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TETPAKCHUM 0,5 ml nHKeKUHOHHA CyCNEeH3Hs

TETRAXIM 0.5 ml suspension for injection ~ & & /.S / 13 -03- 2025
il

Aocopoupana éaxcuna cpewyy oupmepus, memanyc, Kokt (6e3xiemviid, Kosnonenmia) u’”
NOJUOMUCTIUM (UHAKMUBUPAHA) '
Diphtheria, tetanus, pertussis (acellular, component) and poliomyelitis (inactivated) vaccine

(adsorbed)

IIpouereTe BHHMATEIHO NSIJIATA JIHCTOBKA, NPEeAH BAKCHHHpaHe Ha Bawero aere, Thii kKaTo T
ChAbPKA BAXKHA 32 Hero HHGopmMauus.

® 3anasere Ta3H JIMCTOBKA. Moske /1a ce HAJIOJKH Jia s [IpoYeTeTe OTHORO.

® AKO MMaTe HAKaKBH JOIMbJIHHTE]IHN BLIIPOCH, NonuTaiite Bammsa nekap, papmaueBT 1
ME/IMLIMHCKA cecTpa.

e Ta3u pakcuHa e npeanucana iMuHo Ha Bamerto aete. He st npeotcTenBaiite Ha apyru xopa.

® AKO Baiueto nere nosryuu HAKakBH HeKeJIaHH JIEKAPCTBEHH PeaklMH, yBeaomere Bamius

JeKap, (papMaLeBT WK Me/IMIIMHCKA cecTpa. ToBa BKIIOYBA M BCHUKH BH3MOKHH HEKeIaHH
peaKlMH, HEOMHUCAHH B Ta3H JUCTOBKA. BuxkTe Touka 4.

KakBo ¢babpika Ta3u JIHCTOBKA

1. Kakso npeacrasnsisa TETPAKCHUM wu 3a kakBo ce u3nons3sa

2. KakBo TpsOBa 1a 3Haere, npeau aa ce npwioku TETPAKCUM
3. Kak na usnonszeare TETPAKCUM

4. Bb3MOKHHM HEXKEIaHU peaKiiH

3. Kak na cexpanssare TETPAKCHUM

6. CbabpiKaHHe Ha ONAKOBKATA M JIOMTBJIHUTEIHA HHPOPMALIHS

1. Kakso npeacrapiassa TETPAKCHUM u 3a kakBo ce n3no.13Ba

TETPAKCHM e BakcuHa. BakcunuTe ce M3M0JI3BAT 3a 3a1MTa OT MHOEKLIHO3HH 3a00IBaHMS.
Korato ce npunoxku TETPAKCHM, ectecTBeHara 3ammTa Ha OpraHu3Ma Ch3/1aBa 3alHTa cpely
Te3H 3a00/15BaHMS.

TETPAKCHM e nokasana 3a 3ammra Ha Bawero nete ot audprepus, TeTaHyc, KOKITIONM W
nosmomuenut (DTaP-IPV Bakcuna). TETPAKCHUM e nokasana 3a mbpBHUHA UIMYHH3ALIHS HA J€LA
HaBBLPLIWIKM 2 Mecella U 3a peBakCHHauus (OycTep 103a) 1o Bpeme Ha BTOpaTa roJiiHa oT KMBOTa H
Mexkay 4 U | 3-roamuiHa Bb3pacT.

2. KakBo TpadBa n1a 3naere, npean aa ce npuiaoxkn TETPAKCUM

3a j1a ObJIeTe CUTYPHH, Y€ Ta3H BaKCHHA € 1oaxoas1a 3a Bameto nere e BakHo na HHpOpMHUpaTe
Bauus nekap wim papmateBT ako HIKOS OT TOUYKHTE ce oTHacs 3a Barero nere.

He npuaaraiite TETPAKCHUM:

® AKo ieTeTo B e aslepruyuHo (CBpbXUYBCTBHTETHO)
-KbM HAKOH OT KOMITIOHEHTHTE Ha BakcHHaTa (H30poeHH B TOUKa 6).
-KbM IJTyTapajaaeXu/1, HECOMHLIUH, CTPENTOMHLIHH WM MOJUMHKCHH B (BelecTra, KouTo ce
H3I0JI3BAT NPH MPOHU3BOJACTBOTO HA BAKCHHATA H KOUTO MOrart jJia ObJaTt Mnpe/ICTaBeH! KaTo
CJIe/IW B HeA).
-KbM BAKCHHA Cpelly KOKJIIOUI (LAIOKIeThYHA HIH Oe3KJIeThYHA).

J AKO /1eTeTo BH € nposiBUII0 ajlepruuHa peakims rnpH rnpeaxoaHo MpHIoKeH
HJTH HA BAKCHHA, Ch/bprKallla ChIIMTE BEIECTBA.

® Ako nieteto Bu ctpana ot nporpecupaiia eHuedasonaris (MO3bUHH yBpe

e A il .




AKko aeteto Bu cTpana oT eHuedanonaTtus (MO3BYHH YBPEXKIAAHHA) B [TbPBUTE 7 [IHH Clle
NpHlaraHe Ha NpeauilHa 1033 OT BaKCHHA (De3KIeThYEH WM LISTOKIEThUYEH KOKITOL ).
AKo fieTeTo By HMa NOBHLIEHA TeMIIEpaTypa WIH OCTPO 3a00/BaHe, B TE3U CJIyYaH € 3a
NpearoyHTaHE BaKCUHALIMATA Ja CE OTJIONKH.

Ilpeaynpexaenns u npeina3Ha MepKH

['oBopete ¢ Bawrus nexap wiv gapmanest npeau aa usnonzsare TETPAKCHUM B cirydanTte onucanu
no-A0JIy:

Axko Bamero nere uMa orcnabeHa UMyHHA CHCTEMA, HIIH aKO € MOUI0MNEHO Ha JIEYEHHE C
KOPTUKOCTEPOHIH, UHTOCTATHIIH, THUYENCUEHHE WIIH APYTO JIEUEHHUE, KOeTO 0TcnabBa HMyHHATA MY
CHCTEMA: B TE3H CITy4aHd HMYyHHUA OTroBOp MOke Ja Onae HamaneH. Toraea ce mpenopb4Ba npeau
BAKCHMHAILIMATA a C€ U34aKa Kpas Ha JieucHHeTo Wik OostecTra. Benpeky ToBa Ha MLIA ¢ XpOHUYEH
UMYHeH AeduuuT, kato HIV undekums, ce npenopbsuBa BakcUHANMA, JOPH B H3paGOTEHUSA UMYHEH
OTTOBOP J1a € OrPaHUYEH,

Ako npu BaineTo aeTe caen npeaxoqHo NpuioKeHHe Ha BAKCHHA ChABPKALIA TETAHUYEH TOKCOM]
(BaKCHHA Cpellly TETaHYC) ¢a Bh3HHKHATH CHHAPOM Ha [uneH-Bape (Heo6uuaiiHa 4yBCTBUTENHOCT,
Mapanu3a) uiu OpaxuarneH HeBPHT (Mapajin3a, pa3npocTypalia ce 60JKa B pbkaTa v paMoTo),
PELUCHHETO 3a BAKCHHALIMA C BAKCHHA ChAbpXKallla TETAHHYEH TOKCOMA TpsOBa 1a 6bie NpeleHeHo
oT Baluusa nexap.

Axko Baiieto nete uMa HapyuleHHe Ha KPBBTa, KaTO HAMAIEHHE Ha OPos HA TPOMOOLIMTHTE

(TPOMOOLIMTONEHHS) WIH HAPYLLIEHHE B KDEBOCHCUPBAHETO, MOPAAM PHCK OT KBPBEHE, KOSTO MOKe

Aa C€ MOABH CIIE] HHTPAMYCKYITHO NPHIOKEHHE,

Axo Bamero fete uma/e umalio sgpaseH pobieM WITH aAepruvHy peakiyu, 0coGeHO alepriHyHu

peakuuy cnel npuwioxenue Ha TETPAKCHUM.

AKO © U3BECTHO, He HAKOS OT CJACAHUTE PeakLy e Bb3HHKHANA 10 BpeMe Ha MPUIOKEHHE Ha

BaKCHHa (peLICHHETO 3a MO-HATATBHLIHO NPHJIOKEHHE Ha BAKCHHH ChIbPXallM KOKIIO TpIOBa

BHHMATENTHO Ja ObJe npeuneHeHo):

-Temnepatypa 40 °C unu no-sucoka B pamkute Ha 48 yaca Ge3 ycTaHOBEHa Apyra NPUYHHA 32 TOBA

-Konanc uiH moJodHoO Ha WOK ChCTOAHUE C XMITOTOHUYEH-XHITOPEAKTHBEH eNu30 (TIOHWKEHA
€HEPrHs) B paMKUTE Ha 48 yaca OT BaKCHHAIIHATA

-HenpekscHat, HETIOBMHABAIL Ce IUTay, MPOAL/DKABAII 3 Yaca ¥ noBede, B paMKuTe Ha 48 yaca cien
BAKCHHALIUATA

-['bpuose ¢ nau 6e3 TeMnepaTypa B paMKHTE Ha 3 THM CJi€[] BAKCHUHALIMATA

Ako Bawieto nete e uMano repuoBe MpH BUCOKA TEMIIEPATYPA, HECBBP3aHH C MPEAUIIHA

BAKCHHALIMA, B TO3M CJIy4aH € 0COOCHO BAXKHO f1a Ce ClIeAH PENOBHO TEMMIEPATYpaTa B

MpoAB/DKeHHe Ha 48 Haca ¢ie/l BAKCHHALMATA U [Ipe3 TOBa BPEME J1a My Ce AaBaT 1eKapCTRa,

MOHWKABALIK TEMIICpaTypara.

Ako Baierto aete e noy4mio nogypaHe (eA6MaTO3HH peakLMH) Ha JOTHHUTE KpaliHULM, Clie[]

MH)KEKTHpaHe Ha BaKCHHA, ChbABpIKALIA CbCTaBka OT Haemophilus influenzae Tvun b, neete

BaKCHHH, BAKCHHATA Cpelly IUPTEPHA, TETAHYC, KOKTIOL H MOIMOMHUETUT H KOHIOraTHATA BAKCHHA

cpewty Haemophilus influenzae Tun b Tpabea na GbOaT NPUIOKEHHN HA PA3NIHYHH HHXEKLIHOHHH

MECTa U B Pa3IMUHU JHH.

[Ipunanbk MOXe 1a HaCTbIM CEA WM AOPH NMpPeJn BCIKO HHXKEKTUPaHe ¢ Mraa. 3aToBa,

yBeaoMmeTe Bamius ekap HId MeHUMHCKA CecTpa, ako Baweto aete € npunaaxano mpu

MpeaHLIHA HHXKEKIINA.

Apyra nekapcrsa uan pakcuniln H TETPAKCUM

Tasn BakcHHa MOXe 1a ce MpUnara eJHOBPEMEHHO, HO HA ABE PA3/IMYHH MECTA T.€. Ha Apyra YacT OT
TAJIOTO C BAKCHHA CpeLy MOPOWITU-NapoTHT-pyOeona, Bapuilena, M-M-RVAXPRO un
cpewry xenatuT b, HBVAXPRO Bakcuna.

3a NbpBUYHATA HMYHU3ALHMS U 32 MepBaTa peuMmyHH3ausa, TETPAKCHUM mosxke
CE U3M0JI3BA 3a pa3TBapAHe Ha KOHIOraTHa BakCHHa cpeuty Haemophilus influenza




(Act-Hib) unu fa ce npuioxu e THOBPEMEHHO ¢ Ta3W BaKCHHA, HO HA IBE Pa3TMYHHA HHXKEKUHOHHH
MeCTa T.€. Ha JPYra 4YacT OT TAIOTO.

B cryyaii, 4e Bauero nete Tpa6Ba na ce BakCHHMpa no eaHo | ¢bino Bpeme ¢ TETPAKCHUM u Apyry
BAKCHHH, MOJIA nonuTanTe Bauiua nekap vaH ¢apMaleBT 3a roBeve HHPOPMAaLHA.

Hudopmupalite Bamus nexkap unu dapmanesT, ako Batero aere [IpUEeMa, HACKOPO € NPUEMAIO WITH €
Bb3MOXKHO Aa MPHEME IPYTH JICKapCTRa, BIJIIOYHUTETHO M TAKMBA OTITYCKAHU 0e3 pelLienTa.

TETPAKCHM ¢ xpaHa, HATHTKH H AJ1K0X0JI
Henpunoxumo

bpemennocT, kbpmene H depraanTter
TETPAKCHM e npenna3sHavieHa 3a BaKCHHALMA Ha eua, 3a CJIyyaii Ha [oApacTBaLl, FOBOPETE C
Baiuus sexap.

lHIo¢gupane u pabora ¢ MalHnK
Hempunoxumo. TETPAKCHM e npegHa3zHauena 3a aeua.

TETPAKCHUM cbabpika pennaiaHnH, €TAHO H HATPHI

TETPAKCHM cpabpxa 12,5 Mukporpama ¢peHWIamaHuH BBB Beska 103a ot 0,5 ml. DeHunanaHuusT
MOJKE J1a € BPE/IEH 3a XOpa ¢ QEeHUITKETOHYPHS, PAAKO reHeTHUHO 3a6oNaBaHe, MPH KOETO ce HATpYyINBa
(beHHnananuy, T KaTO HE MOXKe [a Ce OTCTPAHABA HOPMAITHO OT TSJIOTO.

TETPAKCHM cbaspxa 2 mg ankoxon (eTaHon) BuB BesAka 1032 oT 0,5 ml. MajJKoTo KOJIHYeCTBO
alIkOXO0J1 B TO3Y JICKApCTBEH NPOLYKT HAMA J1a uMa 3abenexkHMH eheKTH.

TETPAKCHM coaspika no-masko ot 1 mmol Hatpuii Ha 1034, KOETO Ha MPAKTHKA O3HAYABA, Y€ HE
ChIAbPKa HATPHIA.

3. Kax n1a uanoazeare TETPAKCHUM?

BakcuHata TpabBa ce npHnara Ha BaweTo gete ot MEAMIMHCKY CICLMATHCT, KOUTO € 3aMO3HAaT ¢
BaKCUHHUTE.

o3upoBka

O6wata npenopbusaHa cxeMa BK/II0UBA MbPBUYHA BAKCHHALIMA, CHCTOAIIA C€ OT TPH HHIKEKLHM C
CAHOMCCEYHH HHTEPBAIH NOMEXIY UM, 3aM0YBalila OT AByMeCeUHa Bb3pacT, NMOCAEIRAHH OT
PCHMYHH3aLMA C €JHa 1034 MO BPEME Ha BTOpaTa rOfHHA OT )KHBOTA H pYyra PEUMYHH3aLHA MexXTy 4
H |13-roguuiHa Be3pacT.

HauuH Ha npunoxeHue

lIpustoxeHnero Tpsabea fa 6bae MycKy THO (MHTPaMycKyJTHO 1.m.). IIpenoprYBaHOTO MACTO Ha
HHXKEKTHPaHe e DepoTo PU KbpMayeTa U B FOPHATa 4acT Ha PbKaTa NpH aeua Mexxay 4 u 13 roaunn.
AKO MMaT¢ HAKaKBH JOITbJIHUTENHH BBIPOCH, CBbP3aHH C YyNoTpedaTa Ha Ta3K BAKCHHA, OMUTAaliTe
Bawus nexap unu ¢papmaLesT.

4. BbL3MOXKH# HeXKe/1aHH peaknHU

Kakro Benuku siekapctea, TETPAKCHM Moske na npeid3BHKa HEXENaHH peakLuy, BBIIPEK
BCEKM T'M MOJ1y4aBa.

Cepuo3nn aflepruuny peaknmny

Makap 1 MHOro paJIKO, CepHO3HHUTE aIEPrHYHM PEeaKLMH, MOTAT Aa Ce MOABAT Clie
OOMKHOBEHO JETETO € BCE OLLE Ha MACTOTO, KBIAETO Ce BAKCHHHPA.




AKO ce NMOSBAT HAKOM OT Te3U CHMITOMH CJIe/l HayckaHe Ha MACTOTO, KbETO Balero nete e

BaKCHHHpaHo, Tpabsa HESABABHO aa ce cBbpkeTe ¢ NeKap WIK 3 IOTEPCHTE MEIHLIMHCKA

IOMOII;

e llogysaHe Ha JIMLETO (OTOK HA AHLETO), BHE3ANHO MOAYBAHE HA JIMUETO U LIKATA (aHrHoeneM,
OTCOK Ha KBHHKE).

* BHe3amHO M CEPHO3HO HEPA3NONIOKEHUE ChC CITaJl B KPBbBHOTO HANIATAHE, KOETO [IpUYMHABA
CBETOBBPTEXK U 3ary0da Ha Ch3HaHWE, YCKOPEH ChPAEYEH PUTHM, CBBP3aH ¢ AUXATE/HH HapylleHHs
(aHapMIaKTHUYHA peakiys ).

JApyru HexxeaHn peaklHn
Ako Bauieto Aete noiyun HAKOA OT CACHUTE HEXENAHH PEAKLIMH, AKO TA MPOABIDKU TBJITO WIH
CTaHE CCPUO3HA, MOJIA YBeoMeTe Baunid jiekap win papMalesT.

MHoro HecTH HexelaHH peakiind (ChoOLIAaBaHH ca (pu noeeye ot 1 Ha 10 aena)
e 3aryba Ha aneTHT

Heperoct, pazgpa3sHHTEHOCT

Heobuyvaen ruiau

CBHAHBOCT

[ naBoGonue

IlospblitaHe

Myckynnu 6onku (Muanrus)

3ayepBsiBaHe (€pUTEM) HAa MACTOTO HA MH)KEKTHPAHE

bonka Ha MACTOTO Ha MHDKEKTHPAHE

Ilonyeane (eneM) Ha MACTOTO Ha HEDKEKTHpaHe

Temneparypa 38°C wiu no-Bucoka

Hepaznonoxenue

Cnex npunaraHe NbpBUHHATA CEPHS, YECTOTATA HA pEaKLMUTE HA MHKEKIMOHHOTO MICTO MMAT
TEHACHLIMA J1a C€ YBENHYABaT C IpUIarale Ha Oycrep Jo3aTa

HecTun HexkenaHu peakivu (Morar na sacernar ao | Ha 10 nena)
o JHuapus
* YnubTHEHHE (MHIypaLus) Ha MACTOTO HA MHXKEKTHPAHE
* PasCcTpoMCTBO Ha CHHH

Heuectn Hexkenann peaxuuu (Morat aa 3acersart ao | na 100 neua)
* 3aucpBsBaHe U NoAyBaHe (€deM) 5 CM U noBede Ha MACTOTO Ha HHKEKTHPAHE
¢ Temnepatypa 39°C unu no-Bucoka
* Heobuuaen nnay, NnpoALmKUTENEH HENOBIUABALL CE TL1aY (IIPOXB/DKABALL [TOBEYE OT 3 yaca)

Peakn Hexenann peakuuu (Morar ja 3aceryat 1o 1 Ha 1 000 neua)
e Bucoka temnepatypa Haja 40°C

PeakiMH ¢ HeM3BECTHA Y€CTOTa (YecToTaTa He MOKe a 6bIe onpeaesieHa, Thil KaTo peakLHHTe ca
CBLOOLIIABAHK MHOTI'O PSIZIKO)

* I'npyose ¢ unu 6e3 Temneparypa.

* 3aryba Ha cb3HaHue (CHHKON).

* OOpuBy, 3auepBaBaHe U cbPOEK HA KOXKATA (EPUTEM, YPTHKAPHS).

®

OBLKMpHY peakMK HA MACTOTO Ha HHIKEKTHpaHe (oBeye OT 5 M) ¢ noayBaHe (eaeM), Kos
MOXE [1a C€ pasnpoCTPaHH IO LEIHA KpalHUK, Ha KOWTO € MpUIokKeHa BAKCHHATA
peakuus OOHKHOBEHO BB3HUKBA B paMKHTe Ha 24 - 72 yaca ciie BAKCHHALIMATA, )/
NPpUAPYXKCHA CBC 3a4€pBABaHE (€PUTEM), 3arpsaBaHe, YYBCTBUTENHOCT MITH Goih § .

Ha HHXKEKTHpaHe. Te MpemMUuHaBaT CrioHTaHHO B paMKUTE Ha 3-5 aeHa. =

e [lonyBaHe Ha XJe3uTe B 00JIACTTA HA WMATA, MO MUIIHULIMTE WIH ClIabHHHUTE %
(IMMbageHonaTHs). A
%




Hpyru peakimu, KOHTO Morat Aa ce nosssaT, korato TETPAKCHM ce npunara eHOBPEMEHHO ¢
Haemophilus influenzae Tun b KoHIOraTHa BakcHHa:

e EneMaTo3HW peakuMH, 3acATaliy €IMHUA WK 1BaTa JOJHH KpaliHHKa MOTAaT /1a HACTBIIAT Clle
BAKCHHALlUA ¢ BAKCUHA, chabpxkawa Haemophilus influenzae Tvm b. Te3u peakUny ce nogBapar
IMaBHO /el MBPBUYHHTE WHIKEKIIHH U ce HAOII0JaBaT B paMKHUTE Ha IThPBUTE HAKOJIKO Yaca CJIeN
BakCHHaUHATA. [IpuapyaBamyTe CHMITTOMU MOTAT Aa BKIIOYBAT LMaHO34, 3a4epBABaHe, MPEXoHA
ITypITypa U CHJEH Mj1a4y. BCHYKH peakuuy OT3ByuaBaT CIIOHTAHHO B paMKUTE Ha 24 yaca Ge3
HeOOXOOUMOCT OT JieUeHHE.

Bn3moxHH HexellaHu peakuny (T.e. He ca 6unn crobmasanu TouHo ¢ TETPAKCHM, Ho ¢ npyru
BAKCHHH CBABKALIH €IUH WITH HAKOJIKO aHTHIreHa, ceaspKallv ce B TETPAKCHUM) ca caeauuTe:

* MpexojHa 3aryba Ha YyBCTBHTEJHOCT, Mapanu3a (CHHApoM Ha ['uned-Bape) u napanusa, 6o1ka u
CKOBaHOCT (OpaXHaJieH HEBPHT), Pa3lIpOCTHPAILH Ce B PBKaTa H paMoTO.

®  eNM30aM, KOoraTto BalleTo nete M3riexna B ChCTOAHME NOAOOHO Ha HIOK, AETETO € 6/1e0,
OTITYCHAaTO U HE pearrpa 3a H3BECTHO BpeMe (XUIIOTOHHYHH-XUTIOPEAKTUBHH €ITH301H).

¢  [pH HeNOHOCEHH DebeTa (poaeHH BB MM fipeam 28-Ta recTalMOHHA CeAMMLIA) 3a 2-3 IHU cJen
BaKCHHAL{MATA MOJKE a KMa TO-TOJIEMH TIaY3H MEeXKIy BIULIBAHUATA.

AKO HSKOA OT HEXEIaHNTE PEaKLMH CTaHe CEPUO3Ha, WM HabmoNaBaTe HeXENaHH peaKiuH,
HEOMUCAaHH B Ta3U JUCTOBKA, MON UHGOpMHpaiiTe Balius nekap Mnu gapmalesT.

Cro0IaBane HA HEXEJIAHH PeaAKLHH

AKO TNOJTy4HTe HAKAKBH HEXE/IaHH JIEKAPCTBEHH peakuyy, yBenaoMeTe Bamusa nekap, papmanest win
MEIULIHHCKA cecTpa. ToBa BKIIOUBA BCHUKH BB3MOKHH HEOMTHCAHH B Ta3H JIKCTOBKA HEXKEAAHH
peakuy. MoxkeTe CBILIO 13 ChOOLIMTE HEXETAHU PeaKUHH IHPEKTHO Ypes:

HaneiiHKTeIHA areHuus no JeKapereara

yi. ,,Jlamsu ['pyes” No §

1303 Codus

Ten.: +35 928903417

yebcaiT: www.bda.bg.

Kato crobLuaBare HEXKeTaHH peakiMi, MOXKETE 1a AaJeTe CBOS MPHHOC 3a N0/IyYaBaHe HA MOBeYe
HH(POPMaLIHA OTHOCHO 6€30MacHOCTTA HA TOBA NEKAPCTBO.

5. Kak aa cexpanssare TETPAKCHM

Jla ce ceXpaHaBa Ha MACTO, HEOCTRITHO 3a AclA.

He n3nonseaiite TETPAKCHM cnen cpoka Ha rogHocT, 0TOeNA3aH BbpXy €THKETa, KapPTOHEHATa
onaxoBka. CpOKBT Ha FOJHOCT OTroBaps Ha MOCAEAHHA JEH OT MOCOUYSHUS MECelL.

Ha ce cexpansBa B xnaaminux (2 °C — 8 °C). [la He ce 3aMpa3ssba.

He u3nonseaitte TETPAKCHM, ako 3abenexxute HeOGHYAEH LBAT MITH HATHUYME HA Uy>/IH YaCTHIIK.
He u3xBbpiisTe nekapcTBaTa B KaHAH3aLMATA HIM B KOHTeHHepa 3a AoMaluHK oTnagblu. [lonuTaiite
Bamims hapmaueBT Kak Jia H3XBbPNIATE ICKAPCTBATa, KOUTO BeUe He 3non3Bate. Te3n MepKH Lue
CIIOMOTHAT 3a ONa3BaHe HAa OKOJIHATA Cpeda.

6. Chabp:kanne Ha ONAKOBKATA H A0Nb/IHHTEIHA HEGOPMALIHS

Kakso ¢baspka TETPAKCHUM

AKTHBHHTE BeIeCTBA Ca:
Eana nosa (0,5 ml) ceabpxa:




JTHDTEPHEH TOKCOHA ..ot eeeete e e e e e e et e eee e ee e He no-Maixo ot 20 [U23 (30 Lf)

TETAHUUEH TOKCOHI .....oevevvireenieereeeeeeceereeeee e eeresressesesseasesseesasssensans He mo-MaJiko ot 40 IU* (10 L)
AHTHUIr¢HH Ha Bordetella pertussis:
TIEPTYCHC TOKCOMI .....eveeecee et ee e, 25 MUKporpama
OUIAMEHTO3EH XEMATTYTHHHH' .....oooiivivveeeieieteeteeseeeeeeeesesevsesseseeesnenee, 25 MHKpOTpaMa
[TonnoMuenuTeH BUPYC (MHAKTHBHpaH)®
Tar 1 (aM MahOnEY) ..ot eev e ettt e e e eenes 29 D-aHTHreHHHA eaUHHLITH ©
T 2 (aM MEF-1) oo eee e 7 D-aHTHTreHHH eqUHHULM 8
THI 3 (THAM SAUKE) 1o.veicviiii ettt er e s e e 26 D-auTvredus equHMLH ©

' agcopGUpaH Ha ATyMHHHEB XHAPOKCHL, xuapatupad (0,3 munurpama Al°*)

* KaTO JO/IHA MPaHHLA Ha I0BEPHTENHHA HHTEpBat (p= 0,95) 1 He mo-manko ot 30 U kato cpeaHa
CTOUHOCT

* WM eKBUBAICHTHA AKTMBHOCT, OMpeaelieHa Ypes OLEHKA Ha HMYHOT€HHOCTTA

! KaTo JONHA rpaHKLA Ha I0BEPUTENHUA UHTEpBa (p= 0,95)

> kyaTHBHpaH BPXy VERO kneTku

® KO/IMYECTBATA HA TE3M AHTHUI'€HH Ca aBCOMIOTHO CHILMTE KATO Te3y, W3pa3eHHu npeau Tosa kato 40-§-
32 D-aHTHreHHH eJMHHLIK, CbOTBETHO 3a BUPYCH THI 1, 2 M 3, KOraTo ca U3MepeHH upe3 npyr
MOAXOASLE HMYHOXHMHUYEH METO

AJTYMHUHHEB XHAPOKCHI € BKJIIOYEH B Ta3H BAKCHHa KaTo aIcopOeHT. AJICOPOEHTHTE ca BeILeCTBa,
KOHTO C€ BKNIIOYBAT B ONPEACTCHH BAKCHHH, 3a 14 YCWIAT, NOOOPAT WITH VIBJKAT 3alIUTHHTE
edexru Ha BaKCHHATA.

HAPpYruTe ChCTaABKH €A:
Cpena 199 Hanks 6e3 (eHo0BO YyepBeHo, ieicHa OLeTHA KMCE/TMHA W/HH HATPHEB XMAPOKCHI 34
kopexuua Ha pH, popmanaexun, peHokcneranon, eranon, 6e3B0AEH H BOJA 38 HHIKEKLIHH.

Kak nirne:kaia TETPAKCUM u kakBo c¢biAbpika ONaKOBKATA
TETPAKCHM e unXeKUMOHHA CyCIIeH3Hs, NPeANara ce KaTo €IHO030Ba IPeIBAPUTENHO
Hanb/JIHeHa cnpyuHUoBKa (0,5 ml).

OnakoBku oT | wiu 10 Oe3 urna, c NPHKPENEHa Uria, ¢ | OTaenHa Mria Wiy ¢ 2 OTAeIHHY UIJIH.

He Bcuiku BMI0OBE ONaKoBkM Morat Aa GbIar rmycHaTtH B pogaxba.
IpuTexaren Ha paspelieHHETO 32 YROTPe6a ¥ NPOH3BOAHTEN

[IpuTexkaresi Ha pa3pelleHHeTO 32 ynoTpeda
Sanofi Winthrop Industrie

82 avenue Raspail
94250 Gentilly
(Pdpanuus

IIpou3BoauTEN
Sanofi Winthrop Industrie
1541 avenue Marcel Mérieux

69280 Marcy I’Etoile
(DpaHuuA

Sanofi Winthrop Industrie

Voie de I’Institut - Parc Industriel d’Incarville
B.P 101

27100 Val de Reutil

Ppa”Huus




Sanofi-Aventis Zrt.

1225 Budapest

Campona u. 1. (Harbor park)
YHrapus

3a NOTBIHKTENHA HH(GOPMALIHA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBIKETE CE C JIOKATHHS

[IPEACTABHTEI Ha MPHTEKATENIA Ha pa3peleHHETo 3a ynorpeba:
Cyukc buodapma EOQO/I, ten.: +359 2 4942 480

/laTa Ha NocAeAHO NpepasrieKAane Ha IMCTOBKATA AHyapn 2025 r.

[locouenara mo-gomy vHQOpMaIMsA € IpeIHa3HAYEHa CaMO 32 MEIHLIMHCKH CIELMATHCTH:

3a CIpMHUOBKH 0€3 MPHKPETIEHH HIJIK, OTAE/IHATA HIJIa TPIOBa 12 ce MOCTABH TUTHTHO KBbM
CIIPUHLUIOBKATA, 3aBbPTaHKH A Ha €1]Ha YETBBPT.

[Ipean UHKEKTHPaHe COPUHIIOBKaTa TpAOBA 1A ce pa3laTH A0 NOJyYaBaHE HAa XOMOTEHHA MBTHA
Oene3HHKaBa CYCIEH3HS.

Ha ce npunara uHTpamyckyaHo (i.m.).

IlpenopsuBaHOTO MACTO 33 HHXKEKTHPAHE HA BAKCHHATA € aHTEPONATEPATHATA YacT Ha beapoto (B
CpeHaTa My TPETHHA) NPH KbPMAYEeTa ¥ MANKHK JicLia M B ACITOMAHATA 30HA NIPH JeLa Mexay 4 u 13
rogvilIHA Bh3PAaCT.

Tazu BakcHHa HuKora He TpabBa 1a ce npuara B KPhBOHOCEH CBI (BBTPECHI0BO).




