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KPATKA XAPAKTEPUCTHUKA HA

raspewenue Ne

| BG/MA/MP - ; [ 4’& .......................
1. UME HA JIEKAPCTBEHUsA NPOAYKT . 7

Undnysak Terpa MHKEKUMOHHA CYCIEH3Ms B NPE/IBAPUTEIHO HaMbJIHEHA CNPUHLIOBKA (BaKCHHA
Cpelly rpuIl, MNOBbPXHOCTEH aHTUI'€H, HHAKTHBUPaHA)

[nfluvac Tetra suspension for injection in pre-filled syringe (influenza vaccine, surface antigen,
inactivated)

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

[IOBLPXHOCTHU @aHTUI€HHW HA FPUIIEH BUPYC (HHAKTHUBHUpAH) (XeMarjyTMHHMH U HEBpaMMHM1a3a) Ha
CJIE/IHATE 111aMOBe™:

A/Victor1a/4897/2022 (HIN1)pdm09-noaoden uiam 15 mukporpama HA **
(A/Victoria/4897/2022, IVR-238)

A/Croatia/10136RV/2023 (H3N2)-noaobeH tam 15 mukporpama HA **
(A/Croatia/10136RV/2023, X-425A)

B/Austria/1359417/2021-nonobeH uiam 15 mukporpama HA **
(B/Austria/1359417/2021, BVR-26)

B/Phuket/3073/2013-noaobeH wam 15 mukporpama HA **

(B/Phuket/3073/2013, nuB THN)
3a no3a or 0.5 ml

Pa3dMHOKXCHH B KOKOLLIH EMGPHOHH OT 31paBH MTHYH NOINMYJIALUHH

*¥  XemarjyTHHHH.

Ta3u BakcuHa oTroBaps Ha npernopbkute Ha CBeToBHaTa 3apaBHa opranu3aums (C30) (ceBepHo
Mnoaykwi00) ¥ Ha npenopbkuTe Ha EBponelickus ¢bio3 3a cezon 2025/2026.

3a NbJHUSA CMHCHK HA MOMOILIIHUTE BellleCTBa BUKTE TouKa 6.1.
Undnyeak Terpa Moxke na cbabpka cliead OT adua (Kato oBanOyMHH, MUIIELLKH MPOTEUHH),

dbopmaniexua, UEeTHITPUMETHIaMOHUEB Opomua, nosucopdar 80 WM reHTaMHIIMH, KOUTO Cce
M3M0J13BaT 110 BpEME Ha NMPOU3BOACTBEHHUA npouec (BxK. Touka 4.3).

L3 JIEKAPCTBEHA ®OPMA

MHKEeKLIMOHHA CYCIIEH3US B MPEABAPHUTEIIHO HAMbJIHEHA CIIPUHIIOBKA.
bucrtpa, 6e31BeTHa TEYHOCT.

4. KJIUMHUYHU JAHHHU

4.1 TepaneBTHYHH NMOKa3aHHS
[IpodpmnakTHka Ha rpur, 0cOOEHO NMpU NaAUMEHTH C NMOBULLEH PUCK OT CBbP3aHH yCﬂGWﬂ }"‘?%
WY L/ 2NN
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Unpnysak Terpa e noka3aH 3a Bb3pacTHH M Aella HAa Bb3pacT Haa 6 Meceua. X/ A0\ \

Ynorpebara Ha UndnyBak Tetpa TpsaOBa na ce ocHoBaBa Ha O(pHLIMAIIHHU TIPENOPHKH.
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4.2 Jo3HpoBKA H HAYMHH HAa NPHJI0KEHUE

osnposka

Bb3pactau: 0.5 ml.

Ieouampuyna nonynayus

Jleua ot 6 meceua no 17 roamHn nonyqasar eaHa go3a ot 0,5 ml.

Heua Ha Bb3pacT noa 9 roaMHM, KOMTO Npelid TOBA He ca OUIHM BAKCHHUPAHH CBC CE€30HHA
BAKCHHA CpeLLy rpumn: TpAORA aa ce ripUnoXKu BTOpa 403a Cle/l MHTEPBAN OT Hal~-Manko 4
CCIAMMUILIM.

beberta Ha Bb3pacT noa 6 Meceua: besonacHocTTa M eukacHocTTa HAa H@nyBak TeTrpa He ca
YCTAHOBEHH.

Ha4uH HA NpHIOKEHHE

UMyHu3auMaTa TpaOBa 4a ¢€ HaNpaBH HHXEKLIMOHHO MHTPAMYCKY/THO WK IbJAO0OKO MOAKOXKHO,
[IpeanovHTAHUTE MECTA 32 UHTPAMYCKY/HO HHXKEKTUPAHE Cca aHTeponarepanHara uacT Ha GeapoTo
(WY ZENTOMOHUAT MYCKYJ1, aKO MYCKYJIHaTa Maca e NoAX0AML1a) NPy Jela Ha Bb3pacT oT 6 10 35
MECELA, HIIK JENTOUZHHAT MYCKY NPH Aela Ha Bb3pacT Haa 36 Meceua M BE3PACTHH,

[lpeanasny mepku TpsaOea na 6bnaT B2eTH npeau pabota ¢ WUAM NPUICKEHHUE HA JEKAPCTBEHHS
NPOAYKT,

3a YKa3aHUA OTHOCHO NMPHUIOTBAHETO Ha JICKAPCTBEHUA NPOAYKT NPpEAH IPHINOKECHHE, BUXXTE TOUKA
6.6.

4.3 IIpoTnBOonOKazanus

CBpBEXUYYBCTBUTENIHOCT KbM AKTHBHMTE BELUECTBA WM KbM HRKO€ OT MOMOUIHWTE BELUECTRA,
u36poeHH B TOUKa 6.1 WIH KbM HSKOS CbCTaBKa, KOSTO MOXKE Aa € HalM4HAa KaTo Clean OT Aiua
(oBaNIOYMMH, MUJIEUIKH NTPOTEUHM), POPMaAEXHU], LETUATPUMETHIAMOHHEB Opomua, nonucopbar
80 WM reHTaMHLKH.

MMyHu3auuaTa TpabBa 1a ce OTIOKH NpH nauueHTH ¢ pebpunno 3abonssane uan octpa HHPEKLKA.
4.4 CneuHaanu npeaynpexacHus H Npeaaziu MepKi NpH ynoTpeda

[Tpocneaumoct

3a noaobpsaBaHe Ha NPOCAEANMOCTTa Ha OHONOrNUHUTE JTeKAPCTBEHHM MPOAYKTH, UMETO K HOMEPBT

Ha napruiaarta Ha npuinaraHua rnpoaykT Tpﬂﬁﬂﬂ aa ObaaT ACHO 3alHCaHH.

KakTo npy BCHMKH BAKCHMHM 332 HHXXEKLUHOHHO MIpUNOXKeHHe, TpaOBa Aa HMa BUHAry roTOBHOCT 3a
NOAXOAALLO MEAMLMHCKO jJieueHHe M HabnioaeHue B caydai Ha aHaduaakTHYHA peakuus cnea
NPHIKEHHETO HAa BAKCHHATA.

HUudnysak Terpa B HUKaKbB cnyual He TpabBa ga ce npuiara BbTPECHAOBO.
KakTo npu aApyru BakCHHM, NpunaraHu HHTpamyckynHo, Undnyeak Tetpa tpabea na
C NOBHIUEHO BHUMAHHWE Ha JMLA ¢ TPOMOOLMTONEHUA HIIM HAKAKBO HapylleHHe Ha

THH KaTO € Bb3IMOXKHO Ja €€ NOABYU KbPBEHE CEl HHTPAMYCKYIHO MPUNOKEHHAE

PeakiluW, CBbLP3aHH C TPEBOXHOCT, BK/IKOMHTENIHO Ba3OBaraiHH  pedkul




BCAKA €1HAa BAKCHHALMA KATO NCHXOMEHEH OTrOBOp KbM Mriara Ha MHXKekuuaTa. [lo Bpeme Ha
Bb3CTAHOBABAHETO, TOBA MOXE Na Oble NPUAPYNKEHO OT HAKOW HEBPOJIOTHYHH MPU3HALUM KATO
MPEeXOAHO HAPYUICHWE Ha 3PEHHETO, TNAPECTe3nA HIM TOHHUYHO-KIOHWYHHW JBHXKEHUS Ha
KpaiiHHUMTE. BaxkHO € 12 MMa YCTAHOBEHH NPOLEAYPH 3a NPEana3BaHe OT HapaHsABaHe BCNEACTBHE
Ha NpUnagaHe.

Un¢pnysak Terpa He € edeKTMBEH Cpelly BCHYKH Bb3MOXHH IIaMOBE HAa TPHIIHUA BHPYC.
HUudnysak Terpa Mma 3a Lien Aa OCHIYypH 3alliMTa CpPelly TE3W BHUPYCHH LIAMOBE, OT KOMTO Ce
MPUroTBs BaKCHMHATA W OT ONH3KO CBBP3aHH pOaoBE.

KakTo NPpH BCAKa BaKCHHa, 3AWLHTCH HMYHCH OTroBOp MOXKE [1a HE CE IpOABABA BBB BCHYKH
BAKCHHH.

HPH NAUHUCHTH € CHAOINCHHA WIH ATPOrCHHAa HMYHOCYIIPECHA, DGPEB)’BHHETU Ha dHTHTCJ/1a MOXKEC Ja
€ HEAQOCTATBYHO.

B3auMoaencTaue ¢b¢ CEPONOrHUYHH TECTOBE: BWIXTE TOUKA 4.5,

To3n nekapcraseH NpoAYKT ChabpXka no-Manko oT | mmol Hatpuit (23 mg) Ha noza, T.e.
NPaKTHUECKH HE CbABPKA HATPHH.
To3n nekapcTBeH NPOAYKT CbabpXa no-manko ot | mmol kanuit (39 mg) Ha no3a, T.e.
NPaKTHYECKH HE ChABPKA KaTUH,

4.5 BiaumMoaeHcTBHA € JAPYrH JIEKAPCTBEHH MNPOAYKTH H japyrH dopMH  HA
B3aHMOJEHCTBHE

He ca nposexcaanu nmpoyuBaHus 3a B3auMmoaecicTeusta. Axo Mndnysak Tetpa ce npunara no
CBLLOTO BpeMe C ApYrd BAKCHHH, UMyHHU3alHATa TpsOBa Aa c€ HanmpaBH Ha OTACIHU KpaHHMKLIM.
Tpsabea aa ce orbenexu, 4e € Bb3MOKHO YCHIIBAHE Ha HEXKENAHUTE NEKAPCTBEHH PeaKLiH.

HM)’HOHDFH'—IHHHT OTroBOp MOXKC J1a ObJie NOHHXKEH NpHu NaukuCHTH Ha UMMYHOCYIIPCCHBHO JIEHCHHE.

Cnen UMyHH3aLUsa ¢ BaKCHHA cpelny rpui, ca Habmoaarany QanllinBoO NONOKHUTENHHK pe3yTaTH
OT CEPONOrHYHHUTE TECTOBE, KOMTO uinonisat ELISA MeTon 3a OoTKpHBaHe HAa aHTHTENA Cpelly
HIV1, xenatur C (Hepatitis C) n ocobeHo HTLVI1. Texuukara Western Blot onposeprapa
dbanwmnso-nonoxkurenuure pesynratm Ha ELISA Tect. [lpexoaHute (aniuvBo-nonoxUTE/HU
peakLdHd Morart ga ce Abaxart Ha IgM otrosopa, npeau3BHKaH OT BAKCHHATA.

4.6 PepTHanTET, OPEMEHHOCT H KHPMEHE

bpemMeHHOCT

UHakTUBHpaHUTE MPHNHW BAKCHHK MOraT Ja ce NpuiaraT BbB BCUYKH CTaAMK Ha OpeMeHHOCTTA.

Hanuue ca no-roneMu 6a3y ¢ gaHHM 32 6€30MaCHOCTTA NO BPpEME Ha BTOPHA U TPETHUA TPHMECTBP
B CPABHEHHE C [TbPBUA TPUMECTHP; BLNPEKK TOBA, JaHHU OT MPUIOKEHUETO Ha BAKCHHATA CPELILY
rPUI N0 LEJIUA CBAT HE MOKa3BaT HAKAKBY HEKENaHW peakLiMy 3a [UI0Ja H MalKaTa, KOUTO MOXeE

Ja CE OTHECaT KbM BaKCHHATA.

KnpMeHe

HMudnysak Terpa Mmoxe 1a Obae U3NMON38aH 1O BpEME Ha KbpPMeEHE.




DepTUIHTET

HsMa HanM4HH AaHHU NO OTHOLLEHHE HA (IJEPTHJIHTETH.

4.7 EdexTy BHpXY cnocoOHOCTTA 3a WIodupane u pabora ¢ MallHHH

Uudnyeak Terpa He noBaMgBa UM NOBNMABA NpeHeOpexUMO cnocobHoCTTa 3a WodHpaHe U
paboTa ¢ MallKHH,

4.8 Hexenanu 1eKapcTBeHH peaKiiHH

a. O6obiuenmne Ha npoduna Ha 6e30MacCHOCT

besonacHoctTa Ha MHpayeak Terpa € oueHena B TpH KIMHHUYHK NPOYYBAHUA,

B ABe KNHMHKUYHM NPOYUBAHUA 34PABH Bb3PACTHU Ha Bb3pacT |8 roaMHu U noseue W 37pasy aena
Ha Bb3pacT oT 3 Ao 17 roauuu ca Ounu BakcHuupanu ¢ Mndnyeak Tetpa wiu Uudnysak
TPUBAJICHTHA BAKCWHA CPELLY TPHI.

B Tpeto npoyusaune, 6ezonacHoctra Ha Mudnaysak Terpa ce oueHaABa npy 3ApaBH neLia Ha
BBb3pacT oT 6 ao 35 meceua, kouto ca bunu BakcuHupauy ¢ Mrdnypak Tetrpa unu
HENPOTHBOIPHITHA KOHTPOJIHA BAKCHHA.

M B aBeTE NpoyyBaHuA MpH AcLia, A€LUA Ha Bb3pacT OT 6 Meceua A0 8 FOAUHU Ca NMonyyHIn eaHa
“UaH ABe 1034 oT UHdnysak TeTpa, B 3aBUCUMOCT OT UCTOPUATA HA TAXHATA BaKCHHALMA CpeIy
[PUIL.

[loeeuero peakudu 0OMKHOBEHO ¢ NMOSBABAT B PAMKUTE Ha MbPBUTE 3 IHH Clle]] BAKCHHKPAHE U
OTWYMABAT CMOHTAHHO B PAMKHTE Ha 1 10 3 AHM ciiea TAXHOTO HadYano. UHTensureTsvT Ha Te3H
PEAKLIMU B MOBEYETO CYYaH € YMEPEH.

BtB BCHUKM BB3IPACTOBM IpynNH HAH-4eCcTO [A0KNaABaHATa JIOKANHA HEXenaHa AeKapcTBeHa
peakLMA Cel BakCUHAaLMA, HaboaasaHa B KIMHUUHKTE npoyyeanus 3a MHdnyeak Tetpa, e Guna
OONIKa Ha MACTOTO HA BAaKCHMHaUMATA.

Haii-uecto aoknaasaHuTe OOWM HeXENaHM JIEKAPCTBEHH peakUuWH clie]  BaKCHHaLMA,
HaOAOaaRaHU B KNIMHUYHUTE NpoyuBaHHA 3a MHPayerak TeTpa npu Bb3pacTHU M A€LA HA Bb3PACT
o1 6 110 17 roamnu, ca 6unu ymopa v rnasodonue 1 3a aela Ha Bb3pacT oT 3 20 S roAMHH CbHIHBOCT,
pa3apa3sHUTENHOCT MU 3aryba Ha aneTHr.

Haf-yecTo cbobuiaBaHuTe OOIUM HEXENaHM peakuud ciel BakCMHAuMA, HabmonaesaHu B
KNHHUYHHTE npoyuBaHus 3a MHdnyeak TeTpa npu aeua Ha Bb3pacT ot 6 Meceua 1o 35 Mecela, ca
pa3apasHUTENIHOCT/Oe3rOKOHCTBO.

[logobHM CTOMHOCTM HAa CMOHTAHHM HEXKENaHW JIEKAPCTBEHHW peakuwn ca HabnwonaBaHd nNpH
peunnueHTH HA MHdnyeak Terpa u HHdnyrak TpueaneHTHa BaKCHHA CpeULY TPHI.

Uectorara Ha HECMOHTAHHO [JOKIAABAHWTE CUCTEMHH HEXENaHW peakLWH € CXoAHa npH
nonyuarenure Ha Mudnyesak Terpa v HenpoTHBOrpunHarta BaKCHHA, NPHU KOETO 4eCTOTATa Ha
HECTIOHTAHHO AOKJIANABAHMTE JOKAHM HEXeNaHH peakuuHn € [MO-HMCKA [PH MOAYYATE/UTE Ha

HUudnysax Tetpa.

6. O60bl11eHne Ha HexXelaHUTE JCKAPCTBCHHN PCAKLIMH B TﬂﬁﬂHl_._!&

CrneaHuTe HexelaHH edeKTH ce CHUTAT MTOHE Bh3MOXKHO CBbp3aHH ¢ Undnysak T

HabnoaaraHM HNY Mo BpeMe Ha KJIMHUYHOTO npoyusaHe ¢ MHpnysak Tetpa, u raT e Yo

nmoctMapkeTuHropus onut ¢ Hudnyeak Terpa wW/wiKM TPUBANEHTHATA Bakc Wamﬁﬂ s \

Hudnysak, S ey
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M3nonsear ce CICAHHUTE HECTOTH.

mMHoro vectu (=1/10); yectn (=1/100, <1/10); neuwectu (=1/1,000, <1/100) 1 ¢ Heu3BecTHA
yecToTa (HeXKenaHHW JIEKApPCTBEHHU peakLMH OT MOCT-MAPKETHHIOB OINUT; OT HAJIMYHHWTE JaHHHW He

MOKE fa Obj1e HanpaBeHa OLEHKA).

Bb3pacTHH M NALHEHTH B CTAPYeCKAa Bb3pact

JloKJ1aAIBaHH HeXKelaHH JieKapeTBeHH peakuuu ¢ Uudaysak Terpa

MedDRA ¢ A
Cucremo- Muoro uecTH <

= 1/100 po <
=
OpPraHHH 1/10 110
K/1acoBe

Hapyuienus Ha
KpbBTa M
nuMdHara
CUCTEMA

Hapylienus Ha
HUMYyHHaTa

CHUCTEMA

Hapywenus na  ['naBoGonue®
HepBHaTa

CHCTCMaA

Cba0BH
HapylIeHUs

Hapyuienus Ha H3notsaBaHe
KO>KaTa
NOAKOYKHATA

TbKdH

Muanrus,
apTpasnrus

Hapyuienus Ha
MYCKYJIHO-
CKeJleTHaTa
CUCTEMA U

CbCAHUHHTCJ/IHATA
TbhbKaH

OO01m
HapyLIeHHUs U
e(heKTH Ha
MACTOTO Ha
[IPHI0KEHHE

YMmopa
JlokanHu
peaKlIMH:
Oosika

, TpErnepeHe
JlokanHu
peaKkLMHm:
3a4yepBsBaHe,

HeuecTH
= 1/1 000 no <
1/100

Hepasnonoxenue Temneparypa

C neuzBecTHA
yecTora“

(OT HAJIHYHHUTE JAHHH
He MOzKe J1a Obae
HANpABeHA OLleHKA)

[[pexoaHa
TPOMOOLIMTOINEHMS,
npexoaHa
numdaaeHonaTus

AJIEpru4yHU peakliuu, B
PEIKH Cllydyau BOJIELLH
J10 LIOK, aHTHOEe1eEM

Hespanrus,
napecre3us, GedpuiIHu
KOHBYJICHH,
HEBPOJIOTMYHH
HapylIEHHUs, KaTo
eHuearomuenur,
HEBPUT U CHHPOM Ha
['unen-bape

Backynur, cBbp3aH B
MHOI'O PEJIKH ClIy4au ¢
NnpexoaHo 6bOpeuHo
3acsraHe

[ eHepanu3upaHu
KOYKHH peakiLlmH,
BKJIFOUMUTESTHO
[NPYPUTYC, YPTHKAPHS
WK HecneunduryeH
0OpHB
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Jdok/aaBaHu HeKeJIaHH JieKkapeTBeHH peakuuu ¢ Uudaysak Terpa

MedDRA
Cucremo-
OpraHHH
KJ1acoBe

MHuoOro yecru

= 1/10

YecerH
= 1/100 oo <
1/10

MoJayBaHC,
CKXHUMO34d,
YIUTbTHABAHC

HeuvecTH

= 1/1 000 o <

1/100

C Hen3BecTHA
yecTora’

(OT HAJTHYHHTE JAHHH
He MoJKe 1a Obae
HanpaBeHa OLEHKA)

"T'b KaTO TE3W peaKUMH ca J10KJIaaABaHU A00POBOJIHO OT HACEJICHUE C Heonpe/iesieH Opo#, He e
Bb3MOXKHO HAJAEXK/HO /1a C€ OLICHH TAXHATA YEeCTOTa WJIM J1a C€ YCTAHOBH NMPUUYUHHO-CJIC/ICTBEHA
Bpb3Ka C €KCIMO3MLIUA Ha JIEKAPCTBOTO.

® TIpu nauMeHTH B cTapyecka Bb3pacT (= 61 roaMHu) ca J10K/1a/BaHH KaTo YeCTH

[leduampuuna nonyiayus

Jdeuna (Ha Bb3pacT oT 6 meceua 10 17 roanun) Jok/j1aaBaHn HeKeJJaHHU JIEKAPCTBEHH peaklMH
¢ Undaysak Terpa

MedDRA
CHeremo-
OpPraHHH
K/1acoBe

Hapylienus Ha
KpbBTa M
nuMmdHara
cUcTeMa

HapyleHnus Ha
MMYHHAaTa
CUCTEMA

HapyuieHus Ha
HepBHaTa
cUcTeMa

Cb10BH
HapyLIeHUs

Hapyuwienus Ha
KoKaTa M
[NOAKOXKHATa
TbKaH

MHOI0 4eCTH
= 1/10

["'naBob6onue
CouHIMBOCT®

Uznorssane'

YecTH

= 1/100 no <

1/10

HeuecTH

= 1/1 000
no < 1/100

C Hen3BecTHA
yectora®

(OT HAJTHYHHTE JAHHH
He MOXe 1a Obae
HanpaBeHa OlleHKA)

[IpexoaHa
TPOMOOLIUTONEHMUS,
npexo/iHa
numdaeHonaTus

AJIEpruvHH peakiLMHu, B
PEAKH CJlyyaHu BOACLUM
110 LWOK, aHI'HOE1EM

Heppasnrus,
napecresus, pedpujIHu
KOHBYJICHH,
HEBPOJIOTHYHHU
HapyLUEHMs, KaTo
eHue(]aTOMHUEIHT,
HEBPUT U CUH/POM Ha
| unen-bape

BackyauT, cBbp3aH B
MHOI'O PEAKH C/Iy4Yau C
npexoHo 6bOpeyHo
3acsAraHe

KOXKHH peaﬁg,uﬁ N TN
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Hena (Ha Bb3pact or 6 meceua 10 17 roaunn) JJok/1aBaHH HeXKeJIaHH JIeKAPCTBEHH PeaKIHH
¢ Uudaysak Terpa

C HeM3BeCTHA

MedDRA YecTn HeuecTn qyecTora®
_ M
Cucremo }““m weclin > 1/100 xo < = 1/1000 (oT HAJTHYHHTE AAHHH
OpraHHu = 1/10
1/10 10 <1/100 He MOXKe 1a 0b/1e
K.JIACOBE

HANpaBeHA OUEHKA)

WK HecneurduueH
oOpuB

Hapywenus Ha  3aryba Ha aneTut’

MeTadoJiM3Ma U

XpaHEHeTO
CromauiHo- ["anene’, kopemHa
YpPEeBHH Oonka‘, nuapus’,
HapyuIeHHUs [NoBpblLaHE®
[lcuxuunm PazapasuurenHoct/
HapyLLEHHS 6e3nokoHcTBO"
Hapyuwenus Ha  Muanrus® Aprpanrus’
MYCKYJIHO-
CKeJleTHaTa
cucTema M
CheMHUTE THATA
TbhKaH
O01uu Ymopa®©, Tpenepene’
HapylUIEeHUs U Temneparypa', JlokanHa
e)eKTH Ha HEpa3MoJIoKeHHe®  peakuus:
MACTOTO Ha JlokanHu peakuUMH: eKXMMO3a
MPUIOKEHHUE BoJKa,
3auepBsBaHe,
noaysaHe’,
HHaypaLms®

*Tobii KaTo Te3M peakLMH ca J0KaaaBaHH A00POBOJHO OT HAceJeHUEe ¢ HeonpeaesieH Opoil, He € Bb3MOMKHO
HAaJEKIHO J1a Ce OLIEHH TAXHATA YeCTOTa HJIM J1a C€ YCTAHOBH MPHYHHHO-CJIEICTBEHA BPb3Ka C €KCIO3ULIHA
Ha JIEKapCTBOTO.

> ChoOlieHH Npy Jielia Ha Bb3pacT OT 6 Mecela 10 5 rOAnHH.

¢ CboOLueHH npu aeua Ha Bb3pacTt oT 6 10 17 roauHu

4 ChoblueHH KaTo YecTH NpH aella Ha Bb3pacTt oT 6 10 35 Mecela

¢*CpoOLLUeHH KaTo YECTH NMpH Jela Ha Bb3pacT OT 3 10 S roaAHHH

fChobLieHH KaTo YeCTH NMpH aella Ha Bb3pacT oT 3 10 17 roanuu

CboOluaBaHe Ha MoAo3MpaHy HEXKeJlaHW peaKLuu

CboOliaBaHeTo Ha MOJ03MPAHM HE)KEIaHW peakuUHH ciejl paspellaBaHe 3a  yrnorpeba Ha
JIEKapCTBEHUS TMPOAYKT € BaxkHO. ToBa no3BossBa ja TMpPOAB/KM  HAOJKOJAEHHETO Ha
CbOTHOLLEHHETO MOJ3a/PUCK 3a JIEKapCTBEHHUS MPOAYKT. OT MEAMUMHCKHUTE CHEUHaTuCTH ce

M3UCKBaA J1a cbOoOLIABAT BCAKA M0J103MpaHa HEKejlaHa peakuus upes HauunnaﬂHgm,_..%ﬁéﬁ@:ﬁ::
cbhOOI1IlaBaHE:! 7 Ol A
NU3nbiHUTEIHA areHLUs 1o JiekapcrBara f;ﬁ’, =/ I
yi. . Jlamsin ['pyes” Ne 8 =
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Ten.: +359 2 8903417
yebcait: www.bda.bg

4.9 [Ipenozupasnte
[fpenozupaHeTo € MaNIKO BEPOATHO Aa MMa HAKAKbB HeXelaH edekr.

5. ®APMAKOJIOTHYHHU CBOVCTBA

5.1 OapmMakoAHHAMHYHH CBOHCTBA
QapmakoTepanesTHuHa rpyna: Bakeuna cpewy rpun, ATC Koa: JO7BBO2.

MexaHu3IbM Ha JEHCTBHE:

Undnysak Terpa ocurypsasa akTMBHa MMYHH3aUUs CpeLLy YETUPH LiamMa rpuniu Bupycu: A/(HIN1)
wam, A/(H3N2) wam, u aBa B wama (no eauH ot Beaka nuHua, B/(Victoria) v B/(Yamagata)).
HMudnysak Terpa, mporsBeaeH CbIaCHO ChLUKMA MPOLIEC KATO TPUBANEHTHATA BAKCHHA Cpeuly rpun

HUudnyBak, HMHOIyuHMpa XyMOpalHH aHTHTENA Cpelly XeMarnyTHHHHHTe. Te3w aHTuTena
HEeYTPaIH3upaT BUPYCHUTE Ha rpuna.

CneundyyHHMTE HMBA HAa TUTbpa Ha aHTHTENaTa, MHXHMOWpaln XemoaranytHHauuata (HI) cnen
BAKCHHALUA € BAKCHMHW ¢ MHAKTHBUPAHW PHUNHH BHPYCH, HE KOPETHpaT CbC 3alliMTata oT
3abonsBaHe OT rpun, HO TUTpuTre Ha HI aHTMTEenata ca Ounu w3NOA3BaHM 3a M3MEpBaHe
AKTUBHOCTTA HA BAKCHHATA.

OOUKHOBEHO CE NONy4aBa UMYHEH OTrOBOp B paMmkuTe Ha 2 10 3 ceamuuu. [lpoabmxurenHocrra
Ha TNOCTBAKCHUHANIHUA HMYHHMTET KbM XOMOJOXHM lIAMOBE WIH 1UAMOBE, TACHO CBBP3aHHU ¢
BAKCHHHUTE LLIaMOBE, BapHupa, Ho obH4aiiHo € 6-12 Meceua.

DapMakoJHHAMHUYHK eDeKTH

EdukacHocT Ha UHdnyBak Terpa npu aeua Ha BhapacT 6 - 35 meceua

E¢uxacHocrra Ha Hudnyesak Terpa e oueHeHa B paHAOMH3HUPAHO, CAANO-KOHTPOJIUPAHO,
KOHTPONHPAHO C HENPOTHBOIPUNHA KOHTPOAHA BakcuHa npoyusaHe (INFQ3003), nposeneHo npes
3 rpunHu cezoHa or 2017 . 10 2019 r. 8 EBpona u A3ud. 3apaBu cybeKTH Ha Bb3pacT 6 - 35 Mecena
ca nonyyasanu aee no3v Uudnyeak Terpa (N = 1005) nnu HenpoTHBOrprnHa KOHTPOJIHA BAKCHHA
(N =995) ¢ unrepean npubsuznrenyo 28 aHu. EdukacHoctra Ha UHGnyBak Terpa € 61una oueHeHa
33 NPEAOTBPATABAHE HA NOTBbpAeHA ¢ obpaTHa TPAHCKPUILIMOHHA MONMMEpPa3HA BEPUXCHA peaKna
(RT-PCR) rpunHa A w/win B bonect, npuunHena or cxogeH rpunedH wam, Beuuxy RT-PCR-
MOJOXKHUTENHH pobdu ca OUNKH AONBIHHUTEIHO TECTBAHH 33 XKHU3IHECNOCOOHOCT B KNEThYHA KY/TYpa
W 3a 1a Ce ONpeaeny Jajti UMPKYJIHpalUnTe BUPYCHH LLIAMOBE CbOTBETCTBAT HA T€3H BbB BAKCHHATA.

Tabnuua: EduxkacHocT npy aeua Ha Bb3pacT 6 - 35 meceua

Undnyeak Terpa | Henporusorpunda | EdukacHoct Ha |
KOHTPOJHA BaKCUHATA |
N=1005 BAKCHHA |
N=995 (95% CI) '

JlaGopaTopHo MOTBBLPAEH n |
| rpumn, NpHYHHEN OT!

- Bcekd rpunen mam A
nan B

- KVATYDHO NOTBBLYACHH
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|  BLB BAKCHHATA, LIAMOBE -
EdurkacHOCT Ha BaKCHHaTa: AAN Ha C/iyyauTe Ha rpun, NpPeaoTBPaTeEHN OT BAKCHHALIUATA

N=06po# BakCHHHPAHH YHACTHHULIH

n=0poii ciyuau Ha rpun
Cl=noBepHTeneH uHTEPBAI

UmyHorennocT Ha Mudnypak Terpa

KnvHW4yHH npoyyBaHKg, NPOBEICHH NPH BL3PacTHH HA Bb3pacT 18 roanHu u noseue (INFQ3001)
U aeua Ha ew3pact ot 3 ao 17 roaunn (INFQ3002) ouenspat 6e30nacHocTra H HMYHOIN€HHOCTTA
Ha MHpnysak Terpa v Te He ¢a NO-HUCKH OT TE€3W 3a TPUBaJEHTHaTa BakcuHa Mudsysaxk 3a
[OCTBAKCHHANIEH FEOMETPUUHHUSA cpeacH aHTHTANO THTBP (GMT).

B aseTe npoyuBaHUA Npeau3BHKaHUAT UMYHEH oTrosop oT MHdnysak Tetpa cpeuty Tpute 1ama
KaTo w0 € OMn He MO-HUCBHK OT TpUMBalNEHTHaTa BakcHHa cpelny rpun Mndnyeak. Uudaysak
Terpa npean3BUkBa MO-BMCOK MMYHEH OTIrOBOp Cpeillly AOMBAHUTENHUA B ulam, BkiroueH B
HUHdnysak Terpa, B CpaBHEHHUE ¢ TPUBAEHTHATA MPUNHA BakchHa MHdnysak.

Bb3pacTHd Ha Bb3pacT 18 roaMHU M noBeye

B knunuuHo npoyusadHe INFQ3001, 1 535 swn3pactHu Ha BB3pacT 18 roaMHu M noseue ca
MOAY4YUIM eaHOKpaTHA f03a HHdnyBak Terpa u 442 nauveHTH ca NONYYHUAY TPHBAJIEHTHA BAXCHHA

Mndnysak.

Tabauua: [MocTeakcuuaned GMT M 4€CTOTA HA CEPOKOHBEPCHUS

Bow3pacTuu 18 | Uudnysak Terpa Uudnysak! Nudaysak?
— 60 roasmua | N=768 N=112 N=110
BL3pacT L ]

GMT (95% noBepnresieH HRTEpBaA)
A/HINI1 272,2 (248,0 , 298,8) 304,4 (235,1 , 394,1) 316,0 (245,1 , 407,3
A/H3N2 442,4 (407,6 , 480,2) 536,5 (421,7 , 682,6) 417,0 (323,7,537.1

B (Yamagata)®

162,5 (147,8 , 178,7
214,0 (195,5, 234,3)

128,7 (100,3, 165,2)

81,7 (60,7, 109,9

85,1 (62,6, 115,6)

184,7 (139,0, 245,3

B (Victoria)*

Yectora Ha cepokonBepcHa (95% noBepHTE/ICH HHTEPBAT)

| A/HINI1

59,4% (55,8% , 62,9%)

| A/H3IN2

65.5% (55,8% , 74,3%)

64,8% (55,0% , 73,8%)

1 51,3% (47,7% , 54,9%)

61,6% (51,9% , 70,6%)

55,5% (45,7% , 64,9%)

| B Yamagata! 5932% (55,7% , 62,8%)

| B (Victoria)*

| [IantneHTH B
| crapyecka

| Bb3pacrt 61

| TONHHH W

| noBeyve

58,7% (48,9% , 68,1%)

70,2% (66,8% , 73,4%

HUudnysak Terpa
N=765

51,4% (41,6% , 61,1%

Hudnysak '
N=108

_140,9% (31,6%, 50,7%)

66,4% (56,7% , 75,1%

Nudnysax
N=110

| A/HIN1

127,2 (114,9, 140,9)

GMT (95% noBeputeneH nure Ba.n)_

142,4 (107,6, 188,3)

174,2 (1359, 223,3)

A/H3N2

B (Victoria)®

63,7 (57,7,70,4

[348,5(316,8,383,5) | 361,5 (278,3, 469,6)

B (Yamagata)’

l.,

57,4 (43,6, 75,7) ]

3534 (28€

109,4 (98,1 , 122.0)

48,0 (34,6 , 66,6)

A/H1IN1

Yecrora Ha cepokonBepcHn (95% nosepurenen HHTepsk

50,3% (46,7% , 54,0%) | 56,6% (46,6% , 66,2%

a y .HI
53% u:

. - ¥, 5 x
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A/H3N2 39,3% (35,8% , 42,9%) | 44,4% (34,9%, 54,3%) | 43,6% (34,2% , 53,4%) |
| B (Yamagata)® | 49,9% (46,2% , 53,5%) | 46,2% (36,5%, 56,2%) | 30,0% (21,6% , 39,5%)
B (Victoria)* | 53,6% (50,0%, 57,2%) | 25,0% (17,2% , 34,3%) | 55,6% (45,7% , 65,1%

N= 6po# Y4aCTHHULIH, BKIIOUEHH B AHAJIM3 HA HMYHOTEHHOCTTA

'evabpxas A/HIN1, A/H3N2 u B (auuus Yamagata)

Zcpavpxawl A/HINI, A/HIN2 u B (nuumna Victoria)

‘npenopuuan B mam ot C30 3a cezon 2014-2015, cesepHo noayknn60, 3a TPUBATEHTHUTE BAKCHHH
‘pombanurento npenopbyad B wam ot C30 3a ceson 2014-2015, cerepro nonyxwabo, 3a
TETPaBaJIEHTHUTE BaKCUHU

[leanaTpryHa nomnynaums

Jeua Ha Bb3pacT oT 3 00 17 roauHu

B knuHnyHo npoyusane INFQ3002, 402 aeua Ha Bb3pact ot 3 a0 17 roaMHu ca noNy4uny eaxa
nnu ase no3W ot MHdayeak Terpa u 798 aeua ca noayuunu eaHa unu ase ao3u ot MHdnyeak
TPHBaJIEHTHA BAKCHHA, Bb3 OCHOBA HA TAXHATA UCTOPHA HA BAKCHHUpAHE.

Tabanua: YectoTa Ha cepOKOHBEPCHUS

| Jeua na Hudpnyeax Terpa Uudnysak! | Undnyeak?
Bb3pacT 0T 3 10 | N=396 N=389 N=369

| 17 roagunu L

| YecToTa Ha cepokonBepcus (95% noBepHTE/IeH HHTEPBAd)

| A/HINI ‘i 60,1% (55,1% , 65,0%) 61,8% (56,7% , 66,6%) 39,1% (54,1% , 64,0%)
| A/H3N2 80,6% (76,3% , 84,3% 82,4% (78,3% , 86,1%) | 80,7% (76,5% , 84,5%)
B Yamagata)’ 79,3% (75,0% , 83,2%) 73,1% (68,4% , 77,5%) | 28,1% (23,7%, 32,8%)
[ B (Victoria)® 76,5% (72,0% , 80,6% 39.5% (34,6% , 44,6% 72,7% (68,0% , 77,0%

N= Opo# y4aCTHULIH, BKJIIOYEHH B aHAJTH3 HA UMYHOTEHHOCTTa

lepaupkawy A/HINI, A/H3N2 u B (nuuus Yamagata)

2cvanpxawl A/HINL, A/H3N2 u B (anHua Victoria)

il‘lpﬂﬂ{}p’b'{aﬂ B wam ot C30 3a ceaoH 2016-2017, cesepHO Nonykbad0, 3a TPUBANECHTHUTE BAKCHHH

AONBAHUTENHO npenopbyad B wam ot C30 3a ce3on 2016-2017, cepepHo noayxuado, 3a
TETPABANEHTHUTE BAKCHHH

Heua Ha Bb3pacT 6 Mecelia — 35 Meceua

B xnuununo npoyusane INFQ3003 mmyHorenHoctra Ha MHdnysak Tertpa ¢ Guna oueHeHa no
OTHOLUEHHE HA HECTOTATA HA CEPOKOHBEPCHA Npe3 3 MPHUITHM Ce30Ha.

Tabauna: Uecrora HA CEPOKOHBEPCHS

| Hena na ['puneH celoH I"'punex ce3oH ['prnen ce3oH
Bw3pacr 6 - 35 | NH 2017-2018! NH 2018-2019! SH 2019
Mecela N=348 | N=359 N=225
, YecroTa Ha cepokousepcust (95% noseputenien MHTepBAas)
A/HINI 74,4% (69,5% , 78,9% 76,0% (71,3%, 80,4%) | 69,8% (63,3%, 75,7%) |
| A/H3N2 | 92,5% (89,2%, 95,0%) | 86,6% (82,7%, 90,0%) | 86,2% (81,0%, 90 4%)
B (Yamagata) | 35,5% (30,4% , 40,8%) | 56,0% (50,7% , 61,2%) 16 9% 08 2l
| B (Victoria 26,5% (21,9% , 31,5%) | 65,2% (60,0% , 70,1% u ﬁt‘ﬂ!ﬁ%‘_
N— 6pOl y4acTHUUM, BKJIIOUEHH B aHATHW3 HA MMYHOTEHHOCTTA | f‘*- 4 .. 1: N' \f;__*_:-. __
' cvabpkawy npenopbuyaHute oT C30 1aMoBe 3a CbOTBETHHA CE30H 3a HETHPHUBAIE ﬂu{ aaxc’unu e
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5.2 PapMakoKHHETHYHH CBOHCTBA
Henpuioxumo.

5.3 IIpeakIHHHYHH AaHHHK 32 Oe3onacHocT

HexnuHuuHKTE JaHHU He NOKa3BaT 0co0eH PUCK 3a Xopa Ha 0a3ara Ha KOHBEHLIMOHAIHH
NPOY4BaHHMA NPH MHOTOKPATHA 2034 ¥ IOKATHA TOKCUYHOCT, PENPOAYKTHBHA TOKCHYHOCT
TOKCHYHOCT Ha PA3BHTHETO W (HapMaKOIOrMYHH MpOoy4BaHUs 3a 6€30MacHOCT.

6. O APMAIEBTHYHHA JIAHHHA

6.1 CrnouMcbK HA MOMOILUHHTE BelECTBA

Kanues xnopua

Kanues puxuaporendocdar
Huuatpues docdar auxuapar
Harpues xnopua

Kanuues xj0pMa AMXHapaT
MarHe3aues xJiopua xekcaxuapar
Bona 3a HHXEKUMH

6.2 HecnBMeCTHMOCTH

an JIUTICA Ha MMpOYHBaHHA 34 HCCDBMCCTHMOCTH, TO3M JICKAPCTBECH TNMPOAYKT HE Tpﬂﬁﬂa Aa cc
CMCCBA C APYIrH JCKApPCTBEHH NPOAYKTH.

6.3 Cpok Ha roaHocTt
1 roauHa
6.4 CneunajjHH yCJI0BHA HA CbXpPAHEHHE

Ha ce cvxpansaBa B xutaguanuk (2°C-8°C).
Ha He ce 3amMpassBa.
Jla ce cbXpaHsBa B OPHIMHAJIHATA ONAKOBKA, 3a Aa CE€ Npeana3u OT CBETNIHUHA.

6.5 Bua 4 cbALpKAHHE HA ONAKOBKATA

0,5 ml HH)KeKUUMOHHA CYCNEH3U] B NPEABAPHTEHO HalTb/IHEHA CPUHUOBKA C Wiu 6e3 urna
(cTeKN0, THN I), onakoBka oT 1 unu 10.

He BcHuxM BHAOBE ONAKOBKHU MoraT Aa 6baaT mycHaTH B npoaaxoa.
6.6 CnemnajiHH NpeAna3HH MePKH MPH H3XBLPJIiHE H paboTa
BakcuHara TpaGBa 1a AOCTHIHE CTaliHa TeMMnepaTypa fped pUIIoKEHHE.

Ha ce pasxnartut npean ynotpeba. [la ce npoBepH BU3yanHoO Npean NpUIoKEHHE. 7 = ™3,

o7 e L N

']' .

Heusnon3BaHUAT NeKapcTBEH NPOAYKT WM OTNAaAbYHUTE MATEpUAH GT/
U3XBBPJIAT B CHOTBETCTBHE C MECTHUTE H3UCKBAHHA. r LSS
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7. IIPUHTEKATEJ)I HA PASPELHIEHETO 3A YIHHOTPEBA

Viatris Healthcare Limited

Damastown Industrial Park

Mulhuddart

Dublin 15

DUBLIN

Hpnanaus

8. HOMEP(A) HA PAPEITIEHUETO 3A YIIOTPEBA

PeructpaunoHer Homep: 20170285

9, JATA HA ITBbPBO PASPEINABAHEITIOAHOBABAHE HA PASPEHIEHHUETO
3A YIIOTPEBA

Hata Ha nbpBO paspeluaBane: 27 cenremepu 2017 r.
Jlata Ha nocnenHo noaHosaBaHe: 13 anpun 2022 r.

10. JATA HA AKTYA/IUZUPAHE HA TEKCTA

01/2026
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