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KPATKA XAPAKTEPUCTHUKA HA MPOAYKTA ‘72 S/ "sz

- 63202 1606 NE

1. NUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mudnysak Terpa vHKeKUMOHHA CycrneH3Us B MPeIBAPUTETHO HAIThb/IHEHA CIPHUHIIOBKA (BaKCHHA
Cpelly rpun, NOBbLPXHOCTEH AHTUI'€H, UHAKTUBUpaHa)

Influvac Tetra suspension for injection in pre-filled syringe (influenza vaccine, surface antigen,

inactivated)

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

[TOBBLPXHOCTHHM aHTUIE€HHU HA IPUNEH BUPYC (WHAKTUBUPAH) (XeMarjlyTHHHH U HEeBpaMHHHK/1a3a) Ha
CJIEJIHUTE L1IaMoBe™*:

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

A/Croatia/10136RV/2023 (H3N2)-noao6eH 1mam 15 mukporpama HA **
(A/Croatia/10136RV/2023, X-425A)

B/Austria/1359417/2021-nono6eH am 15 mukporpama HA **
(B/Austria/1359417/2021, BVR-26)

B/Phuket/3073/2013-noaobeH 1am 15 Mukporpama HA **

(B/Phuket/3073/2013, nuB THN)
3a no3a ot 0,5 ml
PasMHOXKEHH B KOKOLIM eMOPHOHHM OT 3/paBH NMTHYM MONYJIAllMH

**  XeMarjyTHHMH.

Ta3u BakcuHa oTroBaps Ha npenopbkuTe Ha CBeToBHaTa 3apaBHa opranuzauus (C30) (ceBepHo
[OJIyKBJI00) M Ha npenopbkuTe Ha EBponelickus cbio3 3a ce3oH 2025/2026.

3a IMbJIHUA CITUCHK HA MOMOUHHUTE BellleCTBA BUXKTE TOYKA 6.1.
Mudnysak Terpa mMoke na cbabpika cineam oT giua (kato oBaJOyMHH, IMUJIEIIKH MPOTEUHH),

(popmanaexua, ueruaTpumeTHiamMoHueB Opomua, nonucopbar 80 MM reHTaMHULIMH, KOMTO Ce
U3I10JI3BAT M0 BPEME Ha MPOM3BO/ICTBEHHUs npoliec (BXK. Touka 4.3).

3. JIJEKAPCTBEHA ®OPMA

MHxeKUHOHHa cycner3us B MpeBapUTeTHO HalmbJIHEHA CIPHHIIOBKA.
buctpa, 6e31BeTHa TEUHOCT.

4. KIMHHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHA

[IpodunakTHka Ha rpur, 0coOOEHO NMPH NalMUEeHTH C MOBHILIEH PUCK OT CBbP3aHH YCI0XKH

Mudnysak Terpa e noka3aH 3a Bb3pacTHH M Jielia Ha Bb3pacT Haj 6 Mecella.
Ynorpebara Ha UudnyBak Terpa TpsaOBa 1a ce ocHOBaBa Ha O(UIMAIIHH MPeT



4.2 J03HPOBKA H HAYHH HA NPHIIOKEHHE

203 HpOBKA

Br3pactau: 0.5 ml.

[leouampuuna nonynayus

Heua ot 6 Mecenta 10 17 roauHy nonyyaeat efHa ao3a ot 0,5 mi.

Jeua na Bb3pacT noa 9 roaMHH, KOWTO NpEAM TOBA He ca OWNH BAKCHHUPAHH ChC CE30HHA
BaKCHHa Cpeliy rpun: Tpabsa Aa ce NpUImKY BTOpa 1032 Clel HHTEpPBal OT Hail-Manko 4
CEAMMULIH.

BebGera Ha BB3pacT noa 6 meceua: GezonacHocTTa M edukacHocTTa Ha Mudnysak Terpa He ca
YCTAHOBEHH.

Ha4yuH Ha npunoxxeHue

HmyHusanuaTa TpadBa aa ce HanNpaBH HHXKEKLUMOHHO HHTPAMYCKY/IHO HWIH ABNGOKO NOIKOMKHO.
[IpeanounTaHUTE MECTa 32 HHTPAMYCKYJIHO HHXKEKTHpaHe ca aHTeponaTepaHaTa 4acT Ha 6eapoTto
(MU AENTOMOHHAT MYCKYJ, KO MYCKY/THATa Maca € NOAXOAALLIa) NPH AeLa Ha BL3pacT oT 6 10 35
MeceLa, WK JeNTOMIHHUAT MYCKY [IPH A€lla Ha BB3pacT Hag 36 Mecela H Bb3PacTHH.

[Ipeanasuu MepkH Tpabea na 6baaT B3eTH npean paboTa ¢ WAK NPHACKEHHE HA JIEKAPCTBEHHS
MPOAYKT.

3a YKa3aHufa OTHOCHO NPHUIOTBAHECTO HA JICKAPCTBEHHA MMPOAYKT NpeAdH APpUNOKEHNE, BHXKTE TOUKA
6.6.

4.3 IIpoTHBONOKAZaAHUA

CBpBbXUYBCTBHTE/THOCT KbM AKTUBHMTE BEWIECTBA WM KbM HAKOE OT MOMOLIHHMTE BELIECTBA,
H30poeHHM B Touka 6.1 UM KbM HAKOS CHCTABKA, KOATO MOXE Ja € HaJIMYHA KATO CledM oT fiiua
(0BanOYMHH, MHIICLLKH NPOTEUHH), POpMaNIeXull, LETUITPUMETHIaAMOHHEB Gpomua, nmonucopbar
80 WK reHTaMHULIMH.

MMyHu3aumsaTa Tpabsa fa ce OTIONKH NpU nauneHTH ¢ deGpunHo 3abonspaHe UK OCTPa HHDEKLIUA.
4.4 Crnennannu npenynpexaeHus H NpeRNAIHH MEPKH NIpH ynorpeba

[Ipocneaumoct
3a nogoOpsABaHe Ha NPOCNEIUMOCTTa Ha OUONOTHMHHUTE EKAPCTBEHHU NMPOAYKTH, HMETO M HOMEPBT
Ha MapTUaTa Ha NpujaraHus NpoAykT TpsadBa aa ObaaT ACHO 3aNMCaHy.

Kakto npu BCHUKH BAKCHHH 32 MHIKEKLIMOHHO MPUIIOKEHUE, TpAGBa a MMa BUHATM FOTOBHOCT 34
NOAXOAALIO MEAWLMHCKO JleYeHHe H HabnioaeHue B caydaH Ha aHahUNaKTHYHA peakuHs Ches
NPUICKEHUETO Ha BAKCHHATA.

Hudnyeak Terpa B HMKaKeB ciiyyail He TpsaOBa Aa ce NpHiara BTPECHI0BO.
Kakro npu apyrH BakCHHH, NpunaraHu unrpamyckyaso, Mugnysak Terpa Tpabea aa ce npvmara

C MOBULIECHO BHUMAaHKeE HA THUA ¢ TPOMOOLIMTONEHUA WIH HAKAKBO HApYLIEHHE H /. : a,
TbH KaTO € Bb3MOXKHO J1a C€ NOSABH KbPBEHE CNEJl HHTPaMYCKYJTHO MPHIIOKEHHE ZAIH (EU8Y 0.

PG&KHHH, CBBP3dHH C TPEBOXHOCT, BKIMKYHUTCIIHO Ba30BaraJiHH
XHICPpBECHTHIIALLUA, HITH peaKUHH, CBBP3aHHU ChC CTPEC, MOraT fa Ce MOABAT G




BCAKA €JHA BAKCHHALMA KATO MCHMXOrEHEH OTrOBOP KbM MINara Ha WHkeknuaTta. ITo Bpeme Ha
BB3CTAHOBABAHETO, TOBA MOXE Aa ObJe NPUAPYKEHO OT HAKOW HEBPOJOTHYHH MPH3HAUM KATO
MpeXOOHO HapylIEHHE HA 3pPEHHETO, NapecTe3rMs WIH TOHHYHO-KJIOHHYHM JABWXXEHMS Ha
KpaHHUMTE. BaskHO € 1a HMa yCTAHOBEHH MPOLIEAYPH 32 Npe/iNa3BaHe OT HapaHIBaHE BCICOCTBHE
Ha NpUnajzaHe.

Hujpnysak Terpa He € edeKTHBEH cpelly BCHYKM BB3MOXHHM LIAMOBE HA TPHITHHR BHPYC.
NHpnysak Terpa umMa 3a Len Ja OCUrypM 3alIUTa CPeElly TE3W BHPYCHH LUAMOBE, OT KOHUTO Ce
MPUIOTBA BAKCHHATA M OT OJIN3KO CBLP3aHH POIOBE.

Kakro npy BCska BakcHHa, 3alIMTEH UMYHEH OTIOBOP MOXE J1a HE C€ MPOSBABA BbB BCHUYKH
BaKCHHH.

IIpn nauyeHTH ¢ eHAOreHHa HJIN ATPOreHHa UMYHOCYTIPECHS, 00Pa3yBaHETO Ha AHTHUTENA MOXKE A
e HelOCTaThYHO.

B3auMoneicTBre ¢be CEPOIOTHUHM TECTOBE: BUXKTE TOUKa 4.5.

Tosn nexapcTBeH NpPOAYKT ChbAbpxkKa no-manko or 1 mmol Hatpuit (23 mg) Ha no3a, T.e.
MPaKTHYECKH HE CbABPXKA HATPUH.

To3n nexapcteeH npoaykr ceabpa no-Manko OoT 1 mmol kanuit (39 mg) Ha no3a, Te.
NpakTHYECKU He ChbABPHKA KAJTHIA,

4.5 Biaumopeficteua ¢ ApyrH JieKapcTBeHH MNpPOAYKTH W ApyrH  ¢opMH Ha
B3AHMOACHCTBHE

He ca mposexxnany npoy4saHMs 3a B3aumoneicrBuata. Ako Uudnysak Terpa ce npunara no
CBLIOTO BpeMe ¢ APYMM BakCHHHM, HMYHH3auuaTa Tpa6Ba na ce HanmpaBH Ha OTAESIHH KpaMHHLM.
Tpabaa na ce orOenexu, ye € BbIMOXKHO YCHUIIBAHE HA HEXKENAHUTE NEKAPCTBEHH PEAKLIHH.

I’IMYHOHDFH'—IHHHT OTroBOD MOXKEC 114 G'I:,[le MOHWMECH NMPH NAUCHTH HA UMYHOCYIIPECHBHO JICYCHHE.

Cnen MMyHH3alLlMA ¢ BAKCHHA CpELLy I'pUM, ca HabmoaaBaHu (GaiLlIKBO NOMOXKHTENHH PE3YITATH
OT CEepOJIOTHYHHTE TeCTOBe, KOUTO M3noa3saT ELISA MeTon 3a OTKpHMBaHe Ha aHTHTE/a cCpeLly
HIV1, xenatur C (Hepatitis C) n ocobeno HTLVI1. Texumkara Western Blot onpoeeprasa
¢anMBO-NONOKHTENHHTEe pe3ynratd Ha ELISA Tect. Ilpexoanute (anuinBo-nosoKUTEIHH
peaklIHK MOTaT Ja ce ABJDKAT Ha IgM otroBopa, npeausBuMKaH OT BAKCHHATA.

4.6 PepTHauTeT, GpEMEHHOCT U KLpPMEHE

bpeMeHHOCT

MHakTUBUpAaHUTE MPUITHY BAKCHHHU MOTAT J1a C€ NPHJATaT BbE BCHUKH CTAIHU HAa OpeMeHHOCTTA.

Hannue ca mo-roneMu 6a3u ¢ AaHHH 3a 6e30nacHOCTTA MO BpeMe Ha BTOPHS M TPETHA TPHMECTHP
B CPABHEHHE C TLPBUA TPHMECTBP; BLIIPEKH TOBA, JAHHU OT NPUIOKEHHETO HA BAKCHHATA CPELLY
IPUN MO LEAHA CBAT HE NMOKA3BaT HAKAKBY HEXKENAHHM PEAKLMH 34 TUTOAA M MaiiKaTa, KOUTO MOXE

Ja C€ OTHECAT KbM BaKCHHATA.

KbpMmeHe

Mudnyrak Terpa Mmoxe na 6bae H3NON3BAH NO BpeMe Ha KbpMeEHe.




QEPTUINTET

HsMa HaflMyHH JaHHU MO OTHOLUEHHE Ha HEPTUIHTETA.
4.7 EdexTn pbpxy cnocofnoctra 3a modHpaHe n paboTa ¢ MAWIHHH

Hudnysak Terpa He NOBIUABA WM NOBAUABA NIPEHEOPEMMMO cOCOOHOCTTA 38 WodUpaHe U
paboTa ¢ MaLIHHH.

4.8 Hexenann iekapcTBeHH peakluu

a. O6obinenue Ha npoduna Ha 6e30nacHOCT

BesonacHocTTa Ha UHdnyBax Tetpa € oueHeHa B TPH KIMHHUHMHH NPOYYBaHMUA.

B nBe KMHHHYHH NPOYYBAHHWA 31paBy BBIPACTHHU HA BB3pacT 18 roaMHHK M NoBeYe W 31paBH Aella
Ha BE3pacT oT 3 A0 17 roauny ca Ounu BakeHupanu ¢ Mudnyeak Terpa unu Undnypak
TPHBAJIEHTHA BAKCHHA CpELLY MpuIl.

B tpero npoyusane, 6esonacHocrra Ha MHnysak Terpa ce ouensea npu 3apaBu Aela Ha
BBE3pacT ot 6 0o 35 Meceua, kouTo ca 6unn BaxcuHHpaHu ¢ UHdpaysax Terpa wiu
HEMPOTHBOTPHUITHA KOHTPOJIHA BAKCHHA.

M B aBere npoyuysaHus npH aeua, Aeua Ha Bb3pacT oT 6 Mecela A0 8 rofiMHU ¢a MoJAYUYHIH eIHa
uiH Ase go3u ot Mudmysak Terpa, B 3aBHCHMOCT OT HCTOPHATA Ha TAXHATA BAKCHHALIMS CPELLY

TpHII.

[loBeueTo peakiiui OOMKHOBEHO CE NOABABAT B PAMKMTE Ha MbPBUTE 3 IHU CJie]l BAKCHHHUPAHE M
OTWWYMSABAT CIIOHTAHHO B paMKHTE Ha 1 40 3 AHU cnen TAXHOTO Havwano. MHTEH3UTETHT Ha Te3H
peaKLuH B MOBEUETO CyHaH € yMEpEH.

BbB BCHMYKH BBL3pacTOBH IpPynH HaH-4eCTO AOKNAJBaHATA JIOKAJIHA HEXKeNaHa JIeKapcTBeHa
peaklua ciefl BakCHHauuA, Halbro1apala B KIIMHUYHHTE Npoy4BaHHA 3a Uudnysak Tetpa, e 6una
fonka Ha MACTOTO HA BAKCHHALIMATA.

Haid-uecto nownrageaHuTe oOLIM  HeXenadud NeKapeTBEHHW peakUWMH Cclel  BaKCHHaLMA,
HabnoAaBaHy B KNMHUYHHTE npoyyBaHus 3a Mudnysak Terpa npu Bb3pacTHH M AeLia Ha BB3PACT
ot 6 no 17 roauuu, ca bunu ymopa v rinasoGonue M 3a Aelia Ha Bb3pacT OT 3 40 5 roAMHH CBHJTHBOCT,
pa3apa3sHHTENHOCT K 3aryba Ha aneTwr.

Ha#i-yuecto cpobulapaHuTe OOl HEXENaHW peakKUHM cliel BakcuHauus, HabmiogaBaHy B

KAMHHUHUTE npoyuBaHua 3a Undinyeak Terpa npu aeua Ha Bw3pacT ot 6 Mecena 1o 35 Meceua, ca
pasapasHUTENHOCT/6e3noK0IHCTRO.

[Togo6HM CTOMHOCTH HAa CMOHTAHHH HEXENAHH NEKRPCTBEHM peaKLMH ca HaGniofaBaHH npu
peunnuenty Ha Mugnyeak Tetpa u UudnyBak TpuBaneHTHa BaKCHHA CpeLly MPpuM.

YectoTaTa Ha HECMOHTAHHO [AOKNAIBAHWTE CHUCTEMHH HEXENaHH PpeaKkUMH € CXOAHA MPH
nony4yatenutre Ha Mudnyrak Terpa v HenpoTHBOrpUMNHATA BaKCHHA, MPH KOETO 4eCTOTATa Ha
HECTIOHTAHHO JOKIAABAHHTE JIOKANTHK HEXeNaHW PeakUMH € NO-HHCKA MPH [OYUYaTeIHTe Ha
Hudnyeak Terpa.

6. O60611eHHe HAa HEXKENAHUTE JIEKAPCTBEHU peakliMK B TabaMLia

CneaHure HexkenaHd €QEeKTH Ce CUMTAT MOHe Bb3MOXKHO CBbp3aHH ¢ Undnysak T
HaOMOAaBaHN WM N0 BpeMe Ha KIMHMYHOTO npoyuBaHe ¢ Mudnyrak Terpa,
noctMapkeTuHrosus onut ¢ HMudnyeak Terpa w/mau TpHBaneHTHaTa Ba
HUupnysak.




M3non3sar ce cieaqHUTE YeCTOTH:
MHoro yectH (=1/10); wectu (=1/100, <1/10); neuectu (=1/1,000, <1/100) u ¢ HeusBecTHa

yecToTa (HeXelaHHW JIEKAPCTBEHU PeaklHH OT MOCT-MApPKETHHIOB OMNMT; OT HAJWYHHMTE JaHHHU HE
MOKe fa ObJie HarpaBeHa OLeHKa).

Bb3pacTHH ¥ NAIHEHTH B CTAPYECKA Bb3pacCT

JdoknaaBann HexeNaHH JekapcTBenn peakuun ¢ Undaysak Terpa

IEaLIRA Yecrn Heuectn :Ee::l:::::fc'ma
Cucremo- Muoro uecrn  _ 1/100 1o < > 1/1 000 a0 <
oprannm i’}"’ 110 = 110 = 70 < (0T HAJIMYMHHTE JaHHH
i | 1/10 1/100 ‘He MOXKe na objae
HanpaBeHa OLlEHKA)
Hapyienus Ha ITlpexoana
KPbBTa U | ‘TpoMGOLMTONEHH S,
JIuM@dHaTa | npexo/Ha
cucTeMa JnumdasieHonaTHs
Hapyme}u{ﬂ Ha :AHEPFH“HH pPE€aKliHH, B
MMYHHaTa :pEJ],I{H CJy4au BOJACLIH
CHUCTEMA | | A0 HIOK, aH'HOCIEM
Hapywenus na  ['naBoGonue® Hespasirus,
HepBHaTa napecre3us, GedpuHH
cUcTema 'KOHBYJICHUH,
HEBPOJIOTMYHH
| HapyLIeHH1s, KaTo
| | ‘eHLUedarToOMHUEeIIHT,
fHEBpHT U CUHAPOM Ha

I'wnen-bape

Backynut, cBbp3aH B

CbaoBu | 'MHOI'O PEJKH Cllyyau ¢

HapyLLIEHUA npexoaHo 6s0peuHo
3acsaraHe

Hapyuienus Ha H3notsaBaHe ['enepanuzupanu

KOX<aTa U KOX>XHH peaKLIuH,

MOJIKOYKHaTa BKJIKOUHUTEJTHO

TbKaH | | NpYpPUTYC, ypTHKapHs

‘wnu HecneuuduueH

oOpuB

HapylieHnus Ha | Muanrus, |

'MYCKYJTHO- | apTpanrus

CKeJleTHaTa

cUCTEMA U

CheHHHUTEIHATA \

ThKaH |

O06m ‘Ymopa Hepasnonoxxeuue TemnepaTtypa

HapyLIEHUS U Jlokanuwu , TpenepeHe |

e(eKTH Ha peaKLHH: Jlokanuu

MACTOTO Ha ‘Gonka peaklH1u:

MPHJI0XKEHHE | 3ayepBsiBaHe,




JoxknaaBanu HexeJaHu JekapcTBeHn peakuun ¢ Uugaysak Terpa

vt farn

C Hen3BecCTHA

e YecTH HeuecTn a

Cucremo- MHuoro yecTtH S YecToTa

OpraHHH = 1/10 = 1/100 no < = 1/1 000 go < (OT HAJIHYHHTE JAHHH

| =
KIIACOBE | 1/10 1/100 He MOJKe 1a Objae
HanpaBeHA OLlEHKA)

noayBaHe,
eKXUMO3a,
YIUTbTHSIBAHE

“T'bi KaTO TE3M peaklMH ca J0KJ1a/IBaHH 100pOBOJIHO OT Hace/leHHe ¢ Heonpe/eieH Opoi, He e
BB3MOXHO HAJIEXKIHO /1a CE OLIEHHM TAXHATa YeCTOTa WJIK J1a C€ YCTAHOBH MPUYMHHO-CIIEACTBEHA
BPb3Ka C €KCMO3MLIUA Ha JIEKAPCTBOTO.

® [1pu nauueHTH B cTapyecka Bb3pacT (= 61 roaMHM) ca A0KIaABaHH KaTO YECTH

[leouampuuna nonyaayus

Hena (na pb3pacr ot 6 mecena 10 17 roqnnn) JlokiaaBann HexeJanH JeKaAPCTBEHH PEAKIHH |
¢ Undaysak Terpa

C Hen3BecTHA

Hapyumenus Ha
UMyHHaTa
cUcTeMa

Hapyumenus Ha
HEpBHATa
cucTema

Cb10BM
HapyllIEeHHS

Hapyuienus Ha
KOYKaTa U
[MOJIKOXKHATa
ThbKaH

T'naBoGonne!
CohHauBoCT®

HUsnorsasane!

RBIREA Yeern ‘Heuecrn ‘ B
Cucremo- ‘Mmuoro uectn 1eCTOoTA
OpraHHu = 1/10 = 1/100 po < = 1/1000 (or HAJHYHHTE JAHHH

| =

<

CiRndns | 1/10 10 < 1/100 He Moxe /1a Obe
N HANpaBeHa OlleHKa)
Hapyiienus Ha Tlpexoana
KpbBTa H TPOMOOLIMTOINEHHUS,
numdHaTa npexoaHa
cucTema nuMmdaneHornaTus

AJIEpru4yHU peaklmu, B

peAKH ciiyvau BOJIelIH
J10 LIOK, aHI'HOE1EM

Hespasnrus,
napecrte3us, GeOpUIHU
KOHBYJICHH,
HEBPOJOrHYHH
HapyLIeHUs, KaTo
eHLedaTOMHEHT,
HEBPUT U CHHAPOM Ha
['unen-bape

Backynur, cBbp3aH B
MHOT'O PEAKH CIIy4au C
NpexoaHo 0bOpeuHo
3acsraHe




Jdeua (na Bb3pact or 6 meceua 10 17 roannn) Jloki1agBann HexeJIaHH JIEKAPCTBEHH PeaKIHH
¢ Uudaysak Terpa

MedDRA | o T C Hemaﬂec*rua

C - ‘Mmuoro uectn HecToTa

0;::::1; > 1/10 = 1/100po< = 1/1000 (oT HAIMYHHTE JAHHH |
= | |

KJ1aCOBe 1/10 n10<1/100 He moxke aa Obae

'HAMpaBeHa OlleHKA)

UK HecrneuudUuyeH
00pusB

Hapylwenust Ha  3ary6a Ha anetut®

MeTabosm3Ma U

XpaHEHEeTO
CromaluHo- ["anene®, kopemHa

!
YpeBHH bosika®, nHapus©,
HapyLIEeHUs NnoBpbLUAHE®
[Teuxuunm Pasapazuurentoct/
HapyllEHHU Oe3nokoiicTBo®
Hapywenus Ha - Muanrus® Aptpanrus’
MYCKYJTHO-
CKeJleTHaTa
cucTeMa M
CheIMHUTEIHATA
ThKaH i
OO6u1u YMopa®, Tpenepene®
HapyllIeHHUs H Temneparypa’, Jlokanna
edexTn Ha HEPA3MONOKEHHE®  peaKLus:
MACTOTO Ha JlokanHu peaklMM: eKXumo3a
MPHJIOKEHHE Goska,

3a4epBsBaHe,

noaysane’,

uHaypauus®

* Twii KaTo TE€3HM peaklMH ca A0KJIaABaHH 100POBOIHO OT HAacelleHHe ¢ HeonpeaeaeH 6poii, He € Bb3MOXKHO
Ha€XX/HO [a Ce OLICHH TAXHATA YeCTOTa WM [1a ce YCTAaHOBHU MPUYMHHO-CJIEICTBEHA BPb3Ka C €KCIO3HLINS
Ha JIEKapCTBOTO.

® Ch00L1eHH MPH Jella Ha Bb3pacT OT 6 Mecela 10 5 roAMHH.

¢ CpoO11ieHH npH jiena Ha Bb3pact ot 6 10 17 roauHu

4 Cho61ueHH KaTo YecTH NpH Aela Ha Bb3pacT oT 6 10 35 mecewa

*CpoOLLEHHM KaTo YeCTH NMPH eua Ha Bb3pacT OT 3 10 5 roAuHu

'CbobleHu KaTo 4eCTH Npu Aena Ha Bb3pacT ot 3 10 17 roanuHu

e e et ey 2 o I A

CpobulaBaHe Ha MoJI03UPaHH HEXelaHW PeaKLHH
CpobliaBaHeTO Ha MOAO3MPAHM HEXKETAaHW peaklMd Ccjie/l paspelnaBaHe 3a ynorpedba Ha
JIEKApCTBEHHs1 TNpPOAYKT € BaxkHO. ToBa rno3BojsBa Aa TMNpoABL/DKM HaOIOIEHHETO Ha
CbOTHOLLUEHUETO [M0]13a/PUCK 3a JIeKapcTBeHUsi NpoayKT. OT MEAMILMHCKHTE CMNELMaJUCTH ce
M3MCKBA Jla cbhOOLABaT BCAKa MOJI03MpaHa HeXkejaHa peakuus 4Ype3 HalMOH
choOLuaBaHe:

M3nbiiHUTEIHA areHUMs 110 JieKapcTBaTa
yi. ,,JJamsH ['pyeB” Ne 8

Codmusa 1303




Ten.: +359 2 8903417
yebcanT: www.bda.bg

4.9 IIpeno3zupasne
IIpeno3upanero € MaJIko BEPOATHO Aa HMa HAKAKBB HeXeNaH e(eKT.

5. OAPMAKOQJOI'MYHHU CBOUCTBA

5.1 GapMaKoAHHAMHYHH CBoiicTBA

(dapMakoTepanesTHUHa rpyna: Bakcuna cpewuy rpun, ATC Koa: JO7BB02.

MexaHW3IbM Ha AEHCTBHE:!
Hudnysak Terpa ocurypssa akTHBHE HMYHU3aLMA CPELLY YETHPH LIaMa rpunHH BupycH: A/(HIN1)

wam, A/(H3N2) mam, u asa B wama (no eaun ot Beska nuuua;, B/(Victoria) u B/(Yamagata)).
Hudmysak Terpa, npousBencH cbrnacHo ChbLIMA NPOLEC KATO TPHMBANIEHTHATA BAKCHHA CPEILY IPHN
HMugaysak, uHOyUMpa XyMOpaqHM AaHTUTe/NA Cpelly XeMarTyTHHHHWTe, Te3u aHTuTena
HEYTpaAH3UPAT BUPYCHTE HA rpura.

CneunMdHUHHTE HMBa Ha TUTbPa Ha aHTHTENAaTa, HHXHOMpamy xemoarnyrHsaumara (HI) cnen
BAKCHHALMA C BAKCHHH € HMHAKTHBHPAHH TPUITHKH BHMPYCH, HE KOpEIHpaT CbC 3allldTara OT
3abonsBaHe OT rpumn, HO TUTpUTe Ha HI anTuTenara ca OunM u3non3BaHu 3a HM3MeEpBaHe
aKTHUBHOCTTA HA BAKCHHATA.

OOHKHOBEHO Ce NojiyuaBa KMyHEH OTTOBOp B paMKUTE Ha 2 1o 3 ceaMuLM. [IpoasmkuTenHocTTa
Ha NOCTBAKCHHAIHHA MMYHMTET KbM XOMOJIOXKHM LIAMOBE WIH IAMOBE, TACHO CBBP3aHH C
BaKCHUHHMUTE LIIaMOBE, BapHpa, HO obUuaiiHo e 6-12 Mecewa.

Da pMakOdHHaAMHYHH EQE KTH

EdukacHocT Ha Uudayeak Terpa npu neua Ha pu3pacT 6 - 35 Mecena

EduxacHocrra Ha Hudnysak Terpa e oueHeHa B paHAOMM3MPAHO, CHANO-KOHTPOJMPAHO,
KOHTPOJIMPAHO ¢ HEMPOTHBOIPHIHA KOHTPOJIHA BakcuHa npoyusaHe (INFQ3003), nposeseHo npe3s
3 rpunHu cezoHa ot 2017 r. no 2019 r. B Espona u A3us. 3apasu cyOexTH Ha Bb3pacT 6 - 35 Meceua
ca nontyyasanu aAse no3u Mudnysak Terpa (N = 1005) unu HenpoTHBOrpYnHa KOHTPONHA BAKCHHA
(N =995) ¢ untepsan npubnuzurenHo 28 auu. EukacHoctTa Ha Undnysak Tetpa e 6una oueHeHa
3a NpeJOTBpaTABaHe Ha NOTBbpACHA C 00paTHa TPAHCKPUILIKOHHA NOJIMMEpPa3Ha BepHXKHA peaKLys
(RT-PCR) rpunHa A w/unmu B 6onect, npuunHeHa oT ¢xofeH rpurneH wam. Benuxu RT-PCR-
[TOJIOYKHTEIHH MPOOH ca OHIH AOMbJHHTENHO TECTBAHH 32 KH3HECTIOCOGHOCT B KNEThYHA KYJATYypa

H 3a 14 C€ OTPEAC)TH JaTH LUHPKYNHPALKHTEC BUPYCHH LIAMOBE CBOTBETCTBAT HA TC3H BbB BAKCHHATA.

Tabauua: EdukacHocT npy Acua Ha Bb3pacT 6 - 35 Meceua

HUupnyeax Terpa | Henporueorpunua | E¢ukacHoct Ha
KOHTPONHA BAKCUHaTa
N=1005 BAKCHHA
é N=995 (95% CI)
JlaGopaTopHo nOTBLpAEH | n n
rpHO, NPHYHHEH OT:
- Bceexku rpaneH mam A 59 117
uau B _
KyATypHO NOTBbPACHH 56 Fr_?*@{ﬁ_%‘
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| cboTBeTCcTBANIH HA TE3H ‘
| BBHB BAKCHHATA, IIAMOBE -

EdukacHOCT Ha BakCHHATA: ASUT Ha CJIyyauTe Ha IpUll, NPEIOTBPATEHU OT BAKCHHALIMATA
N=6po#t BAKCHHHPAHH YHACTHULH

n=6poil cnyyau Ha rpun

Cl=noeepuTeneH HHTEpBaN

HmyHoreHHocT Ha Uudyeak Tetpa

Knnnuuuy npoyuyBaHus, NpoBEAECHH MPH BL3PACTHH Ha BBL3pacT 18 roauuu u noseye (INFQ3001)
M feua Ha Bb3pact ot 3 a0 17 roguuu (INFQ3002) ouenssar 6e3onacHoCTTa M MMYHOTEHHOCTTA
Ha Uudnysak Terpa ¥ Te He ca mo-HHCKM OT Te3u 3a TpUBalieHTHaTa BakcHHa HHQnysak 3a
NOCTBAKCHHANIEH MreOMETPUYHUA CpeAcH aHTUTANO TUTLP (GMT).

B apete npoyuBaHHa NpeaAu3BHKaHUAT UMyHeH oTtrosop oT Undnysak Terpa cpeuty Tpute mama
KaTro L0 € OMN He MO-HUCBK OT TPHBANEHTHATA BaKCHHA cpewty rpun HUudnysak. UHpnyeak
Terpa npeausBHkKBa MO-BHCOK MMYHEH OTrOBOpP cpelly AOMBIHUTENHMA B 1am, BKIOYEH B
Hudaysak Terpa, B cpaBHEeHHE ¢ TpHBaleHTHaTa rpyuHa BakcMHa WHdnyBax.

Bb3pacTHH Ha BB3pacT 18 roiuHU U noseye

B winnnuHo npoyusane INFQ3001, 1535 Bw3pacTHM Ha BB3pact 18 rogMHd M noseye ca

MONYYHIIH €ZHOKpaTHa A03a UHpnysak Terpa u 442 nauMeHTH ca MONYUYHWAH TPHBANEHTHA BAKCHHA
Hudnysax.

Tabanua: IocreakcuHaned GMT U yecToTa Ha CEPOKOHBEPCHS

| Bh3pacruu 18 | Uudnysak Terpa Uudnysax! Uudnysax?
- 60 roonmHa | N=768 N=112 N=110
BB3IPACT
GMT (95% nosepHTeN1IEH HHTEPBAJ)
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) 336,35 (421,7, 682,6) 417,0 (323,7, 537,1)
B (Yamagata)® | 162,5 (147,8,178,7) 128,7 (100,3 , 165,2) 81,7 (60,7, 109,9)
(B (Victoria)? 214,0 (195,5, 234,3) 85,1 (62,6, 115,6) 184,7 (139,0, 245,3)
YecToTa HA cepokoHBepcHR (95% nosepHTeNeH HHTEpBa)
A/HIN1 39,4% (55,8% , 62,9%) | 65,5% (55,8% , 74,3%) 64,8% (55,0% , 73,8%)
A/H3IN2 31,3% (47,7% , 54,9%) | 61,6% (51,9% , 70,6%) 55,5% (45,7% , 64,9%)
B (Yamagata)® | 59,2% (55,7% , 62,8%) | 58,7% (48,9% , 68,1%) 40,9% (31,6% , 50,7%)
| B (Victoria)* 70,2% (66,8% , 73,4%) | 51,4% (41,6%, 61,1% 66,4% (56,7% , 75,1%

IauHeHTH B HUudnysak Tetpa
CTApYECKA N=765

BB3pacT 61
rOJHHH H
noBeYE

GMT (95% nosepHuTe/ieH HHTEpBaJ)

A/HINI 127,2(114,9, 140,9) | 142,4 (107,6 , 188.3) 174,2 (135,9 , 223,3)
A/H3N2 348,5 (316,8 , 383,5) | 361,5 (278,3 , 469,6) -

B (Yamagata)® | 63,7 (57,7, 70,4) 57,4 (43,6, 75,7)
B (Victoria)® | 109,4 (98,1, 122,0) 48,0 (34,6, 66,6)

A/HIN1
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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%)

N= Gpo#i yHacTHULH, BKIIFOYEHH B @aHANTK3 HA UMYHOTEHHOCTTA

53,6% (50,0%, 57,2%

25,0% (17,2%, 34,3%

'epanpxant A/HIN1, A/H3N2 u B (iuuus Yamagata)
2cpmbpxaill A/HIN1, A/H3N2 u B (nunua Victoria)
mpenopsyan B mam ot C30 3a ceson 2014-2015, cepepro nonykba6o, 3a TPHBANEHTHHTE BAKCHHU
‘mombnHuTENHO Npenopbuan B mam ot C30 3a cezon 2014-2015, cesepHo nonykwn6o, 3a
TETPABAIEHTHHTE BAKCHHH

[TlenMaTpu4Ha nonynauus

eua Ha BB3pacT ot 3 10 17 roguHu

7%, 65,1%

B xnuHuyuHo npoyusade INFQ3002, 402 geua Ha Bb3pacT ot 3 o 17 roanHy ca nofay4yuiu eaHa
HiH ABe 1034 oT MHdnysak Tetpa n 798 neua ca monyuunu eaHa unu ase 1034 ot UHdnysak
TPHUBaJIEHTHA BAKCHHA, Bb3 OCHOBA HAa TAXHATA UCTOPHA Ha BAKCHHUPAHE.

Tabnuua: YectoTa HA CEpOXOHBEPCHA

Hena Ha Uudnysax Terpa Hudnysax' Undnysak?
BL3pacT 0T 3 10 | N=396 N=389 N=399
17 rognun

YectoTa Ha cepokonBepcns (95% nosepuTencH HuTEpBAaJ)
A/HINI1 60,1% (55,1%, 65,0%) 61,8% (56,7% , 66,6%) 59,1% (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= Opoli yqacTHHUM, BIUTIOUEHH B aHANH3 HA HMYHOI€HHOCTTA
lenmmpxam A/HINL, A/H3N2 u B (nunua Yamagata)
‘cpabpxam A/HIN1, A/H3N2 u B (1uuua Victoria)
‘mpenopbuan B wam ot C30 3a cezon 2016-2017, ceBepHO NONYKBI60, 32 TPHBAICHTHUTE BAKCHHH
‘*momsnHuTEnHO Npenopbuak B wam ot C30 3a ceson 2016-2017, cesepHo nonyknnbo, 3a
TETPaBaJICHTHHTE BAKCHHH

Hera Ha Bb3pacT 6 Mecelia — 35 mecena

B xnunuuno npoyusaHe INFQ3003 umyHorenHoctra Ha Ungnysak Terpa € 6una oueHeHa no
OTHOUICHHE Ha YECTOTaTa Ha CEpOKOHBEPCHS Mpe3 3 rpHIHM ce30Ha.

Tabanua: YecToTa HA cCEepOKOHBEPCHSA

| Hena Ha
Bb3pacT 6 - 35
Mecela

['purex ce3oH
NH 2017-2018!
N=348

['puneH ce3oH
NH 2018-2019!
N=359

[ puneH ce3oH
SH 2019!

N=225

YecroTa Ha cepoxonsepcnsi (95% nosepurenien HHTEpBA)

A/HINI1

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%)

36,0% (50,7% , 61,2%)

26,5% (21,9% , 31,5%

60,0% , 70,1%

N= Opo#i y4acTHHLIN, BKNIOYEHH B AHANU3 HA HMYHOTEHHOCTTA

' chabpxkawid npenopbyannTe oT C30 waMoBe 3a CHOTBETHUA CE30H 32 YETHPUFAER
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% , 22,4%)




5.2 DapMaKOKHHETHYHH CBOficTBA
Henpunoxumo.

5.3 IpeaxknanuudHM nanuu 3a GezonacrocT

HexnuHHYHHUTE JaHHK He NOKa3BaT 0cobeH PHCK 3a Xopa Ha 6a3aTa Ha KOHBEHLIMOHATHM
Npoy4YBaHHA MPH MHOTOKpPaTHA 032 H NNOKATHA TOKCHYHOCT, penpOAYKTHBHA TOKCHYHOCT H
TOKCHUYHOCT Ha Pa3sBUTHETO U (PapMaKOJIOrHYHM MPOYUBAHHA 34 6€30MacHOCT.

6. OAPMAIIEBTHUYHH JAHHHA

6.1 Cnuchbx HA NTOMOLIHNTE BelllecTBA

Kanuer xnopun

Kanues anxuaporeHgocdar
Hunatpues ¢ocdar quxuapar
Hatpues xnopun

Kanuues xnopua auxydapar
MarHeaveB XnOpuAa XeKCaxuapar
Bopa 3a uHxekuuu

6.2 HechbBMeEeCTHMOCTH

[Ipu nunca Ha NpoyvBaHMA 3a HEChBMECTHMOCTH, TO3H JIEKAPCTBEH NMPOAYKT He TpaOBa Aa ce
CMECBA C APYTH NEKapCTBEHH NPOAYKTH.

6.3 Cpok Ha rognoct
| roauvua
6.4 Cnensa/jiiy ycji0BHSI HA ChXpAHEHHE

Ja ce cpxpaHsra B xnagunHuk (2°C-8°C).
Ja He ce 3aMpa3ssBa.
,I[a'ce CbXpPaHiABa B OpHrHHaANHATA ONAaKOBKA, 34 Jia C€ NMpeanasu OT CBCT/IMHA.

6.5 Bua u chabpxanne HA OMAKOBKATA

0,5 ml HHxKEKUHOHHA CyCMeH3Us B NpeiBapHTEIHO HANTbJIHEHA CIIPHHLIOBKA ¢ MM Oe3 uria
(cthkno, THn 1), onakoska ot 1 win 10.

He BcHukH BMOOBE ONAakOBKY MOrar Aa ObJaT NycHATH B npoaax6a.
6.6 CnennaaHu npeanasHH MepKH NpPpH M3XBbPJaaHe H paboTa
BakcuHara TpabBa na nocturHe cralfiHa TeMnepatypa Nnpeay NpHIoKEHHE.

Ha ce pasknatu npeau ynorpe6ba. Jfa ce nposepH BU3yalHO Npeau NpUNoKeHHe.

Hen3non3paHuAT NekapcTBEeH MPOAYKT WIM OTNadbYHHUTE MaTepualu
M3XBBLPJIAT B CLOTBETCTBHE C MECTHHTE H3UCKBAHHA,
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7. HPUTEXATEJI HA PASPEHIEHETO 3A YIIOTPEBA
Maitnan EOOJ

byn. CutHakoBo Ne 48, eT. 7

o¢uc crpaaa ,,Cepanka opucH®

1505 Codus

brarapna

8. HOMEP(A) HA PASPEINHEHHETO 3A YIOTPEBA

Perucrpaunoner Homep: 20170285

9. JATA HA ITBPBO PA3PEHIABAHE/TIOAHOBSIBAHE HA PAZPEIIEHUETO
3A YIIOTPEBA

Jlara Ha mePBO paspeluasaHe: 27 cemrremepu 2017 r.
Hara Ha nocneaHo noaHosaeane: 13 anpun 2022 r.

10. HJATA HA AKTYAJIN3UPAHE HA TEKCTA

06/2025
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