LAvoQyvoo/
KPATKA XAPAKTEPUCTHKA HA TTPOY
WS¢ 08-0- 15
V Tosu JICKApCTBEH NMPOYKT MOAIEKH Ha 10MbIHHTENHO Habmoaenne. Toga e no3ponm 6bp30To
YCTaHOBsABaHE Ha HOBA HH(OpPMaLIHA OTHOCHO Ge3onacHoCTTa. OT MEIMIIMHCKHTE CHELMATHCTH C6 M3NeKRA

/1a cpOOLIABAT BCAKA MO03HPAHA HEXKEJIaHA PeaKiiis. 3a HAUYMHA Ha ChOOIABAHE HA HEKEIAHH peakLMH
BHKTE TOYKa 4.8.

1. UME HA JIEKAPCTBEHMSA ITPOAYKT

Edayenna uwkekumonna cycrnieHsus B npeBapHTeTHO HAMTbIHEHA CIMPHHLIOBKA
TpuBanenTHa BakcuHa cpetity rpun (GpparmenTHpan HHaKTUBHPaH BUPHOH), 60 mukporpama HA/tam

Efluelda suspension for injection in pre-filled syringe

Trivalent influenza vaccine (split virion, inactivated), 60 micrograms HA/strain
2 KAYECTBEH U KOJIMYECTBEH CbhCTAB

['punieH BUpyc (MHAKTUBHPaH, parMeHTHPAH) HA CIIETHUTE IAMOBE™

A/Victoria/4897/2022 (HIN1)pdm09-nonoGen mam (A/Victoria/4897/2022. IVR-238) ...
...................................................................................................................................... 60 mukporpama HA**

A/Croatia/10136RV/2023 (H3N2)-nono6en mam (A/Croatia/10136RV/2023. BB svicsisisisiimissmimmsnanes
...................................................................................................................................... 60 mukporpama HA **

B/Austria/1359417/2021-noao6eH mam (B/Michigan/01/2021, AWB THIT) .eoeeennen . 60 mukporpama HA**
3a no3a ot 0.5 ml
" Pa3MHOKEH B KOKOLIIH eMOPHOHH

¥ XeMarJlyTHHHH

Ta3u BakcuHa choTBeTCTBa Ha Npenopbkute Ha C30 (3a C €BEPHOTO 110JIyKbJ100) U petnenrero Ha EC 3a
ce3oH 2025/2026.

Eduyenna moxke 1a chabpka cieam ot siiua, kato OBaJIOYMHH, (hopMaIZIEXH/1, KOUTO e W3MOI3BAT MO
BpEeMe Ha MPOU3BOACTBEHHUS TNpolec (Bxk. Touka 4.3).

3a NbJIHKUA CITUCHK HA [MOMOILIHHUTE BELECTBA BUKTE TOUKA 6. 1.

3. JEKAPCTBEHA ®OPMA

MHKEKIIMOHHA CYCIIeH3Hs B Pe/IBAPUTEIHO HATbIHEHA CIIPHHIIOBKA (MHKEKLIMOHHA CYCIICH3HS ).
Cien BuumarenHo paskiamane Edayenna e 6esuserna. ornajecuMpaliia Te4HoCT.




4. KIHMHHAYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHSA

Ednyenna e nokasaH 3a akTMBHa UMyHM3aLMs Ha BB3PACTHH Ha Bb3pacT Ha W Haa 60 roaMHu 3a
fpeanaspale or 3abongeaHe OT FpHI.

Ynorpebara va Edmyenna Tpabsa na 6bne ocHosana Ha ODHLMAIHY MPENOPBKH 38 BAKCHHUPAHE CPELLY
TPUII.

4.2 Jlo34poBKA H HAYHH HA NPHJIOKEHHE
Hozuposka
I1pw BB3pacTHu Ha BB3pacT Ha W Han 60 rofMHM: eaHa 1o3a ot 0.5 ml.

fleouampuyna nonyrayus
besonacHocTTa 1 edrkacHocTTa Ha Edvenna NpH neua Ha BB3pacT noja 18 roquHu He € ycTtaHOBeHa.

HauuH Ha npunoxenue

[IpeanouHTaHUAT HAYHH HA NPHIOKEHHE HA Ta3H BAKCHHA € MHTPaMYCKYJIHO, BBIIPEKH Y€ MOXKe aa Obae
NOCTaBEHA Y NOAKOXHO.

[Tpenopb4aHOTO MACTO 33 HHTPAMYCKYITHO HHXKEKTHPAHE € NeNTOMIHATA 06nacT. BakcHHaTa He TpaOBa na
ObAe MHXEKTHPaHa B IUTyTeanHaTa 06/1aCT WM Ha MECTa, KbJIETO MOXE 1a HMA FO/IIM HEpB.

3a yka3zaHus OTHOCHO OOTOTOBKATA Ha NCKApCTBEHUS NMPOAYKT NMPEAH NPHIOKEHHE BHXXKTE TOUYKa 6.6.
4.3 IIpoTHBOonokazanus

CBPBXYYBCTBHTEHOCT KbM aKTUBHHTE BELLECTBA, KBM HAKOE OT MIOMOLLHHUTE BeLleCTBa, H3OpOEeHH B
TO4Ka 6.1 WIH KbM HAKOS OT ChCTABKMTE, KOWTO MOTAT A2 [PUCHCTBAT KATO CII€[IH, KATO OCTaThLM OT fAiiua
(0BaNOYMHH, MUNEILKH NPOTEHHK) U POopManIeXH.

4.4 Coeunanun npenynpexaeHns H NpeAna3RH MEpPKH NPH ynoTpeda

IIpocaedumocm
3a aa ce moaodpu npocneauMocTTa Ha GHONOrMYHHTE NEKAPCTBEHU NPOAYKTH, HMETO U MapTHAHHAT
HOMEp Ha MPUIIOHKEHHA NPOAYKT TpAbOBa SCHO Aa ce 3aMMCBar.

Cepvxuyscmeumenrocm

KaKTo npH BCHYKH HHKEKUHOHHM BAKCHHU, TpaGBa f1a ce H3BBPLUBA HAOMOAEHHE H ]a KMA FOTORHOCT 3a
He3abaBHO NOAXOMALIO JIeYeHHE B CiTyuail Ha aHa(UIIAKTHYHA pPeaKLMs, KOSTO MOKE 1a MOc/1eBa
MpUIaraHeTo Ha BaKCHHATA.

IIpeonasnu mepru npu ynompeba
Ednyenna ve Tpabra B HHKAaKBB cllyvaii 1a 6b1e NpUaraHa BbTPECHI0RBO.

Cwvnvmcemearyo 3aboassane
BakcunauwmsaTa Tpa6Ba a ce OTAOXKM NpPH NaLHEHTH ¢ OCTpO 3a00/9BaAHE ¢ BHC
TeMNEpaTypaTa NpeMHHe.




Cunopom na Guillain-Barré

AKO 10 6 ceIMHUM Clie/ NPEIXOaHA HMYHH3ALMS CPELLy FpHN ¢ € NoABWI cHHApOoM Ha Guillain-Barré
(GBS), pewennero 3a nocrasste Ha Ednyenna TpAOBa 1a ce OBMHMCIH BHUMATENHO 110 OTHOLUEHHE Ha
NOTCHUHATHHUTE NMOA3H H PUCKOBE.

Tpomboyumonenus unu Hapywenus 8 kpvreocscupsanemo

KakTo u py Apyry BaKCHHU, KOMTO C€ IIpUIIAraT HHTPaMYCKYyJIHO, Ta3¥ BakCHHa TpAOBa [1a ce npHnara ¢
BHHUMAHHE NPH JMUa C TPOMOOLMTONEHHA MM HAPYLICHHE B KPbBOCHCHPBAHETO, Thil KATO MpH TAX MOXE
A2 HaCTBIIH KbPBEHE C€ HHTPAMYCKYJIHO MPHAOKEHHE.

Cunxon

Cnen WM 1opH npeau BCIKa BAKCHHALIMS MOXE A2 HACTbIM CUHKOI (NMpHNAaabK) KaTo MCHXOTEHHA
PCaKLHA KbM HHXEKTHpaHETO ¢ HIjla. Tpsabea fa uma npoueaypH 3a u3bsarsaHe Ha HapaHABaHE OT
NPUMAALKA H CMIPaBSHE ChC CHHKOMHHTE peaKLIMH.

Huynua nedocmamuvuniocm
MMyHHHAT OTrOBOP NpH NALMEHTH C eHA0reHHa HIH ATPOTeHHa HMYHOCYMpECHI MOXe 1a Onje
HEROCTATBYEH.

3awuma
KakTo npy BCHUKH BAKCHHM, 3alldTEH OTroBOp MOXE & He Ob/ie MOCTHIHAT TP BCHYKH BAKCHHUpaHH
JIH1LIA.

Hampuii
To3u nexkapcTBeH MpoaykT chabpxa no-manko ot 1 mmol HaTpu# (23 mg) Ha f03a, T.e. Ha NPaKTHKA He
ChaAbpXKaA HATPH#A.

4.5 BiaumoneiicTBHe ¢ APYru NekapcTBeHn NPOAYKTH H APYrR GOpMH Ha B3aUMOaeHCTBHe

EnnospemennoTo npunoxenue na Ednyenga ¢ u3snutsana Oycrep n03a ot 100 pg uPHK Bakcuua cpeiy
COVID-19 (nykneo3naHo MOIH(PHLMPAHA/EA30MEPAH) € OLIEHEHO TIPH OTPAHHYEH Opoit yyacTHHILM B
OMKCATETHO KIIHHHYHO NMpoyuBaHe (Bx. TOUKH 4.8 u 5.1).

Axo e Heobxoaumo Eduyenna na 6bae nocraseHa 1o eHo U ChLIO BpeMe ¢ aApyra(H) HHKEeKUHOHHA(H)
BaKCHHa(#), HMYHH3aUUATa TPAGBA 1a Ce HAaNpPaBH HA Pa3NHYHK KpaHHHULIH.

Tpabea pa ce orbenexy, ye HexENaHUTE PeakLHKM MOTAT 14 GBAAT [O-CHITHM NpH BCAKO €IHOBPEMEHHO
TIPHI0KEHHE,

HMMyHHMAT OTrOBOp MOXKe Aa e oTcnabeH NpH NalHeHTH, NOANOKEHU Ha HMYHOCYTPECUBHO JI€YEHHE.

Cnen uMyHH3aLMA ¢ BAKCHHA Cpewly rPHIT ca chOGIHEHH asuHBo NONOKUTEAHH pesynTaTH NpH
CEPONOTHYHHN TCCTOBE, NPH KOMTO € H3non3saH metona ELISA 3a oTkpuBase Ha anTHTENa cpewry HIV1,
xenatuT C u ocobero HTLV 1. Tpabea xa ce uanonsea noaxomsu Western Blot TeeT 3a MOTBBPI)KAaBaHE
WK ONpOBEpragaHe Ha pesyntaTute ot Tecta ELISA. INpexoauure panumpo nonoskurentu pe3yaTraTi
MOXK€E ta c€ Ob/mKaT Ha IgM oTroBopa kM rpunHaTa BakcHHa.

4.6 ®Depruauter, GpeMeHHOCT H KhpmeHe

Eduryenaa e nokasan camo 3a 1Mua Ha Bb3pact Ha W Han 60 roguuu,
Edayenna He e oueHsBaH KIMHHYHO NIPH GpeMeHHH U KbPMELLH KEHH.




bpemenHocr

MHaKTHBHPAHH IPHNHH BaKCHHH CBC CTaHZapTHa 1o3a (15 MHKporpaMa XeMariayTHHHH OT BCEKH BUpPYCEH
l}am Ha 103a) MOrarT Ja ObAaT U3NON3BAHH BBB BCEKH erar OT OpemenHocTTa. [ToBeue JaHHH OTHOCHO
be30macHoCTTa HMa 3a BTOPHS M TPETHSA TPUMECTHP Ha OPEMEHHOCTTA, B CPABHEHHE C ITHPBHS TPHMECTH;
BBIpEKH TOBA NaHHUTE OT CBETOBHHA ONMMT C ynoTpebara Ha MHAKTHBHPaHH FPHIIHH BAKCHHH, CBHIbPKALLH
CTaHapTHa 1033, HE MOKa3BaT KaKBUTO H 14 € HEXEJIAHH PEaKLIHHU 33 IUI0AA ¥ MalKaTa, KOUTO ce ObIDKAT
Ha BAKCHHATA.

Brnpekd ToBa, naHHHTE OT yroTpebata Ha TPHUITHH BAKCHHH, ChAbpXKaliH 60 MHUKkporpaMa xeMaryTHHHH
OT BCCKH BUPYCEH LUaM Ha 1033, IPH OPEMEHHH YKEeHH Ca OrpaHHYEeHH.

KbpMmeHe

E¢nyenna moxe na ce npunara B nepuoaa Ha KbpMeHe. Bb3 ocHOBa Ha ONHTA ¢ BAKCHHH Cbe CTaHIapTHa
1033, HE CE OYaKBAT €(PEKTH BBPXY KbPMEHHTE Iella.

deprunurter

Edryensa He e oueHABaH 3a BB3MOXHH edekTH BbPXY QepTHIHTETa NPH XOpa.
4.7 EdexTH BBpXY cniocobHOCTTA 32 mo¢dHpaHe u pabora ¢ MAIIHHK
E¢ayennga He NOBAHABA WIH NOBINABA npeHeObpexHMO cnocobHOCTTa 3a odHpane u paboTa ¢ MaLLHHH.

4.8 Hexenanu iexapcTeend peakuun

a. Pestome Ha npoguna Ha 6ezonacHocT

E¢yenna e unentuuen na Ednyenaa Tertpa ¢ eanHcTBenara pasnuka, ye cLABLPXKA €AMH aAHTHIEH MO-
MaJko oT rpuneH mam B. Cnenorarento npodunst Ha 6e3onacHoct Ha Ednyenga Terpa ce otHacs 3a
ynortpebara Ha Ednyenna.

besonacnoctTa Ha Edutyenna Tetpa e ouenena B 06061weH ananus Ha JIB€ KJIMHHYHH NPOYYBAHHA
(QHDO00013 1 QHDO00011), npu xouto 2 549 Bb3PDACTHH Ha Bb3pacT 60 roauHu ¥ Hag 60 roguuu
(378 Bb3pacThH OT 60 10 64 roguuu u 2 171 BB3pPaCTHH Ha Bb3pact 65 roavHH W Haa 65 roauHm) ca
nosyunnu Eduyenna Terpa.

Haili-yecto cho6iuasanara Hexxenana peakups clie BAKCHHaLHUS e 60/Ka Ha MACTOTO Ha HHXXEKTHpaHe
¢so0LaBaHo OT 42,6% OT yHacTHHUMTE B MpOY4BaHHATA, CleaBaHa oT MHanrus (23,8%), rnaBobonue
(17,3%) u 06110 Hepasnonoxenue (15,6%). Moseyeto oT Te3n PEaKLHH CE NOABABAT H H34YE3BAT B
PAMKHTE Ha TPH IHH CN€A BAKCHHUPaHEeTO. MHTEHIMBHOCTTA HA MOBEYETO OT Te3H PE€aKLUUH € JIeKa 10
yMepeHa.

KaTo uano Hexenauute peakuun oGUKHOBEHO ca MO-PEKH MNPU YYACTHHIM HA Bb3PACT HA U Haj
65 rofiHH, OTKOJIKOTO NPH YHACTHULIH HA Bb3pacT oT 60 10 64 roauHH.

Peakrorennocrra Ha Edniyenna TeTpa € ManKko Mo-BUCOKA, OTKONKOTO KbM BAKCHHA CbC CTA
(15 MHKporpaMa XxeMarmyTHHUH Ha BCEKHM LLaM 3a 103a), HO He € HabnKAaBaHa 3HAYHT,
HHTEH3HTEeTA.




no3a ot 100 pg uPHK Bakcuna cpeury COVID-19 (Hyk/1€03u1HO MoaH(HuumMpana) (n=104). Yecrorara u
TEHKECTTA HA JIOKATHUTE U CHCTEMHHTE HEXKeJTaHH PEeaKIMU ca CXOHHM MPH CYOeKTH, Ha KOMTO e MpujaaraHa
eanopeMeHHo ¢ QIV-HD u paspeena 3a ynorpe6a uPHK Bakcuna cpemry COVID-19 u npu cybekTH, Ha
KOMTO € NpHhIIokeHa OycTep 103a oT paspeiiena 3a ynorpeba uPHK cpewy COVID-19.

b Tabnuyen cnuchk Ha HekenaHUTE peakiUy

Hanuure no-nony o6o6masar yectorara Ha HeXKeTaHUTeE PEaKLMH, KOMTO ca OMJIH JIOKYMEHTHPAHHU CJIe/]
BakCHHalMsA ¢ Eduyenna Terpa u HexeslaHUTe peakinu, OKIaBaHH MpH KJIMHHYHOTO pa3padoTBaHe M
MOCTMApKETUHIOBHSA OIHUT C TPUBAJICHTHHTE W YETHPHBAJIEHTHUTE BUCOKO/I030BH BAKCHHH CpelLly I'pHII.

Hexxenanure peakimu ca kiacH(pUIHpaHu B 3aBUCUMOCT OT 4YeCTOoTaTa, Kato € U3NoJI3BaHa cieHaTa
KOHBEHIIHS:

MHoro yectu (>1/10);

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

Heuectun (=1/1 000 no <1/100);

Peaxku (>1/10 000 mo <1/1 000);

Muoro peaku (<1/10 000);
C Hen3BecTHa 4YecToTa (He MOKe J1a Ob/le HANPABEHA OLICHKA OT HATHYHHTE JIaHHH ).

HEXEJIAHU PEAKIIUU YECTOTA

Oowgu napywenus u epexmu na macmomo na npunoxcenue

boska Ha MACTOTO Ha MHXKEKTHpaHe, 3a4epBSBaHe HA MACTOTO Ha UHKEKTHpaHe, | MHoro vecTu

001110 HEPA3MOJIOKEHHE

OTOK Ha MACTOTO Ha MHXKEKTHpAHe, BTBbLPSBAHE HA MACTOTO Ha HHJXKEKTHpaHe, Yectu

MOCHHABAHE Ha MACTOTO HAa HHIKEKTHpaHe, BUCOKa Temrieparypa (>37.5 °C),

BTpHCaHe

[Ipypuryc Ha MacToTo Ha HHKeKTHpaHe, ymopa HeuvecTn

AcTteHus Penkwu

bosika B oOnacTra Ha repaure C Heu3BecTHa
yecTtora™

Hapywenun na myckyano-ckenemunama cucmema u cvedunumennama nroxan

Muanrus MHoro yectu
MyckymnHa cnaboct? Heuectn
ApTpaiirus, O0JIKH B KpaHHHLIUTE Penku

Hapywenus na nepsnama cucmema

[ naBoOosIHe MHoOro vecTtu

Jletaprus® Heuectu

3amaliBaHe, napecresus

Cutapom va Guillain-Barré (GBS), konByJicuu, (peOpuIHKM rbpUOBE, MUETUT
(BKJIFOUHTEITHO eHLEe(aTOMUEITUT K TPAHCBEP3AJIeH MHEJINT), JTHIICBA napasams
(napasnsa Ha Bell), ontuuen nesput/HeBponaTus, OpaxHalieH HEBPHUT, CUHKO
(CKOpO ciie1 BAKCHHALIUSA )




HEXEJIAHH PEAKIIUU YHECTOTA

Hapywenun na kppvema u aumgpnama cucmema

TpomboumTonenus, ntumdanenonarus C nHeusBecTHa
yectora*

Pecnupamopnu, 2pvonu u meduacmunannu napywenus

Kamnnua, opodapunreanna 6oaka Heuectn

Punopes Penku

JlucnHes, Xpunose, cTArale B rspaoTo C Heu3BecTHA
yecrora*®

Cmomawno-upesnu napyuienus

['anieHe, noBpblIaHe, AUCHIENCHA®, THApHS Heuectn

Hapywenus na umynnama cucmema

[Ipyputyc, ypTHKapus, HOLIHO H3NOTABaHE, OOPHB Peaku

AHa(puIaKCHA, ApYTH alepruyuHH PeakUMK/peakiiii Ha CBPbXYYBCTBHTEIHOCT C Heu3BecTHa

(BKJIFOYMTEITHO aHTHOE/1EM ) yectora*

Cvooeu napywenus

[louepBeHnsiBaHe (ropeiiy BbjIHH) Peiku

Backynut, Bazoaunataims C HeM3BecTHA
yectoTa*

Hapywenun na yxomo u nrabupunma

Bepruro Penku

Hapywenus na ouume

O4Ha Xunepemus Penku

* Jlucnencus, 1eTaprus H MyCKy/IHA ¢1a60CT ca HaO01aBaHM ¢ Edaveria B msnwrsane QHDO0013

* CroOimeHn no Bpeme Ha nocTMapkeTHHIOBHS onmt ¢ Eduiveia win Edayenna Terpa

CboOlaBane Ha 10/103UPAHN HEKEIAHH PEaKLIMH
ChoOlaBaHeTo Ha NOAO3UPAHH HEJKEIAaHH PeaKilu cJle/l pa3peliaBaHe 3a ynorpeda Ha JieKapCTBEHHS
MPOAYKT € BakHO. ToBa 1no3posisiBa aa npoabiiky HAOMIOAEHHETO HA ChOTHOLLIEHHETO [10J13a/pUCK 3a
JIEKAPCTBEHHA NMPOAYKT. OT MEJIMIIMHCKHTE CHIELHAIMCTH CE M3MCKBA J1a ChOOIILABAT BCSKA [101031UpaHa
HeJKe/laHa peaKkuus upes:
UsnbinuTeIHa areHuns no jekapersara
yi. . Jlamsia I'pyes™ No 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 Ilpeno3upane




rpewka. Koraro ca 61 10knanBaHm HeXeNaHH peakLiiy, HHHOPMALIMATA € ChOTBETCTBANA HA TO3HATHS
npoun Ha 6esonacHocT Ha Edimyenna (Bx. Touka 4.8).

5. GAPMAKOJIOTHYHH CBOMCTBA
5.1 @apmakoaHEAMHYEHA cBOlicTBa

(bapmakoTepanesTH4Ha rpyna: Bakcuua cpeury rpun, ATC kon: JO7BB02.
IlpenopbuBa ce exeroaHa BakCHHALMA CpPeLTy IPUM, Thi KaTo HMYHHUTETBT CJIel BAKCHHHpaHE HaMalisBa
[IpE3 rOAMHATA M NOpanH APOMAHA HA LIMPKY/IMPALUHTE LAMOBE HA TPUIIHUA BUPYC BCSKA F'OJMHA.

Knaunn4Ha edukacHoct

FIMI2 e MHOrOLEHTPOBO, NBOHHO-CAANIO HINKHTBAHE 3a eduxacHocT, npoeeaeqo B CALLL u Kanana, npu
KOETO BB3PAaCTHH Ha H Hal 65 roanHu ca panpomusupanu (1:1) na nomyvar Ednyenna nwin pakcuna cne
CTaHAapTHa fo3a. [Ipoyusanero e nporeneno npes asa rpunHM cezona (2011-2012 u 2012-201 3),3a nace
OLICHH MOABaTa Ha JIADOPATOPHO MOTBBPAEH I'PUII, IPUUHHEH OT KOHTO M 13 € TUIVIIONTHIT Ha rpUIieH
BHpPYC, BbB BpPb3Ka ¢ rpunononodHo 3abonasaxe (I'3) kato mepeuuHa kpaiiHa Touka.

Y4acTHHUHTe ca Hab/I01aBalH 32 NOABA HA PECTIUPATOPHO 3a60ABaHe 4ype3 aKTUBHO M NAaCHBHO
HaOMOAEHHE, 3aN04BAHKH 2 CEAMMUM Clle]l BAKCHHALIMATA 33 npubnusuTenHo 7 Meceua. Cnel enuzon Ha
PecrnHpaTopHe 3abo/1aBaHe ca B3¢TH NpobK OT HazohapHHreaneH TAMIIOH 3a AHAM3; HIYHCIIEHHU Ca
CTENEHTa Ha aTaKa W ePHKACHOCTTA Ha BaKCHHATa. [IpeABApHTENHO ONPEAENEHHAT CTATHCTHYECKH
KPHUTEPHH 3a CYNEPHOPHOCT HAa BAKCHHATA KaTO MbPBUYHATA KpaHHa TOuKa (01Ha rPaHHLIA Ha ABYCTPaHEH
95% CI Ha eduxacHocT Ha Bakcuuata 3a Ednyenna CNpAMO BaKCHHA CbC CTaHAApTHA 1034 >9,1%) e
MOCTHTHAT.

Tabanua 1: OTHocHTEIHA ehUKACHOCT HA BAKCHHATA 32 npeanaiBane oT rpHNONOA00HO
3a0019BaHe® NpH BBL3pacTHH > 65 roguHu

Bakcuna cne OTHOoCHTeIHA
BakcuHa ¢ BHCOKaA CTAHJAPTHA 1034 epukacuocr
1032 AHTHICHH AHTHIeHH o o
N°=15892 N®=15911 % (95% C1)
n® (%) n® (%)

J1abopaTopHO NOTBBLPASH I'PHII" NPHUMHEH OT:

- Bcexkn Tun/noarun” 227 (1,43) 300 (1,89) 24,2 (9,7, 36,5)

- Bupycan mamose,
NOoAOOHH Ha To3H,
CHABLPXKALL CE BbB
BAKCHHATA

" [loaBa Ha MOHE €HH OT CIICJHUTE PECIIHPATOPHU CHMITOMH: Bb3IAIEHO I'BPJIO, KAMMHMLIA, OT/ICAAHE Ha XPAYKH, XPHINOBE MIIH

73 (0,46) 113 (0,71) 35,3 (12,4; 52,5)

3ATPYAHCHO JAHINAHE, €/IHOBPEMCHHO ¢ NOHE €AHH OT CJICAHHMTE CHCTEMHH NPHIHALIM HAH CHMITTOMM: TeMuiepatypa >37,2 °C,
BTPHCaHC, YMOPa, riasofo/1He W1 MHAITTHA

SN ¢ 6poii Ha BAKCHHMPAHH YHACTHHIIM ChIIACHO NpoTOko.1a 33 OLEHKA HAa ePHKACHOCTTA
"n € OPOSAT Ha YYACTHHLIMTE C OMPEAEIEHO 110 [IPOTOKO.] rpunonoaodHo 3aboassane ¢ 1aboparopHo 1
" JlabopaTopHo MOTBLPHACHHE: MOTBBPKICHHE Ype3 KYJITYpa WM [10;IMMEpa3Ha BEpPUIKHA peaKis
“ITbpBHuHa kpaiina Toyka



HUMVHOreHHOCT

H3nuTpaHe 3a HMYHOTEHHOCT, CPaBHABALLO Ednyvenaa ¢ BakcHHa che CTAHJAPTHA A03a MPY BH3PACTHH HA
u Haja 65 ronunu: FIMOS

{a3a 3 paHIOMH3HPAHO, JBOHHO-CIIANO, AKTHBHO KOHTPOIHPAHO, MHOTOLIEHTPOBO H3MNHTBAHE €
nposeneHo B CAIlLl npu Be3pacTHH Ha BL3pacT Ha W HaA 65 rOAMHH 3a na ce NEMOHCTPHpA CYNEPHOPHOCT
Ha EduTyenna cnpaMo BakCHHa ChC CTaHAAPTHA 1033, OLIEHEHO Ype3 HUBA Ha cepokoHBepcus U GMT
CBOTHOWICHHA. OO 3 876 BBL3IpacTHH ca pAHIOMH3IUPAHH /12 NIONYHAT €HA 1033 E¢nyenna win BakcHHa
ChC CTaHAAPTHA A034.

Eduyenna nnaynmpa cynepuopen umynen otrosop cpeiy wamose A/HINT u A/H3N2 u He M0-HHCBK
HMYHEH OTroBOp cpelily wiaM B, kakto no otHomeHne Ha GMT chOTHOIIEHMATA, TaKka ¥ Ha HMBATA Ha
CEPOKOHBEPCHA 28 HH CIie/l BAKCHHALIMATA, B CPABHEHME CHC CTAHIAPTHATA 11033 BAKCHHA.

HM3nureane 3a MUMyHOreHHOCT, cpaBHaBamo Eduryenaa c Eduryenna Terpa npy BE3pacTHH Ha ¥ Hag
65 roaunu: OHD00013

PatnoMu31paHo, aKTHBHO-KOHTPONMPAHO, MOAH(HUHPAHO ABOHHO-CIIAMNO dasa III xTHHUYHO U3MUTBAHE €
npoeeaeHo B CALl] ¢ Bb3pacTHH Ha ¥ Han 65 rOAMHM 33 14 ce NOKaXe HeHHGepHopHocT Ha Ednyenna
Tetpa cnpamo Ednyenna, ouereno upes HAI (xeMarmyTHHHH HHXHOHpaHe) CpeieH reOMETPUUEH TUTEP
Ha anTHTena (Geometric mean antibody titers, GMTSs) Ha nen 28 ¥ HHBOTO Ha CEPOKOHBEpCHH.

O61uo 2 670 Bb3pacTHH Ca paHIAOMHM3MpPAHH [ MOYYAT 110 eIHA 032 E¢pnyenna Terpa unm enxa noza
Ediyenna (enHa ot aABeTe GOpPMYIIM HA CPaBHHUTENHA BAKCHHA, ChABpKALLE HIH WaM B oT TuHKA
Yamagata, win wam B ot nunus Victoria).

E¢nyenna Tetpa e umyHorenen konkoto u Ednyenna 3a HAI GMT u cTeneHuTe Ha CEPOKOHBEPCHS 32
obwMTe rpHAHH WwiamMose. Te3u AaHHHW MO3BONABAT CKCTPAaroIMpaHe Ha pe3yATaTHTE 338 HMyHOTEHHOCT,
eHKacHOCT M epexTuBHOCT Ha Eduyenna Terpa xem Ednyenaa.

H3nuTBaHe 3a HMYHOT€HHOCT, CpaABHABALID MIPpOTHBOTPHITHA BaAKCHHA ¢ BUCOKA 034 ¢ BAKCHHA ChC

CTaHAApTHA 1033 NPH Bh3pacTHH Ha ¥ HaA 60 roamuu: QHDO0001 1

PaHaoMH3HpaHO, aKTHBHO-KOHTPOIMPAHO, MOAUDHLMPAHO ABOHHO-CAAIO KIHHHYHO M3MHTBAHE ¢aza IlI,
€ npoeeAeHO B EBpona npu Bb3pacTHH Ha BB3pacT Ha M Han 60 roauuHu, 3a Aa ce AEMOHCTpHUpa
CYnEpHOPHOCT Ha Edyenna Terpa cnpsaMo BakcHHa Cbe cTaHAapTHA f03a Cpelly I'PHil 38 BCHYKH
luaMoBe, oleHeHo upe3 HAI (uuxubHpaHe Ha xeMarinyTHHHHA) cpeaHuTe FEOMETPHYHH THTPH HA
anTtutenara (GMTs) Ha neH 28 npy Bb3pacTHH Ha Bb3pacT oT 60 10 64 roauHH U MIPH BL3PACTHH HA
Bb3pacT Ha ¥ Haa 65 roanHHU.

Obuto 1 539 pb3pacthu (760 Bb3pacTHH Ha Bb3pacT oT 60 10 64 roanHK u 779 BBL3pAaCTHU Ha Bb3pacT Ha M
HaX 65 roaAMHH) ca paHAOMH3HPaHH Ja NoayYaT efaHa 4033 Ednyenna Terpa unu eHa no3a Bakcuua ¢be
CTaHJapTHa 103a.

Edsyenna Terpa unsyumpa cynepuopes MyHeH oTroBop CIIPAMO MPOTHBOI'PHITHA BAKCHHA ChC
CTaHAapTHA 1033 32 BCHYKH 4 BUPYCHH L1aMa 28 AHM ciiel BAKCHHALIMATA NPH Bb3PACTHHT T EESPRgY OT
60 1o 64 roaMHK H TO3M OTTOBOP € NOHE N10106EH HA UMYHHHS OTTOBOP MPH Bb3PJLs ﬂ‘?'“f o

65 roaunHu. JlaHHuTe 33 €PUKACHOCT H e)eKTHBRHOCT OT Bb3PACTHH Ha 65-ronHin Daghmi RoReIP
MOraT Aa ObAaT H3BEAEHH 3a BB3PACTHU Ha 60-roaMiHa BB3PACT M NoBeYe. £ Eg SBE




IIpoyuBaHKsa Ha epeKTHBHOCTTA

EnHO KIIbCTBP-paHAOMH3HPAHO, KOHTPOIHPAHO KITHHUYHO npoy4BaHe B cTap4yeckd Aomose B CAll]
OLICHABA OTHOCHTENHHA edekT Ha Edmyenna cnpamo pakcuma cpeury FPHIT CHC CTAHZAPTHA 1034 3a
XOCIHTANH3aLMK H3mexay 53 008 urnuBuaa npes rpunet cezon 2013-2014.

[Ipes rpunen cezon 2013-2014 yectorata Ha NOCTHNBAHE B GOIHULA B PE3yJITAT Ha PECTIHPATOPHH
3abonaBaHus (TbPBHYHA LieJ1) € 3HAYHTE/IHO HAMAJIEHA B MECTaTa, KbAETO OOUTAaTENHTE Ca MOTYYMIH
E¢nyenna B cpaBHeHHe Ha T€3H, Ha KOUTO € NOCTABEHA BAKCHHA CPEIILy I'PHII CbC CTAHAAPTHA 1034 C
12,7% (kopurupaHo croTHOWEHHKe Ha pucka (adjusted risk ratio, [ARR]) 0,873, 95% CI 0,776 no 0,982,
p=0,023). OcBen ToBa, N0 OTHOLLIEHHME Ha BTOPUYHHTE KpaiiHM TOUKH, Ednyenna Hamanspa
XOCHHTAIH3AUHHTE B pe3ynTaT Ha nHeBMOHUA ¢ 20,9% (ARR 0,791, 95% CI: 0,267 no 0,953, p=0,013) u
MOCTBENBAHETO B DOJIHMIIA MO KAKBATO M /1a e npu4inHa ¢ 8% (ARR 0,915, 95% CI: 0,863 no 0,970,
p=0,0028).

Hsakonko peTpocnexTHBHH u3nuTeanus, npes | | FPHITHH CE€30HA H C HaJ 45 MWIHOHA HHIWBHUOM Ha
Bb3pacT Ha U Hall 65 TOAMHH, NOTBBPKAABAT CYNEPHOPHATA 3AIUMTA Ha Ednyenna 8 cpaBHeHHE ¢ BakCHHa
CPCLLly TPHN ChC CTAHNAPTHA 1034 MO OTHOLUEHHE HA YCIIOKHEHHS OT IPUN KaTO XOCTIMTANTH3ALMS C
MHeBMOHUS U rpHn (13,4% (95% Cl: 7,3% no 19,2%, p<0,001)), KapAHO-pECITUPATOPHA XOCMHTAITH3ALMA
17,9% (95% CI: 14,9% no 20,9%, p<0,001) u BcHukH Clly4aH Ha XocnuTanu3aums 7,8% (95% CI: 5,3% no
10,3%, p<0,001); BenpekH 4e 3HAYEHUETO MOXKE A3 Bapypa 3a Ce30Ha.

EnHoBpemeHHo npuoxeHue Ha Eduyenna Terpa u uPHK Bakcuua cpeiry COVID-19 (HykneosnaHo
moauduLHMpaHa

B onucaTenHo OTKpHUTO KIHHHYHO MpoOyYBaHe (NCTO04969276), 3npaBd Br3pacTHM Ha U HaA 65 rOAMHU ca
OH/IH pa3/ieNieHH Ha Tpu rpynu: rpyna | noxyuasa Ednyenna Terpa camoctoarenno (N=92), rpyna 2
(N=100) nonyuasa Edutyenna Terpa eaHoBpemMeHHO ¢ M3NMTBaHA Oyctep no3za or 100 pg HPHK BakcuHa
cpewty COVID-19 (nyxneosuano moauduumMpana) Haii-Manko S Mecelia ciien BTOpAaTa 4034 OT MbpBaTa
cepua, rpyna 3 (N=104) e nonyuuna camo usnmtsanara 6yctep ao3a ot 100 ug HPHK BakcuHa cpeuy
COVID-19 (uykneo3unnno Moandrumpana).

EXHOBpEMEHHOTO NPHIOKEHHE He BOAH 110 IPOMSHA B MMYHHHA OTFOBOP CPELLy IPHUITHATA BAKCHHA,
U3MEPEH Upe3 aHATU3 HAa HHXHOHpaHe Ha xeMarayTHHauMaTta (hemagglutination inhibition, HAI).
ENHOBpEMEHHOTO NMpUIIOKEHHE € AOBENO 10 NOAOGHH otroBopd kbM HPHK Bakcunata cpety COVID-19,
OLIEHCHH Upe3 aHTH-cnaik 1gG ananus (Bx. Toukn 4.5 u 4.8).

3.2 (PapMakoKHHETHYHH CBO#HCTBA

Henpunoxumo.,

3.3 Ilpeaknuunynu JaHHNA 32 Ge30macHoeT

Hermnnunnte nannn He nokassat ocobeH prck 3a X0pa Ha 6a3aTa Ha KOHBEHLMOHATHHTE NPOYYBaHH 33

JTOKA/IHA TOKCHYHOCT H NMpOY4YBaHHA HA TOKCHYHOCTTA NMPpH MHOTOKpaTHO MNpHIaraHe.

Ha PazBUTHETO U PErpoNyKTHBHA TOKCHYHOCT.




6. PAPMAUEBTHYHH JAHHHU

6.1 CnHCLK Ha NOMOUIHHTE BelecTBA

* HsoroHuuen pastop Ha HatpueB xsopua, Gydepupan ¢ HaTpHeB ocdar
o Harpues xnopun
¢ EnanoocHoBen HaTpueB docdar
o0 JByocHoBeH HaTpHeB docdat
o Boaa 3a MHkxekuuy
®  OKTOKCHHO/I-9

6.2 HechLBMECTHMOCTH

[1pu nunca Ha NpoyyBaHus 3a HECHBMECTHMOCTH, TO3H JIEKAPCTBEH MPOXYKT He TpaOBa 1a ce cMecBa ¢
OPYIH NIEKapCTBEHH NMPOTYKTH.

6.3 Cpok na roanoer
12 meceua
6.4 CrneuuajJHH YCTOBHA HA ChXpaHEHHe

Ha ce cbxpansBa B xnagwinuk (2°C - 8°C). [la He ce 3ampassaBa. CbXpaHsBaiiTe CIPHHIIOBKATA B
KapTOHCHATa ONAKOBKA, 3a [a C€ MPeAna3H OT CBEeT/IHHA.

6.5 Bua u coabpxanse Ha onakoBKaTa

0,5 ml cycrieH3ns B npeABapHTENHO HATLIHEHA CIIPHHLIOBKA (cTbi10 THR ) OKOMIUIEKTOBAHA Che
3anymasnka Ha 6yTanoro (6poMobyTHNIOB Kayuyk) U NIpeanasHa Kanadka.

Onakoska no 1, 5 wiu 10 npeasaputenso HanwaHeHa(u) CrpuHUOBKA(M) 6e3 urna(u).

Onakoska no 1, 5 wiu 10 npeasapuTenno HambaHeHa(H) CMPHHLIOBKA(M) C oTaenHa Hrna(u) (HepbKaaeMa
CTOMAaHa).

Onakoska no 1 win 10 npeasaputento HambaHeHa(u) CNpHHLOBKa(M) ¢ oTaenHa urna(u) (HepbaaaeMa

CTOMaHa) ¢ npeanasuren (nonukapSoHaT).

He BcHuky BUROBE ONMakOBKH MOraT Aa 6B4aT yCHATH B nponaxoa.

6.6 Cuoeunannn npeanasHA MepKu nNpu H3IXBLPJaAHe u paboTa

Ilpenu ynorpe6a BakcuHata Tpsa6Ba na ce OCTABH 1a JOCTHIHE cTalina TEMMeparypa.

Ha ce pasiulati npeau ynorpeba.

BakcHHaTa Tpa6Ba na 6bae npoBepeHa BH3YaTHO 3a YaCTHLIM H/HITH MpOMsAHA B LBETA MPEAH NPHUIOKEHHE,
KOraTto KOHTEHHEPBT H pa3TBOPBT NMO3BONABAT. AKO ce HabmoaaBa HIKOS OT Te3H NPOMEHH, BAKCHMHATA HE
TpabBa 1a ce npunara.

[ToaroroBka 3a npHaocKeHHe

[IpeaBapuTenHO HaMbJIHEHATA CIIPUHLIOBKA MOXKE 13 ObIE JOCTABEHA C ayep n
(@urypa A) win ¢ Mek HakoHe4HHK (Durypa I'). CpHHLOBKATA ¢ MHXKEKLMO
MPOBEPH BH3yanHO MpeaH npwioxkeHue. B cnyyait Ha HaMHuHe Ha dyxaM yacT
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MPEKACBPEMEHHO 3aIcHCTBaHe Ha OyTanoTo WM IeeKTHA Kanauka Ha PHCHEMHUTETHUS KOHYC,
H3XBBPJIETE MPE/IBAPHTEITHO HAITb/IHEHATA CIIPUHIIOBKA.

@urypa A: CipHHIOBKA THII JIyep JIOK ¢ TBbP/] HAKOHEYHHK

JIyep Jok
ajanrtep
1 \
| t 1 t
Oyramo na COPHHINOBKA KaNavka ¢ TBspA
CHPHHIOBKATA HAKOHeUHHK

Crenka 1: Kato xbpxure ananrepa syep jiok
C e/1Ha pbKa (M30sarBaiiTe /1a xBalare

OyTas0TO MM CIIPUHIIOBKATA), OTBHIITE pa—— R
Karaukarta, KaTo s 3aBbpTHTE. g e

Crobnka 2: 3a 1a npukpenure uriata Kbm - -
CIPHHLIOBKATa, BHUMATE/IHO 3aBbPTETE UI1aTa R
B ajarrepa Jiyep JIOK Ha CIpUHIIOBKATA.,
JI0KATO MOYYBCTBATE JIEKO CHIPOTHBIIEHHE.

*- .,

HucTpykuun 3a ynorpeda Ha urJa ¢ npeanazure u PEeABAPHTE/IHO HANNB/IHEHA CIIPHHIUOBKA JIyep
JIOK:

Creoeaiime cmvnku 1 u 2 nocovenu no-cope, 3a 0a nodcomeume CRPUHLOBKAMIC
NpUKpensare.
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@®urypa b: HUraa ¢ npeanasuren (Bbrpemen ®urypa B: Komnonenrn na nraa ¢
Kopnyc) npeanasures1 (MOAroTBEHH 3a ynorpeda)

Kopmye¢ Kanavka
‘ ‘ NpeAnAINTE] =
-T? : 3;:: nporexkTop
o In
&4 '
il L s ar _ e
LS| D |

Crobnka 3: M3nwpnaiite kopryca Ha urnara ¢ npeanasuren. Mriara e [IOKPHTA C MpeanasuTes U
MPOTEKTOP.

Crbnka 4:

A: llpemecrere npeanaszurens BCTpaHu OT

HrJlaTa U KbM CIIPHHLIOBKATA MO/ MNOKA3aHHUS
bIbIL. .
b: M3awpnaiite nporekropa. .

Crenka 5: Cien npukiroysase Ha
HH/KEKTHPAHETO 3aK/TIoueTe (aKTHBHpaiiTe)
[MpeAna3sHTesId, KaTo U3IMoJ3BaTe €/1Ha OT TPHTE

. |

F - w - "_' - - ’\‘ ; - ) — |

(3) HIIOCTPHPAHH TEXHHKH € €/IHA PbKA: Se g | of «-ﬂ\\% RN " -
— - "'?'{h - . = BrFAY :

aKTHBHPAHE C MOBLPXHOCT, MaJIell WIH MPbCT. f=F & T ® IS Fsesly Q’
h_‘ 2 ’ ;- . = J

3abesieskka: AKTUBHPAHETO Ce MPOBEPABA upes3
3BYKOBO H/WJIH TaKTHIIHO "lipakBaHe".

Crenka 6: Busyanno nposepete akTuBupaneTo
Ha npeanasuresnd. [lpeanasurenst padea na e B
HAN'bJIHO 3AKJ/II0YEH (AKTHBHPAH), KAKTO €
nokasaHo Ha ¢urypa B.

®urypa I nokasea, ye npeanasurenst HE e
HANb./IHO 3AKJ/IIOYeH (He € AKTHBHPAH).
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Buumanue: He ce onursaiiTe 1a 0TKII0UNHTE (1€aKTHBHPATE) NPEANA3HOTO YCTPOHCTBO, KATO
H3TJIACKBATE HIJIATA OT NpeAna3uTeJis.

@urypa I': CnpuHuoBKa Jiyep JIOK ¢ KANa4YKa ¢ MEK HAKOHECYHHK

Jyep JIOK
azanrTep
: ——
P ——p
O6yTa10 Ha COPHHIIOBKA Kanadka ¢ MeK
COPHHOOBKATA HAKOHEYHHK

Crenka 1: Karo abpxute aganrepa jyep Jiok
Ha CIIPUHILIOBKATA ¢ €/1Ha pbKa (M30srBaiTe 1a
XBaulare OyTajJoTO Ha CIIPHHLIOBKATA WIH

CIIPUHIIOBKATA), H3/IbplIaiiTe KaraykaTta Ha T—
HAKOHEYHHKA. [\ "

Crenka 2: 3a 1a npyuKpenurTe Urjarta Ha e
CIIPHHIIOBKATA, BHUMATE/IHO 3aBbpTETE HIJlaTa ¥
B ajiarnrepa jyep JIOK Ha CIIPUHLIOBKATA, /IOKATO
MOYYBCTBATE JIEKO CHITPOTHBIICHHE.

CripuHIIOBKaTa € npe/iHa3HauyeHa caMo 3a eiHOKpaTHa yrnorpeba u He TpaOBa 1a
Heusnon3BaHUAT A€KapCTBEH NMPOAYKT WK OTMAIbYHHTE MATEPHAIIH OT HETO TP
ChOTBETCTBHE C MECTHHUTE H3UCKBAHMS.
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7.  IIPUTEXATEJI HA PAZPEIUEHHETO 3A YIIOTPEBA

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly
OpaHums

8. HOMEP HA PA3SPEUIEHUETO 3A VIIOTPEBA

20250001

9. JATA HA ITbPBO PA3PENIABAHE/AMIOAHOBABAHE HA PA3PEUIEHUETO 3A
YIIOTPEBA

Jlata Ha mepeo paspewasane: 09 sHyapmu 2025 r.
Harta Ha nocneaHo NogHOBABAaHE:

10. JATA HA AKTYAJIM3BHPAHE HA TEKCTA

1 ronu 2025 r.
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