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1. HUME HA JIEKAPCTBEHUSI TIPOAYKT |gG/mA/MP-.

OGOBDEHUG N .ecvvevrsicnnresceriainairloniroriinecsiiinsisnien
BKa (BAKCHHA

Mugnysak TeTpa HHKEKLHOHHA CYCMIEH3Ms B IIPEBAp
CPEILY I'pMIL, TIOBBPXHOCTEH AHTUIEH, HIHAKTUBHPAHA)

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

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

[10BBPXHOCTHH aHTUreHH HA IPHUIIEH BUPYC (MHAKTHBHPAH) (XeMarilyTHHHH W HEBPAMHMHU/A34a) Ha
clnenHrTe WaMoee™:

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

- A/Darwin/9/2021 (H3N2)-noaobex wam 15 mukporpama HA **
(A/Darwin/9/2021, SAN-010)

- B/Austria/1359417/2021-nogobex wam 15 mukporpama HA **
(B/Austrnia/1359417/2021, BVR-26)

- B/Phuket/3073/2013-noaoden mam 15 mukporpama HA **

(B/Phuket/3073/2013, nus Tnn)
3a no3a o7 0,5 ml

*  pa3MHOMKEHH B KOKOLIH eMOPHOHH OT 3APaBH [THUH NOyJ1aLHH
¥ XeMarnyTHHHH,

Taszm BakchHa oTroBaps Ha npenopwkute Ha CBeTOBHarta 3ipaBHa opraduzaumns (C30) (cesepHo
MONYKBLIA00) U HAa NpenopbkuTe Ha EBponelickiia ¢bro3 3a ceson 2023/2024.

3a NbJHUR CITHCBK HA MMOMOIIHUTE BELIECTBA BHXKTE TOUKa 6.1,
Mudnysak Terpa Moxe na cbabpka cnegd oT siiua (kaTo oBanOyMHKH, THJIEIUKH MPOTEHHH),

popManaexHi, UETHITPUMETHIAMOHKER Gpomua, nomucopOar 80 wid reHTaMHLHH, KOUTO Ce
H3MOI3BAT 10 BPEME Ha MPOU3BOACTBEHHA Npolec (BX. Touka 4.3).

3. JEKAPCTBEHA ®OPMA

HuxkekuuoHHa cycneH3ys B IpeiBApHTENHO HaMbjlHEHA CNPHHILOBKA.,
buctpa, 6e3LUBeTHA TEUHOCT.

4, KJIMHHYHU JAHHHA
4.1 TepaneBTHYHH NIOKA3AHHA

[IpodpunakTyka Ha rpun, 0ocoOEHO NPH NAUKEHTH C MOBHIIEH PHCK OT CBBP3aHH YCII0KHEHHS.

Hudnyeak TeTpa € nokaszaH 3a Bb3pacTHH H JIElla Ha Bb3pacT Haa 6 Mecela.
Ynorpedara Ha HHdpnypak Terpa Tpsadea ga ce ocHoBapa Ha OQMUHAIHK NpeN



4.2 Jlo3MpoBKa H HAMNH HA NPHIOKEHHE

Jo31poBKa

Bw3pactau: 0.5 ml.

Heouampuuna nonyaayus
Heua oT 6 mecena no 17 roannu nonyvarar enna gosa ot 0,5 mi.
/leua Ha sw3pact noa 9 roaMuH, KOUTO Npeay ToBa He ¢a OHUNM BAKCHHHPAHH ChC Ce30HHA

BAKCHHA Cpelly rpum: TpaOBa ga ce NMpUIoKH BTOpa 1032 Cllel MHHTEpBall OT Mai-manko 4
CCOIMHILIH.

beGeTa Ha Be3pacT noa 6 Meceua: GezonacHocTTa M euxkacHocTTa Ha MHdnysak Terpa He ca
yCTaHOBEHH.

HauuH Ha npungkeHye

MMyHHu3aumsaTa Tp40Ba Ja ce HarpaBW HHXXEKUHOHHO HHTPAMYCKYJIHO HWIH ABJIOOKO NOAKOXKHO.
[IpeamounTanute MecTa 3a MHTPaMyCKYJIHO MHDKEKTHPAHE ¢a aHTepoaTepaHaATa YyacT Ha BeapoTo
(/M AEATOMIHHUAT MYCKYJ, KO MYCKYJHaTa Maca € NoAXOAA1a) Mpu AeLa Ha Bb3pacT oT 6 4o 35
Mecela, HJIH AETTOUIHHAT MYCKYJ HpH [€La Ha Bb3pacT Hal 36 Mecela U Bh3pacTHH.

[IpeanazHn Mepku TpsadBa na ObaaT B3eTH npead padoTa C HIH NPHIOKEHHE Ha JIeKapCTBEHHA
[POAYKT.

3a yKa3aHHA OTHOCHO NMPUIOTBAHETO HA JIEKAPCTBEHUS IPOAYKT MpEaH NPHITOKEHHE, BHXTE TOUKA
6.6.

4.3 IIporuBonoka3zanus

CBpPBbXYYBCTBHTENIHOCT KbM AKTHBHHTE BELIECTBA WIH KbM HAKOE OT MOMOLIHHTE BElLeCTBA,
H3OpoeHH B TOYKa 6.1 MIIM KbM HAKOA CBLCTABKA, KOSTO MOKE Aa € Ha/lUMHa KaTo ciead OT diua
(oBanOyYMHH, NUAEUIKH IPOTEUHH ), GOpPMAIEXH, LIETUITPHMETHIAMOHKER OpoMu, osicopdart
80 WM reHTaMULHH.

HMmynuszaumsa Tpabea 1a ce OTIOKHM [TPU NaumeHTH ¢ PedpiiHo 3abonsBaHe MM OCTpa KHpEKLUA.
4.4 CnennanHn npegynpexaeHHs 0 NpeAna3HHd MEPKH NP4 ynoTpeba

[Ipocnegumoct

3a mogo0paABaHe Ha NPOCIEANMOCTTa Ha OUONIOrHUHUTE JIEKAPCTBEHU MPOAYKTH, HMETO H HOMEPBT
Ha MapTHAATA Ha [IpUNaradua Npoaykr TpaOsa Aa ObaaT ACHO 3anHcaHHu.

KakTo npu BCUUKM BAKCHHHM 32 MHXKEKLHOHHO NPUJIOKEHHE, TpAOBa Ja MMa BUHAIH FOTOBHOCT 34
MOAXOAAIIO MEIULIMHCKO JeueHHe W HabmoneHue B Cllyyad Ha aHapHIAKTHYHA peakUHs Cach

MPpHIOKCHUCTO HA BaKCHHATA.

Hudrnyeak Terpa 8 HUKaKBE ciyuail He TpiaOBa aa ce npUiiara BLTPeChA0R0.

¢ NMOBHUILUCHO BHHUMAHHUE Ha JIHLa ¢ TpOMﬁOHHTOHeHHH WIH HAKAKBO HAPYLICHHC
TbH KaTO € Bb3MOXHO /14 CE MOSABH KbPBECHE CNE HHTPAMYCKYJIHO NMPHITOKCHH

Peakumu, CBPbp3aHM C TPEBOXKHOCT, BKJHOWUTEIHO  Ba30BAranHy
XHNEPBEHTHNALMA, UIH PEAKLIMH, CEBP3aHHU ChC CTPEC MOTrat A4 ¢€ MOJBAT ¢



BCAKA €QHA BAKCHHAUMA KATO MCUXOTECHEH OTrOBOP KbM Mriara Ha MHxkekuuarta. [lo Bpeme Ha
BL3CTAHOBABAHETO, TOBA MOXE Aa OBAE NPUAPYKEHO OT HAKOHW HEBPOJIOTMYHHM NPU3HAUM KAaToO
NPeXOOHO HApYIICHHE HA 3PEHUETO, MapecTe3vs WIM TOHHYHO-KMOHWYHH [BMKEHHA Ha

KpanHULIMTE. BaxkHo € Aa ©Ma YCTAHOBEHH NPoLeypH 3a IPEANaiBaHe OT HAPAHABAHE BCIIENCTBUE
Ha TIpMiagaHe.

Mudnysak Terpa He e cekTuBEH Ccpeilly BCHYKHM Bb3MOXKHH LLIAMOBE Ha TPHOHHS BHPYC.
WUH@nyBak Terpa vMa 3a 1en Ja OCHIYPH 3alllUTa Cpelly TE€3M BHPYCHH ILIAMOBE, OT KOMTO ce
ITPUIOTBA BAKCHHATA H OT OJIM3KO CBBP3aHH POJ0BE.

Kakro py BCAKAa BAKCHHA, 3alIHTEH UMYHEH OTTOBOP MOXKE Oa HE CC MNpoABiABa BbLBE BCHYKH
BaAKCHHH.

[TpH NnaunenTH ¢ eHAOrEHHA UK ATPOreHHa HMyHoCyTpecus, 06pa3yBaHeTO Ha aHTUTENA MOXKE /13
€ HeAOCTATBYHO.

B3anMoaeiicTBHe ChC CEPONIOFHUHH TECTOBE: BHIKTE TOUKA 4.5,

Tosu nekapcTBeH NpoaykT cbabpska No-manko or 1 mmol Harpuit (23 mg) Ha no3a, T.€.
MPaKTHYECKH HE ChABPKA HATPHIA.
To3n nexkapcTBeH npoAykT cbabpka no-manko or 1 mmol xanui (39 mg) Ha no3a, T.e.
NPaKTHYECKH He ChAbPHKA KATH.

4.8 BzanmoaelcTBHE ¢ JApyrd JieKapcTBeHH MNpoAYKTH H  Apyrd  ¢opMH  Ha
B3IAHMOALHCTRUE

He ca mposexaaHy poyusaHua 3a B3aumogedcreuatTa. Ako Mudnysak Terpa ce npunara mno
CBUIOTO BpeMe ¢ ApyI'd BaKCUHH, UMYHU3AUMATA TPSOBa A3 ce Hanpasy HA OTACNHU KPAHHHIH.
TpabBa na ce oTOenexH, 4e € BL3MOKHO YCHIIBAHE HA HEXKEJAHHUTE TEKAPCTBEHYU PEeaKLMH,

NMYyHONMOTHYHUST OTFOBOP MOKE Aa ObJe TIOHUAKEH NPKY NAaLMEeHTH HA HMYHOCYNPECHBHO NEYUEHHE.
Cren HMYHH3aLMst ¢ BAKCHHA Cpelly TPHI, ¢a HabmoaaBaHd QaTMBo NONOXKHUTENHH PE3YNTATH
OT CEPONOTHYHHUTE TECTOBE, KOMTO Manoniesat ELISA MmeTon 3a oTKkpHBaHE Ha aHTUTEA CPCLLY
HIV1, xenatur C (Hepatitis C) n ocobeno HTLVI1. Texnukara Western Blot onposeprasa
GanuMBo-nonoxuTeHUTe pesynratd Ha ELISA Ttect. [Ipexoanure (ajnuyBO-NONOMKHTETHH
peaKiiMy MOTaT na ce ABKAT Ha 1gM oTroeopa, npeau3BHKaH OT BAKCHHATA.

4.6 PepruanTter, OpeMeHHOCT H KBpPMEHe

bpeMeHHOCT

MHakTHBMpaHWUTe rpyHY BAKCMHM MOTaT Jla C€ NPUIaratr BbB BCHUKH CTaAHMH Ha OpeMeHHOCTTA.

Hanuue ca no-ronemu 6a3u ¢ nanuu 3a 6€30nacHOCTTA N0 BpEME HA BTOPHS U TPETHA TPUMECTLD
B CPAaBHEHHUE € MTBPBUA TPUMECTDB]; BBIPECKUA TORA, AAHHH OT MPUIOHKEHHETO HA BAKCHHATA CpeLy
FpUN Mo LIEJNA CBAT HE NOKA3BAT HAKAKBU HEXETAHM peaKLMH 3a M10/1a U MaikaTa, KOUTO MOXe

7a ce OTHecaT KbM BaKCHHATA.

KbspmeHe

Mudnyeax Tetpa moxe aa 6bae U3MON3BaH 10 BpeMe Ha KbpMEHe.




DepTHaHTET

Hsama HanHyHU JaHHH MO OTHOLIIEHUE Ha epTUNHTETA.
4.7 E(exTd BLpXy cnoco0HoCTTA 32 odupane n padbora ¢ MAaIMBK

Hudanysak Terpa He noBiusBa WAk MOBAUABA MpeHeOpeskUMO CIOCOOHOCTTA 3a LIOQHPAHE U
paboTa ¢ MaulMHH.

4.8 Hexenann ekapcrBend peakunm

a. ObobumeHre Ha npoduia Ha G€30MacHOCT

be3zonacnoctra Ha MHbnyeak Terpa € olleHeHa B TPU KITMHUYHM IPOYYBAHUS.

B nBe x1MHUYHH Npoy4YBaHMs 34paBH Bb3PACTHU HA Bb3pacT 18 rofMHu U noseue u 3Jpasy Acua
Ha Bb3pacT OoT 3 A0 17 roaunu ca Ounu parkcunupanu ¢ MHdnysak Tetpa unn Mudnysak
TPHBaJICHTHA BAKCHHA CPELY TPHIL

B Tpeto npoyuBaHe, 6ezonacHocTra Ha MHdnyBak Terpa ce oueHsBa pH 3apagu Jlela Ha
BB3pacT or 6 10 35 Meceua, kouto ¢a Ounu Bakcuuupanu ¢ Mudnysak Terpa wiu
HETIPOTHUBOTPUITHA KOHTPO/IHA BAKCHHA.

M B aBete npoyuBaHusd NPH jAewa, AeLia Ha BL3pacT OoT 6 Mecela A0 8 roAMHHU ca [oJ1y4UIIH e1Ha
WK Aee 1034 oT Mupnysak TeTpa, B 3aBUCHMOCT OT MCTOPHATA HA TAXHATA BAKCHHALIMA cpely
FPHIL

[loBeueTo peakLidi OOHKHOBEHO C€ MOSBIBAT B PAMKHTE Ha MbpPBHTE 3 AHH Cliel BAKCHHHUPAHE U
OTLIYMABAT CIIOHTAHHO B paMKHTE Ha 1 10 3 AHM ciied TAXHOTO Havyano. MHTeH3UTeThT Ha TC3HM
peakliMHi B [TOBEYETO CIIy4aH € YMEpEH.

Bte BCHUKM BB3PACTOBH rpyIM, Hal-4eCcTO /OKJaJABaHATa JIOKAjAHA HEXKeNaHa JeKapcTBeHa
PEaKLIMS ¢JIe] BAKCHHALIMS, HabF0JaBaHK B KIIMHUYHUTE npoyuBaHud 3a Mudayeak Tetpa, e Ouna
OGoJika Ha MACTOTO Ha BAKCHHALIMATA.

Haii-uecto goxknaapaHuTe O0OMIM HEXENaHW JEKAPCTBEHH peakUuMH Cilejl  BaKCHHaLUMH,
HabMo1aBaHU B KIIMHWUHKUTE Npoy4BaHus 3a Uudnysak TeTpa npy B3pacTHH # AcUa Ha Bb3pacT
oT 6 a0 17 roauHu ca 6unu yMmopa v riapoboue M 3a Aeua Ha Bb3pacT oT 3 10 5 rOAHHH CBHITUBOCT,
pas3apa3HHUTEHOCT K 3aryba Ha aneTHT.

Haii-uecto cbobuiaBaHute oOUM HEXKeJaHW peakuuu CheJ BaKCHHalUMWsA, HaOIKJaBaHH B
KIMHHYHKHTE NpoyuBaHua 3a Mudnyeak Terpa npu aeua Ha b3pact oT 6 Mecena a0 35 Mecela, ca
pa3pasHHTENHOCT/0e3NOKOUCTRO.

[Toao6HH CTOHHOCTH Ha CHNIOHTAHHM HEKENAHH JeKapCTBEHM peakuuu ca HabNoaaBaHu [MpH
peuunueHTH Ha MHdnyBak Terpa n MHdnyBak TpuBaleHTHa BaKCHHA CpPeELLly TPHIL.

YHectorata Ha HECNOHTAHHO MAOKIAJBAHHTE CHMCTEMHW HEXKe/laHHW peaklLMH € CXOOHA TpH
nonydyarendre Ha Uudnyepak Terpa W HEMPOTHMBOrpHUNHATA BAKCHMHA, NPU KOETO YECTOTATA HA
HECIIOHTAHHO AOKJIAZABAHHTE NOKANMHH HEXEJIAaHM pPeakUMH € I[O-HUCKA IIPU NMOAYHaTeIuTE Ha
Hudayeak Terpa.

0. OboDLeHHe Ha HexenanuTe JeKapcTBEHU peakliny B Tadjauua

CneapuTe HexenaHu e(pekTH ce CYUTAT NOHE Bh3MOXKHO CBBP3aHH ¢ HHpnyBak
HabogapaHu MM N0 BpeMe Ha KJIMHHYHOTO npoyusane ¢ Mudnysak Tetpa
NOCT-MAPKETUHIOBHA onuT ¢ Mudnysak Terpa w/WMnu TpUBAIGHTHATA
Hudnyeak.




HU3non3ear ce CleHUTE YeCTOTH:

MHoro uvectu (= 1/10); uectu (=1/100, <1/10); neuectn (=1/1,000, <1/100) u ¢ HensBecTHa

YECTOTa (HEeKENaHH JIEKapCTBEHH pPeaKLMK OT MOCT-MAapPKETHHIOB OMMUT; OT HAJIMYHMUTE JaHHU He
MOe J1a Ob/ie HanpaBeHa OLEHKa).

Bb3pacTHH M NalHEHTH B CTApPYeCcKa Bb3pacT

Jlok1a1Bann Hexkelanu JiekapeTrBenu peakuun ¢ Uudaysak Terpa

MedDRA C Hen3BecTHa
Yecrr Heuectn yecTora’

Cucremo- Muoro yectn 1/100 x0 < ~ 171600 10 <

Opranug > 1/10 = 10 = 10 < (OT HAJTHYHHUTE JaAHHH

Bl 1/10 1/100 ‘He Moxe 1a Obae

| : ‘HanpaBeHa OLEHKA)

Hapywenus na | Tpexoana

KPbBTa U f TPOMOOLIMTONEHHS,

numdHara | TpeXoaHa

cucTema | nuMdaaeHonaTus

Hapywenus Ha ANlepruyHy peakluH, B

MMYHHAaTa pPE€AKH Cl1y4aH BOACIIH

CUCTEMA ' A0 LOK, aHT'HOE1EM

Hapyiienus na  'naBoGonue® ‘Hespanrus,

'HEepBHaTa | ; napecte3us, GedpuiHu

cHCcTeMa ' 'KOHBYJICHH,
'HEBPO.IOTHUYHH
'HapyLIEeHMs, KaTo
‘eHLe(aTOMHUETHT,
'HEBPHUT M CHHIPOM Ha
T'unen-Bape

| : _ Backynawur, cBbp3aH B

CbaoBu ; MHOrO PeKH ClIy4aH C

HapyLlIeHUs | 3 5 npexoaHo 6bOpeyHo
3acAraHe

Hapyluenus Ha H3norasane [‘eHepanu3upanu

KO)KaTa | KOKHHM peaKkLMH,

MOAKOKHATA | BKJIFOUUTETHO

TbKaH | TIPYPHUTYC, YPTHKApPHS
‘WK HecneunduueH
00pus

Hapywienus Ha Muanrus,

MYCKYJTHO- apTpanrus

CKeJleTHaTa | '

CHCTEMa U

ChbeIMHUTEIHATA |

ThKaH

O6u ‘Vmopa Hepasnonosxkenue Temneparypa

HapyLIEHHUS U Jlokanuu , TpenepeHe |

edeKkTH Ha peaxkuuu: Jlokanuwu

MSACTOTO Ha Oonka peaKLMH:

MPUI0KEHHE 3auyepBsBaHe,




Hoxknansanu HexenaHu JekaperBen peakuuu ¢ Undaysak Terpa

MedDRA
Cucremo-
OpraHHH
KJacoBe

‘MmHuoro yectn

= 110

= 1/100 po <

C HeH3BeCTHA
HeuecTn yecToTa’

= 1/1000 g0 < (OT HAJIMYHHTE 1AHHH

YecrH

1/10 1/100 He Moxe 1a Obje |
‘HanpaBeHa OlleHKa)

NoJyBaHe, |

EKXMMO3a,

YIUTbTHABAHE

“I'bi KaTo TE3W peakuUMu ca J0KIaaABaHH 10OPOBOIHO OT HacesleHHe ¢ HeonpeaeeH Opoid, He e
BB3MOKHO HaJI€XK/IHO /1a Ce OLIEHH TAXHATa YeCTOTa MJIM Ja Ce YCTAaHOBH NMPUYMHHO-CJIE/ICTBEHA
BPb3Ka C €KCMO3ULMA Ha JIEKAPCTBOTO.

° [Ipu naumeHTH B cTapuecka Bb3pacT (= 61 roaMHmM) ca A0K/IaJBaHH KAaTO YECTH

[leouampuyuna nonyrayus

Jena (Ha Bb3pacTt oT 6 mecena 10 17 roaunn) JloknaaBaHH HeXKeJaHH JIEKAPCTBEHH PeaKlHH
¢ Hudaysak Terpa

MedDRA
Cucremo-
OpPraHHH
KJIACOBeE

Hapyuienus Ha
KpbBTa U
numdHara
CHCTEMA

Hapyluenus Ha
MMYHHaTa
cucTema

Hapyuwenns na.

HepBHaTa
cucTema

CvnoBu
HapyLIEeHH

Hapyuienus Ha
KOXKaTa M
MOAKOXKHATa
TbKaH

§MHOr0 YeCTH
= 1/10

i
i

TnaBo6osnue!

CbHIUBOCT®

Usnorsasaue’

C HeH3BeCTHA
yecTora’ |
(OT HAJTHYHHTE JAHHH
‘He MOXKe 12 Obje :
HANpaBeHAa OUEHKA)

Yeeru Heuectn
= 1/100 go < = 1/1 000
1/10 1o <1/100

Tlpexoana
TPOMOOLIMTONEHHS,
Mpexo/Ha
JuM$aneHonaTus

AJNepruyHH peaxkiLmu, B
PEAKH Clyyau BOJELIH
J10 10K, aHTHOEIEM

Hespanrus,
napectesus, GeGpuIHu
KOHBYJICHH,
HEBPOJIOTHYHH
HapyLIeHH!s, KaTo
eHLedanroOMHeNuT,
HEBPHUT U CHHAPOM Ha
['unen-bape

Backynur, cBbp3aH B
'MHOTO PEJIKH CJIyyaH ¢
npexoaHo 6B6peuHo
3acAraHe




Jena (na Bb3pact ot 6 mecena a0 17 roaunn) JoK1a1BaHH HeKeNAHH JIEKAPCTBEHH peaKkUHH
¢ Uudpaysak Terpa

MedDRA o -E.é.!.iéii.:;nec:rna
Cucremo- MHoro uecTn Tectn Heuecrn JecTora’

= =
OpranHH > 1/10 Z 1/100 ;o< = 1/1000 (oT HAAHYHHTE IAHHH

KJIAcOBe :1/ 10 ;Ilﬂ <1/100 He moxe aa Obae

'HalnpaBeHa OLEHKA)

WM HecrneuudUuyeH
00puB

Hapymenus Ha  3ary6a nHa anerut’
merabonu3smMa u

XPaHEHETO
CromaiiiHo- Tanene®, kopemHa
YpEBHHU Oosika®, auapus®,
HapyLIEeHUS MOBpbLaHe
[Meuxuunu ‘Pasnpasuurentoct/
HapylUIeHHUs ‘Be3nokoiicTBo”
Hapywenus Ha ~ Muanrus® Aptpanrus’
MYCKYJIHO- |
CKeJleTHaTa
CHCTEMA H
ChEIMHUTE/THATA
ThKaH
OO0 YMmopa©, Tpenepene*
HApYLIEHHS U Temneparypa’, JlokasnHa
eeKkTH Ha 'HEpa3nookeHHe®  peakLus:
NRISTUTS 1 JlokanHu peakuMu: eKxumosa
MPHJIOKEHHE Goka,

3a4YepBsABaHE,

noaysaHe’,

MHAYpaLus’

PR

* T'bit KaTO TE3W peaklH ca N0KIaABaHH J00POBOJIHO OT HaceleHHe C HeomnpeaeaeH Opoii, He € Bb3MOXKHO
HaJIEK/HO /12 Ce OLIEHH TAXHATa YeCTOTa WM J1a C€ YCTAHOBH MPUYMHHO-CNEeICTBEHA BPb3Ka C €KCMO3U LM
Ha JIEKapCTBOTO.

® CboOlLeHH MPH [€a Ha Bb3PacT OT 6 Mecela /10 5 roAnHH.

¢ CpoOuieHun npu aetia Ha Bb3pacT oT 6 10 17 roauHu

4 CpoOLIEHH KaTO YECTH MM Jela Ha Bb3pacT oT 6 10 35 Mecena

* CboOLLEHH KaTO YeCTH NPH Jelia Ha Bb3pacT OT 3 10 5 roAUHH

"Cbobienn kato yecTy npu aena Ha Bb3pacT oT 3 10 17 roAnHHu

Cpoll1aBaHe Ha MOAO3MPAHH HEXKETAHW PeaKluu
CpobuiaBaHeTo Ha NOJO3MpPaHM HEXENaHW peaklMM ciej paspeliaBaHe 3a ynorpeda Ha
JIEKapCTBEHMA TMPOAYKT € BakHO. ToBa Mo3BOAsSBA Ja MPOAB/DKM HAOIIOAEHHETO Ha
CbOTHOLIEHHETO IMOJI3&8/PUCK 3a JIEKAPCTBEHUs NPOAYKT. OT MEAMLMHCKHTE CHELHAIMCTH Ce
W3MCKBa Na ChOOINABAT BCAKA IMOJAO3MpPAHA HE)elaHa peakuus 4pe3 HalMOHAJIHAT
cboOlLIaBaHeE:

M3nbanuTe1HA areHuMs No nekapcreara
yi. ,,Jlamsau ['pyer™ Ne 8

Codus 1303




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

4.9 IIpeno3supane
[Ipeno3upaHeTo € Maiko BEpOsITHO 1a MMa HAKAKbB HexesaH edekT.

5. ®APMAKOJIOTHYHU CBONCTBA

31 PapMakoIHHAMHYHH CBOHCTBA
®apmakorepanesTiuHa rpyna: Bakcuna cpewy rpun, ATC Koa: JO7BBO02.

MexaHH3bM Ha AEUCTBHUE:

Mudnysak Tetpa ocurypsiBa akTHBHa MMYHM3aLIMA Cpellly YeTHPH 1ama rpunHu Bupycu: A/(HINI)
wam, A/(H3N2) wam, u asa B mwama (no enus ot Beaka nunaus; B/(Victoria) u B/(Yamagata)).

Mupnysak Terpa, npousBeaeH cbriacHO ChbLIMs NPOLIEC KATO TPUBAJIEHTHATA BAKCHHA CPELLLY IPHI

Mupaysak, uHaAyuupa XyMOpaJHM aHTHUTeNa Cpeuly XeMarayTHHUHWTE. Te3n aHTHuTena

HEeYTpaJiu3upaT BUPYCUTE Ha rpuna.

CneuuduuHuTe HMBA Ha TUTBbpa Ha aHTHTeNnaTa, MHXWOWpawmM xemoarnyTuHauuara (HI) cien
BAKCMHALMA C BAKCMHM C MHAKTUBHPAHW TIPUIHM BUPYCH, HE KOpEMpaT ChC 3alliuTara OT
3abosiABaHe OT rpun, HO TUTpuTe Ha HI aHTMTrenata ca OunaM W3NOA3BaHKW 3a M3MeEpBaHe
AKTUBHOCTTA Ha BaKCHHATA.

OOHKHOBEHO ce M0JIy4yaBa HMYHEH OTrOBOp B paMKHTe Ha 2 10 3 ceamMHUH. [Ipoab/KHTe1HOCTTA
Ha MOCTBAKCHHA/IHHA MMYHHTET KbM XOMOJIOKHHM 111aMOBE€ HJIM 1l1aMOBE€, TACHO CBbp3aHH C

BaKCHMHHHTE LIlaMOBE, Bapupa, HO oOuyaiHo e 6-12 meceua.

DapmakoaMHaAMUYHU edekTH

EdukacHoct Ha Undaysak Terpa npu aeua Ha Bb3pacT 6 - 35 Meceua

EduxacHoctra Ha HMudnyeak Terpa e oueHeHa B paHAOMHU3MPAHO, CJIANO-KOHTPOJIHPAHO,
KOHTPOJHPAHO C HEMPOTUBOrpUNHA KOHTposIHA BakcHHa npoyuBaHe (INFQ3003), nposeaeHo npe3
3 rpunuu ce3oHa ot 2017 r. 10 2019 r. B EBpona u A3us. 3apaBu cybekTH Ha Bb3pacT 6 - 35 mecena
ca nosny4asaiu ase 1034 Mudnysak Terpa (N = 1005) unu HenpoTUBOrpunHa KOHTPO/IHa BaKCHHA
(N =995) ¢ unrepsan npubnusurenyo 28 nuu. Edukacnocrra Ha UndnyBak Tetpa e Ouna ouenena
3a NpeaoTBpaTABaHE Ha MOTBbPAeHA C 00paTHa TPAHCKPHUITLIMOHHA MOJTMMEpa3Ha BEPHIKHA peaKLus
(RT-PCR) rpunna A w/unu B Gonecr, npuunHeHa ot cxoaeH rpuned wam. Benuku RT-PCR-
MOJIOKHTEIHU NPoOU ca OUIH AOMBAHUTEIHO TECTBAHM 3a YKU3HECTIOCODHOCT B KJIEThYHA KyJITypa
W 3a J1a Ce ONpeIeIIH Jali LMPKYJ/IMPALLUMTE BUPYCHH 111aMOBE CbOTBETCTBAT HA TE3H BbB BAKCHHATA.

Tabauua: EdukacHoct npu aena Ha Bu3pact 6 - 35 mecena

HUudnysak Terpa | Henporusorpunua | E¢ukacHocT Ha |
KOHTPOJIHA BaKcHHaTa
N=1005 BAKCHHA
N=995 (95% CI)
JlabopaTopHo noTBbLpAEH | n n
rpHIN, NIPHYHHEH OT: s
- Bceku rpunen mam A | 59 117 0,540 38=0:66). O
wm B S/ BN %,
-_Kyarypuo norebpaenn, | 19 56 0,08 “R‘ﬁuﬂgj Gﬁ\
R A S
C Sty [
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CLOTBETCTBHI.IIH HA TE3H

B
| BbB BAKCHHATA, IIAMOBE

E(HKAaCHOCT Ha BAKCHHATA: 51 Ha CJ‘[}“{EIHTB Ha rPUI, NPEAOTBPAaTEHH OT BaKCHHALUATA
N=0poil BAKCHHUPAHH YYACTHHLIH
n=0po# cllyyau Ha rpuIl
Cl=noBepuTeneH UHTEpBa

MmyHorenHocT Ha Uudaysak Terpa

KyIMHMYHM npoyyBaHMs, NPOBEJAEHH NPH Bb3PaCcTHH Ha Bb3pacT 18 roauuu u noseye (INFQ3001)
H eua Ha Bb3pact oT 3 a0 17 roaunu (INFQ3002) ouensisaT 6e30nacHOCTTa M MMYHOI€HHOCTTA
Ha HMudnysak Terpa u Te He ca MoO-HMUCKM OT Te3W 3a TpuBaJieHTHaTa BakcuHa Mudnyak 3a
MOCTBAKCHHAJIEH FT€OMETPHYHUSA cpelieH aHTUTAI0 TUTBHP (GMT).

B nBeTe npoyuBaHus npeau3BMKaHUAT UMyHeH oTroBop oT MHdnyBak Terpa cpeuty TpuTe miama
KaTo LsI0 € OWJI He MO-HUCHK OT TPUBA/IEHTHAaTa BakcuHa cpewty rpun UHpnyeak. Uuguysak
Terpa npeansBukBa Mo-BMCOK MMYHEH OTrOBOpP Cpelly AOMbAHMUTENHMS B 11am, BKIOUYEH B
Mupnysak Tetpa, B cpaBHeHHe ¢ TpUBaJleHTHATa rpunHa BakcuHa MHdysak.

Bb3pacThu Ha Bb3pacT 18 roiMHu U noseye

B kaunuuHo npoyusaHe INFQ3001,

1 535 Bb3pacTHM Ha Bb3pacT 18 roauMHHW M Mnoseue ca

MoJy4YH/Iu eaHokpaTHa no3a Mudayeak Terpa u 442 naumeHTH ca Nnojy4yH/Id TPUBaJIEHTHA BaKCHHA

HUudnysak.

Tabnunua: IloctBakcunanen GMT u yecToTa Ha CEPOKOHBEPCHS

Bu3pacruu 18 | Undnysak Tetpa Undnysak! Uudaysak
— 60 roaumua | N=768 N=112 N=110
| BB3pacT
| GMT (95% nosepurte/ieH HHTEpBAJI)

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) 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)

YecroTa Ha cepoxonBepcus (95% noBepHTEeIeH HHTEPBAJI)
A/H1NI1 59,4% (55,8% , 62,9%) | 65,5% (55,8% , 74,3%) 64,8% (55,0% , 73,8%)
A/H3N2 51,3% (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%)
IManuenTH B HUudnysak Terpa Undnysak ' Uudnysak
cTapyecka N=765 N=108 N=110
Bb3pact 61
rOAHHH H
nopeye

GMT (95% noBepuTe/ieH HHTEpPBAJI)

A/HIN1 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) 353,4 (280 7,445,0
B (Yamagata)’ | 63,7 (57,7, 70,4) 57,4 (43,6, 75,7) 34)
B (Victoria)* | 109,4 (98,1 , 122,0) 48,0 (34,6 , 66,6) ,’Wﬁ G

Yecrora Ha cepokonBepens (95% nosepuresieH HHTE] " ﬁﬂm O \
A/H1IN1 50,3% (46,7% , 54,0%) | 56,6% (46,6% , 66,2%) fgjm?_ s_
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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!‘l 33,6% (50,0%, 57,2%) | 25,0% (17,2% , 34,3%) 55,6% (45,7% , 65,1%

N= Opo#i y4aCTHHLIH, BKIIIOUYEHHU B aHAJIM3 HA UMYHOTN€HHOCTTa

‘coabpkaml A/HINI, A/H3N2 u B (1uuus Yamagata)

‘chavpxkait A/HIN1, A/H3N2 u B (nuuns Victoria)

*npenopbyat B wam ot C30 3a ceson 2014-2015, ceBepHO MoyKbI60, 32 TPUBATEHTHUTE BAKCHHMU
‘nombnHuTeNnHO npenopbyan B mam ot C30 3a ce3on 2014-2015, ceBepHO Noaykbi00, 3a
TETPABAIEHTHUTE BAKCUHHU 5

EBponeiickarta areHuMs No JeKkapcTBaTa € 0T0XKKa 3ab/DKEHHETO 3a NPeI0CTaBsAHe Ha

pe3ynrarure oT npoyuBaHus ¢ MHdnysak Tetpa B eHa wau noseye noArpyrny Ha rejadarpyyHara
nonynauus.

[leanaTpuyHa nonynaius

Jeua Ha Bb3pacT oT 3 10 17 roaMHm

B kaunuuHo npoyuBane INFQ3002, 402 neua Ha Bb3pact oT 3 10 17 roaMHH ca Mnojy4yniiv €1Ha
v ase 1034 ot Uudnysak Terpa u 798 aeua ca nonyunnu eqHa wiam ase 1034 ot MH(yBak
TPUBAJIEHTHA BAKCHHA, Bb3 OCHOBA Ha TAXHATa HCTOPHSA HA BAKCUHUPAHE.

Tabauua: Yecrora Ha cepoOKOHBEpPCHS

Jlena Ha Uudayeak Terpa Undnyeak! Undaysak’
Bb3pacT or 3 10 | N=396 N=389 N=399
17 ronnuu

YecToTa Ha cepokonBepens (95% noBepuTesieH HHTEPBA)
A/HIN1 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= Opo#i y4acTHULH, BKIIOYEHH B aHAJIU3 HA HMYHOTE€HHOCTTA
'ebabpkaimy A/HIN1, A/H3N2 u B (nuuua Yamagata)
‘epavpxait A/HIN1, A/H3N2 u B (nunus Victoria)
‘npenopbyan B mam ot C30 3a ceson 2016-2017, ceBepHO NONYKbIGO, 3@ TPUBATIEHTHHTE BAKCHHHU
‘nonbanuTenHO npenopbyan B mam ot C30 3a ce3on 2016-2017, ceBepHO NosyKbi60, 3a
TETPABAJIEHTHUTE BAKCHHH

Jleua Ha Bb3pacT 6 meceua — 35 mecela

B xiuHnuHo npoyusane INFQ3003 umyHorennoctra Ha MHdayBak Terpa e Ouaa oueHeHa no
OTHOLUEHHE HAa YECTOTAaTa HA CEPOKOHBEPCHS Npe3 3 rpUIlHU Ce30Ha.

Tabanua: Yecrora HA cepoKOHBEpCHS

Jlena Ha
Bb3pacTt 6 - 35
Mecena

['puneHn ce3oH

NH 2017-2018"
N=348

[ puneH ce3oH

NH 2018-2019'
N=359

['puneH ce3oH
SH 2019"
IN=225

Yecrora Ha cepokonBepcus (95% aoBepuTe/IeH HHTEPBAJT)

A/HINI1 74,4% (69,5% , 78,9%) | 76,0% (71,3% , 80,4%) | 69,8% (633% 253%

A/H3N2 92,5% (89,2% , 95,0%) | 86,6% (82,7% , 90,0%) | 86,2%AS k8 "I042)N

B (Yamagata) | 35,5% (30,4%, 40,8%) | 56,0% (50,7%, 61,2%) | 16,92 3%w 22. ~

B (Victoria) | 26,5% (21,9%, 31,5%) | 65,2% (60,0% , 70,1%) | 47 : \
2 ot
g, |
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N= Opo# y4aCTHMLM, BKIOYEHH B AHANM3 HA MMYHOTEHHOCTTA

! cpamppikaiy npenopbuanute o C30 WaMOBE 32 ChOTBETHHA CE30H 32 YETUPHUBANEHTHMN BaKCHHH

5.2 PapMaKOKHHETHYHH CBOHCTBA
Henpunoxumo.
3.3 IIpeaksinauunu gaHuy 3a 6€30NACHOCT

HeknHHHYHKTE JaHHM He MoKa3BaT ocobeH pUck 3a xopa Ha 0a3zara Ha KOHBEHIIMOHAIHH
NPOYy4BaHUA APY MHOTOKpaTHa 4038 U JIOKAJIHA TOKCHYHOCT, PENPOIYKTUBHA TOKCHYHOCT U
TOKCUYHOCT Ha PA3BUTHETO U PAPMAKONOIMUHHM NPOYYRAHKUA 3a Oe30MacHOCT.

6. PAPMAINEBTUYHHU JAHHU

6.1 CnuchbK HA IOMOMIHHATE BelleCcTRA

Kanuves xnopun

Kanues auxunporeu gocdat
Jdunarpues gocdar auxuapar
Hatpues xnopua

KanuueB xnopua AMXupar
Marue3HeB XJ10pHa Xxekcaxuapart
Bonaa 3a vHXexkmu

6.2 HecnBMecTHMOCTH

[Ipu nHnca Ha npoyypaHus 3a HECHBEMECTHMOCTH, TO3H JIEKAPCTBCH MPOAYKT He Tpadea 14 ce
CMecBa € APYry JIEKAPCTBEHH NPOAYKTH.

6.3 Cpok Ha rogHocT
] rogHHa
6.4 CnennanaHn yCJIOBHA HA ChXPAHEeHHE

Ha ce ¢pxpansBa B xaawiHuk (2°C-8°C).
Jla He ce 3ampassiBa,
J1a ce CbXpaHfABa B OpHIHMHAHATA OTIAKOBKA, 33 [1a ¢ Npe/ira3y OT CBETINHA.

6.5 Bug » cbabpxkanne na ONAKOBKaTa

0,5 mi HHKEKLUHMOHHA CYCTIIEH3MA B IPEIBAPHTEIHO HANBJIHEHA CTIPUHIIOBKA C HITH Oe3 Urila
{(¢TeKNO, THI 1), onakorka ot 1 uam 10,

He BCHYKM BHOOBE ONaKOBKHM MOraT Ja ObaaT IMycHaTH B mpoaxda.

6.6 CnenHa/JHi npeqna3siy MepKH IPH M3XBHLPAAHE U paboTa

Bakcunara TpsaOBa 1a aocTurHe ¢cTaidHa TeMneparypa apead NpUNoKEHHE.

Ma ce pasknatu npeau ynorpeba. /[a ce npoeepy BU3yaHO MpeaH MPUIOKEHHE.

Heu3noms3paHHAT JiekapcTBeH MPOAYKT WM OTRAZbUHMTE MaTepHald OT H
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H3XBBPIIAT B CbOTBETCTBUE C MCCTHUTE HW3IWMCKBaAHHA.

7. IIPUTEXKATEJ HA PASPEINEHETO 3A YIIOTPEBA

Maiinan EOO/]

Oyn. Cathakoso Ne 48, er. 7

otpuc crpana ,.Ceparka opucu™

1505 Codus

bbarapus

8. HOMEP(A) HA PAZPELIEHHETO 3A YIIOTPEBA

Pervcrpaunonen Homep: 20170285

9. JATA HA ITbPBO PA3PEIMABAHE / ITOJHOBSABAE HA
PAZPEHIEHHUETO 3A YIIOTPEBA

Hara Ha bpBO pa3peluapaHe: 27 centemepu 2017 r.
Jarta na nocnegHo noaxopssane: 13 anpun 2022 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

08/2023
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