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TETADIF suspension forinjection .~ oo/
Diphtheria and tetanus vaccine (adsorbed, reduced antigen(s) cnmem)

[IpoueTeTe BHHMATENHO LSJIATA JHCTOBKA, NPEeIH Ta3H BAKCHHA J1a Ob1e NpHiokeHa Ha Bac nan

Ha Baiero aere, Thil KATO TH ChbABLPAA BaxkHa 3a Bac undopmanusn.

- 3anaseTe Ta3H JIMCTOBKA. Moxe Jla ce HaJIoXkH Ja 1 NPoYeTeTe OTHOBO.

- AKO HMaTe HAKAKBH JOITbJIHUTEIHH BBIIPOCH, nonuTaiite Bamms nekap niu ¢papmalienr.

- Tasu BakcHHa e npeanycana 1n4HO Ha Bac nin Ha Baulero aete. He s npeoTcThnBaiiTe Ha pyri
Xopa.

- Axko Bue nnu Bamero fere nmojnyuyuTe HAKaKBH HEXEJNaHW JIEKAPCTBEHH PeaKlH, YBeAOMETE
Bamms nekap winm ¢apmanest. ToBa BKIHOYBA M BCHYKH BB3MOXHH HEXKEJAHH pEaKIIMH,
HEOMHCaHM B Ta3u JIMCTOBKA. BuxTe Touka 4.

KakBo cbaABpKA Ta3H JIHCTOBKA:

KakBo npeacrasingsa TETAJIUD u 3a kakBO ce W3no3Ba

KakBo TpsbBa na 3Haere, npeau TETAJIU® na 6bae npunoxena Ha Bac win Bawero gere
Kak na ce npunara TETAJIU®D

BBb3MOKHM HexelaHH peaklinu

Kak na cexpansBare TETAJIU®

ChbabpkaHue Ha OMaKOBKaTa ¥ AOMbIHUTENIHA HHOpMalus

P R S 89 =

1. Kakpo npeacraBiasiBa TETA/IM® u 3a KakBO ce H3IM0J13Ba

TETA/IM® npeacTasisBa CycneH3Hus OT MPEYUCTEHH TeTAaHUYEH U AN TEpUEH TOKCOM]I, MOJIyUYEHH upes3
JIETOKCHKHpaHe ¢ opmaniexn U TOIIHHA Ha TeTAaHHYEH U AU TepueH TOKCHH, MOJYYEeHH OT KYJITYpH
Ha Corynebacterium diphtheriae n Clostridium tetani. Toxconaure ca aancopOMpaHn BbpXy allyMHHHEB
XHJIpOKCH/1. KaTo KOHCEepBaHT € H3MO0JI3BaH THOMEpPCall.

Bakcunara TETAJIM® ocurypssa 3amuTa cpeuty 3abonsBaHe OT TeTaHyc U AudTepus Ha aeua Haa 7
FOJIMHN ¥ Bb3pacTHU. UMYHHUTETHT ce 3acuiiBa cjie/l peMMYHHU3alUs U ce CUMTA, Y€ MPOAbJIKABa OT 5 110

10 rogunm.
TETAJIN® e npeaHa3HayeHa 3a peMMyHH3alus cpelly TeTaHyc n audrepus npu aeua Hag 7 roAuHH M
Bb3pacTHH. [IbpBHUHAaTa HMYHH3AlHA CPELLy T€TaHyc H AUQTepHs, 3amoyBa ciej 7 roaniiHa Bb3pacT.

TETAJIM® moxe cbllo Aa ce npuiara 3a BAKCHHaUUA cJie/l HapaHsBaHe MJIM U3rapsHe ¢ OMacHOCT OT
T€TaHyC, ako € Heo0XoAMMa peuMyHH3alLuA cpelly A TepHs.

2. Kakso TpsbBa na 3Haere, npeaun TETAAU® na 6bae npuioxena Ha Bac nan Bamero aere

TETAJIHU® ne TpabBa xa ce npujaara npu

° CBPBbXYYBCTBUTECJIHOCT KbM aKTHBHHUTE BELIECTBA MJIM KbM HAKOS OT OCTAHAJIUTE ChCTABKM Ha
BakCHHaTa (M30pOoeHHU B TOYKa 6).

8 AHAMHECTHYHH JJaHHH 3a MPOSABH HA CBBXYYBCTBHUTEJHOCT IMPH MPEAXO0XKAALLO MPHIIOKEHHE Ha
BaKCHHaTa.

[Ipn HanuuMe Ha NPOTHBONOKA3aHMs JIEKYBALLMUAT JIEKap NMpPeLEeHsBa CbOTHOLUIEHHETO PUCK/MOJI3a OT
npunoxenuero Ha TETAJIUD.




ITpexynpexaeHus H NpeAnasHu MepkH npu ynotpeba

IIpeaynpexaenns
MmyHu3auuATa Ce H3BLPIIBA Clle Ha3HAYaBaHe OT JieKap

I'oBopeTe ¢ Bamma nexap, npean na Bu 6vae npunoxena TETAIU®, ako Bue unn Bameto nere
HMare:;

~ OCTPO HHPEKUHO3HO 3a00nABaHe, BKIIOUHTEIHO B IEPUOAA Ha Bh3CTAHOBABAHE

- IOBULIIEHA TeMNepaTypa.

- aKTMBHA (popMa Ha Tybepkynosa.

- JEKOMIIEHCHPAaH ChpACUEH MOPOK.

- HApYILIEHHA B KPbBOCHCUPBAHETO

- Cunppom Ha I'unen-bape

- AMabeT, THPEOTOKCHKO2a U HanOBLOpeuHa HeIOCTATLYHOCT B CTAAU Ha AeKOMITEHCALIHS .

- OCTPH BB3NATHTENHH 3a001aBaHus Ha LIHC — MeHuHruTH, eHuedanuti, MeHUHroeHuehanuTH.
- XPOHHYHH aKTHBHH XeHATHTH H YepHOApOOHA LiHpo3a.

- HHQEKLMHK HA MMKOYHUTE ITBTHLIA.

- HEQPOTUMEH CHHAPOM.

- aBTOMMYHHH 3abonsaBaHud. .

- aNneprus, BKIHOYHUTENIHO MEIMLUMHCKH NaHHH 32 LIOK, efieM Ha KBHHKE H ApYIH TeXKH anepruyHi
peakuHH CIpAMO ChABPXKALLM C€¢ BbB BAKCHHATA AEPTeHH.

- EMWIETICUS.

B cnyuait Ha mpoTHBOIIOKa3aHM4, JIeKapAaT TPAOBA BHHMATENHO Aa OLIEHH CbOTHOLIEHHETO non3a/pHcK
npeau npunaraneTo Ha TETADIF

. Jiuna uagekrupanu ¢ XMUB (HIV) ce umynnsupar ¢ TETAJIU®, cbraacHo yTRLPAEHATA cXeMa
33 UMYHH32LMA.
o 3a JIMI@ ¢ UMYHHa HEJOCTATBYHOCT MM MOMJICKEHU Ha NEYeHHe, NOATHCKALLO MMYHHaTa

CHCTEMa C€ TNpenopbyYBa OTNAraHe Ha HMYHH3AUUSATA/peUMyHHALUATa, (aKo € IIaHOBa) [0
NPHKIIOYBAHETO MY, TbH KAaTO €(ekTbT OT HMYHHM3aUMATa Moxe jJa Obae mo-cnab. B ciayvadi Ha
Hapyl€HHe Ha KPBLBOCHCHPBAHETO BAKCHHAaTa MOXeE Jia Ce MPHIAra {0 H3KIIYEeHUE IBbAGOKO
NOJKOXHO.

Kaxere Ha BawMs nekap, ake Bue uin Bauweto gete ¢Te WManHu 34paBOCTOBHH npobiemMn cren
npufiaraHe Ha BaKCHHara.

[IpeanasHu MepxH npu ynotpeba

DnakoHBT ¢ BaKCHHA C€ paskiatla JoOpe 10 NOoNyYaBaHe HAa XOMOTEHHa CYCMEeH3HA.

MHXeKTHPaHeTO Ce HARBPLLBA ChC CYXa UIJIA.

KaxTo npM BCUYKH HHXEKUMOHHHM BaKCHHH, BAaKCHHHPAHMAT TpAdBa Aa OCTaHe MOJ JIEKApCKO
Habmoaerue 30 MUHYTH cllel NMYHH3aLIHATA.

Ja He ce U3NON3Ba QNAKOH ¢ HapyILNEHA WAMOCT MK H3TPHT/HeACeH Haamuc!

Ja He ce NpHJIara HHTPpaBeHO3HO!

Apyrn aexaperea R TETAJIU®

Tpa0Ba Aa kaxere Ha Bauing nexap, ako Bue nnu paieTo eTe npuemare, HacCKOpo CTe IPHEMANH KR
€ Bb3MOXHO J1a NpHeMaTe APYTH JIEKapCTRa.

. Hmynnsaunsata (pecriektuBHO penMyHuzauusata) ¢ TETAJIU® Mmoxe na ce H3BBPUIBA
CAHOBPEMEHHO € IPYT'H BAKCHHH, KaTO BCAKa HHXEKLHOHHA BAKCHHA Ce NIPMAra Ha pa3sNHu4HO MACTO U
C pa3yiuyHa CNIPUHLIOBKA H HUTNIA.

. TETAJIN® e chbBMECTHMa € BAKCHHH Cpellly TyOepKyno3a, NoJIHOMHENHT, Xen ALB, X it
pybeona, npoTHBOOACHA BaKCHHA, NPOTHBOTPHITHA BAKCHHA, BAKCHHA CPELLLY XbJITa

oT H. influenzae type b n fo6aBka oT BUTaMuH A.




. BakcuHata OM Morna aa ce mpunara KakTo €JHOBPEMEHHO, Taka M B pa3IMiHO BpeMe ¢
MMYHOINOOYIHHN., MACTOTO Ha HHXEKTUpPAHE Ha HUMYHOrNOOYNHHUTE € pa3jIMMHO OT TOBA Ha
npunoxeHus TETAJINO.

. [lpy nuna, NOAJIOKEHH Ha MMYHOCYIIPECHBHA Tepalldi € Bb3MOXKHO Jia ce MOny4yH no-cnab
MMYHEH OTTOBOD.

. Hsma gaHHH 32 B3aMMOAECHCTBHE ¢ APYTH ICKapCTBEHH NPOAYKTH.

bBpeMeHHOCT, KbpMeHe H (PePTHIHTET

Axo cTe OpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXKE Aa cTe OpeMeHHa UK TaHupaTe GpeMeHHOCT,
nochBeTRaTE ce ¢ Bauma nekap unn dapmalieBT npean yrorpedbara Ha Ta3u BaKCHHA.

bpeMeHHoCT

He ca npoBe)XXAaHKH NpOYyYBaHUA BLPXY penpoaykuuaTa U deprunureta np >kuBotHU ¢ TETAIIUD.
Cruo Taka He € H3BecTHO Aanu TETAJIHUDP Moxe na NpHunHK YBpeXAAHEe HA IJI0Ja, KOraTo ce
npuiara Ha OpeMeHHa XeHa, HIIH MoXe fa MOBJHAe Ha penpoayKTHBHaTa citocobHocT. TETAJIU D
TpsAOBa Aa ce nNpuiara Ha OpeMeHHa keHa CaMO NPH KaTeropuiHa HeOOX0AUMOCT, CBIIACHO
HAllKOHATHUTE MPENOPbKH.

KbspmeHe
He € H3BECTHO JaTH aKTUBHHUTE BELIECTRA, BIOUYeHH B TETAJJTU®D, ce ekckpeTHpar B KbpMaTa.

EdextsT o1 npunaraneto Ha TETAJIU® no BpeMe Ha kbpMeHe He € oueHeH. Toi kato TETAJJUQ e
HHAKTHBHPAH, PUCKDLT 3a MalkaTa HAH KbPMAYeTO € MaJIKO BEPOATEH. Bhnpeku TOBa, pHCKOBETE M
NON3UTE OT BakCHHAUMATA TpA0Ba Aa OBbAAT OLICHEHH NPEaN Ra e BieMe pellicHHE 33 HMyHH3HpaHe Ha
KbpMeELla XeHa. He ca HanvMHHK JaHHU 32 NpUiaraHe Ha BaKCHHaTa Mo BpeMe Ha KbPMEHE.

PepTUIHTET
TETAJIAQD He ¢ oLleHABaHa B NPOYYBAHUA 32 GepTHIHTET.

Hlodupane u pabora ¢ MAIUHHH

Hama uH@popmManms, koaTo na npeanonara, ve TETAJITU®D nosnusea cnocoOHOCTTa 3a wodypaHe u
paboTa ¢ MalIUHH.

TETA/IH® cuaLpXa THOMEPCAJ KaTo KOHCEPBAHT M € Bb3MOXHO /12 NIPHYMHH anepruvHa peakums
np# Bac Wiy Bamerto gete. Kakere Ha Baluva nekap, ako Bue WK BalleTo JeTe HMaTe yCTaHOBEHa

ANEPrus.

3. Kak na ce npunara TETAJAH®

TETAAWU®D npencraBniBa HHXEKILHOHHA CYCIEH3UA 3a HMHTPaAMYCKYJHO (i.m.) NpHIOXKEHHE BBB
¢pnaxonu no 5,0 ml ~ 10 no3u ¥ ¢pnakouu no 10,0 ml — 20 ao3n. ExnoxpaTHara 103a HA BAKCHHATA €
0,5 ml. Ilpeau ynotpeba ¢pnakoHBT ¢ BAKCHHATa C€ pa3kialla godpe 10 MojyyapaHe Ha XOMOIeHHA
CYCneH3Hns. 3a BCAKO NULE C€ H3N0J3Ba HHANBHIYATHA CTEPHIHA CIIPUHLIOBKA M Uria. HHxkeKTHpaHeTo
¢€ H3BBPILBA ¢ Jpyra crepunHa U cyxa urina MYCKYJIHO B ropHaTa 9act Ha AenTOMOHHA MYCKY/ Ha
ppKaTa. Bp3gyxsT OT CIpHHLOBKATA TpA0Ba Ja ¢ M3rOHM NIpEaM MOCTABAHETO Ha cyXa Hria. BakcuHara
ce npuiara apiboxko MHHTPAMYCKYTHO B aenToMaHus MycKyJ1 Ha pBKarTa.

. [TepBHYHA HMYHH3ALMA cpelly TeTaHyC H IudTepHs, 3aN0OYHATA clie]] 7 FOAMIIHA Bb3pacT ce
H3BbpuaIBA TPHKpATHO AbN00K0 HHTPAMYCKYVYJIHO B nentonaHns MyCKYJT Ha pbKaTa: ITbPBHTE JIBE
ao3u no 0,5 ml npe3 unTEpBat OT HE NO-Manko oT 30 AHW MexXay OTAECNTHATE A03M B TpeTa Ao3a ot 0,5
ml — ot 6 no 12 Mmeceua cnex Bropata. B ciyuali Ha mpomyckaHe Ha J03a, TA C¢ Npuiara npH
BbL3MOXHOCT.

. CneapallliTe peHMyHH3AlHH ce CHOOpa3ABaT CbC CXeMa 3a PEeHMYHH3AllHM B
UMYHM33LMOHEH KaleHaap.




. BakcuHauMa cnen HapaHsBaHe MMM M3rapsHe ¢ OMNAacHOCT OT TETaHyC, ako € HeoOxoanma
peuMyHH3aLus cpely augTepus, ce u3gbpuBa ¢ 0,5 ml xpnéoko MHTPAMYCKYJIHO B aentonanuns
MYCKYJl Ha pbKaTa.

4, BB3MOXKHI HEXKEJAHH PEAKIIHH

KakTo BCHUKH JCKAPCTBA, BAKCHHATA MOXC a ITPCAH3IBHKA HEXEIIAHH pCakLNH, BBIIPEKH Y€ HEC BCEKH
'K NnNoJiydaga.

Bre Bpp3Kka ¢ npuioxeHHeTo Ha TETAJIU®, nali-uecTUTE HeXKellaHH peakliMy Ca 3auepBABaHEe
NoAyBaHe Ha MACTOTO Ha HHXKEKTHpAHE M MOBHILIEHA TeMnepaTypaTta. Peakuvure Hait-uecTo 3anoysar
B paMKHUTE Ha 48 yaca OT J¢HA Ha BaKCHHAIIUATa ¥ OT3BYyYaBaT 3a | - 2 THH .

CneaHNTE HEXENIaHU peakUMH Ca BIUIIOMEHH NIOPaAM TAXHATA CEPHO3HOCT WM YeCcTOTa Ha
chODINaBaHE:

Yecern (mocam oa 3aceznam oo < 1/10 oywu)
-  HepasnonoxeHnue, nopuilieHa remneparypa > 38°C, 3auyeppaBaHe U NOAYBaHe Ha MACTOTO Ha
HHXXEKTHpaHe

Hevectn (Mozam da 3aceznam oo < 1/100 oyuiu)
-~ 3auepssBaHe/OAYRaHEe > 6 ¢M Ha MACTOTO HA HHKEKTHpAHE.

Peaxn (Moecam Oa 3acezram oo < 1/1000 oywu)

- Uenymur

- JInmpanenonarus

- AnepruvHy peakuHH, BKIOUYHTEIHO aHadpHnakcusa/aHagpHNAKTUY-HY peaKkliH, YPTHKApHA H OTOK
Ha ycTarTa

- [lapecTe3us, 3aMasHOCT, CHHKOII

- [lospbuiane

- Obpus, npyputyc, epureMatoseH obpus, MakynonamynoseH obpus

-  Mpnanrus, 6onka B KpaitHHUNTE, apTpanThs

- Bucoka Temnepartypa 40°C, rpaHylIoM HIH CTEPHIEH a0CLIEC HAMACTOTO Ha HHXXCKTHPaHe.,

C HeH3BeCTHA UecToTa (oM HanuwHume OAKRHU He MOoJIce 0a Bb0e HanpaseKra oyerKa)
- CunapoM Ha I'mnuan bape
-  bpoHxocnazmM.

Ipy cepHO3HH WM NPOABKABALIHM NO-ThIATO peakuuu ce 0ObpHeTe KbM JieKap.

CrobuiaBane HA HEXEJIAHH PeaAKIIHA

AKO NOJNIyHYHTE HAKAKBH HEXENaHH JIEKAPCTBEHH peakLMH, yBeaomeTe Bawuma nexap unn ¢gapmanesT.
Tosa BxaOYBa BCHUKH BBE3IMOXKHH HEONTHCAHH B Ta3M JIMCTOBKA HEXEIAHN peakLIMH. MoxeTe chlIo JAa
cboOLIMTE HeXKENaHu peakiMH JUPEKTHO Ypes.

HM3nbaHuTENHA areHUMA No leKapceTBara

yn. ,,JdamMaH 'pyes Ne 8

1303 Codmsn

Ten.: + 359 2 8903417

yebcailiT: www.bda.bg

Karo cpoblnaBaTe HexeNaHH peaklMi, MOXeTe Ja AafeTe CBOA NMPHHOC 3a MoJiyuyasaHe Ha noBeue
KH{OpMaLya OTHOCHO 6€30NMacHOCTTa Ha BAKCHHATA.

5. Kak aa coxpanasare TETA/TH®D

Jla ce TpaHCIOPTHPA H ChXpaHABa B XnaanJHHUK oT 2°C ao 8°C B opHIHHaANHATA KapTOH




JAa He ce JjomycKka 3aMpb3BaHe HA BAKCHHATA!
3AMPDB3BAJIA BAKCHUHA E HET'OJIHA 3A YIIOTPEBA'!
HJa ce cbXpaHABa Ha MACTO, HEROCTHIHO 3a Jela.

He usnonssaiite TETAJIAD cnen cpoka Ha roaHoct, or6ens3aH BbPXY €THKETa M KapTOHEHATa
OIaKoBKa, cnen .l oaeH po:“. CpokbT Ha rOAROCT OTroBapA Ha MOCHNEAHHA JIeH OT ROCOUYECHUA Mecell.

BakcHHaTa B MHOTOO030BHTE (MIakOHH MOXE []a C€ M3MOJ3Ba B MPOIB/DKEHHE Ha 4 CeAMMLUM cliel
nbpBoTO H3TErNAHe (WHO/1VB/14.07), npu cnazpaHe Ha cnefHUTE YCIOBHA:

- CpOKBT Ha FTORHOCT He € H3TEKBI;

- BakcHHaTa € chbXpaHsBaHa B XJIaJUJTHHUK NpH TeMnepatyph or 2°C no 8°C;

- Kanaueto Ha ¢pnakoHa He € NOTansHO BbB BOAQ;

- [1py H3TernaHeTo Ha BCHUKH A03H € cna3BaHa TEeXHHKATA HA acenTHKa.

He n3xebpiasiiTe nekapcTBaTa B KaHANMM3alMATa UK B KOHTEHHepa 3a JOMalllHH otnagbuy. [TonuTaiite
Bawna ¢apmaueBT Kak /1a M3XBbpJIATE JEKapCTBAaTa, KOMTO Bede He M3mon3sare. Te3dn MEpKH Lie
CIIOMOI'HAT 3a ONa3BaHe Ha OKOJIHATa cpela.

6. CbabpikaHHe Ha ONAKOBKATA U AONLJIHHUTENHA HHpOpMaLUS

KaxBo ceabpxka TETATUD

Enna go3a (0,5 ml) ceabpxa:

. AKTHBHHTE BelLleCTBa:
IlpeyncTeH TeTaHUYEH TOKCOH/ He no-Manko ot 40 MexaynapoaHu eauHun (1U)
[Ipeuncred andrepneH TOKCOUA HE Mo-MaNko oT 4 MexayHapoauu eauHuim (1U)

A rcopbupany BepXy anyMHHHEB Xoapokcua (Al™") - ve noeeue ot 1,25 mg

. JIpyruTe ChCTaBKH ca: THOMEpCall, HaTPHER XJIOPUA U BOJA 33 HHXKEKLIMH
Kax miraexna TETA/JH® u kakBo ChAbPXKA ONNAKOBKATA

HmxexuHoHHa cycneH3us BB (PJIAKOHH.

besugereH, npo3payueH, cThiUIeH ¢uiakoH (Tun I).

dnakoHHTE CHALPXKAT RBaKCHHa B o6eM 5,0 ml - 10 no3n.

(DNAKOHHTE CLABPXKAT BakcHHa B 00eM 10,0 ml - 20 nozn.
@DnakoHuTE ce omakosar 1o 10 6pos B kapToHeHa KyTHs.

IIpuTexkaTen Ha paspelreHHeTo 3a ynoTpeba ¥ npoH3BOARTE

,,b¥YJI BUO — HII3IIB* EAJ]
byn. ,,Juko Cakn3os” Ne 26
1504 Codus

brnrapus

JlaTa Ha DoCaeHO NMpepa3rieckiaHe Ha JucroBkaTa: FOnu 2025 r




JIMCTOBKA
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TETADIF suspension for'injecﬁon —
Diphtheria and tetanus vaccine (adsorbed, reduced antigen(s) content)

I1poyeTreTe BHHMATE/IHO LAJIATA JHCTOBKA, NIPeJAH TA3H BAKCHHA /1a Obe npHjaokeHa Ha Bac niau

Ha Bawuero aere, Thii KaTO TH ChbAbLPAKa BaxkHa 3a Bac nngpopmauus.

- 3anasere Ta3H JIMCTOBKA. Moxe J1a ce HalloXKH J1a 1 MPOYEeTeTe OTHORBO.

- AKO nMaTe HIKaKBH JIOITBJIHUTESIHH BBIIPOCH, nonuTaiTe Bawius nekap unu ¢apManesT.

- Ta3n BakcHHa e npeanucaHa JIMYHO Ha Bac uinu Ha Bawero aerte. He s npeorcTbnBaiitTe Ha Apyru
Xopa.

- Axo Bue winu Bamero gere nosyuuTe HAKAKBH HEXKEJaHHM JIEKAPCTBEHH pEaKlMH, YBEJAOMETE
Bawmmsa nexkap wan (apmaueBT. ToBa BKJIOYBA M BCHYKH Bb3MOXXHHM HEXEJNaHU peakLuH,
HEOIHUCaHH B Ta3W JTMCTOBKA. BHXxTe TOUKa 4.

KakBo cbabpxka Ta3H JHCTOBKA:

Kakso npeacrtasinsgsa TETAIU® 1 3a kakBO ce H3M0J3Ba

Kakso Tpsa0Ba na 3naete, npeau TETA/IU® na 6bae npunoxeHa Ha Bac unu BaweTo fgere
Kak na ce npunara TETAJIM®

BBb3MOXHH HEXETaHW peakluH

Kak na cbxpanaBare TETAJIUD

C]:,ﬂ'bp}KﬂHHE Ha OIIAKOBKATA H JOITbJIHHUTEJIHA HHq)OpMHLlHH

xS e S

1. Kakpo npeacrasiasisa TETA/IU®D u 3a KaKBO ce H3110J13BA

TETAJZIM® npeacrapiisBa CyCneH3us OT NMPEYUCTEHH TETaHWYEH U AUPTEepUEH TOKCOU MOJTy4YeHH Ypes
JIETOKCHKHpaHe ¢ popManjexu U TOIJINHA HA TETaHWYEH W AUPTEepHUEH TOKCHH, TOJIYYEHH OT KYJITYpH
Ha Corynebacterium diphtheriae n Clostridium tetani. Tokxconaure ca aacopOMpaHy BbpXy alyMHHHEB
XHIAPOKCH]IL.

BakcuHara TETAIU® ocurypsBa 3awmmTa cpeuty 3adoisBaHe oT TeTaHyc U audrepus Ha neua Haja 7
rOAHHH H Bb3pacTHH. MMYHHUTETBT ce 3acCHJIBa Clle/l peMMYHH3all|s U Ce CYUTA, Ye NPOoabJkKaea oT S 10
10 roauHwu.

TETA/IN® e npeaHa3HayeHa 3a peMMYHH3alMsA CpeLly TeTaHyc U AMdTepUs Npu Aela Hajl 7 TOJHHH K1
Bb3pacTHH. [IbpBHYHATA UMYHH3aLMA Cpelly TeTaHyC U AudTepus, 3ano4sa cjiej 7 roauiiHa Bb3pacT.
TETAJIU® Moxe cbI10 Aa ce nmpujiara 3a BAKCHHALMA CJie/l HApaHsABaHe WJIM U3rapsHe ¢ OMacHOCT OT
TETaHyC, aKo € He0O0X0/IMMa peuMyHHU3aLus cpeuyy Audrepus.

2. Kakso TpsabBa na 3Haere, npean TETAIU® na 6bae npuioxkena na Bac nan Bamero aere
TETAAU® ne TpsabBa 1a ce npuiaara npu

¢  CBPBXYYBCTBHTEJHOCT KbM AKTHBHHUTE BEILIECTBA MJIM KBbM HAKOS OT OCTAHAJIUTE CHCTAaBKH Ha
BaKkCHHaTa (M30pOeHH B TouKa 6).

® aHaAMHEeCTHYHHU JaHHM 3a MPOSBH HA CBBXYYBCTBHTEIHOCT MPH MPEeAXOXKAAlL0 NMPHJIOKEHHE Ha
BaKCHHATA.

[Ipn Hannyue Ha NMPOTHBOIOKA3aHMUA JICKYBALLUAT JIeKap NMpeLeHsBa CbOTHOLIEHHETO
npunoxenuetro Ha TETAJIUD.




[IpeaynpexaeHus U NpeANnasHN MepPKH NPH ynoTpeba

IlpenynpexgeHns
HMMyHH3auuATa ce W3BLPLIBA Clle]] HA3HAYABAHE OT JIEKap

I'oBopete ¢ Bawmua nekap, npeau ga Bu 6bae npunoxkeda TETAAU®, ako Bue unn Bawero gerte
HMAaTeE:

- OCTpO UH(eKLIHO3HO 3a00N9BaHE, BKIIOYHUTENHO B [IepHOa HA Bb3CTAHOBABAHE

- NOBUILEHA TEMNEpaTypa.

- akTHBHA opMa Ha TyOepKyno3a.

- IEeKOMNIEHCHPaH CbpJe4eH NOPOK,

- HapYIlIeHHA B KPbBOCBCHPBAHETO

- Cunapom Ha ['uneH-bape

- InabeT, TMpeoTOKCHKO3a U HanOBLOpeyHa HEAOCTATBYHOCT B CTAAHI HA JeKOMNIEHCALHA.

- OCTPH Be3nanuTenny 3abonasaHua Ha LIHC — MeHHHIUTH, eHledanuTH, MEHHHTOSHIIeDaTHTH.
- XpPOHHYHH aKTHRHYU XEIIAaTUTH H YepHOApoOHa 1Hpo3a.

- HHpEKUMH HA NHKOYHUTE NbTHILA.

- HehpPOTHHEH CHHAPOM.

- aBTOUMYHHHM 3a0019BaHMS.

- aneprus, BKRKYHTENHO MEJUUHHCKM NAHHHU 3a IOK, eeM Ha KBUHKe M APYrH TEXKH allepruvHH
peakiuy CApAMO ChABPXKAIUY C€¢ BLB BAKCHHATA aJlEpreHA.

-~ EMUIICTICHA.

B cayyait Ha NPOTHBOIIOKA3AHHSA, JIEKAPAT TPAOBa BHUMATENIHO /1a OLIEHH ChOTHOIIEHHETO NMOJI3a/PUCK
npeay npunaravero Ha TETAJIU®:

. JInna nugextnpann ¢ XUB (HIV) ce umynusupar ¢ TETAJIU®, cernacHo yTebpAeHaTa cxema
33 UMYHH3aLMA.

. 3a JHMUa ¢ MMyHHA HEJOCTAaTbYHOCT WIM TMOMIOXKEHH Ha JIeYeHHWe, NMOATHCKAIN0 MMYHHATA
CUCTEMa C€ HnpenophuYBa OTNaraHe HA UMYHM3AUHATA/peHMYHHMALMATA, (ako € TMaHOoBa) HO
MPUKAIOYBAHETO MY, ThH Karo e(eKThT OT HMyHM3auuaTa Moxe aa Obae mo-cnaG. B ciayuailt Ha

HapylleHHeé Ha KPbBOCHCHPBAHETO BAaKCHMHATaA MOXE Ha ¢€ [pHiara no M3KIIOUeHHE IbJI60KO
NOAKOAKHO.

Kaxere Ha Bamius nexap, ako Bue unu Baluero fgere cte uManu 3ApaBOCIOBHM NPOONEMH crej
NpHJIaralHe Ha BakCHHAaTA.

Ipeanazuu Mepkhn npu ynorpeda

AMIyaTa ¢ BaKCHHa ce pa3knauia Ao0pe 40 noayyaBaHe Ha XOMOT€HHA CYCTIEH3H.

HHxekTHpaHeTO ¢e H3BBPILIBA CBC CYXa UIJIa.

KakTo mpy BCHYKH HHXEKLHOHHH BaKCHHHM, BAaKCHHHDAHMAT TpaAOBa [a OCTaHE MMOJ JIEKAPCKO
HabmoaeHue 30 MHHYTH clen UMYHH3aIMATA.

Ha He ce H3nosn3ea aMnysia ¢ HapyuieHa Uaa0CcT WIH H3TPHT/HedaceH Haanuc!

Ja He ce NpRJara HHTPaBeHO3HO!

Apyrn aexapcerea 1 TETAIH®

Tpabra na kaxere Ha Bauins nexap, ako Bue uin BaleTo JeTe NpHeMare, HACKOPO CTe NMPHEMalTH WK
€ Bb3MOXKHO Ja [TpHeMaTe APYrH JeKapcTBa.

¢ HMMyHn3auusatra (pecnekTHBHO peuMyHnzauusara) ¢ TETAJIM® Moxe na ce
€AHOBPEMEHHO C JIPYTH BAKCHHH, KaTO BCAKA HHXCKLMOHHA BAKCKHA C€ IIpUIara Ha pa3nu
¢ pasjiIHYyHa CNIPUHLIOBKA H UIJa.




o TETAJU® e cbBMecTHMa ¢ BaKCHHH Cpellly TyOepkynosa, MONTHOMHENHT, XenaTHT b, MopOSuim,
pybeosna, npoTHBOOACHA BAKCHHA, MPOTHBOIPHITHA BAKCHHA, BAKCHHA CPEUly XBIITA TPECKA H BAKCHHA OT
H. influenzae type b n pobaska oT BUTaMHH A.

. Bakcunata O Morla Aa ce npuiara KakTO €JHOBPEMEHHO, Taka M B pPa3fiHYHO BpEME C
HMYHOrTOOYJIMHH. MSACTOTO Ha HHXEKTHpaHe Ha HMYHOTNOOYJHHHUTE € pasIMyHO OT TOBA Ha
npunoxeHus TETAJUD.

° [Ipy A, MOMIOXKEHH Ha UMYHOCYNPECHBHA TEpanuA € Bb3MOXHO a Ce MOAy4yd mno-ciabd
UMYHEH OTTOBOP.

. HsMa faHHH 3a B3aHMOAEHCTBHE C APYTU NEKapCTBEHH MPOAYKTH.

bpeMeHHOCT, KBpMeHe H GEepTHIRTET

Axo cTe OpeMeHHa MIIH KbPMHTE, cMATaTe, ye MOKe Z1a cTe OpeMeHHa WM MJaHHpaTe OpeMeHHOCT,
nocwrReTBaiTe ce ¢ Bawna nexkap unu dapmMaieBT npeay ynorpebara Ha Ta3u BaKCHHA.

bpeMeHHOCT

He ca npoBexxaaHH NpoyYBaHUs BbpXY PENpOLYKUUATA U PepTUAnTeTa NpH XHBOTHH ¢ TETA TN,
CoHI0 Taka He ¢ H3BeCTHO fanu TETAJIM® Moxe 1a NpUYKHHH YBpeXaaHe Ha IUI0Aa, KOraTo ce
npunara Ha OpeMeHHa XeHa, WK MOXe Aa NOBJIMAC Ha penpoayKTHBHATA cnocobHocT. TETAJIU®
TpAORa Oa ce npUnara Ha OpeMeHHa XKeHa CaMO NPH KaTeropuyHa HeoOX0IUMOCT, CBIVIACHO
HALHOHAITHUTE MPENOPBKH.

KspMeHe

He e U3BeCTHO Janu aKkTHBHHTE BelliecTsa, BkMoYeHH B TETAJIU®, ce exckpernpar B kbpMara.
EdextuT oT npunaranero Ha TETAIM® no BpeMe Ha KbpMeHe He € oueHeH. Twii kato TETAIU® e
MHAXTUBHPAH, PUCKET 33 MAHKaTa HIIH KbPMAYETO € MAIKO BEPOATEH. BBIIpekH TOBa, pUCKOBETE U
NMONI3UTE OT BAaKCHHALIHATA TpAOBa Ja 6B/aT OLICHEeHH NPEJH [1a Ce B3eMe pelicHHe 33 HMYHH3HpaHe Ha
KbpMella xeHa, He ca Hann4HM AaHHH 3a NMpUnarase Ha BAKCUHATA 110 BpeMe Ha KbPMEHE,

DepTUINTET
TETAJIU® He e oneHsBaHa B NPOYYBAHNA 32 PepTUIHTET.

Illlojnpane u pabora ¢ MalIMHN

Hama HHpopmalmsa, kosto aa npexnosara yue TETAJJH® noenuaRa cnocobHOCTTA 3a modUpaHe U
paboTta ¢ MaLLIHHA.

3. Kax na ce npuanara TETAAR®

TETA/IU® npeacTasniBa HHXXEKUHOHHA CYCIIEH3HA 32 HHTPaMYCKYIHO (i.m.) NPHUNOKEHHE B aAMITYIIH
no 0,5 ml. EnHokpaTHaTa qo3a Ha BakcHHata e 0,5 ml. [Ipeau ynotpeGa aMmynara ¢ BakCHHaTa ce
paskiaia godpe Ao nNoayvyaBaHe Ha XOMOIeHHA CYCNeH3NA. 3a BCAKO JIMLE ¢€ U3MO0J3Ba HHAMBHAYAIHA
CTEPUIIHA CNPHHLOBKA H Hraa. MHXeKTHpaHeTo ce H3BBpLUBA € Jpyra CTEpPHIHA H CyXa Hria
MYCKYJIHO B ropHaTta 4acT Ha JeNTOMAHHA MyCKY] Ha pbKaTa. B3qyxbT OT CIpHHLIOBKATA TpsibBa
Ja C€ H3roHU Npeau MOCTABAHETO Ha CyXa uriia. BakcHHata ce npunara genéoko HHTPAMYCKYJIHO
B ACNTOHOHUA MYCKYN Ha pbKaTa.

¢ IThpBHYHA UMYHH3ALHA CpeLly TeTaHyC M AudTepHd, 3aoyHaTa ciell 7 roaviliHa Bb3pacT ce
H3BbpLIBa TpHKpaTHO AbJI0oko HHTPAMYCKVYIJIHO B nentonaHus MycKysl Ha PBKATa: IThPBUTE ABE
no3u no 0,5 ml npes uHTEpRan oT HEe NMo-Manko ot 30 JHM MeXXAy OTACTHHTE NO3H U TpeTa fno03a oT 0,5
ml — ot 6 g0 12 Meceua cnen Bropara. B ciyuali Ha nponyckaHe Ha Jo3a, TA ce Mpuiara npH
Bb3MOXKHOCT.

. Cneapamure peMMYHH3alWH ce CboOpa3ABaT ChC CXeMa 33 PEHMYHH3ALHH B
HMYHU3AUHOHEH KaneHaap.




. BakcuHanus ciel HapaHsBaHE WM H3rapfHe ¢ OMACHOCT OT TETaHyC, ako € Heobxoauma
peMMYHM3alua cpeury audrepus, ce ussbpuisa ¢ 0,5 ml apn6oko MHTPAMYCKYJIHO B genronanus

MYCKYJI Ha pbKaTa.

4. BL3IMOMKHH HEXKECIAHH PEAKIHH

KakTo BCHUYKH JCKAPCTBa, BAKCHHATa MOXKE [a NNPpCAH3BHKA HEXKCIIAHHK PeakllHH, BBIIPEKH Y€ HE BCEKH
FH NNoJIvHaea.

BB Bpb3ka ¢ npunoxeHnero Ha TETAZIN®, Hali-uecTHTE HexXeNnaHK peakiiH ¢a 3auepBaBaHe H
NoayBaHe Ha MACTOTO HA HHXKEKTHpaHe U NOBHILICHA TeMneparypara. PeakunuTe Hali-4ecTo 3anoysar
B paMKHTe Ha 48 vaca oT ReHs Ha BaKCUHaLMATa ¥ OT3By4apaT3a |l - 2 nHu .

Cneadnre HeXeNnaH! peaklMy Ca BKIFOYEHH MOPalu TAXHATA CEPHO3HOCT HIM 4ecToTa Ha
c¢hoblulasane:.

YecTH (Mozam Oa 3aceznam oo < 1/10 oyuiu)
- Hepa3snonoxenwue, nosuilieHa reMmueparypa = 38°C, 3a4yepssiBaHe M MoyBaHe HAa MACTOTO Ha
HHXKEKTHpaHe

HeuecTH (mMozam da 3aceznam oo < 1/100 oywu)
- 3aueppABaHe/MOAYBAHE > 6 CM Ha MACTOTO HA HHXEKTHpAHE,

Peaku (Mozam oa 3aceznam do < 1/1000 oywu)

- Uenynur

- JlumpaneHonaTus

- AJepruyHH peakiyH, BKIIIOYHTENHO aHadunakcus/aHapKNaKTHY-HH PeakKMH, YPTUKApHA U OTOK
Ha ycTaTa

- TlapecTte3uns, 3aMasHOCT, CHHKOMN

- [lospbiyane

- O0pus, NpypHTyC, epaTeMaTo3eH O0pHB, MaKynonamynoseH oOpuB

-  Muanrus, 6osika B KpalHULINTE, apTpaITHa

-  Bucoxa remneparypa 40°C, rpaHynioM HiH CTepuiieH abcliec HAMACTOTO HA HHXXKEKTHpaHe.

C HeH3BecTHA HeCcTOTa (oM HAIUYHUME OAHHU He MOoXCe Od ObOe HaNpaseHa olyenka)
-  CurapoM Ha [ unuad bape
-  bpouxocnassM.

I1pn cepno3HK HIH NPOabIKABALILY NO-ABATO peakiiuu ce obnpHeTe KBM JeKap.

CrofmaBaHe Ha HexeNlaHH PeaKLNN

AKO NOJYy4YHTe HAKAKBH HEXKeJIaHW JeKapCTBEHH peakuuy, yBeaomere Bamus nekap wix dapMmalesT.
Tora BkNOYBa BCHUKH BB3MOXHHM HEONUCAHHW B Ta3M JINCTOBKA HeXXeNlaHH peakvn. MoxkeTe cbilo fa
CHOOILIMTE HEXENaHH peaKLHH AHPEKTHO Ypes:

H3MTbAHHATENHA arcHLMA NO JIEKApCTBaTa

yn. ,.JaMaH I'pyep Ne 8

1303 Codus

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

Kato chobmaBare HexenaHH peakliMH, MOXETE Aa AAJeTe CBOA NMPHHOC 3a MONYyYaBaHE Ha MOBeYe
HHOpMalKg OTHOCHO 6€30MacHOCTTa Ha BAKCHHATA.,

3. Kak na cnxpanssate TETAIU®

Jla ce TpaHcnopTHpa ¥ ChbXpaHaBa B XnaaunaHukK ot 2°C o 8°C B opuruHanHaTa KapT
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Ha He ce AomycKa 3aMPBL3BAHE HA BAKCHHATA!
3AMPB3BAJIA BAKCHUHA E HEI"O/THA 3A VIIOTPEEBA!
Jla ce cpxpaHsABa Ha MACTO, HEJIOCTBIHO 34 Aela.

He w3nonieaiite TETA/IND cnen cpoka Ha roaHocrt, otdenszaH BbPXy €THKETA M KapTOHeHaTa
OMakoBKa, cnexn ,,J'oaeH f0:“. CpOKBLT Ha FOAHOCT OTroBapA Ha NOCIEHNA JAEH OT [MOCOHEHHS Mecell,

He u3xBbpnaiiTe nekapcTBaTa B KAHANM3ALMATA WU B KOHTeHHepa 3a AOMaIIHH oTnanably. [lonuraiite
Bauina ¢apManeBT Kak Aa H3XBLpAATE NEKapCTBATA, KOKTO Beue He H3NMON3Bate. Tean Mepky 1ie
CMOMOTHAT 3a OIla3BaHe Ha OKONHATa cpeja.

6. ChabpKaHHe HAa ONTAKOBKATA H AONBJHHTENHA HHGoOpMaLHe

Kaxkso coanpxa TETA/THD

Enna no3a (0,5 ml) cpappxa:

. AKTHBHHMTE BEINCCTRA:
[IpeuncTeH TeTaHM4YEH TOKCOU He 1no-Maiko ot 40 MexayHapoauu eapuuuym (1U)
[TpeuncTen audgTepreH TOKCOHA He No-Manko ot 4 MexayHapoaHu eannuny (IU)

A copbupaHu BBPXY aTyMHHHEB Xxuapokcua (Al™™) - He moBeye oT 1,25 mg

. HApyrute CbCTABKH Ca: HATPHER XJIOPUJ M BOMA 32 HHXEKIIHH
Kak mirnexna TETAJH® u KaxBo ¢cLILPXKA ONAKOBKATA

HrxekuuoHHa cycnieH3us B ammnyna (0,5 ml).

be3useTHa, npo3pauHa, caMouyneluia ce, CTeKJeHa amnyna (Tun I).
AMnynaute csabpxat TETAIU® B 06em 0,5 ml — 1 go3a.
AmMnynute ce onakosart no 1, 10 unu 50 6pos B kapToHEHA KYTHS.

[IpuTexaTen Ha pasperieHHeTO 32 ynoTpeba B npoH3BOAHTE

,,bYJI BUO — HLI3IIB* EA]
Oyn. "Axnko Caxkp3oB” Ne 26

1504 Codus
bbarapus

JlaTa Ha nocJaeAHO NMpepasriaexgaHe Ha JucroBkara: IOnu 2025r.




