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TETAAU® uHKeKIHOHHA cycnemuﬂ
Aocopbupana saxcuna cpewy Ougpmepusi u memarnyc ¢ HAMAIEHO AHMUSEHHO c‘bdbpofcaHue

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

ITpoyereTe BHUMATEIHO USAIATA JIMCTOBKA, IPEJAH Ta3H BAKCHHA /1a Objie NpuIoxena Ha Bac nim

Ha Bamero aere, Thil KaTo TH CHABLPKA BaxkHa 32 Bac undopmanus.

- 3amnazere Ta3u JTMCTOBKA. MOKe /1a ce HAJIOXKH J1a 5l IPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOMbAHUTEHN BbIPOCH, NonuTaiTe Baluus sexap unu GpapmauesT.

- Tasu BakcuHa € npeanycaHa JM4HO Ha Bac winu Ha Baweto nete. He s npeorcTenBaiite Ha ApyTru
xopa.

- Axko Bue unu Bawero aere nosjiyudTe HSIKaKBU HEXKeJIaHW JIEKAPCTBEHW PEaKUUM, YBEAOMETE
Bawus nekap wiu dapmaueBT. ToBa BK/IIOYBA M BCHUYKM BB3MOXKHM HEXKEIAHW PEaKIHH,
HEOMUCcaHu B Ta3u JIMCTOBKA. BuskTe Touka 4.

KakBo cbabpika Ta3H JIHCTOBKA:

Kakgo npencrasnsea TETAIM® u 3a kakBO ce U3Mos3Ba

Kaxkso Tps6Ba na 3naere, npead TETAIU® na Obne npunoxkena Ha Bac unu Bawero nere
Kak na ce npunara TETAJITU®

BB3MOXKHH HEXXeNaHu peakLun

Kak na cpxpanssare TETAIM®

ChabprkaHie Ha OnakoBKaTa U JOMbJIHUTETHA HHOpMaLHs

1. Kakso npencrapassa TETA/IU® u 32 KaKBO ce H3I10/13Ba

TETAJIU® npencrapiisiBa CyCrneH3usi OT NPEYUCTEHU TETAaHUYEH U AU(TEPHEH TOKCOM/L TIOTYUeHH Ype3
JEeTOKCUKHpaHe ¢ hopMallAEXU/l U TOMUIMHA HA TeTAHUUYEeH U AU(TepHeH TOKCHH, MOy4€HH OT KyJITypH
ua Corynebacterium diphtheriae v Clostridium tetani. Tokcouaure ca ancopoUpaHy BbpXY ajlyMHUHHEB
XUIAPOKCHI.

Bakcunara TETAJIU® ocurypsiBa 3awmura cpelly 3abosisBaHe OT TeTaHyc U JudTepHs Ha aeua Han 7
FOJMHM M Bb3pacTHU. UMYHHUTETHT Cce 3aciiiBa Clie]] PEUMYHH3aLMs U Ce CUUTA, Ye MPOabJKaBa OT 5 10
10 roqunu.

TETAJIU® e npeaHazHa4yeHa 3a peMMyHHW3aL|s CPELLy TeTaHyC U AN(TepUs NpH Jela Haj 7 FOJUHH 1
Bb3pacTHH. [IbpBUYHATA UMYHU3ALMS CpeLLy TeTaHyC U AudTepus, 3anoysa ciiell 7 roAuLIHA Bb3pacT.
TETAIM® moske cblio na ce mpuiiara 3a BaKCUHaALMS CJIeJ HapaHABAHE WJIM M3rapsiHe ¢ OMacHOCT OT
TETaHyC, ako € HeoOX0AMMa peMMyHH3aLus CpeLy AU TepUs.

2. Kakso TpsioBa na 3uaere, npean TETAIU® na 6bae npuioxkena na Bac niau Bamero aere
TETAJIA® ne TpsiGBa Aa ce MpHJIAra IpH

®  CBPBXYYBCTBHTEJIHOCT KbM aKTHBHUTE BELUECTBA WJIM KbM HAKOS OT OCTAHAJIWTE CbCTaBKH Ha
BakcHHaTa (U30pOEeHH B TOUKa 6).

®  aHAMHECTHYHHW JAHHM 3a MPOSBU HAa CBBXUYBCTBMUTENHOCT MPH MPEAXOXKAALIO MPUIOKEHHE Ha
BaKCHHAaTa.

[Mpu HamMuue Ha MPOTHUBOMNOKA3aHUS JIEKYBALUUAT JIEKap MPeELEeHsBa ChOTHOIIEHUETO

npunoxeHuero Ha TETAIN®.

Ipenynpexaenusi 4 NpeanasHd MepPKH NPH ynorpeba

Hpeaynpexnpenns



° l'oopere ¢ Bawms nexap uian dapmauest, npean aa Bu 6wae npunoxena TETAIIM®.
HMmyHu3anmaTa ce U3BbpIUBA CJE/ Ha3HaYaBaHe OT JieKap.

° Jluua undexrupanu ¢ XUB (HIV) ce umynusupar ¢ TETAJIU®, cbrinacHo yTBbpCHaTa CXeMa
32 UMYHH3aLMSL.

° 3a gMLa ¢ MMyHHa HEJNOCTATBhYHOCT HJIM MOIOKEHM Ha JIeYeHHe, MOATHUCKAILO0 MMYHHATa
cHCTeMa ce MpenopbuBa OTJaraHe Ha HWMyHM3aUMsTa/pedMyHHauusTa, (ako e TIuiaHoBa) [0
NPUKITIOUBAHETO My, Thil Karo epeKTbT OT WMyHM3aLMsTa MOXe na Obje no-cnab. B ciyuyal Ha
HapylIEHHe Ha KPbBOCHCHPBAHETO BaKCHHATA MOXE Ja Ce MpUlara Mo M3K/IOYEHHE JbIOOKO
MOJIKOXHO.

° Kaxere Ha BaLuus Jjekap, ako Bue unu Bawero aete cre MManu 31paBOCioBHH NpobiemMu el
npujiaraHe Ha BaKCHHaTa.

Ipeana3au Mepku npu ynorpeda

Amryjarta ¢ BaKCHHA ce pa3kialia 1o0pe 10 Mojy4aBaHe Ha XOMOreHHa CyCMEeH3us.

HHXeKTHUpaHeTO ce M3BBPLLBA ChC CyXa UIJa.

KakTo np¥ BCHYUKM MHKEKLUHOHHH BAKCHHHM, BAaKCHMHUPAHHUAT TpsOBa na OCTaHe MOJA JIEKAapCKo
Habaroaenye 30 MUHYTH Cile[l MMYHHW3aLUATa.

Jla He ce W3MoN3Ba amMnyJia ¢ HapylieHa LsJIOCT I U3TPUT/HESCEeH Haanuc!

Jla He ce mpuJjara HHTPaBeHO3HO!

Hpyru gexkapcrea 1 TETAAU®

Tpﬂ6Ba Ja KaKETC Ha Baiuus JIeKap, ako Bue wnu BalieTo aere npyuemMaTe, HaCKOPO CTE NMpHEMaAJU UITA
€ Bb3MOXKHO J1a nNpuemaTe ApYru JICKapCcTBa.

° Umynusauusra (pecniektrBHo peumynusauusrta) ¢ TETAIHM® wmoxe na ce W3BbpLIBA
€THOBPEMEHHO C IPYrHd BAKCHHH, KaTO BCSAKA MHKEKIIMOHHA BAKCHHA Ce TpuJlara Ha pa3jinyHO MACTO U
C pa3jM4yHa CIPUHLOBKA U UIJIa.

° TETAJIU® e cbBMecTHMA ¢ BAKCHHH cpelily TyOepKyJ103a, ONMMOMUENNT, XenaTuT b, MopOuiu,
py6eouia, npoTHBOOSCHA BaKCHHA, TPOTUBOIPUITHA BAKCHHA, BAKCHHA CPELLLY XKbJITa TPECKA M BAKCHHA OT
H. influenzae type b u nobaBka oT BUTaMUH A.

° BakcuHata 64 Mmorna jJa ce mnpuiara KakTo €JHOBPEMEHHO, Taka W B PasJM4HO BpEME C
MMYHOTI00YIMHH. MACTOTO HAa WHXXEKTHPaHe Ha HMMYHOIJIOOYJHWHWTE € pasjiMiyHO OT TOBa Ha
npunoxenus TETAIIU®.

° Tpu nKua, NOANOKEHH HA MMYHOCYTPECHBHA TEpArksi € BB3MOXKHO Ja ce Mojyuu mo-ciad
HUMYHEH OTrOBOp.

° HsMa nanHu 3a B3aUMO/ICHCTBHE C APYTH JIEKAPCTBEHH MPOIYKTH.

BpemenHocT, KbpMeHe B (pepTHIMTET

Ako cre GpeMeHHa MM KbPMHTE, CMATATe, Ye MOXe [a cTe OpeMeHHa WM iaHupare OpeMeHHOCT,
rochbBeTBalTe ce ¢ Bamus nekap wid GpapmMaueBT Npeay NPUIOKEHUETO HA Ta3U BAaKCHHA.

He ca npoBexaH{ M3MUTBaHKs 32 PENPOJYKTHBHATAa TOKCHYUHOCT Ha BaKCHHATA, NOpajil KOCTO HE ce
npernopbYBa KMyHH3aLMs [0 BpeMe Ha OpPEMEHHOCT.
Hsma naHHM 3a npujiaraHe Ha BAKCHHATa M0 BPEME Ha KbpPMEHE.

Ilopupane u paboTa ¢ MAIIMHU

Hsama undopmauus, kosto aa npeanonara ue TETAJIU® noenusea cnocoGHOCTTa 3a LIO
paboTa c MalIHHH.

3. Kak na ce npunara TETAIU®
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TETAJIU® npencraisBa HHKEKLMOHHA CYCMEH3HUS 32 MHTPaMYCKYJIHO (i.m.) MPUIOXKEHHE B aMITyJIh
no 0,5 ml. Eanokpathara no3a Ha BakcuHara e 0,5 ml. Ilpean ynorpeba ammynara ¢ BakCHHaTa ce
paskuiaiia nobpe 10 rnojlyvyaBaHe Ha XOMOreHHa CyCNeH3Ms. 3a BCAKO JIMLE CE M3M0JI3Ba MHAWBHTyallHa
CTepUSIHA CNPUHLIOBKA W Wrja. MHXEKTUpaHeTO ce M3BBbpLUBA C ApYra CTepwjiHa M Cyxa Hria
MYCKVYJIHO B ropHara 4acT Ha JeJTOMAHMS MYCKYJl Ha pbKaTa. Bp3ayxbT OT CHIpHHLIOBKATa TPAOBa
Jla ce M3TOHH Npei MOCTABIHETO Ha Cyxa uria. Bakcunara ce npunara asnooko MFHTPAMYCKYJIHO
B IENTOUIHUS MYCKYJl Ha PbKaTa.

o [TbpBYYHA UMYyHHM3alMs CpeLly TeTaHyC W AUPTEpHs, 3anoyHaTa ciefl 7 FOAMIIHA Bb3pacT ce
u3BbpIIBa TpUkpatHo 1bjid6oko MHTPAMYCKYJIHO B nentouiHus MyCKyJl Ha pbKarta: IbPBUTE B
no3u no 0,5 ml npe3 uHTEpBan OT He NMo-manko ot 30 AHKM MEXy OTASIHHTE 103U U TpeTa n03a ot 0,5
ml — or 6 g0 12 meceua crnen BTopata. B ciywall Ha nporyckaHe Ha [03a, TA Ce MNpujiara npu
Bb3MOXKHOCT.

° CHeHBaLU,I/ITe pE€UMYHH3aLHUHU CC CT>O6p335{BaT CbC CXE€Ma 3a p€UuMyHHU3alHu B HauuonanHus
HMYHH3AUHOHECH KaJjiCHaap.
° BaKCI/lHaLlI/IH cjie] HapaHsBaHE WM M3rapsiHe C OMAacHOCT OT TETaHyC, ako € HCO6XOILHM3

peuMyHu3auus cpeity audrepus, ce uzsbpiusa ¢ 0,5 ml xbnd6oko MHTPAMYCKVYJIHO B aenrouanus
MYCKYJI Ha pbKaTa.

4. BBb3MOxKHE HeKeJIAaHH pPeaKkluu

KakTo BCHUKH leKapCcTBa, BAKCHHATA MOJKE J1a MPEIU3BHUKA HEXEJIAHU PeaKLMH, BbIIPEKH Y€ HE BCEKU
I'¥ NoJryyana.
e C HeusBecTHa 4ecToTa (OT HAJIMUHKTE JaHHHU HEe MOJXe a Obje HarpaBeHa OLEHKa)
Ha MACTOTO Ha MH)KEKTUPAHETO Ha BaKCHHATa OMXa MOTJIH 1a Bb3HUKHAT JIOKAJTHH PEaKLMH KaTo:
e GoJiKa, 3auepBsBaHe, JieKa NOJYTHHA U YIUITbTHEHHE, KOUTO OT3ByuaBaT 3a | — 2 JHM.
e MOHSKOIra MOXKE J1a MMa JIEKO TOBHUILIEHWE Ha TeMMepaTypaTa, KOeTo npeMrHaBa 3a 1 - 2 1HH.

HpH CEPHUO3HHU UJIM TNMPOAb/DKaBally No-AbJro peakumm ce O6’preT€ KbM JICKap.

Cpo0maBaHe HAa HEXKeJIAHH peaKUHH

AKO MOJTyuMTe HAKAKBH HEXENaHU JIEKAPCTBEHHM peakLuHu, yBeaomeTe Bawus nekap unu Gapmanesr.
ToBa BKJIFOUBA BCUYKH Bb3MOXKHM HEOMMCAHU B Ta3W JINCTOBKA HEXKEJAHH peakuu. MoxkeTe ChLIOo Aa
CBHOOLIUTE HEXKENAHU PeaKlMK IUPEKTHO Upes:

M3nbiaHATEIHA areHUus Mo JeKapcTBaTa

yi. ,,Jdamsn ['pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

Karo C'bO6U_laBaTC HEXEJIaHW peakuuM, MOXKETE Ja HaAeTe CBOA NMPUHOC 3a MojsydaBaHE Ha TIOBEYEC
l/IH(bOpMaul/ISI OTHOCHO 0€e30MacHOCTTa Ha BaKCUHATA.

5. Kak na cbxpansiBate TETAJIU®

Ila ce TpaHcnopTHpa U cbxpaHsBa B xjaaunHuk ot 2°C 1o 8°C B opuruHaiHara KapToHeHa ONaKoBKa.
Ja He ce 1onmycka 3aMpb3BaHe HA BAKCHHATA!
3AMPB3BAJIA BAKCHMHA E HETOIHA 3A YIIOTPEBA!

lIa C€ ChbXpaHsBa Ha MACTO, HEAOCTHIIHO 3a AeLa.

He wusnonssaiite TETAJIM® crnen cpoka Ha rogHOCT, OTOE€Ns3aH BbPXY €TH
omnakoBka, ciefl ,,l oneH 10:“. CpoKbT Ha FOAHOCT OTrOBaps Ha MOCEAHUS EH OT,



He u3xBbpsiiTe NiekapcTBaTa B KaHAIM3aLMsATa U1K B KOHTEHHEpa 3a IoMallHK oTrnaabuy. [lonuraiTe
Bawus ¢apmaneBT Kak Oa M3XBbPJSTE J€KapCTBAaTa, KOMTO BEYE HE W3Mos3Bare. Te3n MEpKH Liue
CTIIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpeia.

6. ChabpxaHHe HA ONAKOBKATA H AOMbJIHATETHA HHPOpPMAL U

KaxkBo cvabpxa TETAJU®D

Enna nosa (0,5 ml) cbappxa:

° AKTUBHMTE BELIECTBA!
[IpeuncTeH TeTaHUYEH TOKCOUT He no-masko ot 40 MexnyHapoanu eaunuum (IU)
[Ipeuucren qudTEpUEH TOKCOUT He no-manko ot 4 MexayHapoauu eaunuuy (1U)

Ancopbupanu BbpXy anyMHHHEB Xuapokcua (Al77) - ne noseue ot 1,25 mg
° Jlpyrute CbCTaBKH ca: HATPUEB XJIOPU U BOJA 3a MHXKEKLIMU
Kaxk msraexna TETAJIA® u kakBO ChbAbpPKa ONAKOBKAaTAa
WmxeximonHa cycnensus B ammyna (0,5 ml).

BesugerHa, npo3pauHa, camoyyrnelia ce, CTbkjieHa ammyna (tun I).
Amnynute chabpkar TETAJJU® B o6em 0,5 ml — 1 gosa.
Amnynute ce onakosat no 1, 10 uau 50 Opos B kKapTOHEHA Ky THS.
IIpurexaren Ha pa3pemIeHHETO 32 YNOTPeda H NPOU3BOIUTE
,bYJI BUO — HI3I1E* EOO/{
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Bovarapus

JlaTa HA MOCJIENHO NpepasriexIane Ha JHcToBKaTa: anpuia 2022 r.




