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ADACEL suspension for injection in pre-filled syringe

Aocopbupana eaxcuna cpewiy dudpmepun, memanyc, Kokuout (6e3Kienvyna, KOMROREHMNG), C

HAMAAENO GHMUZEHHO COOBPHCAHUE

Diphtheria, Tetanus, Pertussis (acellular component) Vaccine (adsorbed, reduced antigen(s)

content)

Ko Pea. Ne

KPATKA XAPAKTEPUCTHKA HA

1. HME HA JJEKAPCTBEHMSA ITPOAYKT

2. KAYECTBEH H KOJIMYECTBEH CHhCTAB

[ no3a (0,5 ml) ceaspika:

Hndyrepuen TOKCORN He no-manxo ot 2 [U* (2 L)
TeraHH4YeH TOKCOMT He no-manko ot 20 TU* (5 L)
Koxmomnn anTHreHH
KoKIIOLIeH TOKCONT 2,5 mukporpama
DHITAMEHTO36H XEMATTY THHITH 3 MuKporpama
HeprakTin 3 MuKpOrpamMa
Oumbpuu T 2 1 3 5 Mukporpama
Ancopbupad xa aymunnes docdar 1,5 mg (0,33 mg APY)

* Honna zopepurensa rpaguna (p = (,95) Ha AKTHBHOCT, H3MEPEHA CHITIACHO MAMMTBAHKMATA, ONHCAHH
B EBponeiickara gapmakones.

Bakcunara mMoxe na Chabpika cneliu oT GOpMaNiexH/ | [Ty TAPATACXI, KOHTO C¢ HIMOA3BAT 10
BpEMe Ha MPOU3BOICTBeHNA poLec (BxK. Touku 4.3 1 4.4).

3a TLAHKA CIHCEK HA NOMOIIHHTE BEIIECTBA BIDKTE TOUKA §.1.

3. JEKAPCTBEHA ®OPMA
HKkeKiIHOHHA CYCHCH3MUA B TPeIBAPHTETHO HATLIHEHa CHPHHIIOBKA

AJIACEJI nipepcragnfaea MbTHA 09712 CYCTICH3HS.

4. K/JMHWYHH JAHHH

4.1 TepaneBTHYHH NOKA3IAHHYA

AJIACEN (Tdap) e nokaszana 3a;

AKTHBHA UMYHH3AI[MS CPEILY TeTaHyC, AudTepys M KOKIOIL Ha THUA KAl 4 TOOUINHA BB3PACT, KaTo

Oycrep cllen mbPBUYHA HMYHH3ALMA.

[lacuBHa 3a1MTa Cpeily KOKTIOLI ITPe3 paHHOTO JETCTBO c/le]] MMYHH3HpaHe Ha MaikaTa no BpeMe Ha
OpemenroctTa (BXK. Toukn 4.2, 4.6 n 5.1).

AJIACEJ] tpaGra na 6bae H3MON3BaAH CHIACHO OBHIMATHHTE MPETOPHKH.

42 Jo3upoBKa M HAYHH HA MPAIOKEHHE

J;[oanpomca




Enna nrkexiua ¢ exHa (0,5 ml) roza ce npenoprysa 32 BCHYKH BE3PACTOBM IPYTIH, 33 KOKTO €
NOKa3aHa BAKCHHATA.

Ilpu rono1n ¥ BE3PaCTHH ¢ HEH3BECTEH MM HEITBJICH CTATYC Ha BakCHHaLs cpeuly audrepus v
TeTanyc, easa goza AJACEJ] Moxke na ce NpUITOXKH KaTo YacT OT Cepud OT BAKCHHALIAH 34 3aI0HTa
Cpeilly KOKIIIOI H B [IOBEUYETO CIIV4al ChUIO Cpellly TeTaHyc M audirepis. Enna nonenuuTenna fo3a
OT BAKCHHA, ChIBPKAMA Audrepua u reTanyc (dT), Moxke Na Obae NpIIOKEHA €IMH MECEL] [I0-KBCHO,
nocneAsaHa ot 3™ fo3a OT BakcHHA cpery Judrepun win dT chABpKama BakCHHA 6 Mecella clies
OBPBATA 1034, 32 [ia Ce ONTHMHU3NPA 3allMTaTa cpeuly 3a00/BaHeTo (BK. Touka 5.1). Bposat u
rpaQUKLT Ha 103UTE TPAOBA Na Ce ONPEAENAT B ChOTRBETCTBHE C MECTHHTE IPETIOPHKM.

AJTACEJI moxe na 6b1e W3mosI3BaH 3a MOBTOPHA BAKCHHALINA, 32 MTOBHINIABANE HA MMYHHTETA CPELY
AH(pTEPHA, TETAHYC H KOKIOII NPH HHTepBATH oT 5 10 10 rofuy (rx. Touka 5.1).

Crnopen obunpanaure npenopeka AJACEI Moske na 6be H3non3eana [IpH HApaHIBAHKHA, KOHTO
MOrarT Ja NPHYMHAT TETAHYC CBC WM He3 eIHORPEMEHHO IIPHNOKEHHe HA TETAHHYEH
HMYHOTI00YIHH.

AJMACEJT moxe na ce npuara Ha OpeMeHHH KEHH NPE3 BTOPHSA # TPETHA TPHMECTBD, 33 1A ¢
OCHI'YpH MTACHBHA 3aIIHTA HA HOBOPOACHHTE Cpewly KoKmom (BxK. Toukn 4.1, 4.6 1 5.1).

Hauud Ha npHAGKeHHE

Enna mipkexund ¢ eaxa no3a (0,5 ml) AJJACEJ TpaGea na ce mpiiioxky HATpaMycCKyJIHO.
IpeanowranoTo MACTO Ha NPHIOKEHHE € NETTOUIHMA MYCKYJL.

AJJACEJ] ne Tpsa6pa N1a ce Npuiara B rifyTeanHara o0nacT; He TpAOBa 1a ce H3MON3BA HHTPAIEPMATIHO
HIIH IOTKOKHO HpHioxKeHKe (B oco0eHn clyydau Moxe a 6be AOMYCHATO IOAKOKHO TIPUITOKEHHE,
BX. TO4KA 4.4).

IIpeonasuu mepxuy, koumo mpabsa 0a 6voam e3emu npedu paboma Cve Wi NPUICNCEHUE Ha
RexapcmeeHus npooykm

3a yKka3aHAA OTHOCHO JIEKAPCTREHHS MPOAYKT MPEAN [IPHIOKEHHE BIKTE TOUKA 6.6.
4.3 DporHponoxazaHusd

AJTACEJ He Tpatea j1a ce pHIara Ha JIHNA ¢ H3BECTHA CBPLXYYBCTBHTETHOCT
®  KBM BAKCHHA CpPeIly AM(TEPAs, TETaHyC HTH KOKJIEO
KBM HAKOH ApPYT KOMIIOHEHT HAa BAKCHHATA (BiK. Touka 6.1)
®  KBM HAKOE OT OCTATHYHUTE BELIESCTBA [IPH NPOM3BOACTBOTO ((POpMANLEXHA 1
CIIyTapajfieXH 1), KOMTO MOXKeE [a Ce ChABPKAT, KATO HeYCTaHOBHMH CElli BB BAKCHHATA.

AJIACEJI He TpgORa a ce yipunara H5a nAL@A ¢ €HIe(AnONaTis ¢ HEU3BECTEH MPOK3XO/1 B PAMKHTE Ha
7 mHE CNeR MPeIXOaHAa UMYHH3ALMA ¢ BAKCHHA, CHOBPKANIA KOKITIOIIL

Kakro ripu apyrure Baxcuuy, nocrasiaeTo Ha AJTACEJ] tpabBa na ce oTnoxu npH nu;
dbebpwiHo 3abonasane. Hamuuuero Ha neka vHGeKia He € MPOTHRONOKA3aHHE.

4.4 Cneunajay npeaynpexieHus H NpeIua3Hu MEPKH npH ynorpeda

AJJACEN He TpaOra na ce H3M0ON38a 32 MEPBHYHA HMYHU3AIIHA,



ITo npruivn Tpadea na ce cna3paT OPHIMATTHHTE NPEIIOPHKH 110 OTHOIIEHHE HA HHTEPBANa MEXIY
Oyctep nosa ¢ AIJACEJI 1 npexxonra OycTep no3a ¢ BAKCHHA, ChABPIKAMA NUPTEPUS WHITH TETAHY<.
KmanuquuTe naHuy ca nokasany, de HAMa KIIMHAYHO 3HAYMMA PA3THKA B CTENEHTA HA HeYKE/TAHWTe
PeaKLyH, CRBEP3aHHM ¢ IpHAoKeHHe Ha GycTep BAKCHHA CHIBPXKALIA TETAHYC, TH(TEPHI H KOKIEOIT
Hali-paHo 4 ceMHIM cie]l TpeNXoAHa 034 B CPaBHEHHE ¢ MPWIOKEeHHeTo Ha GycTep BakcHHa,
CBABPIKAINA TETAHyYC, MM TEPHs i KOKIOW NPHAMKEHA HAH-MAMKO 5 FOAMHY CIIeH MPeaxoNHa 103a
BaXCHHA cpellly TeTaHyc 4 fudrepns.

[peny IMYHR3AIIUATA

IIpunaranero Ha BakcHHATa TPSOBa 1A ce MPEIXOKAA OT aHAMHE3a HA THLIETO (0c0GeH0 38 upeIXontH
BAKCHHAIMH H BB3MOXKHY HEKENaHH peakiliu ). [Ipu g ¢ aHaMHe3a 3a CEPHOZHY HWIH TEXKKH
HEKENaHM PeakLy B paMKkuTe Ha 48 yaca clieq NpeIxoqHo NPHTATAHE Ha BAKCHHA, O Thpikalla
HOXOOHH KOMIOHEHTH, MpHIaraHeTo Ha sakcuHara AJIACEJ] tpabsa na 6vae obmuceHo
BHMMATEITHO.

KaxTo npn BCHYKH HHACKIHOHHH BAKCHEM, € HeOOXOMHMO Ja HM2 TOTOBHOCT 34 He3a0aBHO
TpH/IAraHe Ha [OIXOAAIIO MEIHUHHCKO JieUeHHe  Habmonenye B CJTyvalf Ha psaka aHaQUIaAKTHYHA
peaKuHs ciel puiaraHe Ha BaKCHHATA.

AKO € HMaJ10 ofBa Ha cauzapom Ha Guillain-Barré B paMkvTe Ha 6 CeIMHIM CAeH PUIAraHe Ha
NpeayiizgG BaKCHHA, CEABPXAla TeTAHHYEH TOKCOH, PEITEHHETO 3a NO-HATATHUIHO NPHIIOKEHNE Ha
BaKCHHA, ChabpXKama TeTaHHveH Tokconn, Bnountentio AJJACEJL, tpadra BHAMATETRO 1A ce
NpEUeHH o OTHOLICHNE Ha NOTSHIMATHITE ITONI3H 1 Bh3MOYKHHTE PHCKORE.

AITACEJI ne TpsafBa na ce Hpriara Ha JIALA ¢ TPOTPECHBHO HEBPOIIOTHYHO HAPYLICHHE,
HEKOHTPOJIMpPaHa ENIICTICHA WK IPOTPeCcHBHa eHliedanonaTusd, 1o0KaTo He ObIe YCTAaHOREH PesKUM
HA JIGYE€HHE M CheTOAHHETO He Obe crabunuzupasxo,

HMYHOFBHHOC’IT& HAa BAKCHHATA MOKE Ja 6’5}1& HaMarneHa oT HMYHOCYTIIPECHBHO JICUEHHE HITH OT
HMyHeH nedmuT. B Taxupa cmyvam ce npenophusa oTiaraHe Ha BAKCHMHALKATA W 14 CE H3UaKa Kpas
Ha Gonectra wnn newenHero. Benpeky 1oBa, Ha muua ¢ HIV uadexuys win ¢ XxpoHAueH
uMyHoaeguuT, Hanpumep CITHH, ce npenoptusa BakcHHAIms, AOPU ¥ W3pabOTEHHA HMYHEH
OTTOBOP Ja € OTPaHMYCH.

IIpeanasHy Mepk PH NPRIOXKEHHE

He nipunaraiite upes BETpeCHIOBO M HETPANEPMAITHO UHKEKTHPAHE.

Hutpamyckynnvre drskekumy TpadBa [ia ce NPUIIAraT ¢ BHHMAHKE TPH NAIUEHTH, IONOMKEHH Ha
AHTHKOAry/IaHTHA TePalHs KK CTPaallH OT HAPYIISHUS B KPBBOCECHPBAHETO, MOPAIH PUCK OT
xemoparus. B Te3n cnyvan, npunaranero Ha AJJACEJT upes npnoka nOAKOKHA HEDKEKLHS €
JIOITYCTHMO, BBIIPEKH Y€ CHILECTBYBA PHCK OT YBeIMUCHHE Ha IOKATHHTS PEakIiFi.

CuHkon (NpuIiafiaHe) MOXKE a HACTBIIN CNell, M JOPH [IPE/TH, [IOCTABAHE Ha HEKEKIMOHHA
BakcuHa, BrmounTenHo AJTACEJL. Tpa6sa ia uma mpouenypy 32 u3bArsaHe Ha HapaHABaHe OT
NPUITATAHETO U CIIPABAHE ChC CHHKOTIHHTE PeaKiiiy.

Kamaukara Ha npeiBapHTe/HO HAITB/JIHEHATA CIPHHIIOBKA ChABPIKA IPOH3BONHO HA ECTEC
KAyqyK CheMHEeHUE, KOETO MOXKE [Aa MPHYMHY aTePIHIHH PeakiMi NPH JTHIIA, anepr;

QQYI‘H QaKTOQH, KOHMTO J1a ¢€ B3EMAT NMod BHHMAaHHE

Kakro mpd Bcaka BakcHHa, BakcHHauuara ¢ AJJACEJ] Moxe na Be ocurypu 100
HMYHU3HPARUTE JIHIA.



Ipu BcrukH aacopOHpaHH BaKCHHH, OCODEHO aKO T €A NPHNIOKCHH B NOBEPXHOCTHHTE CIIOCBE Ha
TONKOKHATA ThKAH, € BE3MOKHO HOpMHpaHe Ha ABATOTPAHHO BHIIOBHAHO 0DpazyBaHue Ha MACTOTO
Ha HIDKEKTHpaHe.

Hpocnenumoct
3a na ce mono6pu nNpocneARMOCTTa Ha OHONOTHYHUTE NeKaPCTBEHHA NMPONYKTH, HMETO H NAPTHAHHAT
HOMep Ha OpHIOKeHHA IIPOXYKT TpabBa ACHO Ja ce 3aIlicBar.

4.5 BzaumoageiicTBHE ¢ APYFH JIEKAPCTBEHHA MIPOAYKTH N ApYrH GopMH HA B3aAMoAeiicTBHE

B13 ocHOBa Ha pe3yNTaTHTE OT KIMHHYHM MPOYyYBAHMA 34 CAHOBpPeMeHHa yIoTpeGa Ha BAKCHHH,
AJACEJI Moxe a ce npiara eNHOBPEMEHHO ¢ BCAKA €/1Ha OT CNeJHVTE BAKCHHK: MHAKTHBHpaHa
BaKCHHA Cpelly TPHII, BAKCHHA CPEllly XenaTHT b, HHaKTHBHpaHa WK HEPOPATHA HOTHOMHETHTHA
BaKCHHA H peKOMOHHAHTHA BaKCHHA Cpelly YOBEIIKH NANIIOMABHpPYC (BK. Touka 4.8), ciopesn
MECTHHUTE NPEHOPBKH.

1Ipn enHOBPEMEHHO MPUIIATAHE ¢ APYTH NIAPpEHTEPATIHN BaKCKHH, TPAOBA Ma ce H3IMO/I3BAT PasTHHMH
KpaiHHIH 38 HHKeKTHpaBe. He ca nmpoRexaHy npoy4Banus 3a B3aumMoaelicteue ¢ ApyrH BaKCHHMY,
OHOIOrHYHH NPONYKTH WIK TepaleBTHYHH JeKapCTBa. BBIPeKH TOBA, CHIIIACHO O0IMONPHETHTE
TpaBuiIa 3a WMyHW3alusA, Tei Kato AJIACEJT e vHakTHBHpAH MPORYKT, TOH MMKeE fia Ce pHnara
€IHOBPEMEHHO C APYTH BAKCHAN WIN HMYHOTIOOYTHHY, HO HA OTACITHO HHKEKIIMOHHO MACTO,

B crmydait Ha HMyHOCYIIPECHBHA Tepalis, MO mpoyeTeTe To4Ka 4.4.

4.6 PepTHAHTET, OPEMEHAOCT H KhpMeHe

bpemendoct

AJJACEJ mosxe 1a 6bAe M3N0T2BaHA Dpe3 BTOPHS U TPETHA TPHMECTDP HA SPeMEHHOCTTa B
CHOTBETCTBHE ¢ OHIMATHITE OPETIOPEKY (BX. Touka 4.2).

Jarnau 3a 6e30MacHOCTTa OT 4 paHAOMH3UpPAHH, KOHTpOIMpaHy u3rwmreanus (3 10 apuxmoywm
6pemenHoCTH), 1 npocnexTHBHO 003epBALIHOHHO H3NUTRAHKE (546 MPUKMOWUTH GPeMEHHOCTH), 5
PETPOCTIEKTHBHY 003epBatMorHy M3muTRaHHx (124 810 npuxmoynnn GpeMeHHOCTH) U OT IACHBHO
HabmoneHRe Ha xeHu, xouro ca nonywuti AJJACEN wniu AJACEA IHOJHO (Tdap-IPV sakcima,
ChABPKAIME CHUIHTE KOMHYECTBa AHTHUICHH Ha TeTaHyc, AhdTepus 1 koxmom kato AJJACEJ) mpes
BTOPHA HIIH TPeTHS TPHMECTBP He MOKA3BAT CRBP3aHM ¢ BAKCHHATA HEKENaH epeKTH BEPXY
OpeMeHOCTTa I 3ApaBeTO Ha GeTyca/HOBOPOASHOTO JeTe.

KaxTto 1 ips ApyrH HHAKTHBMPAHM BAKCUAM, He e ouakea BakxcuHamuara ¢ AJJACEJT, npes xofito u
Ja € TPUMECTBP Ha OpeMeHHOCTTa, Aa YBPEAH TUIOHa.

IIpoyupaHuATa NPH AHUBOTHH HE NNOKA3BAT NIPEKH UK HETIPEKK BpeHU epeKTH BEPXY OpeMeHHOCTTA,
eMOpHOHANHOTO/DEeTanHOTO pa3BHTHE, PAXTAHCTO H CIIEJPOIUHIOTO Pa3BHTHE.

3a HAdopMaHA HO OTHOMICHHE Ha MMYHFAUI OTrOBOP Ha BAKCHHMpaHe 110 BpeMe Ha OpeMeHHOCT 1
eeKTHBHOCTTA HAa BAKCHHALMATA 32 [PEANazBaHe Ha KbPMAYeTaTa OT KOKIFONI, BHKTe TO4Ka 5.1,

Kspmene

He e w3secTHO NaNH aKTHBHATE BelliecTsa, Bkmodenu 8 AJJACEJL, ce oraenar 8 :
HO TIPH H3C/ICABAHE ChC 3a¥II € YCTAHOBEHO, Y& aHTHTe/IaTa CPellly ARTHI¢HUTE BB 8
Ipe/AaBar Npy KbPMEHE Ha HOBOPOAEHOTO. [IBe npoyyBatid 3a pasBUTHETO TIpH KN



BEpXY 3afil(4, He NTOKA3BAT BpeAHH eeKTH Ha MaiauHITTe aHTHTENA, NPeIR3BHKAHY OT BAKCHHATA,
BBPXY NOCTHATATIHOTO Pa3BHTHE HA HOBOPOAEHOTO.

Benipexn ToBa, edeKTHT BBPXY IeLa B KbPMa4ecka BE3PacT NpM npunarane Ha Baxcuua AJTACEJ ua
Maiikara He ¢ m3caenpad. Toif kato AJACEJ] e HHakTHBHpaHA BAKCHHA, BCEKM PHCK 33 6ebeto e
MaJjIKO BeposteH. PHCKOBeTe M IpeMMCTBaTa OT BaKCHHAIMATA TpAORA Na GhAAT TpelieHeHH, mpean
Ila ce B3eMe PelleHne 3a HMYHU3NPAHe Ha JKeHH, KOHTO KbPMAT.

DePTHIRTET

He ca nporexxaann npoyusarkia ¢ AHJACEJ snpxy depranureta.

4.7 EdexTn BLpXy cnocofHoCcTTa 32 mModupane H paboTa ¢ MADARN

He ca nporexxnann npoyusauns 3a edekTiTe BEPXY CHOCOGHOCTTa 3a Wodmnpase wid paboTa ¢

matiad. AJJACEJ] nama uis MMa Be3HAUMTeNHO BIMSHKHE BEPXY CHOCOOHOCTTA 32 mopHpaKne K
pabora ¢ Maumuy.

4.8 Hexenafiu icKapCTBEHH peaKiuy

Pestome Ha npodiina Ha Ge300acnocT

Tpu kMaugakTe npoyusanus, AJIACEJ] ¢ npuioxena Ha o0mo 4 546 muia, sxnodsanti 298 gena
(4 no 6 ronvym), 1 313 jonour (11 mo 17 ropunm) u 2 935 ew3pactau (18 6o 64 roanun). Hait-yecto
CrOOMIARAHKMTE PEaKIMHM ClieA BaKCHHALAS BIUIIOYRAT NOKAIHH PEAKIIHM Ha MACTOTO HA HIKEKTHPAHES
(Gonxa, 3auepRABaHE M OTOK), KOUTO Bb3HKKBAT ipH 21% -~ 78% 0T BakCHHHpaHHTe JHLA, IJIaBobonye
H YMOpa, KOHTO Bh3HHKBAT MPH 16% - 44% oT BakcurmpanuTte nuna. Te3n peakliu ¥ CUMITTOMU
OGHKHOBEHO €A IEKY M BL3HHKBAT B PAMKHTS Ha 48 vaca ciiesl BakcuHaUHATa. BCHIKH T€ NPeMUHABAT
Ge3 nocneICTRHA.

{To rpeme Ha KITHHHYHE U3NHTRAHHA ca GHIH Mposenerv aBaM3n 3a GezonacHocet cpea 1 042 3aparn
IOHOIIHM, OT JBATA 10N Ha BE3pacT ot 10 mo 17 romemw. Te ca nomyund deTHpHBAICHTHA BAKCHHS
CpeLIy [OBSIIKH MamToMaBHpyc THHOBE 6/11/16/18 (Gardasil), enHorpeMenHo ¢ efHa noza
AJIACEJI u efina 1o3a 9eTMPHBAEHTHA KOHIOTATHA MEHWHTOKOKORA BakcHHa cepotunose A, C, Y v
W135. ITpodumre Ha HesomacHoCT ca Gty CXOAHH IIPH ABETE IPYIM CHC WM €3 eIHOBPEMEHHD
npunarase. I1pyu rpynure ¢ eqHOBPEMEHHO NpHaTaHe Ha BAKCHHUTE C& HA0MHOAaBa O-BHCOKS
4ECTOTA Ha OTOK HA MACTOTO Ha HIDKeKTHpaHe Ha Gardasil, kxpeBoHacsnane 1 Gonka Ha MACTOTO Ha
umpkekTHpase Ha ATACEJL. Pasnukure Habmonasany MExRy FpynMre Che Wiy 663 eHOBPEMEHHO
HpUIAraHe Ha BAKCHHHTE Ca OHITH NO-Masiko OT 7% i NP NOBEYETO NALUSHTH HeXXENAHUTE Peakiun
ca JOKTIAIBAaHH KATO JIEKU 10 YMEPEHH TIO HHTEH3HTET.

Tabauuen CIUCHK HA HEXKEITANNTE PEaKIIUY

Hexenanure PeakiIve ca H3pEACHH cnopel JecToTaTa Ha BE3HHKBAHE, H3TOM3BAMKH CACHATA
KOHBCHLIAA

Mpnoro dectn (= 1/10)

Yectn (= 1/100 mo < 1/10)
Heuectu (= 1/1 000 mo < 1/100)
Penxu (= 1/10 000 mo < 1/1 60G)
Mroro peaxu (< 1/10 000)

C Heu3BeCTHA YECTOTA Ot HATUYHATE TaHHH He MOXKE [a OBJe HATPABEHA O

Tabnima | npencrans HexxenaHuTe peakuiH, HAOMIOJABAHH 110 BpeMe Ha KITHHH]
CBILO Taka BKTOYBA RONBAHHTEIHH HEXENaHH peakuky, KouTo ca Srnu ¢poly



BpEME Ha ITOCTMapKeTHHTOBH HabmoAeHH ciiel ynoTpebara na AJJACEJ no ceera. Tuil kaTo Tezm
peaximH ca chobmapani NoOPOBONHO OT NOMYNALMS ¢ HEOTPEAC/ICH PasMep, He BHHATH € BE3MOXHA
HaJeXx/HA OLUEHKA Ha TAXHATA YECTOTaTa WiH YCTARHOBABAHE HA NIPHYMHHEA BPB3Ka ¢ IPUIATAHETO Ha
BAKCHHATA. 32 TOBa TE3H HEKEJIAHK PEAKUMH NOMANAT B KATETOpPUATa 32 YecToTa “C Her3ReCcTHA

YyecToTa .

Tabnnna 1: HexxelalH peakinu 0T KIHHUYHA NPOYYBAHAY H CBeTOBHH HOCTMAPKETHHTOBY

Hal/oaenns
Cucremo-opranen YeceToT2 Jena IOnomn Bunapacran
KJac (4 no 6 roaunm) | (11 no 17 roqunn) (18 no
64 roauuxH)
Hapyimenws va C HeusBeCcTHa Peaknng Ha CBpLXJYYBCTBATENHOCT (aHAQWNaKTHIHA

HMYHHATA CHCTEMA YyecToTa peaxuns) (aHruoeneM, eneM, 0OPHB, HHCKO KPHBHO
Hajarade)*

Hapyuiedus Ha Mtoro vectn Anopexcus

MeTabonuamMa H (TIOHFDKEH ANeTHT)

XpaHEeHeTO

Hapymerus Ha MHoro yect I'napoBoame

HCPpBHATA CHCTEMA

C neunspecTHa
YeCTOTA

HMapecrezus*, xumoectezna*, curapoM Ha Guillain-Barré*,
OpaxuaneH HEeBpHT*, THLEBA NIapaT3a *, repuOBe*,

CHHKONT*, MuesnpT*

CrpaedHn C nemapecTHa Muokapaut*
HapyIueHnus YecToTa
CroMaliHo-YpesHH MHoro yecTh Juapus Hunapus, ragene Huapus
HApyILCHHI Yectn Tanene, Hospsmase TaneHe,
MORPBILAHE HOBphIIaHe

CHCeTeMAR Yecry O6pus
HapylleHHs Ha C HemspecTHa TpypuTyc*, ypraxapuas*
Kon@ra 1 "ecToTA
TIOAIKCIKHATA THKAH
Hapymenud na M=soro yectH Tenepanmsupann | Ienepanusupans
MYCKYJIHO- Oonxy nin Conku wm
CKe/IeTHATa CHCTEMA MyCKymHa ciaboct, MY CKY/THA
H CheIMHMTENHATA ApTpaTHA HWIH cnabocT
THKaH OTOK Ha CTABHTE

Yectr lenepamuzupaun Aprpanrus uny

Gourem HTH OTOK Ha CTaBHTS
MYCKYJTHA
cnabocr,
apTpanrus K
OTOK Ha CTaBuTe

C nHempectHa Mitozut*
4ecTora
OOimp HapyIeHns | Vmopa/actenns Ymopa/acTeBus,
edeKTH Ha MACTOTO MEHOTO YecTH dusnuecko
Ha IPHWIOKeHHE HEPa3NoNoXKeHHE,
BTPHCAHE

bonka Ha MACTOTO Ha MHXKeKTUDAHE, ep

HIDKCKTHpaKe, OTOK Ha MACTOTO HA




Cucremo-opranen YectoTa Hena HOnourn BrapacTan
KJIAC {4 5o 6 ronunn) | (11 no 17 rogunn) (18 no
64 roaunn)
Yectr Qebpunurer, Qebpwmrer, ®ebpunurer,
BIpHCAHE, aKCHNApHA BTpHCaHe,
axCHIapHa aneHonaTHA aKchaapHa
afeHOTaTHA aIeHONATHA

C nenspectHa | KpreoHacanane Ha MACTOTO Ha HMOKEKTHpaHe™, crepiien
qecToTa abcuec Ha MACTOTO Ha MIDKeKTHpatHe*

TlocTMapKETHHTORKE HEKENAHY DEAKTIHI

Onucanne na 30paHM HSXEIAHN DEAKLINN

Obugu napyuerun u egexmu Ha MICMOMO HA NPURONCEHUE.

OfmupHK peakuK Ha MACTOTO Ha HEDKeKTHpaHe (>50 mm), BKIIOYBAWH MACHBEH OTOK Ha KpaliHuKa
OT MACTOTO HA WEDKEKTHpaHe 10 €RHaTa HIH JBETe ChOCHHM cTaBy cnen npwnarare va AJ{ACEJT npu
IOHOUIH H BB3pacTHR. Teay peaxuyn oOMKHOBEHO 3aII04BAT B paMKuTe Ha 24 - 72 gaca cnen
BAKCHHALMATA W MOXKE 13 €2 IPHAPYIKEHH CbC 3a4ePBABAHE, 3arPABAHE, YYBCTBUTEIHOCT WiH fonka
HA HEDKEKUHOHHOTO MACTC M NPEMHBHABAT CTIOHTAHHO 32 3 — 5 M.

TlenmaTpituna 11omysmanEs

Kaxro e npencraseno B Tabmma 1, poduist Ha 6ezonacuoct Ha AJACE]] skmoysa favHu o1
KTHHAYHO M3nUTBaHe MpoBeaeHo npu 298 gera Ha BE3PacT o1 4 10 6 rOIMHE, KONTO Tpeau TOBa Ca
Gunu BaxcuHupanu ¢ 061mo 4 no3N, BRMOUBANKA NbpRHYHA Baxcuyauya ¢ DTaP-IPV xombunspana ¢
Hib, npuGnusutenso ua se3pact 2, 4, 6 u 18 mecena. Ips Topa KIHHAYHO MPOYYBAHe, HAli-9eCTO
CHOOIABAHAITE HEXENAHK PeaKIii B PAMKUTE Ha 14 IHY cle] BAKCHHAIMATA ¢a Ouitu 6omKa Ha
MACTOTO Ha HEDKEKTHpaHe (npu 39,6% oT nHuara) 1 ymopa ( mpr 31,5% or mumara).

CrobmiaBane B2 NONO3UPAHY HEKENAHW PEAKLIAK

CrolimasaneTo Ha MOJ03HPAHY HEKETAHR PEAKIHH CIIE] P23PeLIaBabe 3a ynoTpeba Ha nexapCTBeHHSA
OpoayKT e Bakno. Tosa No3sonaea 1a NPOABDKH HaOMONEHNETO HA CHOTHOINEHHUETO MOM3a/PHCK 38
JeKapCTREHKA npoaykT. OT MEARIMHACKATE CIISMMANIHCTH Ce H3HCKBa Ja chobimapart Boaka
TIO/I03HpaHa HeKellaHa peakiiig Ipe3 HallHOHAIHA CHcTeMa 2a choOilaBare;

Hsnbmntenda areHIms 110 JieKapeTeata

vy . Jdamas ['pyes” Ne §

1303 Codun

Ten.: +35 928903417

yeGcaift: www.bda.bg
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5. ®APMAKOJIOIMYHM CBOWCTBA
5.1 dapMakoIRHIMHYHR CBOHCTBA

(dapmakoTepanebTddta rpyna: Kokmon, npedrcTer aHTHreH, KOMOHHHMpPaHa ¢ TO
ATC kor: J07AJ52

Kannuuyun M3ndrsadia




Hvynamat otrosop Habniogasad enty Mecew crel pakcuHaumata ¢ AJACEJ npu 265 neua, 527
FOHOIIK ¥ 743 BB3pacTHH e ONECaB B TabIMOATa 110-R0y.

TaGanna 2: HMyseH 0TroBop NPH 2R3, I0HOIWM, B BLIPACTHH, €1HH MeCel Ce BAKCHHANMA ¢
AJACEJI

AnrtaTanc Kpurepuii ¥Onomn Brapacran
Nena (11-17 (18 - 64
(4 - 6 roxanu)’ rogumu)’ ronunn)’
(N=265) =527) (N=743)
% % %
Hudrepus (CH, IU/ml) 20,1 100 99.8 94,1
Teranyc (ELISA, TU/m} may >0,1 100 100 100
EU/m))
Koxmoum (ELISA, EU/mi) Byctep orrosop’
KoxmowmeHs TOKCOHT 91,9 92.0 84.4
OHIaMEHTO3eH XeMAarJy THHHH 88,1 85,6 82,7
TleprakTun 04,6 94,5 93,8
Dumbpuu 94,3 94,9 85,9

DTaP (audrepren Toxcora [neamaTpudna 103a), TeTaHyce | Gesxnersuen koxnont; ELISA: EHsaM-CBEpIaH HMyHOAHATH3,
EU: ELISA ennnnmy; 1U: MexayHaponsu exwHmm; N: Gpolt yuactusi, 3a koo iva nasiy; CH: cepodeyTpamzamms.
1 Msmureane TdS08 e npopeaeso B Kauana ¢ Jeia Ha RE3pactT 4-6 oM,

? Marureage Td506 ¢ uporexeno 8 CALL ¢ wouomy ua se3pact 11-17 rogus 1 s53pactsm Ha 18-64 romam.

3 3g genara » nanmThaue TA508, KOMTO ca HOTYIWIH neperdHa IMyHR3AMAK ¢ DTaP #a 2, 4, 6 n 18 mecevsa pwapact,
fycTep OTTOBOPET C& OUPENEIIS KaTo 4-KPAaTHO HAPACTBAHE Ha KOHLEGHTPAITNATA HA AHTHXOKLOINHKTE aRTHIena. [Ipu
HOHOM ¥ Bh3pacTHr B winursase Td506, Gycrep oTroBopsT ce oUpeNels, kato 2-Kpario Hapactsate Ha KORLISHTPAIMATA
HA AHTHKOKTFOIIHHTES GHTHTECIA TIPH YYACTHHIT ¢ BICOKA TIPEBAKCUHANNA KOHUSHTPAIS 1 4-KPATHO HAPaCTBARHE HpH
YUCTHHIHE C HHCKA NPCBAKCHHATHA KOHIICHTPAIMA,

INokasauo e ye GesonacHocTTa # MMyHorenHocTTa Ha AJIACEJ] ipH BE3pACTHY M FOHOIIH ca
CPABHHMH C Te3H HaOMONABAHHK ¢ eNMHMYHA 4032 Ha afcopOupaHs BaKCHHA 38 BH3PACTHH Cpenty
autrepus-reranyc (T), kosT0 ChABPKa CHIIOTO KOMHIECTBO TETARMYHA H JudTepUiiHi TOKCOWH.

Hstma yTBBbpaeHn cepollorHiHO NPOTEKTHRKH HUBA 33 aHTUTENATA cpewty Kokmoul. TIpd chnocTapsHe
€ AaHHHTE OT NpoyusaHKd 3a edukacHocT (Liserwa I) Ha KOKMOWIHH BAKCHHH, TIPOBEIEHH MEKIY
1992 1 1996 roamsa, npy KOKTO MBPBIMHATA HMYHH3a1Ms ¢ 0e3KNeThUHATA aleTyJIapHa BAKCHHA
(DTaP)} na Sanofi Pasteur € noxazana 85% e(exTHRHOCT Cpellly KOKIOIL, ce npueMa, ye AJJACEJ e
APeAH3BHEATA 3aNIMTHA MIMYHHA Peakivy. THTPHATe Ha AHTHTETATAa CPELLY KOKIIONT 32 BCUYKH
anTureHy crnen 6yctep nosa ot AJACEJT 1p# 10HOmA R BB3pacTHY Ca HANBUILMIM THTPUTE,
YCTaHOBEHH ITPU KOHTAKTHHTE B ZOMAITHY OFHHIIA, B PAMKHTE Ha CIIOMEHATHTE TIPOYYBAHMA 33
eQHKaCHOCT.




Tabsuna 3: ChoTHOINEHWE HA CPEARATE reoMeTpadik kKotnenTpaund (CI'’K) na anrurena
cpeuly KOKI0m, HAG/NI0JABAHE ¢XHAH Mecel cJres npnaarade Ba 103a AJJACEJ npy ooy i1
BL3PACTHH B CPABREHHE ¢ Te3n HA0.IIONABARK PN KbPMAYETA eHH Mecel C/i¢l BAKCHHANMS HA
2, 4 1 6-Meceuna sn3pact B n3nuTBaHe ({Ipeunsn I) 3a edakacroct ua DTaP (andrepns,
TeTAnyC H (e3K/ieThb4eH KOKTIOm) (ony/JanHs 32 HMYROTEHHOCT 10 NPOTOKOAY)

Onomn Br3pactan
(11 - 17 roagnun)® (18 — 64 ronnER)’
AJACEJ/DTaP? ANACEA/DTaP?
ChoTHOMICHME HA CPEARKTE CoOTHOmEHHE HA CPpeIHIETe
reoMerpuany xouneaTpanuid (CIK) reomerpauns xonunenTpanny (CI'K)
(95% CIs)* (95% CIs)*
YuacTaunu N=524-526 N=T741
Aaru-Koxmomen 3,6 2,1
rokcoun (AKT) {2,8,4.5) (1,6,2,7)
Antu-PHRIAMEATOICH 5.4 48
xemarnyTuund (APX) {45, 6,5) (3,9, 5,9)
AnTu-IleprakTun (AIL) @5:2‘1» N Q,;’:i, 4)
5,3 25
AaTa-Pumbpun (AD) (3,9,7.1) (1,8, 3,5)

DTaP {(mudrepHen Tokcona [neanatpiana 1o3aj, Tetanyc B Gesenersuck koxoont; CT'K: cpeaua reomerpyuana

KOHUEHTpaIgia; N: Gpolt ysacrauuy,

34 KXOHTO HMa JaHHY;

! TToMXOS MM NG, 32 KOUTO CA HANFYHY JAHH 34 HMYHOIOrGHRGOT,

? Yamureate Td506 e mporeaeno a CAIL] ¢ w0k Ha Bhapact 11-17 roavum u se3pacTy Ha 18-64 rourm. CI'K xa
amrurenara, yamepeny B ELISA equnHUK ca HIMACTEH TOOTACTHO 3a Aela, JOHOIN B BE3PACTHI.

*N = 80, 6poti zena ¢ nprnosena DTaP 103a Wa 2, 4 ¥ 6 MeCeUHa BBIPAcT ¢ HANHIHE NAHAH CIIEH 4032 3 (CEpYME 0T
wInuTEane 3a edrxacHoct (Uieuns I), TecTsany exnospemenso ¢ npoGu ot Kimenuno upoyusane Td506),

* CpeunTe reoMerpitn konueHTpatws (CIK) cren mpunarane rna AJACE] ¢a He HO-MAIKO OT CPEIHUTE TEOMETPUYHN
xouueHTpaunH (CTK) cren npnnarane va DTaP (onna rpamuna wa 95% noseputenen uuvepsan (Cl} 3a chotHomenue Ha
CPEHITE reOMeTpHHR KoRueHTpatud 3a AHACEJ, pasaenenn wa DTaP > 0,67).

Hepcucmupaue HAQ aimumeaama

[Ipocnenapamu cepororuyHy Mpoy4Banua ca nposenesy Ha 3, 5 ¥ 10 rogpsn, NpH Nnila, KOUTO ca
Gt aMmyHEIApany ¢ exuraayHa Sycrep noza AJACEIL IposkmKkHTeTHOCTTa Ha CepONpOTEKIMATA
cpemy Au(Tepus U TETAHYS, W CEPONO3UTHBHOCTTA Cpenly KOKmotia ca o6o6meny B Tabmuua 4.

Tabnuna 4: Janassade Ha HHBATA HA CEPONPOTEKIMA/CEPONOUTHBHOCT (Yo) TipH AeUa, IOHOWA

# Br3pactan na 3, 5 n 10 ronnnan cien goza ANNACEJ (nonynagus 3a BEMYHOTEHHOCT 110

nporoxoa’)
Heua Onomn Buipactin
(- (11-17 ronumm)® (18-64 romymu)?
6 ropuHuy
Touxa ot BpemeTo 5 rogpvn 3roguun | Srooues | Y0 roxupu | 3 roawnm | Sroyamu | 10 roguwmm
cnep noza ATACEN
Yuyacrasun N=128-150 N=300 =204- N=28§-39 N=292
206

ANTHTSIO0 % CEpOTIPOTEKINA/CEPONO3HTHBHOCT

=0,1 86,0 97,0 95,1 94,9 81,2
Hugrepua
CH, IU/m)
( i = 0,01 100 100 100 100 95,2




Teranyc

(ELISA, =01 97.3 100 100 100 99.0 07,1 100

TU/ml)

Koxmom

(ELISA,

TU/ml) Ceporo
AKT AMTHE~ 63,3 97.3 85,4 82,1 942 89,1 85,8
ADX Hoct? 97.3 100 99,5 100,0 99,3 100 100
ATl 953 99,7 98,5 100 98,6 97,1 99,3
AD 08,7 98,3 99,5 100 93,5 99.6 98,5

ELISA: EnsrM cebp3ad imyroaHangs; EU: ELISA enmrmnm; TU: Mesayuaponuu eqummi; N: 6po# yHacTHHOM ¢ HaTHIHE
Jarrw; CH: ceponeyrpanuzanms

! TozXORATH JIHIE, 33 KOWTO 2 HATHYHY J2HHH 33 HMYHOTOTEHHOCT TIOHE 33 ¢/TUH AHMUIEH B ONpEICTeHaTa TOTKA OT
BPEMETO.

? Hanuteanere TA508 ¢ npopeneno b Kanana ¢ 1eila HA BB3PACT 4 - § TOTHHN.

3 Manmreanero TA506 e nposeneno B CAIN ¢ oHoms #a ®p3pacT 11 - 17 ronssy ¥ By3pactin Ha 18 - 64 roamsm
*YipouenT #a Muua ¢ antuTena > 5 EU/Mml sa AKT, >3 EU/ml 32 A®X u ATl n> 17 EU/ml 3a ADX 3a neproaa Ha 3
ro/MIHo npocnenseane; > 4 EU/ml 3a AKT, AQ # All, 4 >3 EU/mI 3a ADX 3a neprona ua 5 rommuno v 10 roaunmso
NPOCICIABAHE.

Hmynozennocm npu auya, KOUmo npedu moea He Ca 6AKCUHUPANY Uil C HEUIEECHIEH BAKCURARUONEN
cmamyc

Cnen npunoxense Ha enta nosa AJACEJ] ITOJIHO (Tdap-IPV; chappkal ChUHTE KOTHYECTEA
aHTHYeHH Ha TeTanyc, tudrepus v kokmon kato AJJACEJ) ra 330 sr3pacthn Ha Beapact 240
TONMHY, KOHUTO HE €4 NOMyYaBalH U TepUs U TETAHYC ChABPKANIA BAKCHHA 1Ipes NocentuTe 20
TOIHHH:

» 295,8% ot Br3pacTHATE ca Ounm ceponosywtupry (> 5 EU/mL) 3a antrTena cpeiy BCHUKH
KOKJFOIUHH aHTHTE€HH, ¢BABPIKAILH Ce BbB BAKCHHATA,

+ 82,4% w 92,7% ca 6u1u ceponpOTEKTHPAHHM cpeuTy AH(Teprd [pu npar cboTeeTHO >0,1 1 >0,01
TU/mmL,

* 98,5% 1 99,7% ca 6HNH ceponPOTEKTHPAHY CPEILY TETAHYC TIpH Ipar ¢sorseTHO >0,1 1>0,01
IU/MmL,

* 1 298,8% ca GHRA ceponpoTeKTHPAnH Cpely HOMHOMMETHT (THIose 1, 2 u 3) mpsu fipar >1:8
pajpexaane.

Cnen npunarade Ha 8¢ JONBAHHTENIRE NO3K BAKCHHS, ChIbpXAMa MUTEPHAS-TETAHYC K
NIO/TMOMHENHNT, Ha 316 nHNa, eIMH K UEeCT Mecela ciiel IIFPBATa 1032, CTENCHTa HA CEPOIPOTERINA
cpemry audrepua e 6vina 94,6% u 100% (>0,1 u> 0,01 TU/mL, cpotBeTHO), cpemmy Teranye 100%
(0,1 IU/mL} u cpenry mongomuenut (Tarose 1, 2 u 3) 100% (>1:8 paspexnane).

Huynozennocm cined nosmopua 8aKcuHayus

Ouenena ¢ umyHoredtocrta Ha AJJACEJI cnen norroprata sakcunaims, 10 rogunm cieg
npepuinHata no3za AJJACEJ] umu REPEVAX. Enun Mecen cries Bakcudaa > 98,5% or
YYACTHHIMTE B NPOYUBAHETO €A MOCTHIHAIH CEpOIIPOTEKTHBHM HHBA Ha auTuTenarta (> 0,1 [U/ml) 3a
mupTepus i TeTaHyc # > 84% ca HOCTHIHANH OTFOBOP KBM KOKIIOUIHATE aHTUMEHH cilex 6ycTepHa
Ao3a. (MMyHHHAT OTroBOp cefl OycTep KbM KOKIIOLI € ONPEeNeneH, KATo KOHIEHTPAlMA Ha aHTHTENa
2 4 neTi [ATKO (RosHa rpasiia HA KOMMYECTBEHO ONpeNIEisRe), ak0 HHBOTO HPSIH
< JAKT'O; > 4 nbTH HABOTO NPEH BaKCHHALEA, ako e 6uno > JITKO, so 4 metn [T
HUBOTO MPEAH BAKCHHAUMA aKko e buio > 4 werh [JTKO).

Ha ocroBaHHe Ha MpocnenIBaHeTo Ha CePONOTHATE H aHHMTE 32 IOBTOPHA B
Moyke fa 6sne u3nonssad emecto JIT BakcHHa, 3a OBMIABAHE HA MMYHHIETA
JOMLTHEHHE KbM JU(TepH U TeTAHYC.
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Hwynozennocm npu bpemennu sicenu

OtropopsT B 06palyBaHeTO Ha ABTHTENA CPEIY KOKIHOM Rpy GpeMeH iy xexd e Hail-06uo nogoben
Ha TO3H OpH HeGPeMeHHY XeRH. BakcHHUpaHeTo npe3 BTOPHS U TpeThs TPHMECTRD Ha GpeMeHHocTTa
© OITHMAITHO 3a TIPeXBHPIIAHE HA AHTMTENA KbM Pa3BHBAIUHA C€ IO,

Emynozennocm cpewy koxmow npu Kepmavema (bapacm <3 meceya), podenu om xcexu,
GAKCUHUPAHU NO 8peMe HA OpeMeRHOCTmA

Hauuwre 01 2 MyOnpKyBaHR PAHAOMM3IHPAHE KOHTPOIHMPAHU H3MTRAHNUS MOKA3BAT [0-BHCOKA
KOHUEHTpalMa Ha aHTUTENA CPeNly KOKTIOM [PH PaKAAHETO B HA BB3PacT 2 Mecena (T.e. mpeny
HAYAIOTO HA TAXHATA WEPBHYHA HMYHH3a1MS) TIPH KbPMayeTa, PONeHH OT JKeHH, BAKCHHHPAHHA ¢
AJIACEIJI no Bpeme Ha OpeMeHHOCTTa, B CpaBHEeHMe ¢ KbPMadeTa Ha JKeHH, KOMTO HE €4 BaKCHHHPAHH
CPEIy KOKIIOLI [0 BpeMe Ha GpeMeHHOCTTA.

B meproTO M3NUTRaKE, Ha 33 xewu e mocrased AJJACEJL, a 15 ca noayuwm rmane6o ~
¢usuonorutien pasteop, B nepuona 30 — 32 recranmvoBHa ceamutia. CpeHATE MFeOMETPHYHHA
koruerTpaun (CI'K) B EU/ml 3a anTiTena cpenty KOKIFOm KbM aHTHI €HHTE: KOKTIOIEH TOKCOUT,
HIIAMEHTO3EH XeMarTy THRHH, NePTaKTHH ¥ PUMOPHA NPH KEPMAYeTa HA BAKCHHWPAHH JKeHH ca,
chOTBETHO, 68,8, 234,2, 226.8 u 1867,0 npn paxnanero, 1 20,6, 99,1, 75,71 510,4 na 2-mMeceuna
BE3pacT. B koHTpoHara rpyna kepmatuera, ceorseTHnTe CI'K ca 14,0, 25,1, 14,4 u 48,5 npu
paxIaHeTo, u 5,3, 6,6, 5,2 1 12,0 ua Be3pact 2 mecena. CKI” cvorromenuata (AJJACEJU/kodTponHa
rpyna}4,9,9,3, 15,8 v 38,5 npun pasxaganero, u 3,9, 15,0, 14,6 1, 42,5 na 2-meceuna Br3pacr.

BB BTOPOTO M3nUTBaHE, HA 134 Opemenny kemm ¢ nocrased AJJACEJL 138 ca nomyywis kouTponHa
BaKCHHa cpeuly TeTadyc 4 audrepus cpexro B 34,5 recramonya cenmuua. CIK (EU/ml) 3a antutena
Cpelly KOKIOMW KbM AHTHI¢HHTE: KOKTOWEH TOKCOM/, (IUTAMEHTO3CH XeMarTyTHHHH, TIePTAKTHH W
¢$uMOpHM Npu KepMaueTa Ha BAKCHHHPAHH JKEHH ca, ChoTBeTHo 54,2, 1842, 294.1 w 939,6 npw
paxaareto d 14,1, 51,0, 76,8 1 220,0 Ha 2-Meceuna Bu3pact. B koTponHaTa rpyna KepMayera,
ceoteerhnTe CI'K ca: 9,5, 21.4, 11,2 1 31,5 npu paxnanero é 3,6, 6,1, 4,4 u 9,0 pa 2-meceuna
ew3pact. CKT' cxotnomenunta (AJIACEJVxoRTponsa rpymna) ca 5,7, 8.6, 26,3 u 29,8 npu paxgaueto
13,9, 8,4, 17,5 1 24,4 ua 2-Meceuda Bp3pacT.

'Tesu No-BHCOKH KOHIIEHTPAIMH Ha AHTHTENA TPAOBA 13 OCHTYPAT ITACHBEH MMYHHTET Cpely KOKHOI
3a KBPMAUETaTa Npes IEpPBUTE 2 10 3 Mecela OT XKHUBOTA, KaKTO € IOKa3aH0 B 0036pBalMOHHA
M3IMTBAHUA 32 6EKTHBHOCT.

Fmynozennocm npu Kbpmawena u MaaKu 0eya, pooent Om JCenil, 8aKCUHUPAHY NO 8PeMe A
Epemennocmma

3a xppMaveTa Ha keuH, pakcutupans ¢ AJACEN win ATTACEJN MOJIMO no BpeMe Ha
OpeMEHHOCTTa, HMYHOT¢HHOCTTA Ha PyTHIHHATA BakCMHAUMA Ha GebeTa e olleHeHa B HAKOMKO
MyOnHKYBaHH W3IATBaHMA. JIaHHMTE 33 OITOBOPA HA KBPMAYeTaTa kKbM KOKIIONIHUTE U
HEKOKTIOIIHKTE aHTHTEHH € OLLEHEH TIpe3 NBPBATa roAKHa OT KHBOTA,

AutuTenarTa oT MaikaTa, moTyueHn cnel BakcuHuHALHg ¢ AJIACEN wim AJTACEJ TIOJIMO no
BpeMe Ha bpemennocTTa, Moxe §M ca CRBP3aHH ¢ HAMATIABAHE HA UMYHHS OTTOBOP HA AETETO KbM
aKTWBHATAa HMYHU3aIMs cpelly kokom. Ha 6a3aTa Ha HACTOSUINTE SNHIEMHAOJOTHYHH H3C/EBAHMS,

TOBA HAMA/TCHUES MOXKE A3 HAMA KITHHHYHO 3HAYCHHE.




EdexTHBHOCTTa Ha BAKCHRAATA TIpe3 ITLPRATE 2 — 3 MeCEa OT JHUBOTA HA KLPMadeTa, POACHH OT JKeHH,
BAKCHHHMPAHH CPEINy KOKMOIM IPe3 TPpeTHA TPHMECTHP Ha OPEMEHHOCTTA, ¢a OLIEHCHEHH B
3 oG3epBauronnu w3nuTBaHuA. Kare nano eexrnpHoCcTTA € >90%.

Tabanua 5: Epexrnsnoct na pakennara (EB) cpemy 3aboannane o1 koxmnom npu Maaku
GebeTa, ponens ot Mailky, BaKCHHHEpaRH apes Gpemennocrra ¢ AJACEN uin AACEJ

ITOJIMO B 3 peTpocneKTHBHY M3INHTBARMA,

Jlokauust Baxcuda EB (95% CI) Meron 32 E‘:Hnmm fa E;%i%un::ane
Ha €TO

Obemameno | s cpit OMHO 939% (81, 97) HecpasHimia cysai- 2 mecer

KpancIBo KOHTpONa

CAI AJIACET* 9"49;’9%’5 ; If:‘;g:fﬁ;mx"p“‘a 2 Mecena

Ep?:ﬂ’ff;ﬁm’ AJTACEJ [TOJIMO 93% (89, 95) gﬂﬁgﬁg‘"‘pmm 3 Mece

* TipuGnisurenno 99% or seHmTe ca BakcHRupand ¢ ATACET]
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5.2 @apMaAKOKHRETHYHH CBOHCTBA
HaMa H3ACKBaHe 32 oueHABase Ha HapPMAKOKMHETHYHKWTE CBOHCTRA NPH BakCHHH.
53 IlpeaksuHu4HH JaAHHMH 3a Gel0MacROCT

HexmyHHYHUTE AaHHH HE 0Ka3BaT ocobeH PYCK 32 Xopa Ha $a3aTa Ha KOHBEHIMOHARHMTE
(apMakomIOrHYHM HIITMTBAHMI TP MHOMOKPATHO MPHIArake 38 TOKCHYHOCT, TOKCHYHOCT NPH
GpeMEHHOCT, TOKCHIHOCT 33 eMOPUOHAITHOTO/QETANHOTO PA3BUTHE, PAXKAAHE H IOCTHATAIHO
paseATHE.

6. OGAPMAIIEBTHUYHN JAHHNA
6.1 CnHebK HA IOMOWHNTE BEWlECTBA

PeHOKCHeTAHOA
Bona 3a MpKeknind

6.2 HecnemecramocTy

IIpn nunca Ha npoyusanus 3a HecrBMecTAMOCTH AJIACEJ] He Tpabea fa ce cMecBa ¢ OPyTH
NEeKAPCTBEHY NPOIYKTH.

6.3 Cpok na roxnocr
4 roganm.
6.4 Cneunaind yCJI0BHA Ha CLXpaneNHe

Ha ce ¢expaHfABa B XNanMABHUK NpH TeMnepatypa ot 2°C o 8°C.
Aa e ce 3ampazapa. H3xerpnere Bakcunata, ako ¢ 6una 3aMpaseHsa.
CrxpanspaiiTe CIPUHLIOBKATA B KAPTOHEHATA ONIAKOBKA, 32 @ Ce NPeafasy OT CBeT/IMHA.

Jlannute 3a cTabHAHOCTTa HOKA3BaT, Ye KOMIOHEHTHTE Ha BaKCHHATA ca cTabwinu npw 25 °C 32

72 uaca. Jlo kpas na o34 neprog AJJACEJ] Tpabsa na Gbae winonssana wid U3Xxespiaena, Ten
AGHHH Ca UIpeIHasHAYEeHH 32 YKA3aHUe KbM MEIVMUMHCKHMTE CIIENHATHCTH CaMO B CliyYall Ha BpeMeHHO
OTKI/IOHEHHE B TEMTICPATYPHUA PEXKUM.

6.5 [JdawHnm 3a oNAKOBRATA

0,5 ml urKeKUMOHHA CYCTIeH35d B TIPE/ABAPUTENHO HAITbIHEeHa CHPHHLIOBKR (CTBHKIIO) ChC 3aMyINATKA
Ha 6yranoro (bpomoSyrunos enacromep), 6e3 Hria, ¢ Kanatka (kay4ykoBa cCMec) — ONIaKOBKa 1o |
win 10.

0,5 mi mxeKIMOHHA cycrieH3nA B TIpeABaPHTENHO HAITLIHEHA CTIPHHIIOBKA (CTEKIIO) CBC 3aIyUIAAKa
Ha OyTanoto (OpoMoOyTHIOB eacToMep), C Kanavka (KAYUVKORa CMeC) W 1 MM 2 OTAGHAHH HIVIH —
onaKoska 1o 1 wmu 10.

Kartayxara Ha npeaBapyuTEnHO HATBTHEHATA CIPHHIIOBKA CHAB{KA TPOH3BOIHO HA ECTE
Kay4yK Che/IHHEHHE.

He BcquKn BRIOBE OIIAKOBKH MOTaT Aa OBIAT MyCHATH B 1pogaxta.

6.6 Cnennannu gpennazyn MepkH NPH M3XBLPAnHE N padora
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Huerpykiym 3a yriorpeda

Tlpeau npanoxenne, MPONYKTHTE 3a MapeHTepaliia yrnorpeda € HeoOXOaHMO 12 Ce IPOBEPSBAT
BH3YAITHO 32 Yy)KIH 9acTULA H/iwm obesuserspane. B ciayval, ve ce HabmogaBar vy YacTHIM WK
MpOMAHA B OLUBETABAHETO IEKAPCTBEHHART NPOAYKT TPIOBa lia Ce HIXBEPIM.

HopmaaauaT Bua Ha BAKCHHATA € SNHOPOAHA METHA GANa CYCIIEH3 I, KOATO MOKe A2 HOopMHupa
yTaiixa no BpeMe Ha CHXpaHeHHe. PazknaTere npeaBapuTenHo HanbIHEHATA CIIPHHLIOBKA NOOpe, 3a Na
pasMecHTe CYCTIeH3UATA, PEAH [ NPHIQAHTE BAKCHHATA.

Hrnara Tpa6sa aa 6bne 3ApaBo NOCTaBEHA HA Kpast Ha TIPEIBAPHTEIIHO HANMBIHEHATA CTIPHHIIOBKA H
zaBbpTAH2 Ha 90 rpagyca.

Haxpppiase

Hewznoazeaiuar NPOAYKT WIH OTNANBTHHTE MaTePHATIH OT HErO Tpﬂ6Ba Aa ¢ H3IXBRPAAT B
ChOTBRTCTRHE C MECTHHTS H3HCKBAHHA.

Hrnnre He Tpsdea na GbAaT DOBTOPHO 32TBAPSHH.

7. TNPHATEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA
Sanofi Pasteur

14 Espace Henry Vallée

69007 Lyon

Opanms

8. HOMEP(A) HA PASPEIEHHUETO 3A YIIOTPEBA

20160287

9. JATA HA IBPBO PAPENIABAHE/NNIONHOBABAHE HA PASPEIIEHUETO 3A
YHOTPEBA

Jara Ha nepeo paspemasane: 01.09.2016 r.
Jara Ha nocnenuo noxuopseane: 10.06.2021 r.

10. BJATA HA AKTYATIM3NPAHE HA TEKCTA

14.07.2022 r.
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