KPATKA XAPAKTEPUCTHKA HA INTPOAYKTA



‘f HA A FEf il v!:»f 10 J

e J‘.? KA PCTH AT/ |
;I i MNJJ'L":”' Fﬂ-’jr 1 Ha npog v —— e ..
1. UME HA JIEKAPCTBEHUS ITPOAYKT bM Pez. N ‘_ju 3 /// J—-)-a . "
e Lm—
TETAAU® HHAKeKUHOHHA CYCTIeH3HA | P ~o 1 }—’2 o ]
Aocopoupana eakcuna cpewyy ougpmepus u memanyc ¢ navanéno dimizenno. chOBpOICanue U g il JUZ
|

TETADIF suspension for injection —— LT
Diphtheria and tetanus vaccine (adsorbed, reduced antigen(s) content)

p 5 KAYECTBEH U KOJIHYECTBEH CbCTAB

TETAAU® npeacrasnsBa CycreH3us OT MNPEYHUCTEHH W aJACOPOMpPaHH BbpPXY alyMHHHEB aJCOPOEHT
TeTaHHueH u audrepren Tokcoua. Te ca npousBeaeHH oT TOKCUHU Ha Corynebacterium diphtheriae n
Clostridium tetani ype3 1eTOKCHKaLMA U NpedyucTBaHe. KaTo KOHCEpBaAHT € W3MO0JI3BaH THOMEpCall NpH
MPOMU3BOJICTBO HAa MHOroJ1030BU (nakoHu. KoHcepBaHT He ce H3MO0J3Ba MpPH MPOH3BOACTBOTO HA

€IHO/J1030B MPOAYKT B aMITyJIH.
Eana po3a (0,5 ml) ceaspxa:

[IpeuucTeH TeTaHHYEH TOKCOU
(Purified tetanus toxoid)* He no-MaJsiko ot 40 Mexaynapoauu equauuu (IU) (10,0 Lf)

[IpeuncreH AU TEpUEH TOKCOU
(Purified diphtheria toxoid)* He no-Masnko ot 4 MexayHapoanu eauaunu (IU) (3,0 L)

* AncopOMpaHu BbpXY aJlyMHHHEB XHAPOKcHa (A1) He noBeve ot 1,25 mg

BakcuHaTa B MHOTO1030BUTE (PJIAKOHHU CHABPXKA KAaTO KOHCEPBAHT THOMepcaJl - He noseye ot 0,05 ml.
BuxTe Touka 4.3.

[IoMOLIIHO BELECTBO C U3BECTHO AENCTBUE
BakcuHaTta cbabpka no-mManko ot 1 mmol Harpuii (23 mg) Ha A03a, T.e. IPAKTHYECKH HE ChAbpPKA

HaTpHH.

3a MBJIHHUSA CITUCHK HA MOMOILIHUTE BElIeCTBAa BUXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

MHXeKIIMOHHA CYCIIEH3HA.

TETAJIU®D e cycneH3us ¢ 0eM UM CUBKABH YaCTULM, JIUCTIEprupaHy B Oe3lBeTHA WK 0Jie10 XKbJITa
TEYHOCT.

4. KJJUHHUYHHU JAHHHA
4.1 TepaneBTHYHH NOKA3ZAHHHA

TETAJIU® e nokaszaHa 3a:

1. PeuMyHH3auus cpelly TeTaHyc U AU Tepus npM Aela Haa 7 roAMHA ¥ Bb3PacTHH.
2. IIbpBUYHA UMYHHU3ALUA Cpelly TeTaHYC U AU TEepHs, 3anovHaTa cjie] 7 roaMIHa Bb3pa
3. BakcuHauusa ciea HapaHsiBaHe MJIM H3rapsiHe C OINACHOCT OT TeTaHyC, ako e

peuMyHH3alua cpeuy aAudrepus.




4.2 [lo3upoBKa H HAYHH HA NPHJIOKEHHE

J103MpOBKa
EaHokpaTHaTa M¥MyHH3allHOHHA fo3a e 0,5 ml.
BaxcHHanmoHHaTa CXeMa € B CbOTBETCTBHE ¢ HallHOHaNnHUA HMYHH3ALHOHEH KaneHaap.

IIvpeunna umynusayus

[TspBHYHA HMYHU3ALUA CPELLY TETAHYC W AU Tepud, 3ao4YHaTa cnej 7 rojMdilHa Bb3PacT ce H3BbPLIBA
tprKpaTHO Ab100k0 MHTPAMYCKYJIHO B aenTonaHusa Myckyn Ha pbkara: mbpsuTe B¢ 4034 1o 0,5
ml npe3 HHTEepBaN OT HE NMO-MANKO OT 30 AHU MeXAY OTACTHUTE A03H H TpeTa J03a oT 3,5 ml — o1 6 no
12 Meceua cnen Broparta. B cnyvaii Ha nponyckaHne Ha 71034, T4 € npuiara NpH Bb3MOXKHOCT.

Peumynuzayun
Cnenpauiure peHMyHH3aUMHM ce cbhoOpasaBaT CBC CXeMa 3a peuMyHH3auui B Haumonannma

HMYHH3allHOHCH KQJICHAAP.

Baxcunayus cred napanseane unu u3zapane ¢ ONacHOCT OT TETAHYC, aKo € HeoOXouMa peUMYHH3alINA
cpeixy andrepus, ce w3sbpusa ¢ 0,5 ml gpnboko HHTPAMYCKVYJIHO B pentounHHs MYCKyn Ha
PbKaTa.

ITeouampuuna nonynayus 1
be3zonacHocTTa ¥ epukacHocTTa Ha TETAZIA® npu feua Ha Bb3pacT noa 7 rogHHH HE ¢a YCTAHOBEHH.

HauuH Ha IPHIOKEHHE
Bakcyxara ce npunara apaboko MHTPAMYCKVYJIHO (i.m.) B aentTouaHua Mycky Ha pbkata. [Tpean

ynotpeba ammynara ((¢rnakoHa) ¢ BakCHHaTa ce paskialla Acdpe A0 NoJjyHaBaHe Ha XOMOTeHHa
fenesnukaBa cycrneH3uia. Bakcunara ce u3arerns ot ammyaara (¢p1akoHa) KaTo ce H3Mo3Ba CTEPHIIHA
CIIPHHIIOBKA M Uria. Cnea H3roHBaHe Ha Bb3AyXa OT CMPHHLOBKATA, HIJlaTa c¢ 3aMEHA C HOBa CyXa
CTEpMJIHA HI14, C KOATO CE H3BbPIUBA HHKEKTHPAHETO.

4.3 IIpoTHBONMOKA3AHHA

CBpBXUYBCTBUTENHOCT KbM AaKTHBHHUTE BEIIECTBA MM KbM HAKOE OT MOMOUIHHTE BellleCTBa Ha
BaKCHHATa, H30pOoeHH B ToYKa 6.1.

HAexapcmsenusim npodyxm 6 MH0O2000308 @QAGKOH CbOBPNCA MUOMEPCAT KAMO KOHCEPS8AHM U €
8VLIMONCHO 0a NPUYURY ANePIUNHA PeaKyUs npU 6ac/sawuiemo oeme.

AHaMHECTHYHHM JaHHH 332 NPOABH HAa CBPBXUYBCTBHTEIHOCT NMPHU MPEAXOKOALIO NMPHUIOKEHHE Ha
BAKCHHATA.

OO0y npoTHRONOKAa3aHUA NMPH UMYHM3aUMM, BKIOYeHN B HauMOHaIHUA MMyHU3ALHOHEH KaleHAaap
(Hapeoba Ne 15 om 2005 2.; don. [IB. 6p. 108 om 22 [lexemapu 2020 2.).

OcTtpu UHPeKLUHO3RY 3a00NABAHNA, BKITIOYHUTEIIHO B [IEPHOJA HA PEKOHBANECLICHLIHA.

OeOpUNHY CBCTOAHUA,

AxTHBHa dopMa Ha TyOepKyo3a.

HekoMneHcHpaH ChpAedeH NOPoK.

HuabeT, THpeOTOKCHKO3a N HaaOb0peuHa HeJOCTATEYHOCT B CTaAUi HA AeKOMNEH calH.

Octpu Bb3nianuTenHy 3abonsasanng Ha LIHC — Menuuruty, enuedanuTi, MeHHHroeHueQamnTH.
XPOHHUYHH aKTUBHHU XEIMaTUTH U YepHOAPOOHA LiMpo3a.

Hudekumn Ha MUKOYHUTE IIbTHILA.

9. HedporHueH CHHAPOM.

10. ABTOMMYHHH 3a00NABaHMA.

11. Aneprus, BRIIQUHTENHO MEAWLMHCKH OAHHH 32 LUOK, eAeM Ha KByHKe U ApYyry T¢
pPeaKIIHH CIIPAMO ChABPXKALLH €€ BLB BAKCHHATa anepreHy.
12, Enunnencus.
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[Ipy HanMuMe Ha MPOTHBOMOKA3AHMWSA JICKYBALMAT JIEKAp NpeELieHABA pPHUCKa OT MPHIOKEHHMETO Ha
TETAIU® nnu 3abonaBade oT TeTaHyC 41U JRQTEPHA.

4.4 CroeunaHu NpeaynpexkaeHUA H NMpeaANa3HH MEPKH NpH ynoTpeba

[IpocneauMocT
3a na ce nogoOpn NPOCIeAMMOCTTA Ha OHONIOTHYHHTE JIEKAPCTBEHH NMPOAYKTH, HMETO U NapTHAHHAT

HOMeD Ha NPHOKEHHA MPOAYKT TPAOBA ACHO /1A CE 3aIMCBaT.

O0111M NosIoXKEeHUA
[lpenu npunarane Ha TETAJU®, MeAMUHHCKITE CrielHATHCTH TpAOBa Aa HHPOPMHUpPAT NoJTydaTend

Ha BAKCHHATa, POAMTENA HIM HACTOMHHKA HA NMOMYyYATeNd 38 NOJ3HTE H PUCKOBETE OT HMYHH3ALMATA,
1a ce MHGOpMHMpAT 3a HACTOALIETO M MMHANOTO 3APABOCIOBHO CHCTOSHHE Ha NOMyuvaTensa, Aa ce
MHPOPMHPAT OTHOCHO BB3MOXHA CBPBXYYBCTBHTENHOCT KbM BakKCHMHaTa MMM noAo0Ha BakCHHa,
npeaylIHa UCTOPHA Ha MMYHH3AIlMH, HATUYMETO HA NMPOTHBOMIOKA3aHMSA 3a HMYHM3AlWA H Aa cra3Bar
BCHUKH MECTHH HM3UCKBaHMA OTHOCHO HHQopMalluaTa, KOATO TpabBa na Owbae npepoctaBeHa Ha
noNyvarTens/HaCTOHHHKA MPeaH HMYHH3alHA.

-l._'h.l.
X -

H3KkTI0UHTETHO BRXKHO € MOMYHATEAT Ha BaKCHHATA, POAUTENAT Wik HaCTOMKUKBT Aa ObAAT pa3nHTaHH
OTHOCHO BCHYKH NMpH3HAIIM HIIN CHMIITOMM Ha HeXKejlaHa peaklud cnel Npeadillida 103a BakCHHA. (BXK.

TouKka 4.8)
YecToTaTa H TEKECTTA Ha HEXENAHUTE peakiiMi NMpH NoNyYaTeld Ha TETAHHYMEH TOKCOH], C€ BITUSAT OT

6]}03 Ha IIpCAHULITHHATC JO03H H HUBOTO Ha CbICCTBYBALIUTC dHTHTOKCHHH.

Kakto npu Bcaka BakcHHa, TETAJ/IU® moxe na He Obae 100% edexkTuBHa (ma mnpennasu)
BaKCHHHUpAHHTE NHLA.

Baxcunaiuara TpabBa Aa ce npeaxoxa oT aHaMHe3a H Nperne/] Ha JIULUETO.

[IpeanasHy MepKH, CBBP3aHM ¢ HAYHHA Ha IPUIIOKEHUE:
He npunarafite TETAJIM® upes uHTpaBacKynapHO HIDKEKTHpaHE; YBEpPETE C€, Y€ UrilaTa He NNPOHUKBA

B KPBbBOHOCCH CbJ.

He TpabBa na ce H3MON3BaT HHTPAACPMANTHY UM NMOJKOXHH NMHTHINA HA TIPUITOXKEHHE,
TETAU® He Tpabpa fa ce npunara B ceJalrlHUTE MYCKYJTH.

DebpunHo H ocTpO 3abongBaHe:

Bakcunanuara tpabBa Aa ce OTNOXH B CIIyuan Ha ocTpo A dedbpuiano 3abonasane. Bolipeku ToORa,
3abonsBaHe ¢ HE TOJKOBAa BHCOKA TeMneparypa OOMKHOBEHO HE € INpHYHHA 3a OT/IaraHe Ha
BaKCHHALIMATA.

XeMAaTOJIOTMYHH HaApYIICHHUH:

Teil kaTO0 BCAKO HHTPAMYCKYJIHO HHXEKTHpaHe MOXe Ja IOPUYHHM XeMaroM Ha MACTOTO Ha
HMHXEKTHpaHE MPM NH1Ia ¢ HapyLIeHHA HA KPBbBOChCHPBAHETO, KaTO XeMO(HIKSA WIH TPOMOOLUTONEHHA,
HJIH MPH NIHLA HA aHTHKOATYTAHTHA Tepanuii, HHTpaMYCKYNHHTE HHXKeKUMH ¢ TETAJU® He TpsabBa na
ce npunaraT Ha TAKHBa JIMLA, OCBEH aKO MOTCHLUMWAMHHMTE MNOI3HM HE HAABHMINABAT PHCKOBETE OT
MPUWIOKEHUETO. AKO Ce B3eMe pellieHHe 3a IpHUarade Ha NPOAYKT Ype3 HHTPAMYCKYJIHO HHXXCKTHPAHE
Ha TAKHBa JULa, Tol TpAOBa aa ce mpusara ¢ NOBHUICHO BHUMAaHHE, KaTO ¢ B3eMaT MePKM 3a H30ArBaHe
Ha PUCKa OT 00pa3yBaHE HA XeMAaTOM Clle]l HHXXEKTHpaHe.,

OrpaHnyaBalne Ha ePEKTHBHOCTTA HA BAKCHMHATA

TpabBa na ce OLEHM BB3IMOXKHOCTTA 33 aJeprUdHA pPeakudd NOpH JUALA, YYBCTB
KOMIIOHEHTUTE Ha BaKkCHHATa. Peakuyy HA CBPBXUYBCTBHTEIHOCT MOTaT 42 BE3HHUKHAT ¢
Ha TETA/IU®D, gopu npH nauua 6€3 aHaMHe3a 3a CBPBXYYBCTBUTENIHOCT KbM KOM
NpOAYKTA. (BXK. ToUKa 4.2)




KakTo npr BCHUKM APYTH NPOAYKTH, TpaAOBa aa ObTar Ha pa3snonoXKEeHWE pasTBOP Ha €NHHePpHH
xuapoxnopua (1:1000) u apyrnm noaxoasmu cpeacTsa 3a He3zabaBHa ynorpeGa B ciyuait Ha
aHaHNAKTHYHA UJIH OCTPA PeaKLMA Ha CBPBbXYYBCTBHTENIHOCT.

3apaBHHTE CrieHaluCTH TPAOBa Ja ca 3aI103HATH C HACTOALIUTE NPENOPBKH 32 MLPBOHAUANIHO JICUCHHE
Ha aHadunakcHs B U3BBHOONHHYHH YCAOBHA, BKIIOYHTEHO MPABHJIHO YNPpPaBJIEHHE Ha AUXATEIHHTE
MLTHILA.

3a ykazaHus OTHOCHO pa3MO3HABAHETO M JICYCHHETO HA aHA(QUIAKTHYHH peakUHH BHXKTE TEKYIUOTO
H3gaHHe Ha PbKOBOACTBO 3a HMMyHH3alUMa Uau nocerere yebcalita https://www.mh.government.bg/.

JInua undextupann ¢ XMUB (HIV) ce uMyHm3upar, pecnekTMBHO peHMyHu3upat ¢ TETAJIUD,
CBHITIACHO YTBBPACHATA CXeMa.

NMyHoKOMIIpOMeTHPaHH KL (HE3aBUCHMO AQTH OT 3ab0niaBaHe WK JIEYSeHHE) MOXKE Aa He TIOCTHIHAT
OYaKBaHUA UMYHEH OTroBOP. AKO € BE3MOXHO, TpAGBa Aa ce 0OOMHUCIHN OTIaraHe Ha BAKCHHAUATA (aKo
€ MIAHOBA) 0 3aBbpLIBAHE HA HMYHOCYNPECHBHOTO JieueHHe. BuNpexy TORA, BAKCHHAIMATA Ha JIMIIA C
XpOHHuYeH HMYHOAehHLMT, KaTo Hanpumep HIV undekumud, ce npenoppusa, AOpPH aKO HMYHHHAT
OTTOBROP MOKe Ja Obae OrpasHyeH. -

CunapoM Ha I'uneH-bape U OpaxuaneH HEBPUT
[Ipernea oT AMEpHKaHCKH HHCTHTYT [0 MEAHLIMHA OTKPHBA JOKA3aTENCTBA 3a NPHUHHHO-CIIEICTBEHA

BpBb3Ka MEXJIY TETAHHYEH TOKCOMA ¥ OpaxuanHus HEBPUT ¥ CHHApoMa Ha ['uneH-bape (Guillain-Barré
Syndrome, GBS). Axo GBS ce ¢ nossus B paMKUTE Ha 6 CEAMHULM C/ie] NOJy4YaBaHe Ha NpeaxoAHa
BAKCHHA, CBOBPXKALIA TETAHHYEH TOKCOH], pellieHHeTo 3a Npunarane Ha TETAJIU® unu KoATo H 1a €
BaKCHHa, ChABPXKAllla TETaHHYECH TOKCOMH, TpAOBa Ja c€ OCHOBaBa Ha BHUMATENHA MpELHEHKA Ha
MOTEHLHATHHUTE TIOJI3H ¥ Bb3MOXKHHUTE PHCKOBE,

Hakonko cayuad Ha NeMHeNHMHH3upawy 3abonABaHua Ha LEHTpanHaTa HepPBHA CUCTEMa, nepudepHH
MOHOHEBpPOMNAaTHH U YEPETTHH MOHOHEBPONATUH Ca AOKIIAABAHY Clie] BAKCUHHU CHABPKALIM TeTAHHYEH
WWIH JUQTEPHEH TOKCOMI, BBNPEKH 4¢ AMEPHKAHCKHA HWHCTHTYT MO MEAMHMHA 3aKII0YaBa, 4e
ROKA3aTENCTBaTa Ca HEAOCTATHYHH, 3a Ja Ce IIpUeMe HNH OTXBbPIN NPHYHHHO-CICACTBEHA BPB3Ka
MEXY T€3H CbCTOAHUA H BAKCHHALIUATA.

JleyeHHe Ha OCTPH ATEPTHYHH peaKllUK
HuxexkTupane Ha enmuHepuH (1:1000) ¥ apyrn noaxoasuiy cpeactea U obopyasane TpabBa aa ca Ha

pasnonoxeHHe 3a He3abaBHa yrnorpefa B caydail Ha aHaMIaKTHYHA HIH OCTpa peaklids Ha
CBPBXYYBCTBHTENHOCT.

CuHkon

MMma cholbiieHHs 3a MosgBa Ha CHHKON cinel BakcuHaums. Tpabpa ga ce BbBesar nNpoleypH 3a
NMpeAoTBpaTABaHE HA NaJJaHUA U 3a OBNAN4BaHE Ha CHHKOTIATHUTE peakiiuH.

TETAAUD Tpabpa na ce npunara BHUMATENHO NPH NalHEHTH € HApYIIEHHE B KPbBOCHCHPBAHETO.
KakTo npu BCHYKM MHKEKLHOHHH IIpenapaTd, BaKCHHHpPaHMAT TpAOBa Aa OCTaHE MOA JEKapCKo
Habmoaenne 30 MUHYTH Clle UMYHHM3AUUATA NOpagy Bh3IMOXKHOCTTA OT MpoABa Ha aHadUIaKTHYHA

peaxiu.

Hatpuii
To3an nekapcTBEH NPOAYKT ChABLPAKA NMO-Manko oT 1 mmol Hatpuii (23 mg) Ha 033, T.e. MOXe Ja ce

Kaxe, Y€ MPaKkTHYECKH HE ChAbPXKA HATPHH.

4.5 BiaumopeHicrBHe ¢ APYIrH JeKapCTBEHH NPOAYKTH H APYTH (pOopMH HAa B3aUMOJeHCTBHE

¢ Apyru BakcHHU. TETAJINU®D e ¢bBMeCTHMA ¢ BAKCHHH CPELIY ITOJTHOMMENHT, XeMaTHT
pybeoia, napoTHT, NPOTHBOOACHA BaKCHHA, MPOTHBOIPUIIHA BAKCHHA H BAKCHHA CpeLLy




[TocoueHHTe MpenapaTry ¢¢ NMpPUIAraT ¢ Apyra CTepUIHA CIPHHIUOBKA U HIIa, HA MACTO PasjIHYHO OT
MACTOTO Ha MHXekTHpaHe Ha TETAJUD.

BakcuHata On Morna fia ce npujara XakTo €AHOBPEMEHHO, TaKka H B Pa3/IMYHO BpPEME NPH JHL@, Ha
KOUTO ¢a HHXeKTHpaHH HMYHornoOynuHu. TETAJ/IU® Burarn TpabBa na ce npuiara H& MACTO
Pa3IMYHO OT TOBA HA HHXXEKTHPaHUS UMYHOITI00Y THH.

He ca choOleHH JaHHHM 33 BiakMoaeiicTBHe Ha BaKCHHATA ¢ APYTH AeKapCTBEHH NPOAYKTH.

4.6 PeprTrauTeT, 6PpEMEHHOCT H KLPMEHE

bpeMeHHOCT
He ca npoBexaaHy Npoy4YBaHHA BbDXY peNpoAyKuHMaTa U (pepTunurera npy xkuBotHn ¢ TETAAD.

CoIno Taka He e N3BecTHO ganu TETA IV Moxe fa MPHYHHY YBPEXKAaHE Ha ILT0A4, KOraro ce npunara
Ha OpeMeHHa JKeHa, UM MOXKE J1a MoBnHuse Ha penpoayktuBHaTta cnocodbnoct. TETAJIM® 1pabea na
ce mpwiara Ha OGpeMeHHa )XeHa caMO NPH KaTeropuiyHa HEOOXOOMMOCT, CBHIVIACHO HAIHOHAITHHMTE

NpenopbKH.

KspMeHe

He e n3BecTHO JanM aKTHBHHTE BellecTBa, BKatoueHH B TETA IHU®D, ce exckpeTHpaT B KbpMara.
EdexteT oT npunaradero Ha TETAJIUD no Bpeme Ha KbpMeHeE He € olieHeH. Twi kato TETAJINOD e
HHaKTHBHpPaH, pUCKBT 3a MafikaTa WX KbpMAyeTo € MaMKO BEpPOATEeH. BhNpeKkHn ToBa, pHCKORETE H
MOJI3UTE OT BaKCHHAUMATA TpaOBa 1a Objaar OleHEHH NPEAH Aa C€ B3eME PELICHKE 3a UMYHH3HPaHE Ha
KbpMetia xkeHa. He ca HAIM4YHH AaHHM 3a NpUnarade Ha BAKCHHATa N0 BpEME Ha KbPMEHE.

DepTUIUTET
TETAJJUD He € oLieHsiBaHA B NPOYYBaHHA 3a QepTUAHKTET.

4.7 EdexTH BLpxy cnocobHocTTa 32 1I0PHPpaHe H paloTa ¢ MALIHHH

He ca nporeaeHu npoyupanus 3a edpexture Ha TETAJU® Bppxy cnocobHocTTa 32 twodupaHe U padboTta
¢ MamimHid. TETAJIU® He nopauaBa HIH NOBNHABA NPeHEOPEKHUMO CNOcOGHOCTTA 3a WodupaHe U

paboTa ¢ MallIMHN.
4.8 HexenaHH JeKAPCTBEHHN PeaAKIMH

JHaHHEY OT KNHHHUYHH [IPOYYBAHUA
TbH KaTo KINHHYHUTE NPOYYBAHHA CE€ MPOBEXAAT NPH MHOTO pa3ItdHHN YCIIOBHA, YE€CTOTATaA HA

He)KeJlaHHUTe peakiuu, HabnogaBaHu B KIIMHNYHHTE NPOYYBAHHUS Ha Na/ICHA BAKCHHA, HE MOXKeE Ja
Obae JUPEKTHO CPaBHEHA ¢ MECTOTaTa B KIIMHWYHUTE NMPOYYBAHHA Ha APYra BaKCHHAa M MOXKE a He
OTpa3ABa yecToTaTa, HabmojasaHa B npakTukaTa. THQopMannaTa 3a HEXKEJIAHUTE PEaKLHH OT
KIMHHYHHATE NMpoy4YBaHUA ofaye npenocTass OCHOBA 3a HACHTHQUIIMpaHe HAa HexXeNnaHu chOMTuUA,
KOHTO H3INexX/a ¢a CBbp3aHH ¢ ynoTpedara Ha BAKCHHATA, U 3a NPUONH3IUTENHO ONpeAeaHe Ha
yecTOTATa. JJaHHH 33 HeXeNaHH peakiuy 3a agcopbupanu qudrepuiHy ¥ TeTaHYCHH TOKCOHAU C
pa3NHYHKN JO3H OT KOMIIOHECHTHTE cpelily AU TEpHs ¥ TeTaHYC Ca JOKNAABAHH B CEpHA OT
NPOYYBAHHUA.

B xIHHHYHO NpOYYBaHEe Ha MbpPBUYHA MMyHM3alus, nposeaeno B Kanaaa, Td ADSORBED e
NPUIIOKEH KaTo TPHAO30BA MEPRUYHA cepua Ha 18 cybekTa, 8 OT KOMTO ca Ha BB3pACT 6-9 roaUHHU H
10 ot xouTO ca Ha Bb3pacT 17-56 roguny. B Tpu npoyuBanus Ha OycTepHa HMyHU3al|s, TPOBEACHHU B
Kanana, Td ADSORBED e npunoxen Ha obuio 773 cybekrta, Ha BB3pacT oT 12 a0 59 roauHu.

B Te3n npoyuypaHus He ca CLOOILEHH CEPHO3HM HEXKeJIaHH peaKlHK ciel BakcHHauua ¢ Td
ADSORBED.

[TocTMapKETHHIOBH JaHHMU:
CrneaHuTe HEXeJIaHH peakuMM ca MAeHTUdHuHpaHy no BpeMe Ha ynoTpedara Ha TET /
KaToO Te3H peaklu ce cbobiasar 206pOBONHO OT MHOTO MO-TONsAMa NOMYIallMs, HE Bk
BH3MOXHO TOYHO Jia Ce OLIEHH TAXHATa YeCTOTa WK Aa C€ YCTAHOBH NPHYHHHO-CJIE]
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BaKkCHHaLHATA. B1B Bpbika ¢ npunoxkeHHero Ha TETAJIN®, Hal-4yeCTHTE HEXEJAHH peaKLii ca
sayepBABaHe W NOAyBaHe Ha MACTOTO Ha MHXKEKTHpaHEe W NMOBHIIEHA TeMIepaTypaTa. PeakiuiuTe Haki-
YeCTO 3aMoYBaT B paMKHTE Ha 48 yaca OT ieHs Ha BaKCUHAUMATA ¥ OT3By4aBar 3a 1 - 2 AHH .
CnenHuTe HeXelaHd peakliy ¢a BKMOUEHH NMOPaAH TAXHATA CEPHO3HOCT HIH YECTOTA Ha
¢pO0LaBaHE:!

Hexxenanurte peakiuu ca H3bpoeHn no MedDRA cucreMo-opraHeH Kiac U ca rpyNHpaKlH Crope
TAXHATA YecToTa. CneHaTa KOHBEHIHA € U3IT0N3BaHa 3a KNaCH(pPHKALMA Ha YECTOTATa: MHO20 Yecmu
(> 1/10), vecmu (= 1/100 to < 1/10), nevecmu (= 1/1000 to < 1/100), pedxu (= 1/10000 to < 1/1000),

¢ HeuzsecmHa yecmoma (om Kanudnume OanHu He MOXCe 0a bvoe nanpasena oyenxa)

Cucremo- YecTH HeuectH | Penxn C HeH3BecTHA
opraHeH Kjaac | 4eCTOTA
Hudexkuny u Lenynur
HHOecTalHH _ | _
HapylueHnsa Ha JIuMdanenonarua
KPbBTa M
AUM(pHaTa
CHCTEMA _ _ ]
Hapymienua Ha | Anepru4yHiy peakluH,
MMYHHaTa y BKJTKOUYHTENHO
CUCTEMA | aHatuIakcus/aHaPHITaKTHY-
HH PEeaKLH, YPTHKApHA U
OTOK Ha YCTaTa |
HapyueHus Ha [TapecTesus, 3aMagHOCT, CungpoM Ha
HepBHATa CHHKOI Guillain Barré
CHCTEMA _ . (GBS)
PecniupatopHH, bpoHxocnaisMm
FPbAHH U
MEIHACTHHANHY
HapyLIEHUS |
CroMaliHo- [losprllaHe
YpeBHH
| HapYLLIeHUs _

HapymeHnus Ha O6pus, npypuTyc,
KOXara u EpxTeMaTo3eH 0OpHB,
NOAKOXHATa Maxynonanynozen obpus
ThKaH | ,
Hapyumenus na Muanrus,
MYCKY JTHO- bonka B kpafiHHLIATE
CKeJIeTHaTa ApTtpanrus
CUCTEMA U
CbeAHHUTENHATA
ThKaH | _ |
O6um Hepa3znonoxenne | 3aueppa- | Bucoka temmneparypa
HapyUIEHHA H [ToBulleHa BaHe/ 40°C, rpaHynoM AiH
edeKkTH Ha TEMIIEpaTypa noayeaHe | crepuieH abcuec Ha
MACTOTO Ha > 38°C > 6 CMHa | MACTOTO Ha MHXXEKTHpaHe.
MPUTOKEHHE 3auepBABaHE H MACTOTO

MoAyBaHe Ha Ha

MACTOTO Ha HH)KeK-

HHXEKTHpaHE THpaHe.

Crofuiasane Ha NOAO3UPAHH HEXENaHH PeaKLUH
CproblaBaHeTO Ha MOAO3HPAHK HEXENAHH peakiiMH cliell paspelilaBaHe 3a ynoTpeda H

NPOAYKT € BakHO. ToBa MO3BOJIABA J1a NPOMBLIXKH HabMOJeHHETO Ha CHOTHOIIEHHET



NEeKapCTBEHHA NMPoAYKT. OT MEAHLUMHCKHTE CNELHATMCTH C€ M3HCKBA Ja ChoOIaBaT BCAKa N0A03KHpaHa
HeXENnaHa peakUua upes:

H3nbanuTenHa areHMa 1o Jekapcerpara

yi. ,Jaman I'pyes” Ne 8

1303 Codus

bbarapus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpenozupane

[TepBHMHATA OMAKOBKA ChAbPXKa €AHOKpaTHa Jo3a — 0,5 ml, nopaau Koeto He € Bb3MOXHO
peAo3upaHe.

[penopbyra ce CHEMaHe HA NoApoOHa aHaMHe3a BBEB Bpb3Ka C MMpeAllecTBAlM KMYHH3ALHH € el
u30dareaHe MOpHIaraHeTo Ha [Mpernapara NpH JMLA ¢ [OpOBEJACHA HAcKOpo HMMYHM3aUUA WIH
PEHMYHH3AIMA C BAKCHHH, ChIBPKAILIH TeTAHHYEH U JU(TEPHEH TOKCOUA.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 ¢apuaxonuuaumuu CBOHCTBA

PapMakoTepaneBTHYHA rpyna: AHTHHHGEKLHO3HH CpeACTBa 3a CUCTEMHO NpPUIOXKeHHe, BAaKCHHH,

f6akTepHanHH BAaKCHHH, TETAHUYHH BAKCHHH, TETAHUYECH TOKCOMJ, KOMOHHALIHA ¢ ZU(PTEPUEH TOKCOU].
ATC xon: JOTAMASI

MexaHu3sM Ha JeACTBHE
TETAAHU® npeacraBigdba CyCHEH3UA OT NMPEYUCTEHH H aACOpOMpaHU BBPXY aTyMUHHEB afcOpOCHT

TeTaHH4YeH W AudTeprHeH ToKcoua. Te ca nponizBeaeHH OT TOKCHHH Ha Corynebacterium diphtheriae n
Clostridium tetani upe3 neTokcHkauMa W npeuncTBaHe. BakcHHaTa ¢ ¢ HAManeHO CHLABPXKAHWE Ha
nu¢TepneH anTureH. (el BakCHMHALMA C€ NPOM3BEXKJAT aHTHTENA CpEHly ABATA AHTHIEHA Ha
BaKCHHaTa, KOUTO OCHIYPABAT 3alMTaTa cpeily Andrepud W Tetanyc. UMyHUTETBT ce 3acunBa cnen
peUMYHH3allMA U C€ CYMTA, Y€ Npoabirkana ot 5 1o 10 roaunu.

EdexTHBHOCT ¢ ndrepns

JqudTepHiHHAT TOKCOU OCHTYPABA 3alliTa ¢peiy aAudrepHs.

HMyHonpodunakTHKaTa € €AMHCTBEHOTO cpeAcTBO 3a Oopba ¢ aurepusra. Ta ce H3BBpIIBA C
andTepreH TOKCouA, Hall-4ecTo KOMOMHHMpaH ¢ TETAHWYEH TOKCOHJ MM ¢ YOUTH KOKMIOIIHY OaKTepHu.
Ha makcHHaUHA MMOMNEXKAT Jiella Ha Bb3pacT OT TPH Meceua Jo 8 roanHu. B mocneaHuTe roauHy ce
MMYHH3HpAT M THLUA A0 35 roauuiHa Be3pact. MacoBOTO NPHIOKEHHE HA BAKCHHATA Y HAC JOBEAE JO
JUKBUAHMpaHe Ha 3aboneBaeMocTTa OT AndTepus B buarapusa. Ilocouenure nanHu Ha Tabnuua 1 #
Tabnuua 2 BBpXYy MMYHOJOIHYHHS CTAaTyc Ha HACEJIEHHETO MOKasBaT, 4e Aeunara ¥ nuMoara o 15
rOAMIIHA Bb3PACT NMOKa3BaT Hall-BHCOKA CTeNeH Ha 3aliuMTa cpeiny AudTepHa. AHANH3BT Ha JaHHUTE
[I0Ka3Ba, Y€ ¢ HaIpe/BaHe HA Bb3PACTTa, Hali-Beve cpell H3c/eJBaHUTE NauMeHTH Haj 45 roauinHa
Bb3PacT HaMa/ABa NPOLEHTHLT Ha JAIHTEHHUTE XOpa M ¢€ YBEMH4YaBa MPOLEHTHT HA CEPYMHUTE ¢ THTBP
noA 3aumMTHUR. He3aBUCHMO OT TOBA, MpOLIEHTa Ha 3allIHTEHUTE cpelly audrepus xopa ot 16 no 65
rOAMIIHA BB3PacT € NO-roMIAM B CpaBHEHHE C HallpaBEHHTE U3CNeABaHUA B Hakon EBponeiicku cTpanu
u CAIIl. Hanpumep B [1IBenus B okono 56,9 % oT HaceNleHHETO JIMNCBA 3allUTa cpelly AudTepus, B
["'epmanug B 0kos10 52,2 %, a B Jlauus B okono 36 %.




Tab6auua 1: OneHKa Ha HMYHHHS CTATYC HA HaceJleHHeTo B brarapus B pa3iH4HHTEe Bb3PACTOBH
rpynm.

% cepymMH ¢ nbJaHa | % cepymu ¢ 6a3H4deH | %% He3alHTEHH
3alMTA (THTBP > HMYHHTET (THTHP CePYMH (THTBP <

Bn3pacToBa rpyna

-

:

2.9

3.6 17,71

1,0 22,0
JInua ot 46 10 5SS roAMHH 1,58 36,5
JInua ot 56 10 65 roauHu , 7.6 30,76
Bn3pacTHH Haa 6S roauHam 11,77 , - 88.23

*Pesynmamume ca nonyuenu upesz ELISA: Ensum-cevpsan umynoananius,

Ta6auua 2: KoanyecTBo Ha nNpoTHBOAHPTEpHIAHHTE AHTHTEJA NMPH Pa3jIHYHHTE Bb3PACTOBH
IPYINH ¢ YCTAHOBEH 3alHTEeH THTHP.

Bn3pacToBa rpyna % cepyMH ¢ THTLP | % cepyMH ¢ THTBP
or 0,1 no 0,99 IU ot 1,0 10 4,99 1U THTHLP Hapg 5,0 IU
Jlena ot 0 70 7 roavHu 5,55 12,22 16,66
JIuna ot 8 10 15 roauHm 25,0 625 12,5

JInua ot 16 10 25 roanHu 12.21] 58.08 8.2
JInua or 26 a0 35 roaHHH 14,39 57,19 7.01
JInua ot 36 10 45 roauHmu 10,0 62.0 5.0
JInua ot 46 10 55 roannn 15.87 44,44 1.58
JIuua ot 56 xo 65 roguHmn 26,92 34,61 0,0
Bn3pacTHH Hajg 65 roauHm 5,88 5.88 0,0

EdexkTHBHOCT Cpellly TETaHYC

TeTaHWYHUAT TOKCOM/1 OCUTYpPABaA 3all[UTa cpelly 3ado/isBaHe OT TETaHYC.

Enxo ot cpeacTBara 3a 6opba ¢ TeraHyca e creupruyHaTa UMyHONPO(PHUIAKTHKA C TETAHHYEH TOKCOU/L.
BbBe/ieH B HOBEILIKHA OpraHu3bM TOil NMpean3BHKBa oOpa3yBaHe Ha crieliH(pUYHH aHTUTENa, UIpaellH
OCHOBHA pOJI B 3aliMTaTa cpelly Tetanyc. UMyHHUTETBHT NIpH TETAHYC € XyMOPaJIHO 00YCJIOBEH H 3aBUCH
OT HHBOTO M BBb3MOXKHOCTTA Ha CHEUM(PUYHHUTE aHTHTElla BbB Bb3MOXKHO Hal-KpaTbK CpPOK /a
HeyTpaJlu3upaT TETAaHHYHUSA TOKCHH.

TeraHychT Bce olle NpeJCTaBlisiBa 3/jpaBeH Ipo0JieM 3a MHOrO CTPaHHU MO CBETa IJIaBHO nopaau
BHCOKaTa CMBPTHOCT.

B Bsarapus 3aboneBaeMOCTTa H CMBbPTHOCTTA OT TETAHYC B MUHAJIOTO ca Ouiu BUCOKH. OT 1959 roauna
y Hac ce BbBEX/a 3a/Ib/DKUTENIHA cneu(puyHa UMYHOITPO(HUIAKTHKA HA TETAHYC, KaTO MOCTENEHHO Ce
oOXxBalla UANOTO HaceneHue. ToBa BOJAM A0 pA3KO orpaHuvaBaHe Ha 3aboneBaemoctra /2,7 %000
3abonenu npe3 1959 roa., 0,01 %000 3abonenun npe3 1998 roa./. To3u pesynrar € Joka3aTeJCTBO 3a
noOpara NpoTeKTUBHA €(EKTHBHOCT HA TETAHWYHHA TOKCOMJ, KaKTO U Ha ONTHMaJIHaTa CXeMa Ha
NPWIOKEHUETO MY, IIPH KOATO ce 00XBalla LsJIOTO HaceJleHHe, He3aBUCHMO OT Bb3pacTTa.




TuTLp HAa IPOTHBOTETAHNYHH AHTHTE/1A B H3C/IE/IBAHHTE CEPYMH
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JbJIroroAMILIHUTE H3C/IEABAHUS Ha KOJIEKTHB OT NPOU3BOACTBEHATA 1a00paTOPHs MPH alleprudHM LA,
nuadeTHo OOJIHM, peBMATH4YHO OO0NIHHM, OOJIHM ¢ XpOHMYHH OLOpeuHwn 3abonsBaHus u nuua Hag 70
roJAMIIHA Bb3pacCT, MoKa3BaT 100pa NOHOCHMOCT MPH T€3U PUCKOBH I'PYIH NaILHEHTH, KOETO M03BOJIABA
BKJIIOYBAHETO MM B 3aJ(bJDKUTEJIHUSA HWMYHHU3alMOHEH KalleHJap Ha cTpaHaTta. JlaHHuTE OT

eMUIEMHOJIOTHYHHATE NOKa3aTelM 3a CTpaHaTa ca npeacTtaBeHn Ha Tabnuna 3:

Tabanua 3: EnuaeMHoJ0rH4HE JaHHH 32 TeTaHyc B Buarapus

3aboseBaemoct %o | CmbpTHOCT Y00

Jletaaurer Y

10

1945 4,8 -

1950 3.9 - .

1955 4,] - -

1959 * 2:d 0,8 29,2

1960 P 0.9 33,3

1961 2,3 0,7 31,2

1962 .8 0,34 18,2
963 1,6 0,32 20,2

1964 1.3 0,27 213

1965 1,4 0,40 28,0

1966 0.9 0,24 28,0

1967 1,0 0,36 36,1
968 0.98 0,37

1969 1,1 0,26

1970 0,6 0,25

1971 0,59 0,29

1972 0,57 0,24

1973 0,65 0,26

1974 0,69 0,32

1975 0,27 0,05




1976
1977
1978
1979
1980
1981
1982
1983
1984
1985
1986
1990
1997
1998
2004

*Bveedena e 3a0vrncumenna cheyuduuna umynonpoguraxmuxa cpewyy memanyc ¢ bwneapusn

[TpoBenenuTe Npes NOCNEAHHTE FOAHHEH CEPOCNUACMHOTOTHYHH MPOYYBAHHA NOKA3BaT, ue Hall - BUCOK
AHTUTOKCHYEH TUTHP HMAT Jienara ¥ MIaJesKuTe, Mopau CTPUKTHOTO 00XBalllaHe Ha OPraHNU3NpaHUTe
KONECKTHBY. B ocTananuTe BH3paCTOBU MPyNH € HATHIE A00BP 3aIMTEH UMYHHTET C TEHACHLUA 3a JIEKO
CHMXKABAHE HA 3alIMTHHA TUTBP, BEPOATHO NOPaaH He JOCTAThYHATA IUTBTHOCT HA oOXBalaHe, ¢ KOeTo
ce 00ACHABAT M eIMHHYHHUTE 3a00ngBanud B Te3u Be3pacTd (Purypa 1). Habnoaennara B3pbpllieHy oT
NPOU3IBOACTBEHATA NabopaTopHa NpH MPUIOKEHHE HA TeTAHUYEH Tokcoua HA Hap 2 000 nuua mpes
nocnegHure 10 roauHH, NOKA3BaT Y€ TCTAHUYHHAT TOKCOUI HE € PEaKTOICHEH.

3.3 IIpeaAKTHHHYHH JAHHH 34 §6€30NMacCHOCT

HeknuHuuHHTE JaHHU HE NOKA3BaT 0COOEH PUCK 3a XOopa.

6. DAPMAILEBTHYHH JAHHH

6.1 CnuchK HA NOMOIIIHHUTE BeIIeCTBA

B CAHOJO30BH aMITY/IH.

AJTYyMHUHHEB XMIPOKCHA
Hatpues xnopua
Boaa 3a uHXeKHUH

B MHOro1030BH PJIaKOHH:
AJTYMMHHEB XHAPOKCH
Tuomepcan

Hatpues xnopua

Boaa 3a uHxexIHH

6.2 HecLBMECTHMOCTH

[Tpn nmunca Ha Npoy4YBaHHUA 3a HECHbBMECTUMOCTH, TO3H JIEKapCTBEH NPOAYKT He TpAbOBa Ja ce cMecha C

APYI'H NeKapCTBEHH NPOAYKTH.
ITpu eanoBpemenHo npunoxeHne Ha TETAIOUD ¢ apyru MHXKEKLIMOHHH NEKAapCTBEHU NPOAYKTH,

JaADJDKUTCIIHO € BCCKH OTIACIICH NPOAYKT Aa €C H3ITCIIA K IIpdNnara ¢ oTACIHA CTCPHIIHA
HrJia, Ha MJICTO Pa3JIMYHO OT MACTOTO Ha HHXXCKTHPAHC HAa BAKCHHATA.
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6.3 Cpok Ha rogHocT

3 ronuun

6.4 CnenuaJHH YCJOBHA HA CLXpAHEHHE

Jla ce chbXpaHABa ¥ TPAHCMOPTUPA B XnaaunHuk (2°C — 8°C).
Ha ce cpxpaHdBa B OpHrHHaIHATa KapTOHEHA ONaKOBKa.
HJa He ce 3ampasssal

3AMPBL3BAJIA BAKCHHA E HEI'OJAHA 3A YIIOTPEBA!

Ha ce cexpadsaBa Ha MACTO, HEAOCTHITHO 3a Aena.

Bakcunara pbB §U1akoHa Aa ce U3NON3Ba BeAHara cnej mbpBOTO H3TETNSHE!
HeH3non3BaHATA BAKCHHA A ¢¢ H3XBLpJIA!

6.5 BuaH cLALpKAHHE HA ONIAKOBKATA

be3upeTHa, Npo3pavHa, caMoyynelia ce, CTbKJIeHa aMmmyna (Tui 1),
AMIIYJIATE ChIBPXKAT BakCHHa B 0bem (0,5 ml - 1 poaza.
Amrynnate ce omnakosat no 1, 10 win 50 6pos B kapTOHEHa Ky THA.

BesugereH, npo3payeH, ¢cTeKieH ¢nakoH (Tun I).
dnakoHure cbabpXKaT BakcHHa B 00eM 5,0 ml - 10 po3n.
dnakoHnTe ChOBPXKAT BakcHHa B 00eM 10,0 ml - 20 gosmu.
dnakouure ce onakorar no 10 6poa B kapToHeHa KyTHA.

He BcHuKkK BHAOBE ONAKOBKK MOTraT fa 6baaT ITycHATH Ha na3apa.
6.6 CrneuHaJHH NpeAnasHH MepKH NPH U3XBLP/sAHE H paboTa

B yraeHo cxctosinne TETAUQ® npencTrapnnBa OucTpa, 6€31BETHA HaOy TaedyHa TEYHOCT ¢ OeNne3HnKaBa
yTanka.

He ce nonycka ynotpeba Ha 3aMpb3Basia BaKCHHA.

Ja He ce nmpHuara HHTPaBEHO3HO.

BakcKHa ¢ H3TEKBJ1 CPOK HAa FOAHOCT Jia HE Ce H3II0Ji3Ba.

Ha He ce u3non3sa ammyna (prakoH) ¢ HapyLIEHA LUANOCT WK H3TPHUT/HEACEH HAJINC,

Heu3non3paHuAT NeKapCTBEH NPOAYKT WM OTNAAbLYHUTE MAaTEpUalid OT Hero TpadBa Aa ce U3XBLPJAT
B CBOTBETCTBHE C MECTHUTE UIUCKBAHMA.

7. TIPHTEXATEJ HA PAZPEINIEHHETO 3A YIIOTPEBA

,bYJ1 BHO — HLI3IIB" EA/]
oyn. ,,Sluko Cakp30B* Ne 26
1504 Codua

brnrapus

Tenl. 02 944 61 91

daxc: 02 943 34 55

e-mail: bulbio@bulbio.com

8. HOMEP(A) HA PAJPELHIEHHETO 3A YIIOTPEBA

11-15236/ 11.10.2011
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Peructpanumonen Ne 20011159

9. JATA HA II'BPBO PA3PEILIABAHE/MTIOJHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Jara Ha mepBO paspeinapale. 28 HoeMBpH 2001 T.

Jlara Ha nocnegHo noaHosseane:; 11 okromepu 2011 1.

10. JATA HA AKTYAJIMN3HUPAHE HA TEKCTA: lOau 2025.
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