB3PACT Noj 9 roauHH, KOMTO NO-paHo He ca OHIIH BAKCHHHUPaHH, TpA0Ba fa ce IMPHIIOKH
BTOpa n03a oT (0,5 ml cnex vHTEpBaNn OT NOHE 4 CEQMHLIH.
- Knpmauera Ha BB3pacT nox 6 meceua: 6e30MacHOCTTA U €PHKACHOCTTa Ha NMPHWIOKEHHETO
(axTHBHA HMYHM3a1l4%) Ha Bakcurpun Bce ollle He € ycTaHOBeHa. HiaiMa Hamv4yHW JaHHH.
[To oTHOINEHHWE HA MAacHBHATA 3alUTa: €AHa A03a ot 0,5 ml nocrareHa Ha OpeMEHHH XEeHH
MOKE 713 3allIMTH KbpMadeTaTa OT pakKAaHeTO JO 6-MeceqHa Be3pacT (Bx. Touka 4.4, 4.6
h3J.1).

HauyuH Ha NPHIOKECHHE

Hpennoqm‘aﬂmrr HAYHUH Ha NMPUIOXXECHHUE HA Ta3H BaKCHHA € HHTPAMYCKYJIHO IIpHAOXMKCHHEC, BBIIPDCKH
Y€ MOKE Ja C€ NIPHIOXH ChUIO MOAKOMHO.

ITpeanouHTaHHTE MECTA 33 UHTPAMYCKYJTHO HHDKEKTHPAaHE ca aHTeponaTepaiHaTa obnact Ha OeapoTo
(WIH JeNTOHAHHA MYCKYJI, aKO MYCKYJIHAaTa Maca € 10CTaThb4yHa) IPH Jella Ha Bb3pacT OT 6 Mecea Ao

35 Mecelia, HUTH AENTOMAHMA MYCKY NpH Jella Ha BB3pacT Haj 36 Mecella M Bb3pacTHH.

Ipeonasnu mepxu, koumo mpabea 0a bvoam é3emu npedu paboma cvC Wi NPUAONCEHUE HA
nexapcmeerus npooykm

3a yka3zaHHs OTHOCHO MOATOTOBKATA HA JIEKapPCTBEHU NMPOAYKT NPEAH MPUIOKEHHE BIKTE ToYka 6.6.
43 IIporuBonoxka3zaHHA

CBpBXYYBCTBHTEHOCT KbM AKTHBHHTE BELLECTBA, KbM HAKOE OT IOMOIIHHTE BEIIECTBA, U3OPOCHH B
TOYKa 6.1 WM KbM HAKOA OT CBCTABKHMTE, KOUTO MOFaT Ia MPHCECTBAT KATO CJIEOH, KATO OCTATHLM OT
giita (OBanOyMHH, NUICIIKA MPOTEHHH ), HEOMHLIMH, GOopMallIeXUa H OKTOKCHHOT-9.

4.4 CroenHaJHH APeAYNPEXKICHHS H NpeANalHH MEPKH NPH ynoTpebda

[Ipocnenumoct

3a ga ce MogoOpH NPOoCIeAMMOCTTa Ha OHONMOrHYHHTE JIEKApCTBEHH NPOAYKTH, MMETO W MAPTHAHUAT
HOMED Ha MPHIOKEHHA NPOAYyKT TpaOBa ACHO Ja C€ 3alrcBar.

CBpBLXYYBCTBUTEIHOCT

KakTo nmpH BCUYIKHA HIDKEKLIMOHHHY BAKCHHH, TPAOBA Zia C¢ H3BBPIUBA MOAXOMALIO JICYEHHE H
HaOMoJeH’e B CiTyvail Ha aHa(pWIAKTHYHA peaKiys, KOSTO MOXKe Aa ITOCIe/Ba CIe IMPHIaraHeTo Ha
BAaKCUHATA.

CeobreTBanto 3abonspaHe
BakcuuauusTa tpabpa na Ovae 0TN0KeHa NPpH NaLUMeHTH ¢ ocTpo debpunHo 3abonsBaHe IOKATO
TEMIEpaTypaTa He Ce OHKKH.

[Ipeana3Hy MEpPKH Npy yoorpeda
Bakcurpun He Tpa0Ba B HHKaKbB CTy4aii fa Obe npuwiaraHa BbTpeChAOBO.




TpomGouuTONECHHUS U HAPYINEHHUA Ha KOAryaalMaTa

KakTo H npu Apyru BAKCHHH, KOUTO C€ TIpHarat HHTpaMyCKYJTHO, Ta3d BakcUHa TpabBa Ja ce
MpHiara ¢ BHUMaHHUE IIPH JIMLA ¢ TPOMOOLMTONEHHA WIH HAPYIUEHHE B KPbBOCLCHPBAHETO, ThH KaTo
NpU TE3M JHIa MOXKE 1a HACTHITH KbPBEHE Cl1ed MHTPAMYCKYJTHO MPHIOXKEHHE.

CHHKoOn

CuHkon (MMpHNAABK) MOXKE Ja HaCTBIIM CIEA WIH JOPH NMPEay BCAKA BAKCHHALMS KAaTO NMCHXOreHHa
peaKlifg KbM HHKEeKTHpaHeTo ¢ uria. Tpsbsa na uMa npoueaypH 3a H3bsreaHe Ha HapaHsABaHE OT
MPUNaabKa ¥ CTIPaBIHE ChbC CHHKOMHHTE PEaKLIMH.

3anmra
Bakcurpun 1MMa 3a LieJi Ja OCHTYPU 3alljiTa CpeLly TE3H IaMOBe Ha FPHITHHA BHPYC, OT KOHTO €
IIPUrOTBEHA BaKCHHATA.

KakTo npu BCHMYKM BaKCHHH, BAKCHHALMATA ¢ Bakcurpun Moske [1a HE 3alUMTH BCHYKH BAKCHHHDaHH
JTHLA.

Ilo oTHOMIEHHE Ha NMAacHBHATA 3allMTa, HC BCHYKH KbpMAaueTa Ha BB3pAacT noa 6 Meceua, poaeHH oT
EeHH, BAKCHHHPAHH IO BpeMe Ha OpeMeHHOCTTa, 1ie ObAaT 3aliMTeHH (BXK. TO4Ka 5.1).

Lm YHHa HCNOCTATBYHOLT

NMYHHHAT OTrOBOP MpPH NALMEHTH C €HAOTCHHA WK STPOr€HHa UMYHOCYTIPECHS MOXE 1a Obae
HEAOCTaThYEH.

ChaObp)xaHue Ha KATWHA U HATPpUH
Bakcurpun cbhabprka no-Maiko or 1 mmol kanuii (39 mg) v natpuit (23 mg) Ha n03a, KOETO Ha

MpaKTHKA 03HayaBa, Y€ He ChIbPiKa KAJIMH U HATPHH.

4.5 B3anmoaecicTBHe ¢ APYrH JIeKAPCTBEHH NPOAYKTH H ApYrd $opMH HA B3aHMOAEHCTBHE
BakcHrpHIT MOXe /1a ce [Iprjiara eIHOBPEMEHHO € APYTd BAKCHHH aKko € HeobXxoauMmo.

JlaHHH, MOKa3BallH, 1e BakcUrpun Moxe Ja c€ Mpuiara ¢AHOBPEMEHHO C APYTH BAKCHHH, Ca HAIIMYHH
3a CNeHHTE BAKCHHHU: MHEBMOKOKOBA NOJIM3aXxapyaHa BaKCHHA, TETAHYC, IU(PTEpUS, NEPTYCHC,
BakcHHa 3a noauomuesut {Tdap-IPV, Repevax), u BakcuHa 3a xeprnec 3o0ctep. Ako Bakcurpun ce
npujlara no ChlOoTO BpeME ¢ APYTrH BAKCUHH, TPAOBa fa ce U3MON3BaT pa3IyHU MECTa Ha
MHXKEKTUpPAHE U OTACITHHA CIIPHHLIOBKH.

MMyHHHAT OTrOBOp MOXE [a € OTC/IadeH NpH NauyeHTH, MOATOKEHH Ha HMYHOCYTIPECHBHO JICUCHHE.

4.6 DepTHIHTET, OPpEMEHHOCT H KbPMEHEe

bpeMeHHOCT

BPEMEHHHTE KEHH Ca C BUCOK PHCK 3a YCITOXHEHHA OT I'PHUI], BKITIOYHTCTHO NPCKACBPCMCHHO
paxxKigaHe U CaMOTO paXKIaHe, XOCITHTAITN3allid H CMBPT. SPEMEHHHTB JKCHH TpﬂﬁBa Hd MoJIyHaeart
BaKCHHA CpEILY I'PHIl.

BHKCHFPHH MOXKC J1a CC Npuiaara rno speM< Ha BCHHKH CTAlTH OT 6PBMEHHDCTTE.

[ToBeue maHHH OTHOCHO 0€30MAaCHOCTTA HA MHAKTUBUPAHH BAaKCHHH Cpelly IPUN HMa 3a BTOpUS H

TPETHSA TPUMECTPH, OTKOJIKOTO 3a IMTbPBHS TPUMECTED. JJaHHHTE OT U3N0A3BAHETO HA UHAKTHBHPAHH
BAKCHHH CpeLy PUN B CBETOBEH Maulad, Bkio4ynTeNHO Bakcurpun u Bakcurpun T
(4eTHpHMBANICHTHA HHAKTMBUPAHA BAKCHHA Cpellly PHIT), HE NTOKA3BaT HHKAaKbB HE
10442 1 MaHKaTa, CBbP3aH C BAKCHHATA.

ToBa € B CHOTBETCTBHUE ¢ PE3YNTATHTE HAOMI0AaBAHM B €AHO KIHHHUYHO npaqu
Baxkcurpun u BakcurpunTerpa, ca npuiokeHH Ha OPEMEHHH XKEHH TIpe3 BTOPHIA\K



tpuMecThp (116 excrionupanu OpeMenHocTd 4 119 xuBOpoAeHH aeua 3a Bakcurpun,
230 excioHupanu 6peMeHHOCTH U 231 sxuBopoaeHH Aelia 3a Bakcurpun TeTpa).

JlaHHM OT YETHPH KIMHHYHM NMpOoy4YBaHHUA ¢ Bakcurpur, npuiarana Ha OpeMEHHH XKEHH 110 BpEME Ha
BTOpHSA WIH TpeTHs TpuMecThp (ipu Hax 5 000 excrioHupaHH OPEMEHHOCTH H TIOBEYE OT

5 000 xuHBOpOIEHH, MpOCHeaeHH 3a OKOJIO 6 Mecelia Cliell pakAaHeTo), HE MOKa3BaT KaKbBTO H 44 €
HE)XeJlaH HM3X0/l 3a TU1I0Aa, HOBOPOAECHOTO, KbPMAaYETO M MaHKaTa, CBLp3aHH ¢ BAKCHHATA.

B knHHMYHK nMpoyyBaHHus, poseacHH B KhkHa Adpuka 1 Henan, HAMa 3HaYMTEIHH PA3/IMKH B
pe3yATaTHTE NPH CPABHEHHE Ha rpynuTe ¢ BakcUrpHn 4 ru1aiebo no OTHOIMCHHUE Ha IUTOAA,
HOBOPOAEHOTO, KbpMaueTo U Malikara, CBbp3aHH ¢ BaKCHMHATA (BIUIIOYUTENIHO CIIOHTaHEeH abopT,
paXKgaHe Ha MBPTBO AETE, TIPEIKIAEBPEMEHHO PAKIAHE, HUCKO TErJI0 Ha HOBOPOAEHOTO).

B npoyuBane, nposeeHo B Manu, HAMa 3HAYMTETHH Pa3/IHKH MeXAy rpynure ¢ Bakcurpun 1
KOHTPOJIHA BaKCHHa (Y€ THPHBAJIEHTHa MEHMHIOKOKOBa KOHIOTHpaHa BaKCHHA) N0 OTHOMIEHHE Ha Dpos
HA MPEXKIEBPEMEHHHTE PAKAAHHS, PAKIAHHUATA HA MBPTBO JIETe H HUCKO TEIVIO NIPY PAXIaHETO/TIO-
MadbK IUTOM CIIPAMO recTalMOHHATa BB3pacT.

3a JOMTBIHHTENIHA HHpOpMalLIUA BHXKTE TOYKHU 4.8 U 5.1.

Pe3ysiraTHTE OT €IHO PENPOLYKTUBHO IPOYYBaHE NpH 3aiiM, nposeaeHo ¢ BakcurpunTerpa (60 pg
oT obmoro konmudecTBO HA/no3a), morar na Obaart ekcrpanonypadu KeM Bakcurpun (45 ug ot
obwoto konmuuecTBo HA/mo3a): ToBa Npoy4YBaHe HE MOKa3Ba NPEKH WIH HenpekH BpeAHH edeKTH Mo
OTHOLIEHHE Ha OpeMeHHOCT, eMOpHO-(PeTaTHO pa3BHTHE HWIH PAaHHO NOCTHATATHO pa3BHTHE.

KtpMeHe
Bakcurpur MOXe IIa ce Mpuiara B nepuoaa Ha KbpMeHe.

PDepTUHIUTET
JIunceart naHHH 32 edexTa BEpXy peprunureTa npH xopa. IlpoyyBaHe npH :KMBOTHH ¢

BakcurpunTerpa He noka3pat BpeHH eQeKTH BbPXY KEHCKHS (QEepTUIHTET.
4.7 EdexTH BbLpXY cnocobHocTTA 32 mopHpaHe H padoTa ¢ MAMIHHH

Bakcurpuin He TIOBJIMsABA WIH NMOBIXABA NMpeHeOpeKuMO CIOCOOHOCTTa 3a WodHpaHe U paboTa ¢
MaLlIWHH.

4.8 Hexenanu JEeKAPCTBEHH peaKIHA

PesioMe Ha npoduna Ha Ge30MacHoOCT

[TpodunsT Ha He3onacHoCT Ha BakcHrpun ce 0CHOBaBa Ha JaHHH OT 46 KIMHUYHH MPOY4YBaHHA, B
KOUTO npubausuTenHo 17 900 yyacTHULM HAO 6-MeceyHa BB3pacT ca nojayvyasand Bakcurpun HiH
BakcurpunTerpa v Ha JaHHH OT NOCTMAPKETHHIORO HAOIIOICHHE.

ITopeueTo OT HEXKEAHHATE peakLUH OOMKHOBEHO Ce MOABABAT Mpe3 IbPBMTE 3 AHH CIE] BAKCHHALIMATA
H OTIIYMsBAT CIIOHTAHHO B paMkuTe Ha | 10 3 AHHU cnen HavanoTo. MHTEH3HTEThT Ha MOBEYETO OT
T€3U PEAKIIHHU € JICK A0 YMEpPEH.

Haii-uecTo choblllaBaHaTa HexeNnaHa peakuys cliefl BaAKCHHALMA, BbB BCHYKH TOITyJIallHH,
BKJIIOUMTENHO LAJ1aTa rpyna Jela Ha Be3pacT ot 6 A0 35 meceua, e D0JIka Ha MACTOTO Ha

HHKCKTHPAHC.



TabnuuyeH CNUMCHK HA HEXKEJTAHUTE PEaKLIUH

Hexxenanure peakumu ca KJ1acH(pULUMpaHH B 3aBUCUMOCT OT Ye€CTOTaTa, KaTo € M3I0JI3BaHa clie/iHaTa
KOHBEHLIUS:

Muoro uectu (=>1/10);

Yectu (=1/100 no <1/10);

Heuectn (>1/1 000 1o <1/100);

Penku (=1/10 000 xo <1/1 000);

C HeusBecTHa YecTOTa (He MOKe J1a Ob/ie HanpaBeHa OLIEHKA OT HAJIMYHHUTE JaHHH)

Bw3pacmuu u nuya 6 cmapuecka 6b3pacm

[IpodunbT Ha O€30MaCHOCT, € Bb3 OCHOBA Ha:

- JIaHHH OT KJIMHMYHHM npoyuBaHus npu noseve ot 8§ 000 Bu3pactHu (5 064 3a Bakcurpur, 3 040 3a
BakcurpunTerpa) u noede ot S5 800 sinua B crapuecka sb3pact Haa 60 roaunu (4 468 3a
Bakcurpun, 1 392 3a BakcurpunTerpa)

- JJaHHH OT MOCTMAPKETHHIOBU HAOMIOICHHS HA LsJ1aTa MOITyJIalus.

[Tpu BB3pacTHH Hali-uecTO ChOOILIABAHUTE HEKEJIAaHU PEaKLMK Clie/l BAKCHHaLMATa ca 00jIKa Ha

MSACTOTO Ha MHKekTHpaHe (52,8%), rmaBodonue (27,8%), muanrus (23,0%), HepasnosoKeHue
(19.2%).

[Tpu marmeHTH B cTrapyecka Bb3pacT Hal-4ecTO ChbOOLIABAHUTE HEXKETaHH PeaKLHu Cle/l
BaKCHUHALMATA ca 00JIKa Ha MACTOTO Ha UHKeKkTHpaHe (25,8%), rnaBodosine (15,6%), Muanrus

(13,9%).

Tatauna 1. Cro0menn HeXKeJIaHH PeaKlHH NPH Bb3PACTHH H JIHIA B CTapYecKa Bb3pacT

Cucremo-opranes Kiac (COK)/Hexeianu peakuun Yecrora
Hapymenns Ha KpbBTA H JJHM@HATA CHCTEMA
Jlumbanenonarus'’ Heuectn
Tpan3utopHa TPOMOOLIMTONEHHS C Heu3BecTHa
yecrora*™

Hapymienns Ha HMYHHATA CHCTEMA
ANepriuvHH peakiiMy KaTo CBPbXYYBCTBUTEIHOCT ), aTomuyeH aepMaTut'?, Heuectn
yprakapus® ¥, opodapunreanna 6oska, acrma'’), anepruuen punut'?,
punopes'"), anepruyen KOHIOHKTHBHT ), chpOex'”, ropemn BbaHu"
AleprudHHM peakiMM Kato anrnoeaeM'” V), moayBsaHe Ha JTMLIETO, epUTEMA, Peniku
oGpuB, 3auepBsaBane'”, epyniMs Ha opajiHaTa Jurapuia®, opaiHa
napecte3us’), IpazHeHe Ha IbPJOTO, AUCIHes ™ V), KHXaHe, Ha3allHa
o6eTpyKkImMa'?), KOHrecTHs Ha FOPHH JIMXaTe/IHH MbTHINA'Y, OYHa
xunepeMus'®, anepruueH JiepMaTut'?, renepannsupas cbpoex'”

AHa(UIAKTHYHH PEaKLIMK KaTO epuTeMaro3eH oOpuB, aHadHIaKTHYHA C Heu3BecTHa

peakuus, LOK yectora™®

Hapymenusi Ha MeTa00/IH3MA H XPAHEHETO

Hamanen anetur Pe/iku

Hapymenus Ha HepBHATA CHCTEMA

[ maBoOoOIME MHoOro yectu

3amaiipane'” cpuamBoct HeuecTtn

Xumnoecres3us'?, napecresus Penku

HeBpasirus, KOHBYJICHH, eHlle(allOMHETUT, HEBPUT, CHHAPOM Ha ['unen bape | C Hen3BecTHa
yecrora™

CpaoBH HapyLIEHHS

Backynut karo nmypnypa Ha Henoch-Schonlein, ¢ npexoano 3acarane Ha C ne

OBOpeumnTe B HAKOH Clly4au yec

CromMaiiHo-4peBHH HApPYIIEHHS

Jlnapus, raneHe Heu




Boska B kopema'?), moBpbliaHe Penku
HapymieHusi Ha KOKaTa H NOJKOKHATA THKAH

Xunepxuaposa'' Heuectu

HapymieHHsi HAa MYCKYJIHO-CKeJIETHATA CHCTEMA H CheIHHHTE/IHATA

ThKaH

Muanrus MHOro yectu
Aprpanrus'! HeuectH

O0mn HapymieHHsl H epeKTH HA MACTOTO HA NPHJIOKEHHe

BoJsika Ha MACTOTO Ha HHKEKTHpaHe, Hepasnojoxkenue'® MHOro 4ecTH

Temneparypa'”, BrpucaHe, 3ayepBsiBaHe Ha MACTOTO Ha HHDKeKTHpaHe, | YecTH
BTBBP/IIBAHE HA MSICTOTO Ha MH)KEKTHPAaHe, OTOK Ha MSICTOTO Ha MH)KEKTHPaHe,

Actenus'’, ymopa, eKXMMO03a Ha MSCTOTO Ha HHXKEKTHpaHe, CbpOex Ha HedecTtn
MSCTOTO Ha MH)KEKTHPaHE, 3aTOIUISHE HA MACTOTO HAa HHXKEKTHPaHe,
nuckoM@opT Ha MACTOTO HA HHIKEKTHpaHE

['punonogo6HH CUMNTOMH, eKcdoIHaLUsg Ha MACTOTO Ha HHKeKTHpaHe", Penku

CBPBHXUYBCTBHTEJIHOCT HAa MACTOTO Ha HHXKEeKTHpaHe'”

(1) Pejiku npH JM11a B cTapyecka Bb3pact

(2) JokJ1a/1BaHM 110 BpeMe Ha KJIHHHYHH H3ITHTBAHUs [IPH BH3PACTHH

(3) C pensBecTHA YECTOTA NPH JIHLIA B CTApYecKa Bb3pacT

(4) Pejiku 11pH BB3pacTHH

() JlokJ1aZiBaHM 110 BpeMe Ha KIMHHYHH H3ITHTBAHUS [IPH JTHIIA B CTapYecKa Bh3pacT

(®) YecTH npu JiMI@ B cTapuecka Bh3pact

(7) HewecTH 1pw IIMIIa B CTApyecKka Bh3pact

(*) CHoOIEeHH HEXKEJaHU PEaKkiiMy B IOCTMAPKETHHIOBUS IIepHOI cjie/l yrioTpeda Ha Bakcurpun wim BakcurpunTerpa

[Teouampuuna nonyiayus

[IpopuubT Ha O€30MacCHOCT C€ OCHOBABA HA JIAHHH:

- OT KJIMHUYHH npoyuBanus npH 1 247 neua Ha Bw3pact ot 3 10 8 roaunu (363 3a Bakcurpun, 8384 3a
BakcurpunTerpa) u npu 725 neua/toHomd Ha Bb3pact ot 9 10 17 roaunm (296 3a Bakcurpum, 429 3a
Bakcurpumnlerpa),

- OT €JIHO KJIMHUYHO npoyuBaHe npu 1 981 neua Ha Bw3pact ot 6 10 35 meceua (367 3a Bakcurpun,

| 614 3a BakcurpunTerpa),

- OT NMOCTMAPKETUHIOBO HAOJIIOIEHHE HA LsijlaTa MomyJialus.

B 3aBUCHMOCT OT HMYHH3aLIMOHHATA UCTOPHUS, JIela OT 6 Mecela 10 8 rOAWHH ¢a IMOJTYYHIH €1HA HITH
nse 1034 Bakcurpun uiu BakcurpunTerpa. Jleua/tonomm ot 9 10 17 roaMam ca nojiyyuiv €Ha 103a.

[Tpu neua Ha B3pacT OT 6 Mecena 10 8 roAMHHU NMPOPHILT HA OE30MaCHOCT € CXO/IEH CJIe/l ITbpBaTa U
BTOpATa HHKEKIUs C TeHAEHLMA 3a MO-HUCKA YeCTOTa HAa He)KEeJIaHW pPeaKlMu CJie/l BTopaTa HHKEKIIHS
B CpaBHEHME C MbpBaTa IpH Jela ot 6 10 35 Mecela.

[Tpu neua/toHolIM Ha Bb3pacT oT 9 10 17 roauHH Hail-4ecTo ChOOIIABAHUTE HEKETAaHU PEAKIIHH CIIe/T
BaKCUHALIMA ca 00JIKa Ha MACTOTO Ha HHXKeKTHpaHe (65,3%), muanrus (29,1%), rnaBobdonue (28,6%),
Hepasznosiokenue (20,3%), Tpenepene (13,0%) %), epurema Ha MACTOTO Ha HHKeKTHpaHe (11,7%) H
MoJIyBaHe Ha MACTOTO Ha MHKeKkTHpaHe (11,4%).

[Tpu neua Ha Bb3pacT OT 3 10 8 roAMHU Hai-4ecTO ChOOLIABAHUTE HEKEIIAHH PEAKLIHM CJIE/I BCAKA
BaKCHHAaLMA ca 00JIKa Ha MACTOTO Ha HHKeKkTHpaHe (59,1%), Hepa3znonoxkenue (30.7%), epureMa Ha
MACTOTO Ha uHKekTupaHe (30,3%), muanrus (28,5%), rnasodonue ( 25,7%), nojryBaHe Ha MACTOTO Ha
uHkekTupane (22,1%), BTBbpAsSBaHe Ha MICTOTO Ha uHkekTHpaHe (17,6%) u tpenepene (11,2%).

[Ipu neua Ha Bb3pacT oT 6 10 35 Mecela HalH-4eCcTO ChOOIABAHHTE HEXKETaHH PEAKLIMH CJIGA-BESKS
BaKCHHALMA ca 60JIKa/4yBCTBUTEIHOCT HAa MACTOTO Ha HHKeKTHpaHe (29,4%), Tpeckg LZ20\4%h J it !75%
epuTeMa Ha MIACTOTO Ha HHKeKTUpaHe (17,2%).
e B cyOnomnyaanusaTa OT jJeua Ha Bb3pacT o1 6 10 23 mecelia Han-4ecToO Chof) ekt
HeJKeJIaHH PeaKiMM ClieJl Beska BAKCHHALMA ca pas/ipasHuTeHocT (34,9%).Hdqddde
(31,9%), 3ary6a Ha anetut (28.9%), cornusocT (19,2%) 1 nospbinane (1Y L




e B cyGrnonynaumsara ot neua Ha Bb3pact ot 24 10 35 Mecella Hal-4ecTo choOlaBaHaTa
HEKeJIaHA peaKius clie]] BAKCHHALIMS € Hepa3nonoxeHue (26,8%), muanrus (14,5%),

rnasodonue (11,9%).

Ta6auna 2: Cro0lIeHH HeXKeJIAHH PeaKIHH NPH J1ela H IOHOIIH HA Bb3pacT oT 6 mecena a0 17

NMNJIHHH

CucreMo-opraneH KJjac

YecTOoTAa

(COK)/ Hexxenann Jlena 6-35-meceuyHna Bb3pacTt Nena 3-8- Jlena  1OHOWH
pPCAKnHE 6-23-meceyna | 24-35-meceuna MeceyHa 9-17-roaumua
Bb3pacT Bb3pacT Bb3pact Bb3pacrt
Hapymenus Ha KPbBTA H
JHM@HATA CHCTEMA
- Jlumdanenonartus C HeusBecTHa yecToTa™* Heuectu C Heu3BecCTHa
yectora*
- TpomOoumTOnEeHNUs C Heu3BecTHA yecTtoTa™ HeuectH C HeusBecTHa
yectora*
Hapymenuss Ha HMyYHHATA
cHCTEMA
- AJIepruyHM peakiliH KaTo:
e Opodapunreanna 60sKa HeuectH -
e (CBpPBXUYBCTBUTEIIHOCT HeuectH - -
e OGpus Heuectu HeuectH
e Yprukapus C Heu3BecTHa yecToTa™ HeuectH Heuectn
e [Ipypuryc C HeusBecTHa 4yectora™ HeuecTH C Heu3BecTHa
yecrora*

e [eHepasn3upaH
[IPYPHUTYC, MaItyJ03€eH
0OpuB

e EpuremaroseH 0OpHB,
JAUCTIHes, aHa(UITaKTHYHA
peaKlus, aHrHOeAeM, LLIOK

Penku

C HeusBecTHa yecTtoTa™®

C HeusBeCTHA
yectora*

C HeusBeCTHA
yecrora™

Hapymienus Ha
MeTa00/IH3MA H XPAHEHETO

- HaMmaneH arnerur

MHOro 4yecTH

Penkwu

IlcHXHYHH HAPYIIEHHS

- HeoOnuaeH nJiay

- Pazapa3HUTEIHOCT
- be3nokoncTBO

- CteHeHe

MHOTI0 4yecTH
MHOTIo 4ecTH

Penku

HeuectH
HeuectH

Hapymenusi Ha HepBHATA
cHCTEeMA

- 'naBobosnne

- CbHJIMBOCT

- 3amMasHOCT

- HeBpasirus, HEBpUT H
cuHapoM Ha | uien-bape

- [lapecTe3usi, KOHBYJICHH,
EHLE(DATIOMHEITHT

MHOro yecTH

MHOro uecTH

C Heu3BeCTHA yecToTa™

MHOro yecTH

HeuecTH
C Heu3BecTHa
yectoTra™
C Heu3BecTHa
gectoTa®

MHOI o 4ecTH

HeuectH
C Heu3BeCcTHa
yectoTa*
C HeusBecTHA
yectora*

Cba0BH HApYLIEHHS

- Backynur kato nypmnypa Ha
Henoch-Schonlein, ¢
[MPEXO/IHO 3acsiraHe Ha
ObOpeuuTe B HAKOH ClyYaH

C ”HeusBecTHa yecToTa™

C Heu3BeCTHA
yectora™




CHcTeMO-OpraneH KJjiac

YecToTa

(COK)/ Hexenanu Jlena 6-35-mecedyHa Bb3pacT Nena 3-8- Mena 1 IOHOLIN
peaniiun 6-23-meceuna | 24-35-meceuna MeceyHa 9-17-ropuuina
Bb3pacT Bb3pacT Bb3pacT Bb3pact
CromMamHo-4YpeBHH
HapYUIeHUsl
- [Inapus YectH Heuectn Heuectu
- bosika B Kopema - HeuecTH -
- [loBpbliane Muoro yectu | HeuecTH Heuectn -

Hapymenuss Ha MyCKYJIHO-
CKeJIETHATA CHCTEMA H
CbeIHHHTEJHATA ThKAH

- Muanrus
- ApTpairus

Penkwu MHOro 4ecTu

MHoro gectu
Heuyectn

MHOro 4yecTt

O0mu HapymieHHs H
epeKTH HA MSICTOTO HA
NpHJIOKEHHE

Peakuuu na macmomo Ha
UHdICCKmupane

- bosika/9yBCTBUTENIHOCT Ha
MACTOTO Ha HHXKEKTHpPAHE,
€pPUTEM HAa MACTOTO Ha
WHKEKTHpPaHe

- IlogyBaHe Ha MACTOTO Ha
HHKEKTHpaHe

- UHaypauus Ha MACTOTO Ha
HHKEKTUpaHe

- EKXuMo03a Ha MACTOTO Ha
UH)KEKTHpaHe

- CppOex Ha MACTOTO Ha
UH)KEKTHpaHe

- 3aToIuIgHe Ha MACTOTO Ha
HHKEKTHpaHe

- JIuckom@popT Ha MACTOTO
Ha HH)KEKTHpaHE

- OOpHB MACTOTO HA
HH)KEKTHpaHe

MHOro uectu

YecTH

YecTH

YecTH

Penku

Penku

MHOro 4ecTtH

MHOro yecTH

MHOro 4ecTH

YecTH

HeuyectH

HeuectHn

MHOro 4ecTtH

MHOT0 4eCcTH

YecTH

YecTH

HeuecTH

HeuecTH

HeuecTH

Cucmemnu peaxkuyuu

- HepasnosioxkeHue

- Tpenepene

- Tpecka

- ¥YMopa

- ACTEHHUS

- [Inay

- [ puniono100HoO 3adoJisBaHe

Penkwu MHOro yecTH
- HectH
MHOro yecTtu

Penku

MHOro vectu
MHoOro yectu
YecTH
HeuecTH

HeuecTH

MHOro yecTu
MHOro uecTu
YectH
HeuecTH
HeuecTH

(*) ChoOIIEHH HEKEIaHH PEaKIlHH B TIOCTMAPKETHHIOBUS NIEpHOJL ciael yrioTpeda Ha Bakcurpun wian Bakcurpumlerpa

pyru cneuyanHy nomnyJiauuy

TpaHCIUIAHTAUA HJIH NMAallHEHTH C aCTMa, HE MOKa3BaT roJIEMH pas/IMKH MO OTHOLICH

oe3zonacHOCT Ha Bakcurpun u Bakcurpun TeTpa npu Tte3u nomyJialHu.

bpemMeHHH KeHH




B KJIHHHYHH IPOYy4BaHHA, NPoBeAcHH ¢ OpeMenHH skeHH B I0kna Adpuka u Manu ¢ Bakcurpun (Bx.
TOYkKH 4.6 1 5.1), YyecToTaTa HA CTUMYJIMPAHO JOKJIaABAHNTE JIOKAJTHH H CHCTEMHH PEaKLIHH B IIEPHO/
oT 7 AMH Cllel MOCTaBIHETO HA BAKCHHATA, C& B CBOTBETCTBHE C TE3H, CHOOLIAaBaHH 3a MMOIYJialMATa Ha
BB3PACTHHUTE MPH KIAHHHUYHH MPOYYBAHHUA, IpoBeaeHH ¢ Bakcurpun. B npoyusaHe B KxkHa Adpuxa,
JIOKAJIHUTE PeaKliH ca OWIH Mo-4eCcTH B rpynara ¢ Bakcurpun crpsamo ruiauebo rpynara B AseTe
xoxoptiH HIV-seratuBan u HIV-no3utusnu. Hama Apyru 3HauMMH pa3NMK{ IIpH CTHMYJIHPaHO
NOKJTAIBAHK peaKIMH MeXay Bakcurpun U mwianebo rpynure B ABeT€ KOXOPTH.

B eqHo KITHHHYHO NIpOy4BaHe, MPOBEICHO ¢ OpeMeHHM )keHH BbB DHHITaHaHA ¢ BakcHIpHr u
BaxcurpunTerpa (8. ToukH 4.6 1 5.1), yecToTaTa Ha NOKATHUTE U CHCTEMHH CIIOHTAHHO CHOOLIECHH
peakiMy ChOTBETCTBA Ha TE3U, AOKIIA[BAHH 3a MOMyJIalus Ha HeOpeMeHHH Bh3PaCTHH IO BpEME Ha
KIIMHHYHH Npoy4YBaHuda ¢ Bakcurpun win BakcurpunTeTpa, Makap H Ja € O-BUCOKAa 3a HAKOH
He)xeNaHHU peakuuu (D0ka Ha MACTOTO Ha HIDKEKTHPAHETO, HEpa3NoJIOKEHHE, TpenepeHe,
riaBoOoIHe, MHAITHA).

CrobmapaHe Ha NOOO3HPAHY HEXKENAHH PeaKIiH

CrollaBaHeTo Ha MOAO3HPAHM HEXKEaHH peakliMH CIeA paspelliaBaHe 3a yroTpeda Ha IeKapCTBEHUA
MPOIYKT € BaXkHO. TOBa MO3BONABA A2 NPONB/DKH HAOMIOAEHHETO HA CHOTHOLEHHUETO TI0JI38/PUCK 32
NEKapCTBEHH NPoAyKT. OT MEIMUHHCKHTE CNELMATUCTH CE M3HCKBA Aa ChOOIaBaT BCAKa
MOJO3WPaHA HEXKellaHa peakLHA Ypes:

HM3nbiaHUTENHA areHLUa o JIeKapcTBaTa

yi. ,.JJamau ['pyes” Ne 8

1303 Codusa

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

4.9 Ilpenosnpane

Crnyuyau Ha TIPHIOXKEHHE HA MOBEUE OT NPENopbUMTENHaTa 103a (peA03HpaHe) ca CLOOLaBaHH ¢
Baxcurpurn. Korato HeXxenaHWTe peaklyu ca cho0luaBaHl, HHPOpMaUKMATa € OWia B ChOTBETCTBHE C
M3BeCTHHA Npodun Ha HezonacHOCT Ha BakcUrpHIl, onucaHa B Touka 4.8.

5. ®APMAKOJOIHYHU CBOUCTBA

5.1 dapmaxkoaHHAMHYHH CBOHCTBA

dapmakorepanesTiyHa rpyna: BakcuHa cpeuty rpun, ATC koa: JO7BB02.

MexaHHU3BpM Ha AeHCTBHE

Bakcurpun npenoctaBd akTUBHA HMYHH3ALKS CPELIY TPH LaMa Ha FPHITHHUA BUPYC (IBa A MOATHNA H
eIHH B THII), KOUTO C€ CBABPXKAT BBEB BAKCHUHATA.

BakcurpHn HHIYLMpa XyMOPaAJIHH aHTHTENa Cpelly XEMArTyTHHHHH B PAMKHTE Ha 2 10 3 CEAMMLIH.
Tesu anTUTENA HEYTPAIM3UPAT IPHITHUTE BUPYCH.

[Ipu kppMaueTa Ha BB3pacT Noa 6 Mecela, pOASHH OT XKEHHU, BaKCUHUPaHH ¢ Bakcurpun no BpeMe Ha
OpeMEHHOCT, 3aIHTaTa C€ Ib/DKH Ha TPaHCILTALEHTApHO NIPEMUHABAHE HA TE€3HW HEYTpaJH3HpallH
aHTHTEA.

Cneur¢uUyHHTE HHBA HA TUTBP HA AHTHUTENATa, MHXHOHpaH xemarmyTuHaimaTa (HAI) crien
BaKCHHALIHA ¢ HHAKTHBUPaHHU BAKCHHH CpEINy IPHISH BUPYC, HE Ce CBEBP3Ba C NpeAna3BaHe o
3abonaBaHe OT rpun, HO TUTpUTe Ha HAI aHTUTEna ce W3IoA3BAT KaTo MApKa 3a aKTUBHO
BaKCHMHaTa. [IpH HAKOM Npoy4YBaHHs 3a UMYHHUTETA TPH Xopa, THTpUTE Ha HAI antuten
CBBP3BAT C npeana3paHe oT 3adonasaHe ot rpun npu 10 S0% ot nuuara.




TBi KaTO BUPYCHTE HA rpUIa HEMPEKbCHATO €BOIIOUPAT, BUPYCHHUTE LIIAMOBE, H30paHH BbB
BaKCHHaTa, ce npepasriaexaat exeroaHo ot C30.

[IpenopbuBa ce rojMiliHa BAKCHHALMS CPELLy IPHUIT NPEJIBHI ITPOJAB/DKHTE/IHOCTTAa HA HMYHHTETA,
OCUI'YPEH OT BaKCHHATa U ThH KaTO LIMPKYJIMPALLHTE IAMOBE HA I'PUITHUA BHPYC C€ MPOMEHAT OT
roguHa Ha roJiMHa.

EdukacHocT

WMma nannu 3a epukacHocT Ha Bakcurpui ripu OpeMEeHHH XKEeHH H MPH KbpMaveTa Ha Bb3pacT Mo/

6 mecella, poJA€HU OT BAKCHHUPaHU OpeMEHHH JKEHH (IacHBHA 3alluTa).

Hsama npoBenenu npoyusBanus 3a epukacHocT ¢ Bakcurpun npu jeua v ooy ot 9 no 17 roaunu,
MpH BH3PACcTHH M JIMLIA B CTapyeCKa Bb3pacT.

[Ipu nena Ha BB3pacT OT 6 00 35 Meceua ¥ o1 3 10 8 roJAMHH (aKTUBHA UMYHHM3ALHA) €PUKACHOCTTA Ha
Bakcurpun ce 6a3upa Ha ekcTpanosauus Ha epukacHocTTa Ha Bakcurpumn Terpa.

- Kvpmauema na ev3pacm noo 6 meceya, pooenu om 6aKCUHUpanu Opemennu dcenu (nacusHa
3augumay

KbpmaueTa Ha Bb3pacT noj 6 mecelia ca ¢ BUCOK PUCK OT 3a00J/1siBaHe OT I'pHIl, BOJEIIO /10 BUCOKA
CTEINEH HAa XOCIUTAIU3alMA; BHIIPEKH TOBA NMPOTHBOIPHUITHHTE BAKCHHHU HE Ca MOKa3aHH 3a aKTHBHA
MMYHH3allHA HA Ta3H Bb3pacToBa Ipyra.

EdukacHocTTa NpH KbpMadeTa Ha KeHH, NMoTy4uuid eaHa no3a (0,5 ml Bakcurpun no Bpeme Ha BTOpus
WJIH TPETHUS TPUMECTHP HAa OpeMEeHHOCTTa € OMJla JI0Ka3aHa B KJIMHHYHH U3ITUTBaHE.

EdukacHocTra Ha Bakcurpun npu KkbpMayera clie/l BAKCHHALMA Ha OpEMEHHH J)KEHH B ITbPBHS
TPUMECTHP He € OUJ1a u3cneIBaHa 110 BpeMe Ha Te3d u3nuTBaHusa. HeoOXxoaumara BakCHHALUA TTPOTHB
FPHII 10 BpEMe Ha IMbPBUs TPUMECTHP He TpsAOBa 11a ce o1iiara (BxK. To4Ka 4.6).

B pananomu3upaHu, KOHTPOJIUPAHU KIMHUYHM NIpoy4uBaHMs oT (pa3a 1V, nposenenu B Manu, Henan u
lOxna Adpuka, npudbnuzurenHo S 000 OpeMeHHH KeHU ca noayduIv Bakcurpur v npubIM3HTETHO
5 000 OpeMeHHH JKEHH Ca MOJYUYHIIH IJ1aled0 WM KOHTPOJIHA BAKCHUHA (YETUPHBAJICHTHA
MEHHHIOKOKOBA KOHIOI'MpaHa BAKCHHA) M0 BPEME Ha BTOPHS WJIH TPETHS TPUMECTBHP OT
OpemeHHoOCTTa. E(pMKacHOCTTA HA BAaKCHHATA CIIPAMO JIa0OpaTOPHO MOTBBP/ICHO 3a00/BaHE OT IPHII
npu OpeMEeHHH KE€HH € OLIEHeHO KaTo BTOPHYHA KpalHa TOYKa BbB BCHYKHTE TPH NMPOYUBaHMS.

[IpoyuBanusTa, nposeaenu B Manu u FOxxHa Adpuka, nemoHcTpupar epukacHocTTa Ha Bakcurpun
3a Mperna3BaHe OT I'puIl Py OpeMEHHH JKEHH CJie/] BAKCHHALIHUA 110 BpEME Ha T€3H TPUMECTPH OT
OpemeHHocTTa (BK. Tabsuua 3). B npoyusane, nposeaeHo B Henan, epukacHocTra Ha Bakcurpun 3a
MPEBEHLIUATA HA I'PUIT ITIPH OpEeMEHHH )KEHH CJIe/] BAKCHHALMS 10 BpeMe Ha T€3H TPUMECTPH Ha
OpeMeHHOCTTa He € Ouila 1eMOHCTPHUpaHa.

Taoauna 3: YecTora HA rPHNHH ATAKH H ePHKACHOCT HA Bakcurpun cpeuy J1adbopaTtopHo
NOTBbP/A€HO 3a00/I1BaHe OT I'PHN NPH OPeMEeHHH KeHH

YecToTa HA rPHITHH ATAKH EduxkacHocT Ha
(Hsikoii THn rpun A uiau rpun B) Bakcurpun
% (n/N % (95% Cl1)
TpuBanenTHa Bakciua cpemy | Konrposaa*
rpun (TIV)
MaJiu 0.5(11/2 108) 1.9 (40/2 085) 70,3 (42,2 no 85,8)
TpusanenTHa BakcuHa cpemy | Ilnaueoo
rpun (TIV)
H)xuna Adpuka 1,8 (19/1 062) 3,6 (38/1 054) 50,4 (14,5 no 71,2)

* MEeHHMHIOKOKOBA BaKCHHA

N: bpoit OpeMeHHH KeHH, BK/IIOUYCHH B aHaIM3a

n: Opoit yHaCTHHIM ¢ J1adopaToOpHO MOTBBP/ICHO IPHITHO 3a00.19BaHe
Cl: 10BEpHTEIICH HHTECPBAI
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B cbuiMTe paH10MU3MpaHu, KOHTPOJIMPAHHW KIIMHUYHH NMpoy4BaHus ot (asa 1V, nposenenu B Maiu,
Henan u Oxna Adpuka, 4 530 ot 4 898 (92%) ot kbpmaueTaTa, poJIecHH OT OPEMEHHU KEHHU, KOUTO
ca nony4yusiv Bakcurpun u 4 532 ot 4 868 (93%) kbpMaueTa, pojieHH OT OpeMEHHH KEHH, KOHTO ca
[MOJIYYHJIHM TJ1ae00 UM KOHTPOJIHA BAKCUHA (YETUPUBAJIEHTHA MEHHMHIOKOKOBAa KOHIOTHpaHa
BakCHHa) (BK. TaO/HIA 4) 110 BpeMe Ha BTOPHS WJIK TPETHS TPUMECTHP Ha OpeMeHHOCTTa, ca Ouiu
MPOCHeAeHH 10 MPUOIU3UTETHO 6-MeceyHa Bb3pactT.

[IpoyuBaHusaTa NoTBLpAAABAT €(hpUKaCHOCTTA HA Bakcurpuil 3a npe/inassaHe OT rpUIl NPH KbpMayeTa
OT pa)kAaHEeTO 10 NMPUOIU3UTENHO 6-MeceuHa Bb3pacT CJie/] BAKCHHUPAHE Ha YKEHH I1pe3 Te3H
TpUMeCTpH Ha OpeMeHHOCTTa. JKeHH 1pe3 MbpBHSA TPUMECTBP OT OPEMEHHOCTTA HE Ca BKJIKOYEHH B
Te3u npoyyBanus. CnenoBaTenHo e(pUKACHOCTTa Ha BakcuUrpun npu kbpMayeTa, poJIeHH OT MaiKH,
BaKCHHHUPAHHU I10 BpeMe Ha IMbPBUS TPUMECTBP, HE MOXKe J1a Ob/Ie OLIEHEHA.

Tab6auna 4: YecTora HA rPHNHH AaTAKH H epHKacHOCT HA Bakcurpun cpemy J1adopaTopHo
NOTBBLP/IeHO 3a00.1IBaHE OT I'PHII IPH KbpMayeTa ¢JieJl BAKCHHHPaHe HA OpeMeHHH KeHH

YecToTa HA rPHIIHH ATAKH EdukacHocT Ha
(Hsaakoi THN rpun A wiaM rpun B) Bakcurpun
% (n/N) % (95% CI)

TpusasieHTHa BakcHHa | Konrpona*

cpemy rpun (TIV)
MaJin 2.4 (45/1 866) 3,8 (71/1 869) 37,3 (7,6 no 57,8)

TpusanenTna Bakcuna | Ilnaunebo

cpemy rpun (TIV)

Henan 4,1 (74/1 820) 5,8 (105/1 826) 30,0 (5 no 48)
IOkHa Appuka 1,9 (19/1 026) 3,6 (37/1 023) 48,8 (11,6 no 70,4)

* MEHHHIOKOKOBa BaKCHHA

N: bpoit kppMmayeTa, BKJIIOYEHH B aHAIH3A

n: Opoi y4acTHHIM € 1adOPaTOPHO MOTBBPACHO IPUITHO 3a001BaAHE
CI: 10BEpHUTEIICH HHTEPBAII

JlanHuTe 3a e)MKACHOCTTA NMOKA3BaT HaMaJliBalla 3aliuTa Ha KbpMa4deTarta, pO/IeHH OT BaKCHHUPaHH
MauKH, CJIe/1 paKJ1aHEeTO.

B uznutBane, nposeaeHo B KOxxHa AdpHka, epukacHOCTTAa HA BAKCMHATA € HalW-BHCOKA MpH
KbpMayeTa Ha Bb3pacT 8 ceaMuLM Mk no-maiku (85,8% [95% C1, 38,3 no 98,4]) u nHamanssa c
T€UEeHHE Ha BpeMeTo; e(puKkacHOCTTa Ha BakcuHara e 25,5% (95% Cl, -67,9 1o 67,8) 3a

kbpmaueta >8 no 16 ceamuum u 30.4% (95% CI, -154,9 no 82,6) 3a kppmayeTa Ha Bb3pact >16 10
24 ceIMHUILLH.

B w3nutBaHe, npoBeaeHo B Masiy, ©Ma TEH/IEHLUSA 3a MO-BUCOKaA e(pUKAacCHOCT Ha Bakcurpun npu
KbpMaueTa 1o BpeMe Ha MbpBUTE 4 Mecella Ciie/l pak/JAaHeTo, ¢ Mo-HUCKa e()UKACHOCT Tpe3 S-THS

mMecell Ha HaOJTi0JeHHe U U3sBEHO HaMaJlsiBaHe B PaAMKHTC Ha 6-THs MECCLL, KOIr'aTo 3auidraTta Be4c HE €
HaJIU4YHA.

[Ipeana3zBaneTo o1 3a00J/IsIBaHE OT IPHUIT MOXKE J1a € OYaKBa caMo, akO KbpMaueTa(Ta) ca U3JI0KEHH Ha
[IAMOBETE, BKJIFOUEHU BbB BaAKCHHATA, NMOCTABEHAa HA MalKara.

- Jleya na evzpacm om 6 0o 35 meceya (AKmuEHAa UMYHUAYUS).
EnHo paHoMu3HpaHoO 11aledo KOHTPOJIMPAHO NPOyYBaHEe € MpoBeJeHOo B 4 peruoHa (Adpuka, A3us,
JlatuHcka AMepuka U EBpornia) no speme Ha 4 rpUItHH ce30Ha, 1pu noeeye ot 5 400 aeua Ha Bb3pacT

oT 6 710 35 Mecena, KOUTO ca nojay4nau ase 034 (0,5 ml) BakcurpunTerpa (N=2 722), wiu nianedo
(N=2 717) B pa3ctosHue Ha 28 /HH, 3a J1a ce OLeHH epukacHocTTa Ha BakcurpunTerpa 3a pepesttss
Ha JJaDOpaTOPHO MOTBBLPACHO MPUITHO 3a00sABaHE, MPUUUHEHO OT HAKOH OT LIAMOBETE 4 Ji2 ﬁq:?

MPUUYUHEHH OT LIIAMOBE, MOJO0OHHU HA BAKCHHAJIHUTE (KAKTO ca ONpeAe/ICHH upe3 cen: v,
JlabopaTopHO NOTBBP/AEHO IPUITHO 3a00JIIBAHE € OIPEe/Ie/IEHO KaTO IPUITONOA00HO g

H
|nosiea Ha Temnepatypa = 38°C (KOATO Npoab/KaBa Hau-Maako 24 yaca) 3ae/iHo ¢ Y\ohle\e
rf} \ -
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CIICAHHUTE CUMITTOMH: KallTMLIA, 3alTylHeH HOC, PHHOpes, (JapHHTHT, OTUT, NMOBPHLIAHE WIH JHApHI ),
HOTBBPACHH JIabopaTopHO upe3 06paTHO-TPaHCKPHITA3HA BepIKHa IoIMMepa3Ha peakuus (RT-
PCR), W/HIH OT BUPYCHH KyJITYPHU.

Tab6auna 5: YecTtoTa HA rpANEH aTak® H epuxacHocT Ha Bakcurpun Terpa cpemy
Ja0opaTOpHO NOTBBPAEHO 326019BaHe OT IPHN NIPH JeNa HA Bb3pacT oT 6 20 35 Mecena

BakcurpunTerpa Ilnauebo EdukacHocT
(N=2 584) _(N=2 391)
n |YecroraHa| n |Yecroraual| % (2-crpanno 95% CI)
I'pHNHA IpPHOHA
aTaxka (%) araka (%)

JiabopaTopHo NOTBLPAECHO FPHITHO
3af0naBaHe, MPHYHHEHO OT:

- Hakoii oT rpunauTe THOOBE A HAN B 122 4,72 255 9.84 52,03 (40,24; 61,66)

- Bupycen mam, nogobeH Ha 26 1,01 83 3,28 69,33 (51,93; 81,03)

CbALPAKAUHTE €€ BLB BAKCHHATA

N: bpo#i Ha ananu3upanure Acua (odu1 Opoit)
n: 6poll Ha Yy4aCTHHIMTE ChC CHOTBETHHA EIEMEHT
CI (Confidence Interval): noseputeneH HRTEpBal

B nonbiiHeHHE, NPEABAPUTENIHO 3a4a€H KOMIUIEMEHTAPEH aHalu3 MoKa3pa, ue BakcurpunTetpa
npeaotBpariaBa 56,6% (95% CI: 37,0; 70,5) Ha TexkuTe 1abopaTOpPHO NOTBBPACHU MPUITHH
3a001BaHUA, TRDKALIM ce Ha HAIKOH oT aMoBeTe U 71,7% (95% Cl: 43,7; 86,9) oT TexKHUTE
naGopaTopHO NOTBLPAEHHU 3a60NABaHKA, Ab/DKALIM C€ HA MOAOOHHM Ha BaKCHHAIHMTE 11aMoBe. OCBEH
TOBA, YY4aCTHHLMTE, noayuyrnu BakcurpunTerpa, ctpanar 59,2% (95% ClI: 44,4, 70,4) no-manko ot
rpunonogotHo 3abosaBaHe, OTKOIKOTO YYACTHHLUTE, MOTYUHIH I1anedo.

Texkure naboparopHo noTebpAcHH 3ab0s1sBaHHUS ca onpeneneHH karto I'T13 norebpaeHu
naboparopHo upe3 RT-PCR w/unu BupycHa KyaTypa ¢ Hal-MajIKoO €IUH OT CIIEJHUTE ENIEMEHTH:

- Temmneparypa > 39,5°C 3a yyacTHHLM Ha BB3pacT < 24 Meceua wiM > 39,0°C 3a y4acTHHUM Ha
BBL3pAcT > 24 Meceua,

- W/ WIM Hall-MaJIKO €/1UH 3Ha4YUM FPHHOHO,HOGGH CUMITTOM, KOHTO [IpE€YH Ha HOpMajiHaTta
aKTHBHOCT (KB,I]IJIHIJ.H, 3allyIIBAaHC Ha HOCa, pHHOPCHA, (prHHl"HT, OTHT, INOBPBLIAHC, ,ElHElpH.ﬂ),

- W/WIH eOHO OT cneqHUTEe CHOUTHA: OCTHP OTHT Ha CPEIHOTO YXO0, OCTpa HHEKUMA Ha AOJIHUTE
NUXAaTeNHH MBTHLIA (THEBMOHMA, OpOHXUOAUT, OPOHXMT, KpyM), XOCTIUTATH3aLMsl.

- [eya na ev3pacm om 3 0o 8 coounu (axmusHa umMynuzayus).

Ha 6a3aTta Ha HabnrogaBaHMs HMYHEH OTrOBOp Ha BakcurpunTerpa rmpy Acuia Ha Bb3pacT oT 3 J10

8 rooMHH, ce o4akBa eUkacHOCTTa Ha BakcHUrpun B Ta3u nomynauus Aa Opae Hal-MalkoTO noaoOHa
Ha e(hMKacHOCTTa, HaOojapaHa NpM AeLa Ha BB3pacT oT 6 ao 35 Meceua (Biokre |, [eya na gev3pacm
om 6 00 35 meceya (axmusna umyrnuzayus) * no-rope v ,, UMyHOreHHOCT™ Mo-H0J1Y ).

EM! HOT'CHHOCT

KnuHHYHH MpoyYBaHHA, MPOBEACHH NPH BL3PACTHU HA Bb3pacT OT 18 no 60 roauHu, npu 1ULa B
cTap4decka Bb3pacT HaA 60 rogyHH Y npy Aclla Ha B3pacT OT 3 0 8§ roIMHM H Ha BB3pacT OT § 110
35 Mecena ca oUeHHIM MMyHHHS oTrosop Ha Bakcurpun (T1V) u BakcurpunTerpa (QIV) 3a HAI
cpelleH reOMeTpuUeH TUThP Ha aHTHTeNa (Geometric mean antibody titer, GMT) Ha nen 21 (3a
Bb3pacTHU) U Ha neH 28 (3a neua), HAI HHBO Ha cepokoHBepcHa (4-KpaTHO NTOBHLIABAHE B
peLUnPOYHNS TUTHP WIH OpOMAHA OT HeOTKpuBaeM [<10] no peuunpodeHr THTLY OoT 240) U HAI
GMTR HuBO (THTPH cien/npeay BaKCHHALUA ).

BB3pacT oT 9 xo 17 roawHu, onMcea KIMYHHHSA OTroeop Ha BakcurpunTerpa u Bakcurp /
GMT ua gen 21. Hpyro KJIMHHYHO Npoy4BaHe, IPOBCACHO NPH A€LAa Ha Bb3pacT OT 9 2
OMUCBAa CaMO UMYHHHSA OTroBop Ha BakcurpunTerpa.
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EIHO KJIMHHYHO Mpoy4YBaHe, MPOBEJAEHO IPH OPEMEHHH JKEHH, ONTUCBA HMYHHHS OTTOBOP KbM
BakcurpunTerpa u Bakcurpun 3a HAI GMT na [len 21, HAI HuBoTo Ha cepokoHBepcus u HAI
GMTR ciies1 eHa J103a, OCTaBEHA Mpe3 BTOPHS WK TPETHS TPUMECTHP Ha OpemeHHocTTa. B TOBA
Mpoy4BaHe, € OLEHEeHO TpaHcIuiaueHTapHoTo npemuHasaHe ype3 HAI GMT Ha maiunHaTa KpbB,
KPBBTa B ITbITHATA BPHB M CHOTHOLIEHHUETO MEX/1y KPbBTa B ITbIIHATA BPbB/MaluMHaTa KpbB MpH

paKJ1aHETo.

KaTo wsno, Bakcurpun uHIyMpa UMyHEH OTTOBOP cpelly 3-Te [aMa Ha IpHIl, ChAbpPKalllH Ce BbB
BaKCHHATA.

[Tpu meia ot 3 roAMiHA BB3PAcCT, MPH Bb3PACTHHU, BKIIIOUHUTEIIHO OPEMEHHH KEHH W TNIPH JIKLIA B
cTapyecka Bb3pacT, Bakcurpurl e ToJkoBa MMyHOTeHeH, KosIkoTto BakcurpunTerpa 3a obure

HIaMOBC.

[TepcHcTHpaHeTO Ha aHTUTEJIAaTa € OLIEHEHO IPY BB3PACTHH, JIMLA B CTap4yecKa Bb3pacT M Jiella Ha
Bb3pacT oT 6 10 35 mecena. [Ipoab/pKUTETHOCTTA HA MOCTBAKCHHATHUA HHAYLIHPAH HMYHHTET
NMpoab/KaBa Hal-masko 12 Mecena.

-Bw3pacmnu u auya 6 cmapuecka év3pacm
B eqHO KIMHHYHO NMPOYYBaHE HMYHHHMAT OTTOBOP € OMMCaH IpH Bb3pacTHH OT 18 10 60 roauuu U
JIMIIA B CTapyecka Bb3pacT Haja 60 roaMHu, KOMTO ca noty4driu eaHa 1o3a ot 0,5 ml Bakcurpun i

BakcurpurTerpa.

Pesynrarure 3a uMyHoreHHocT 1o metoaa HAI npu Bw3pactau ot 18 10 60 roauuu U nuua B
crap4yecka Bb3pacT Haz 60 roauHu ca rpeactaBeHy cbOoTBETHO B Tabnuua 6.

Ta6anua 6: PesyaraTure 3a HMYHOIreHHOCTTA NPH Bb3PACTHH HA Bb3pacT o1 18 10 60 roannu
NANHEHTH B cTapyecka Bb3pacTt Haa 60 roamnn, 21 aan cjie] BakcHHANNA ¢ Bakcurpun win
BakcurpunTerpa

Bb3pacTHH JInua B ctapyecka Bb3pacT Hajl
ot 18 no 60-roaumHa Bb3pacrt 60 roanuu
AnrtepHaTuBHa | Pasperwiena QIV AntepHaTuBHa | Paspeluena Q1v
TIV®@ 3a TIV® 3a
(B Victoria) ynorpeoda N=832 (B Victoria) ynorpeda N=831
N=140 TIV ©® N=138 TIV ®
(B (B
AHTHIeH HA Yamagata) Yamagata)
GMT
(95% CI1)
f:m(-:leNl) 685 608 268 219
(587; 800) (563:657) (228:314) (199:
241)
A (H3N2) ™ 629 498 410 359
(543;728) (459; 541) (352;476) (329;
391)
B (Victoria) 133 - 708 301 - 287
(615:879) (661; 760) (244, 372) (265;
311)
B - 1735 1715 - 697
Wiadns oty (1490; (1607; (593: 820)
(Yamagata) 2019) 1830) Y&
SC % () -§'
(95% CI) .
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A (HINT) &X®) 65,1 64,1 50,2 45,6
(59,2, 70,7) (60,7: 67.4) (44,1; 56,2) (42,1;

49.0)

A (H3N2)® 73,4 66,2 48,5 47,5
(67,8; 78,5) (62,9; 69.4) (42,5; 54,6) (44,1;

51,0)

B (Victoria) 70,0 - 70,9 43.5 - 45.2
(61,7, 77,4) (67,7; 74,0} (35,1: 52,2) (41.8;

48.7)

B - 60,9 63,7 (60,3; . 38,7 42.7
(Yamagata) (52,2;69,1) 67,0) (30,5:47.4) (39.3;
46.2)

GMTR W
(95% CI)

A (HIN1)®X0 10,3 9,77 6,03 4,94
(8,35;12,7) (8,69; 11,0) (4,93; 7.37) (4,46;

3,47)

A (H3N2) ® 14,9 10,3 3,79 3,60
(12,1; 18,4) (9,15;11,5) (4,74; 7,06) (5,02;

6,24)

B (Victoria) 11,4 - 11,6 4,60 - 4,61
(8,66; 15,0) (10.4; 12,9) (3,50; 6,05) (4,18;

5,09)

B - 6,08 7,35 . 4,11 4,11
(Yamagata) (4,79; 7,72) | (6,66;8,12) (3,19; 5,30) (3,73;
4,52)

N: 6pofi JIdUa ¢ HATHYHH NaHHH 33 pasriexaaHara KpahiHa To4Kka

GMT: Cpened reomeTpiicH THTEP; Cl: NOBEPHTENCH HHTEPBAN
(a) Asrrepuarusna TIV craepsxama A/Califomia/7/2009 (HINI), A/Texas/50/2012 (H3N2), u B/Brisbane/60/2008 (Victonia itneage)
(6) 2014-2015 paspewena 3a ynorpeda TIV ceappikama A/Califormia/7/2009 (HIN1), A/Texas/50/2012 (H3N2), u B/Massachusetts/2/2012
(Yamagata lineage)
(8) CHopHa TIV rpyna sKk0MBa YYaCTHHLH BakCHHUpaHH ¢ anrepHaTHaHa TIV win paspeiwena 3a ynotpeba TIV, N=278 3a ppapacTuu 1 N=2735
NpH 1A B CTAPYECKA BB3PacT
(r) N=833 3a QIV rpyna npn ss3pacriy; N=832 3a QIV rpyna npH axl@a B cTapuecka BPL3pacT
(n) SC: CepokoHBepCHS WIH CHIHHUKAHTHO NIOBHINEHHUE, 32 JIMIIA C NpeBakCHHanHoHeH THTBP <10 (1/dil), 0An Ha nmuua ¢ npepakCHHALMOHEH
thHrep >40 (1/dil) ¥ 3a 1uua ¢ npepakcHRauporeHd ™Tep >10 (1/dil), aan #a nMUA ¢ = YSTUPHKPATHO MOBHIOEHHE OT MpeBaKCHHAIHOHEH A0
NOCTBAKCHHALIKOHEH THTHP
() GMTR: CpemHo reoMeTpHYHO Ha ChbOTHOUIEHHATA Ha HHIMBHAY & THHTE TUTPH (THTPH Cel/NIpe K BAKCHHAUNA)

- Bpemennu dicenu u mpancniayeHmaprHo npeMunasane
B enHo KNIMHUYHO TIpoyuBaHe 0010 116 SpeMeHHH »keHH ca nonyuwin Bakcurpun u 230 OpemeHHH
KeHH ca noayuynnu BakcurpunTerpa npes BTOpHA U TPETHS TPUMECTBP Ha OpemeHHocTTa (0T 20 10
32 cenMuLa 0T OpeMEHHOCTTA).

Pesynratute 3a umyHorenHocT 4pe3 HAI Meton npn 6pemeHHHd »xkeHHM 21 IHM ClieX BaKCHHHpPaHe ¢
Bakxcurpun unu BakcurpunTerpa ca npeactaseHu B Tabnuia 7.

Ta6anna 7: PesyaraTure 3a amyHorenHoct upe3 HAI meroa npu Opemennn kenn 21 aau caen
pakcnaupane ¢ Bakenrpan nas BakcurpunTerpa

TIV QIV
(B Victoria)
AHTHIreH Ha WaMm N=109 N=216
GMT (95% CI)
A (HIND)* 638 (529; 769)
A (H3N2)* 369 (283; 483)
B1 (Victoria)* 697 (569; 855)
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AHTHI€H HA 1AM

TIV
(B Victoria)
N=109

QIV

N=216

993 (870; 1134)

B2 (Yamagata)* i

>4-kpaTHO yBeJu4enue n (%) @
A (HIN1)* 413 (31,9;51,1) 38.0 (31.5: 44.8)
A (H3N2)* 62.4 (52,6: 71,5) 59.3 (52.4: 65.9)

B1 (Victoria)*

60,6 (50,7; 69,8)

61,1 (54,3;67,7)

59,7 (52,9; 66,3)

B2 (Yamagata)* i

GMTR (95% CI) @
A (HIN1)* 5,26 (3,66; 7,55) 3,81 (3,11;4,66)
A (H3N2)* 9.23 (6,56; 13,0) 8,63 (6,85; 10,9)

B1 (Victoria)*

9,62 (6,89; 13,4)

8,48 (6.81: 10,6)

B2 (Yamagata)*™

6,26 (5,12; 7,65)

N: Opoii 1H11a ¢ HAUTHYHH JIAaHHK 3@ pasrieik/jaHara KpaiHa Touka
GMT: Cpenen reomerpuueH THTHp; Cl: I0BEpHTEICH HHTEPBAI
*A/HINI: A/Michigan/45/2015 (HIN1) pdm09-noaoben supyc; A/H3N2: A/Hong Kong/4801/2014 (H3N2)-

noao0eH BHPYC;

B1: B/Brisbane/60/2008-noa06en upyc (B/Victoria lineage): mo3zu wam e exnioven 6 cocmaesa na 11V,

B2: B/Phuket/3073/2013- nonoben pupyve (B/Yamagata lineage): mosu wam xe e eéxuoven 6 cocmasa va 11V

(a) SC: CepoKOHBEpPCHA MIH CHIHH(HUKAHTHO MOBHIICHHE: 3a JIHLA C NMpeBaKCHHAIMOHEH THTHP <10 (1/dil), 1 Ha
JMIA ¢ npesakcHHaimoneH Turep 240 (1/dil) u 3a nuua ¢ npesakcHHaunoned Tarep =10 (1/dil), s va nuua
> YeTHPHKPATHO MOBHINCHHE OT MPEBAKCHHALIHOHEH /10 NMOCTBAKCHHAITHOHCH THTHP
(6) GMTR: CpeaHo reoMeTpruyHO HA CHOTHOMEHHUATA HA HHANBHIY ATHUTE THTPH (THTPH CNIEVTIPE/IH BAKCHHALIINA )

OnuMcaresiHaTa OLleHKa Ha UMYHOreHHoCT 4ype3 HAI MeToa, npu paxkaaHeTo, B KpbBHa 1poda Ha
maiikara (BLO3M), B kpbBHa npoda ot nbiHa BpbB (BLO3B) u Ha TpancriaueHTapHOTO
npemuHaBane (BLO3B/BL03M) ca npeacrasenu B Tadiuua 8.

Taoauna 8: Onucaresina oneHka Ha nMyHoredsoct upe3 HAI meroa na Bakcurpun niam

BakcurpunTerpa npu paxaane

AHTHI€H HA 1AM

TIV
(B Victoria)
N=89

Qv

N=178

BLO3M (KpbBHa npoba Ha malikaTa)

GMT (95% CI)

A (HIN1)*

411 (332;507)

304 (265; 349)

A (H3N2)*

186 (137; 250)

178 (146: 218)

B1 (Victoria)*

371 (299; 461)

290 (247; 341)

B2 (Yamagata)* - 547 (463; 646)
BLO3B (KpbBHa npoda oT mbnHa BPbB)
GMT (95% CI1)
A (HIN1)* 751 (605; 932) 576 (492; 675)
A (H3N2)* 324 (232;452) 305 (246; 379)

B1 (Victoria)*

608 (479, 772)

444 (372, 530)

921 (772; 1099)/7 W

B2 (Yamagata)* i %)
TpaucniauentapHo npemunaBane: BLO3B/BL03 /
GMT (95% CI) = [ L
T | A7
A (HIN1)* 1,83 (1,64;2.04) 1,89 (1,72: 2\08%
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TIV QIvV
(B Victoria)
AHTHIeH HA 1AM N=89 N=178
A (H3N2)* 1,75 (1,55; 1,97) 1,71 (1,56; 1,87)
B1 (Victoria)* 1,64 (1,46; 1,85) 1,53 (1,37; 1,71)
B2 (Yamagata)* : 1,69 (1,54; 1,85)

N: Gpoii MIa ¢ HATHYHK JIAHHH 33 pa3riiesklaHara KpaiHa Touka: seHH, Kouto ca noayunid QIV wimm TIV, npeaocrasenu noxe
2 Ce/IMMIIM CIIE/I MEDKEKITHA M C HATHYHA npo0a o1 KPLB OT ITBITHA BPLB M 11po0a OT KPhB HA MaHKarta 1o BpEME Ha pax/1aHe.
GMT: Cpenen reomerpuueH THTEP; Cl: 1oBEpHTEIEH HHTEPBAI

*A/HINI1: AMichigan/45/2015 (HIN1) pdm09-noaoben supyc; A/H3N2: A/Hong Kong/4801/2014 (H3N2)- nopoben Bupyc,
B1: B/Brisbane/60/2008-like virus (B/Victoria lineage): T034 mam e BKIKOYEH B cheTasa Ha TIV,

B2: B/Phuket/3073/2013- noo6en Bupyc (B/Yamagata lineage): 1031 mam He ¢ BKIo4YeH B cherasa Ha TV,

** AkO Mmaiikata uMa X KbpMadera, HeHHHTE CTOHHOCTH HA THTPH C€ M34YHC/BaT X ITHTH

[Ipu paxkaaHeTo, MO-BUCOKMTE HUBA HA aHTUTEJIAaTa B Ipoda OT MbIIHATA BPBB B CPABHEHHE C
MaiyuHaTa npoda ca B CbOTBETCTBUE C TPAHCIUIALIEHTAPHO NPpEMHHABaHE Ha aHTHTE/1a OT MaHKara
KbM HOBOPOJIEHOTO CJIe/l BAKCHHHpaHe Ha keHuTe ¢ Bakcurpun win BakcurpumnTerpa npes BTopus
WIH TPETUSA TPUMECTHP Ha OPEeMEHHOCTTA.

Te3u 1aHHM CHOTBETCTBAT HA MACHBHATA 3allMTa JAEMOHCTPUPAHA MPU KbpMayeTa OT paKIaHETO 10
npubJIM3UTENHO 6 Mecela cile/l BAKCHHALMSA Ha OpEMEHHH JKEeHH T1pe3 BTOPHUS WIH TPETHS TPUMECTHP
Ha OpeMeHHOCTTa ¢ Bakcurpun B npoyuBaHus, nposeaeHd B Manu, Henan u KOxHa Adpuka (BrxTe
pazaen ,,E¢pukacHocT™).

- [leouampuyna nonynayus
e Jleua Ha BB3pacT o1 9 10 17 roaunu

[Tpu 06mo 55 aeua Ha BB3pacT o1 9 10 17 roAMHHU, KOMTO ca MOIYYHIIH €/IHa /103a Bakcurpun u

429 neua, KOMTO ca NMOJYYH/IM e€/1Ha 103a oT BakcurpunTerpa, UMyHHHUAT OTTOBOpP Cpelly LaMOBETeE,
KOMTO C€ ChJIbpKaT BbB BaKCHHATa, Oewe nogo0eH Ha UMYHHHUS OTrOBOpP, HH/IYLIMPaH MpH Bb3PacTHH
Ha Bb3pacT o1 18 10 60 roauHm.

e Jleua Ha BB3pacT OT 3 10 8 rOJIHHH
B en1HO KIMHUYHO MPOyYBaHE HMYHHMSAT OTTOBOP € OMHUCAH IMPH Jelia Ha Bb3pacT OT 3 10 8 rOAHHH,
KOMTO ca NMoJy4u/id eaHa uim ase 1034 ot 0,5 ml Bakcurpun win BakcurpunTerpa, B 3aBUCHMOCT OT
NpeaMIHaTa UM UCTOPHUS Ha BAKCHHUPAHE CpelLLy I'PHII.
Jlena, KOMTO ca MOJYYHJIM CXeMa C €1Ha WK aBe 103U Bakcurpun wiu BakcurpunTerpa, nokassar

Moa00eH HMYHCH OTTroBOp CJjiea nocjieaHara 103a OT CbOTBETHATA CXCMa.

Pesynrarure 3a uMyHoreHHocT no merojaa HAI 28 num cnen nosmy4vasaHe Ha rnocjieiHaTa HHKEKI U
ca npeacraBeHy B Tabauua 9.

e Jleua Ha BB3pacT ot 6 10 35 mecela

B e1HO KJIHHHYHO W3MKUTBAHE UMYHHHUSAT OTTOBOP € OINMUCaH IpH /Jiella Ha Bb3pacT OT 6 1o 35 mecena.
KOMTO ca noayuu/u ase 103 oT 0.5 ml Bakcurpun uinu BakcurpunTerpa.

Pesynrature 3a uMmyHoreHHocT o meroja HAI, 28 j1uu cinen nosyyaBaHe Ha rocjieiHaTa HHKEKLUS,
ca npeacraseHd B Tabiuua 9.
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Tabauuna 9: PesyaraTn 3a HMYHOIeHHOCT NPH Aeua ot 6 10 35-meceuna Bb3pacT H jaena ot 3 1o
8-roaMumHA Bb3paCT, 28 JHH cie] nocjieAHATA HHKeKUHA HAa Bakcurpun uian BakcurpunTerpa

Mena ot 6 10 35-mMeceuHa BbL3pacr I Jlena ot 3 10 8-roaumua BL3pacT

AHTHreH HA | AnTepHaTuBHa | Paspemena QIV | AntepnatuBna | Paspemena | QIV
am TIV @ 3a ynorpeoa TIV® 3a ynorpeoa
(B Victoria) TIV(®® | N=341 | (B Victoria) TIV © N=863
N=172 (B N=176 (B
Yamagata) Yamagata)
N=178 =168
GMT (95% CI)
1141 (1006; 1295) 971 (896;
A (HIN1)® - 641
( ) 637 (500; 812) 62%?;’4’ (547; 1052)
752
1746 (1551; 1964) 1568
3IN2 (r) . : 1071 e
(N 021(824; | 994GB0T, | g (1451
1241) 1695)
. ' 623 1120 (921; - 1050 (956;
B (Victoria
- (Vi ) 835 (691; 1008) 2 (550; | 1361) 1154)
706)
1010 | - 1211 (1003; 1173
B :
o ——— , 10??9(35& (885: 1462) (1078:
© () ) 1153) 1276)
SC % (95% CI) @
A (HIN1)® 87,2 (81,3; 90,4 (85,1; 90,3 | 65,7(60,4;70,7) 65,7 (62,4
91,8) 94,3 (86,7; 68,9)
93,2)
A (H3N2)® 88.4 (82,6; 87,6 (81,9; | 90,3 | 67,7(62,5;72,6) 64,8 (61,5;
92,8) 92,1) (86,7; 68,0)
93.2)
o 99,4 (96,8; : 98,8 | 90,3 (85,0; - 84.8 (82,3;
B (Vict -: 05 -*
S r—— 100.0) 97.0: | 94.3) 87,2)
99,7)
B ’ 99.4 (96,9; 96,8 | - 89,9 (84,3; 88,5 (86,2;
(Yamagata) 100,0) (94,3; 94.,0) 90,6)
(e) (%) 98.4)
GMTR (95% CI) ™
A (HINT)® 35,3 (27.4; 40,6 (32,6; | 36,6 | 7.65(6,54:8.95) 6,86 (6,24;
45.5) 50,5) (30.8:; 7,53)
43,6)
A (H3N2)® 44,1 (33.1; 37,1(283; | 42,6 | 7.61(6,69:9,05) 7,49 (6,72
58.7) 48.6) (35,1; 8,35)
51,7)
S 114 (94,4; 138) - 100 | 17.8(14.5; - 17,1 (15,5;
B v t [ ]
m}( — (88,9; | 22.0) 18,8
14 F W5 o,
B - 111 (91.3; 93,9 |- 30,4 (23.8; // {27 AR 8. |
(Yamagata) 139) (79,); o Lo j
(&) (%) 111) N
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N= Opoilt 1M ¢ HANUYHH JAHHM 3a PadTNeK1aHaTa KpafiHa TO4YKa
GMT: Cpeneu reoMeTpHucH THTHD, Cl. noBepHTENCH HHTEPBAN
(a) AsrrepratieHa TIV ceappxkama A/California/7/2009 (HIN1), A/Texas/50/2012 (H3N2), u B/Brisbane/60/2008 (Victona Imeage)
(6) 2014-2015 paspemena 3a ynorpeba TIV chanpxama A/Califomia/7/2009 (HINI), A/Texas/50/2012 (H3N2), n B/Massachusetts/2/2012

(Yamagata lineage)

() mo3a ot 0,5 m! npu acua Ha 6-35-MeCeUHA BR3pacT

(r) 3a Aeua- na 3-8-rogumHa pr3pact cbopra TIV rpyna BKIOWBa yYaCTHHLH BAKCHHHpaHH ¢ anrepHaribHa TIV HayW paspemena 3a ynotpeba
TIV, N=344

(1) N=169 3a TIV (B Yamagata) rpyna rnpu jiena s#a 3-8-roMusa s3pact

(e) N=862 for QIV rpyna nipy Acua Ha 3-8-rOAMITHA BBIPACT

(3) 3a arrepraTusxa Bakcurpyn (B Victoria) rpyna: N=171 3a aeua Ha 6-35-Meceuna gp3pacr; ) N=175 3a aeua Ha 3-8 roaumHa Bs3pact

(3) SC: CepoxouBepcHs HIH CHTHH(HMKAHTHO NMOBHINEHHE: 33 JMLA ¢ NPEBaKCHHAIMONeH THTRp <10 (1/dil), nan Ha U2 ¢ NpeBakCHRALIMOHEH
marep >40 (1/dil) ¥ 3a nHua ¢ npesakcHHatMoneH THTEP =10 (1/dil), aan Ha ny@ ¢ = YETHPHKPATHO MOBHINEHHE OT MPEBAKCHHALIMOHEH A0
NOCTBAKCHHAIIHOHEH THTEHP

(1) GMTR: CpeiiHO reOMETPHYHO HA CHOTHOIICHHATE HA HHAMBHIYATHHTE THTPH (THIPH CIEL/TIPEIH BAKCHHAIIHA)

Te3u naHHM 32 UMYHOTEHHOCT IIPEAOCTAaBAT [MOAKpenama HHQOpMalia B JOMBJIHEHHE KbM HATHYHHTE
NaHHH 3a ePUKACHOCT MpH Aeua oT 6 10 35-MeceuHa BB3pacT (BWKTE paszen ,,EpuxkacHocT™).

5.2 @PapMaKOKHHEeTHYHH CBOHCTBA
Henpunoxxumo.
5.3 IlpeaxknaHHYNH JaHHH 32 fe3onacHoCT

JlaHHUTE NpH KHUBOTHH, NoyudeHH ¢ BakcurpunTerpa (60 pg ot obuioro konuyecteo HA/no3za),
MoraT Aa 6bpaaT excTpanonupaHy KeM Bakcurpun (45 pg ot o6woro konudectso HA/no3a): rezu
NAHHH HE MOKa3BaT HEOYAaKBaHH HAXOJKH U TOKCUYHOCT 32 TAPreTHH OpPraHH.

6. OPAPMANEBTHYHHA JAHHHU
6.1 CHnHchK HA NOMOIMHHUTE BelleCcTBA

bydepen pasTeop:

e Harpuer xnopun

Kanues xutopua

Hunatpuer docdar guxuapar
KanueB npuxuzporengocpar
Boja 3a HHXEKIIUH

0.2 HechLBMECTHMOCTH

[IpH nunca Ha Npoy4BaHUA 32 HECHBMECTHMOCTH, TO3H JIEKAPCTBEH MPOXYKT He TpsOBa da ce cMecBa ¢
OpPYTY NeKapCTBEHH MIPOIYKTH.

6.3 Cpok Ha roanoct
1 roauna.
6.4 CrhnennaJuu yCJIOBHH Ha ChXpaHeHHe

Ha ce cexpaHasa B xnaaunHuk (2°C — 8°C). [a He ce 3ampa3zsasa. CexpaHiaBaHTe CIPUHLIOBKATA B
KApTOHEHATA ONMaKoBKa, 3a Ja Ce NpEAna3y OT CBETJIHHA.

Bakcurpun octasa crabuien 3a 72 yaca no 25°C £2°C. Tosa He e IpenopbYHTEITHO YCIOBHE 32

BPEMCHHO TEMIICPATYPHO OTKJIOHCHHC.
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6.5 Buau cbhbabpkaHHe HA ONAKOBKATA

0.5 ml cycrieH3us B npeaBapUTEIHO HAITbJIHEHA CIIPUHLIOBKA (CTBHKJIO THII ) ¢ pUKperneHa HrJia,
cHabzieHa ¢ riasa Ha OyTanorto (enactomepeH OpomMoOyTHi) — onakoska no 1 wau 10.

0,5 ml cycrieH3us B MpeABapUTETHO HANTbJIHEHA CIIPHUHLIOBKA (CTHKIIO THII 1), cHabaena ¢ riiaBa Ha
OyTanioTo (enactomepeH OpOoMOOYTHIT) H Karnayuka ¢ TBbP/J HAKOHEYHHK.
- OnakoBka ot | uwiu 10 npeasapuTeTHO HaMbJIHeHA(H) cripMHLIOBKa(K) 0e3 urna(m).
- OnakoBka ot | wim 10 npeaBapuTeIHO HamrbIHEHa(H) CIIpUHLIOBKA(H) ¢ oTAeaHa(HM) uria(u) (ot
HEpBK/1aemMa CTOMaHa)
- OnmakoBka ot | wiun 10 npeaBapuTenHO HaMbJIHEHA(M) CIIPUHLIOBKA(HM) ¢ oTaenHa(u) urna(u) (ot
HepBKJlaeMa CTOMaHa) ¢ nmpeamnasure (nojmkapooHar)

He BcHukH BHI0BE ONAKOBKM MOrar Jia ObaT ITyCHATH Ha nasapa.
6.6 Cnenuaanm npeanasHi MepKH NPH H3XBBPJAHE H padora
[Tpenu ynorpeda BakcuHata TpsAOBa /1a ce OCTaBH J1a JIOCTUrHE CTaiHa TeMIieparypa.

Jla ce pa3kiatu npeau ynorpeoa.
[MoaroroBka 3a NnpHJIOKeHHE

CripMHIIOBKATa ChC CYCIIEH3UATA 3a HH)KEKLIMU TPAOBA [1a ce MPOBEPH BU3YAIIHO MNPEIH NMPHIIOKEHHE.
B ciyyait Ha HaJIMuKMe HA Yy XK/IM YACTHLIM, U3THYAHE, NTPEKAEBPEMEHHO 3a/1eHcTBaHe Ha OyTaJloTO WK
nedekTHa Kanayka Ha NPUCHEAHHUTEIHHSA KOHYC, H3XBbpJieTe Npe/IBapHTETHO HalTb/ITHEHaTa
CIIPHHIIOBKA.

CripHHIIOBKATA € Mpe/lHa3HayeHa camo 3a eJHOKpaTHa ynorpebda v He TpsOBa Ja ce U3MoJi3Ba
[MOBTOPHO.

Ykazanus 3a ynorpeda Ha rpeaBapUTe/IHO HAIbJIHEHA CIIPHUHIIOBKA THIT JIyep JIOK:

@urypa A: CnpuHIOBKA THII JIyep JIOK € Kana4vyka ¢ TBbpP/ HAKOHEYHHK

nyep NOK aganrtep
OyTajao na CNIPHHIOBKA KANAYIKA HA
CHPHHNOBKATA HAKOHEYHHK
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Crenka 1: Karo appxure aganrepa jyep
JIOK ¢ €/1Ha pbKa (M30srBaiTe aa xpauare
OyTaJIOTO WM LMJIMHIbpa Ha
CMIPUHIIOBKATA), OTBUMTE Karaykara, KaTo
1 3aBbPTHUTE.

Crbnka 2: 3a na NpUKpEIUTE Urjiarta KbM
CIIPHHLIOBKAaTa, BHUMATEJIHO 3aBbpTETE

driiaTta B agarnrepa JIyep JIOK Ha
CIPHHIIOBKATa, 10KATO NMOYYBCTBATC JICKO

CBITPOTHBJICHHC.

"’:HHCTP}’KI.IHH 3a ynmpeﬁa Ha Hrja Cc npCarnasvuTeil U NMpeaABapUTC/IHO HAITbJIHEHA CITIPHHUOBKA JIYCP
JIOK:

Cneosaiime cmunku 1 u 2 nocouenu no-zope, 3a 0a noo2omseume CRPpUHYosKkama ayep J10K U ueiamd 3d
npuxkpensane.

®urypa b: Uraa ¢ npeanasuren (BbTpelieH Purypa B: KomnonenTH Ha HrJja ¢
KOpnyc) npeanasures (MOAroOTBEHH 3a ynorpeda)

RoOpnyc Kallavuka

P
D

\ npotexToOp

l

A —
el 1 e
- A

e
z

Crenka 3: U3abpnaiite kopryca Ha uriiata ¢ npeanasuresn. Mrinara e nokpura ¢ npejanasures1 1
[MPOTEKTOP.
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Crbnka 4:

A: Ilpemecrere npeanasuress BCTpaHHU OT
MIJ1aTa ¥ KbM CIIPUHLIOBKATA 10/
NMOKa3aHHWs bI'bJI.

b: U3abpnaire npoTeKkTopa.

Crbpnka 5: Cieql npuKJIOYBaHE Ha
MHDKEKTHPAHETO 3aKJII0UYeTe (AKTUBUPANUTE)
npeanasuresis, Karo U3Mnoj3Bare eiHa oT
TpUTe (3) UIKOCTPHPAHH TEXHHUKH C €1HA
pbKa: aKTHBHPaAHE C MOBBPXHOCT, IaJiell
WJIH TPBCT.

3a0enexka: AKTUBHPAHETO Ce MpOBEpsABA
ype3 3ByKOBO U/MJIH TAKTUITHO
"lpakBaHe".

Crbnka 6: BusyanHo nposepere B
AKTHBUPAHETO Ha Ipe/ra3uTesis.
[Ipeanazurenst TpsaOBa 1a € HANBJIHO
3AKJII04YeH (AKTHBHPAH ), KAKTO €
noka3aHo Ha ¢urypa B.

Gdurypa I' nokasea, 4ye npeanaszurensat HE
€ HAN'bJIHO 3aKJI0YeH (He € AKTHBHPAH).

Bunmanue: He ce onuTBajiTe 1a OTK/IIOYHTE (J€aKTHBHPATE) NPEANA3HOTO YCTPOHCTBO, KATO
H3TJIACKBATE HIJIATA OT NpeAna3suTeJis.>

Hen3non3BaHUAT JIEKAPCTBEH MPOAYKT MM OTIAJIbYHUTE MaTEepUaiyd TpAOBa Ja ce U3XBBbPJIAT B
CbOTBETCTBHE C MECTHHUTE U3HCKBAHHA.

s IMPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Sanofit Winthrop Industrie
82 avenue Raspail

94250 Gentilly
OpaHuys

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

20250002
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9, JATA HA ITBbPBO PAZPEIHTABAHE/TMIOJHOBABAHE HA PA3ZPEUIEHHETO 3A
YIIOTPEBA

JlaTa Ha mepBo paspemaraHe: 09 aayapu 2025 r.
JlaTa Ha mocieaHo NOJHORABAHE:

10. JATA HA AKTYAJIHIUPAHE HA TEKCTA

22 roHHu 2026 1.
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