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Codis, boarapis

TETATOKC
BAKIIUHA AIl
Baknuna npoTH npasus (aacopoosana)

OInuncC

BakIMHA MiCTHTh OUMIUEHHH MpPaBLEBHil aHATOKCHH. AHATOKCHH ajcopGoBanuii Ha alIOMIHIIO
rizpokcui. Tiomepcan BUKOPHCTOBYEThCS SK KoHCepBaHT. OjHa s03a 0,5 M mae AKTUBHICTH HE
menme 40 MO.

CKJAJL 03A
O0’eM 0,5 mn
[TpaBLeBHii aHATOKCHH 20 Lf/mn (ue menme 80 MO/min)
Auominito rigpokcug (A1) He 6uibIne 2,5 Mr/mi
Tiomepcai He 6impine 0,1 Mr/mi
BBEJEHHA

Ilepen BUKOPUCTAHHSM BAKIMHY CJI1JI CTPYCHTH 10 OTPUMAaHHA OJTHOpIIHOT cycneH3ii. Bakuuny
HeoOGXiZHO BBOJMTH BHYTPIIIHBOM f30BO. JIs KOXKHOI iH’€KUii HEOOXiJJHO BHKOPHCTOBYBATH
CTEPUIJIBbHI TOJIKHU 1 IIITPHITH.

CXEMA IMYHI3ALIT

Bakimuna All, 0 BHKOPHCTOBYETHCA IS TONEPEKEHHS MOMUIMBOCTI 3apakeHHs MpaBliem/
HEOHATAJIBPHMM TIPABIEM CKJIANAETBCA 3 JBOX INEPBHHHMX J03 mo 0,5 M, IO BBOJATECA
BHYTPINTHEOM S30BO 3 iHTEPBAJIOM He MEHIIE YOTHPHOX THIKHIB 3 NOJANBIINM BBEICHHAM TPETHOI
703 He MeHIle Hik depe3 6 MicsaiiB. 1 MIATPUMKH IMYHITETY JKiHOK IIPOTH IPaBIs IPOTATOM
BCHOIO 11EPioJy BANITHOCTI PEKOMEHIOBAHO IU'ATh 103. UerBepry 403y HEOOXIAHO BBOUMTH HE
MEHIIE HDK depe3 pik Mic/s TPeThoi H03H, a II'ATY J03Y BBOIATH HE MEHIUE HiXK Yepe3 PIK Miciii
yeTpepToi 103u. All iMyHizauilo MOKHa POBOAMTH GE3NMETHO TIijl 9ac BATiTHOCTI HABITH INiJL Hac
NEPIIOTO TPHMECTPY. s paHimie Hemy}usoBaHHx KIHOK pexoMeHaoBaHo 1Bi no3u AlT mij gac
BariTHOCTI, 3 IHTepBa.IIOM He MeHIe 4 THKHIB, JAPYry J03y HeoOXiJHO BBOJMTH HE MEHIIE HIX 3a
JIBA THOKHI J10 TIOJIOTIB, 11100 3armo6irTH MaTepHHCHLKOMY Ta HEOHATaIbHOMY IIPABIIO.

All BakIMHY TaKOK CJIiJl IPH3HAYATH B CHTYaLlifX, KOJHM iCHy€ PU3UK PO3BHTKY NpaBLi Bij Oyiib-
AKOTO IHIIOrO jyKepena (HAmpHKIaj, TpaBMH). Y TAKHX BHINAJIKaX, Y PaHille HEiMyHI30BaHOI
JIOJMHH PEKOMEH/I0BAHO BBENCHHS INOHAMMEHIIE JBOX 103 3 IHTEpBAJIOM HE MEHIIE OJHOTO
Micsns, /st 3a6e3neyenHs 6a30BOro 3aXMCTY BiJl IpaBLd, a Ul IiJTPHMKH IMyHITETY HEOOXinHE
Gyze BBEJCHHS NONATKOBMX OycTepHHX 103. HamioHanbHi rpadixu iMyHisauii MicTATh Ou1bII
JeTalbHY 1H(pOpMaLIo.

Bakuuny AIl MO’KHA BBOJMTH OJHOYAcHO 3 BakiuHamu BIDK, nporu Kopy, KpacHyXH, IapoTHTY,
nomiomienity (OIIB Ta ITIB), renaruty B, Haemophilus influenzae tuny B Ta %0BT01 INXOMAHKH,
a TaKO Pa3oM i3 BBEJICHHSIM J0JIaTKOBOIO BiTaMiHy A.

MOBIYHI PEAKIIII

Pijki Ta nerki. Moske BHHHKHYTH THMYAcOBa 9y TJMBICTh Ta MOYEPBOHIHHA B MICII 1K’ €K1,
MOJKJTMBE TIi/IBUIIEHHS TeMIIepaTypH Tina. BakIMHy MoHA 0e3eYyH0 BBOAHTH MiJ yac
BariTHOCTI.

IIPOTUIIOKA3AHHA
Bazkka peakuisa Ha nonepeanio 103y sakuunu All
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CHMITOMAaTHYHHM, IOBUHHI OyTH iMyHi30BaHi BakuHo0 Al 32 CTaHAAPTHHMH rpadikaMH.

3BEPITAHHA
Baxuuny AIl HeoOxinno 36epiratu ta TPaHCIIOPTYBATH IIPH TeMuepatypi Big +2°C no +8°C.
HE 3AMOPOXYBATH!

ITiciist BIAKpUTTA GaraTono30Bi durakonu HeoOXigHO 30epiraTi npu Temmepatypi Bix +2°C o +8°C.
barartonososi ¢giakonn Baxkumnu Al 3 sikux GyJ10 B3TO OAHY 4H AeKiabKa 103 BaKIHHHU MijI
yac cecii BaknmHauii, mMoxyTh BHKOPHCTOBYBATHCh Y HACTYNHHX Cepisx Bakumuaunii
ITPOTSATOM MaKCHMYM 4 THKHIB, 32 YMOBH BHKOHAHHS BCiX YMOB (siK BKa3aHo y [Ipoepammiii 3asei
BOO3: Buxopucmanus eiokpumux 6azamodo306ux ¢naxonie y nacmynnux cecisx IMYHi3ayii,
WHO/V& B/00.09):

* Tepmin nmpuaaTHOCTI He 3aKiHYHBCS;

* Baxuunn 36epirarorscs y BijmosigHux YMOBax XOJIONOBOTO JIAHLIIOTA.

* MembOpana diakony BakLHHA He Oyna 3anypena y Bojy;

¢ Jlns HaOuMpaHHs BCIiX 1103 3aCTOCOBYBAIacs aceNTHYHA TeXHiKa.

* DnakoHHHH TepMoinmKaTop (VVM), He 10cAT TOUKH yTHm3auii (qus. VVM Bkmajxy).

YIIAKOBKA
Bakunna nocrasnserses y ¢nakonax mo 10 Ta 20 10s.

BUPOBHHUK: BB - HIIII JITa.
Bya. Sinko Caxkazosa, 26, 1504 CO®IS1, BOJITAPISI
Ten.: +359 2 9446191
®axc: +359 2 9433455
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Bepcin 4, 02/2016

KOPOTKA XAPAKTEPUCTHUKA JIIKAPChKOTO 3ACOBY

1. HA3BA JIIKAPCBKOI'O 3ACOBY

TETATOKC cycnensia q1s in’exuiii

Baxyuna npomu npasys (adcop6osana)

2. SIKICHUI TA KLIBKICHUM CKJIAJ

TETATOKC — ne cycneH3is 04HIIEHOr0 NpaBLEBoro AHATOKCHHY, aAcOPOOBaHa Ha TIPOKCHIl AJTFOMIHIO.
OtpumyioTs 3 ToxcuniB Clostridium tetani mnsxom (opmanbaerinHoi neTOKCHKAIT 3 ToxATBIITHM

OYHIIICHHsIM.

1 no3za 0,5 M1 MICTHTE:
Ounmennii npaBLeBHii aHATOKCHH — He MeHme 40 MO,

Ancopb0oBaHo Ha riZpoOKCHAI amoMiHilo — He Gibie 1,25 Mr

Lonomixna peyoBuHa 3 BiloMoio giero: 0,5 mi (1 noza) mictuts 0,19565 MMmons (exBiBanenTHO 4,25 Mr)
HaTpilo (auB. Posin 4.4),

Barato0308i ¢1akouu MicTsTh TioMepcan B SKOCTi KoHcepBaHTa — He 6iibmie 0,05 mr 8 0,5 M (1 no3a).
IloBHui nepentik IONOMIXHHX PEYOBHH JMB. Y po3zimi 6.1.

3. JIKAPCBKA ®OPMA

CycneHsis is in’ e,

TETATOKC — ne cycnensis 6immux a6o cipux 4acTHHOK, JHCTIeprosanux y 6e3bapsuiii abo 61imo-30BTii
PiZHMHI, i MOJKE yTBOPIOBATH Ocaj Ha Hi amITy/IH 9H GIaKkoHy.

4. K/ITHTYHA IH®OPMAIIISA

4.1 TepaneBTHYHI NOKa3aHHSA

Bakuuna TETATOKC nokasana s cnenudivsoi NpO(UIAKTHKH NPaBILs:
1. Iepsunnoi BaximuHawii Ta pepakimuanii y JIOPOCIIHX.

2. EKeTpeHoi moCTeKCIo3HLiiHOT IipodinakTHEH IIPH TPaBMax Ta OIKax.
3. Cnenudivnoi npodinakTikn NpaBus y HOBOHAPODKEHHX.

4. IlpodinakTHKH HEOHATANLHOTO TPABILL.

4.2 Jlo3u Ta cnoci6 3acTocyBaHHsS

ﬂ 03YBAaHHS
IIEPBUHHA BAKLIMHAIIS

IlepBunna BaKIMHALISA TPOBOIHTECS JIOpOC/INM, SIKIIO BOHH paHilie He 6y/IH MIENeHi], 32 BCTAHOBIEHO]
BIJICYTHOCTI 3aXHCHOTO THTPY (< 0,01 JIO/M1 (10BinbHI OZIMHHILI)) 260 JaHMX IIPO HENOBHY IMyHI3aIlito.
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Ileperuna BakIMHaNis Kopocanx cklamacThes 3 ABOX OKpeMHX 2103 1o 0,5 M1, mo BBoasTLCS 3 IHTepBaIOM
B1/1 30 10 50 uiB Mixk mepmoro Ta ApYrolo fAo3amu. Y pasi nponycky no3u ii cin BBOJIHTH, KOJIH IIe
MO3KITHBO.

PEBAKIIUHAILIS

Iicns nepBUHHOT BakLMHANI] AOPOCTHX NepUly peBaKLHHALIIO MPOBOISATH depes 1 pik micns Apyroi gosu
NEPBUHHOT BAKLIMHAIL].
Hacrynni Gycrepui pepakummanii ciig TIPOBOMMTH koXHi 10 pokie pasosoro nosoo 0,5 M BaKIIHHH
TETATOKC. V¥ pasi NponycKy 103 abo HexOTpHMaHHS IHTEpBAIB Mix IH’EKUIsAME, nomanbui i
BH3HAYAIOTBCSA JKapeM.

EKCTPEHA NIOCTEKCHO3HUIIITHA INNPO®LTAKTHKA IIPU TPABMAX TA OIIIKAX

1. ImynizoBani oco6u

Ocobam, 110 oTpuManu NEPBHHHY a0 YaCTKOBY BAKIMHALLIIO, BEOIHTHCS pasosa no3a 0,5 M1 BakuuEH
TETATOKC, He3anexHo Bin BIKY MalieHTa.

Pexomennyerscs cnocrepiraty 3a HenmoeHicTIo BAKIIHHOBAHUMH 0c00aMH /10 3aBEpINEHHS IOBHOTO Kypcy
IMyHi3ajf.

2. HeimynizoBani oco6n

Bsonsits pasosy nosy 0,5 mn Bakmuuun TETATOKC CTIOCTEPITalOTh 3a NallieHTOM /10 3aBEPILICHHA
TIOBHOTO KypCy iMyHi3aIii.

O060B’s13k0B0 32 MpH3HAYCHHAM JiKaps BBOISTH BHYTPILIHEOM A30B0 B IHITY JiNSAHKY O/IMH 13 3a3HAYCHHX
3aco6iB nacHBHOI ceponpodinakTHk:

1. Imynorno6ynin moaunn NIPOTHNPABUEBUH — pa30Ba J103a JIs miTedl i JOPOCIHX CTaHOBHTHL 250500 MO.
2. IlpotunpaBiesa cUpoBaTka — TiALKH NpH 3arpo3IMBHX /I :KMTTH CTAHAX i micas TeCTy Ha
YYTIHBICTB 10 KiHCHKOT CHPOBATKH nepen seenennam! [pnsnavaiors oaH0paszoro B 103i 1500-3000 MO

3QJICKHO BiJ BIKY Nalli€eHTa.

Crenndiuny npodinakruky NPaBUs CJIi IPOBOJHTH OJHOYACHO 3 XipypriuHo 06po6Kkoi0 panu Ta
AHTHOAKTEPIaNLHOIO Tepanielo 3a HeoBXiqHOCTI,

Pexomennanii mozno nocrexcnosmmiiiuoi NPOINAKTHKH IpaBIIs IpH TPaBMax Ta OMiKax, 3aJICXKHO Bifl THITy
PaHH Ta IMyHHOTO CTATyCY IHaLieHTa:

Tun pauu HauienT veimynizoanmnii ITanienT moBuicTIo iMyHi30BanMIi W
260 yacTkoBO Yac 3 MOMeHTY ocTanuboOi OycTepHoi 703H
iMynizoBanuii Bin 5 no 10 poxie Binbme 10 pokis

Yucra, neBesnka | Po3noynite a6o 3aBepmiTh | He sactocoBysarn 1 mo3a 0,5 M1 TETATOKC
NEePBHHHY IMYHI3aIliio ] TETATOKC a6o 6yns-
J103010 SIKUH 1HIIHH 3aci6 s
0,5 mn TETATOKC crienudigHol

NpOOIIAKTHKY IpaBLs

Benuxka, rmuboxa, | B OIHY PYKY: 1 no3a 0,5 mn B onny pyxky:

ajie yucra ado IMyHOrmo6ynin moguun TETATOKC ImyHOrNIO6YNIH MIOIHEK

HeBEJIHKA, ajle IIPOTHIIPABLEBHIA, NIPOTHIIpaBLeBHii, 250 MO*

inpikoBana 250 MO® B inmny pyky:

I no3a 0,5 mn TETATOKC®
B inmy pyky: 7
1 no3a 0,5 m1 TETATOKC" - \\ A
I[ToBHa iMyHizanis 3rigno \\
3 HalliOHAJILHUM 260
CTaHIapTHUM Trpadikom / BK(
BaKIHHALli], :
CuiibHo indikosana| B oy pyxy: 1 nosa 0,5 ma B omny pyky:




Oe3 cagaii abo 3 IMyHOrIOOYIIH MI0AHHH TETATOKC IMyHOTTTOOYTIH JTFOJTHHH

: ; npoTHnpasuesHi, 500 MO™ | . ) , i
M13HbOIO caHaljero | 1P P XipypriuHe JiKyBamms rpoTunpasuesui, 500

) MO"
B iHmy pyky: ek
1 mo3a 0,5 mn TETATOKC aHTHGlaKTeplaJIbHa B iy pyKy:
Teparis
IMoBHa iMyHI3a1is 3T1AHO 3 " agsa 0, o
TETATOKC

HallOHaJIBHHM abo

cTaHgapTHHM rpadikoM ) |
BaKIHHALI1. [ToBHa iMyHI3alis 3riIHO 3

HaI[lOHAIBHUM 200
CTaHJapTHUM rpadikom
BaKIMHAIIII.

Xipypriuse nikyBaHHA paHH
Ta aHTHOaKTepiaJbHA
Teparis

XipypriuHe J1iKyBaHH:
[PAaHHM Ta aHTHOaKTepiaibHa
Teparis

* BUKOPHCTOBYHTE Pi3HI IIIPHIIA, TOJKH Ta MiCId JUIS 1H’ €Ki,

IlepeunHa iMyHi3allisi peKOMeHY€ThCs TAK0K NAICHTaM, IKi paHille XBOPiIA Ha NpaBellb, 0CKUILKH
3aXBOPIOBAHHS He MPH3BOJHTE 10 YTBOPEHHS A0CTATHLOI KiILKOCTI aHTHTLN i He dopmye imyniTeTy
A0 MpaBIs.

CIHEOUP®TYHA ITPOPLITAKTHKA ITPABISA Y HOBOHAPO/IKEHHUX
ITpoBoguThCs pH HeOe3NeyHHX No3aliKapHIHHUX MOJIoTax 1 IOTaHuX CaHITAPHHX yMOBax.

1. Mamu neimynizosana

1.1 TETATOKC BBoauThcs MaTepi y mo3i 0,5 mi, sika nepeOyBae Iij HaryIsgoM [0 3aBEePLICHHS IOBHOTO
Kypcy iMyHizanii.

1.2. ImyHornoGy.iH juoansu nporunpasuesuii no 500 MO BBoaMTECA MaTepi Ta HOBOHAPODKEHOMY.

2. Mamu imynizoeana oo eazimnocmi
2.1. Martepi BRoasate TETATOKC y no3i 0,5 M.
2.2, ImyHornoOyniH MOAHHN NpoTHIpaBueBHii no 250-500 MO BBOAMTECS HOBOHAPOLKEHOMY.

3. Mamu imynizoeana nio yac sazimiocmi
3.1. V pa3si Baxkkoro iHhiKyBaHHS, iIMyHOrJIOOYIIiH JHOIMHM npoTunpasiesui no 250-500 MO BeoauThes
HOBOHAPOKEHOMY.

KpiM 3axofiB mpodinakTHKH TpaBLs, IyNOBHHY HOBOHApOKEHOT0 00poOasioTh  BIIMOBIAHHMH
AHTHCENTTHYHHMH 3aco0aMH.

NMPOPITAKTHKA HEOHATAJIBHOI'O ITIPABIIA

PekoMeHyEThCS KIHKAM AITOPOAHOro Biky abo BariTHUM 3 JJaHHMH TNIPO BiJICYTHICTH/HENOBHY IMYHI3aIlil0.
Cnenundivna npodilakTHKa NPOBOJHTECSA J0 BAariTHOCTI (AKILO IJIaHY€ThCA) a0 NMPOTATOM HEPLIHX TPLOX
MicAIliB BariTHOCTI. BoHa ckiamaeThes 3 IBOX MEPBHHHHX /103 1O 0,5 MJI, 110 BROAATHCA BHYTPIITHEOM A30BO
3 IHTEPBAJIOM He MEHILe YOTHPLOX THXHIB. Ilepmy peBakmuuanio n030:0 0,5 Mi nposonaTs uepes 1 pix
micns Apyroi NEpBHHHOI 103H.

Cnocib 3acTocyBaHHSA

PazoBa nosa Bakuuuu TETATOKC cranosuts 0,5 mn. Ilepen BBeneHHAM ammyiny/diakoH HeoOxI
CTPYCHTH JI0 OTPHMAaHHs OHOPiAHOI cycnensii. OaHOpiAHICTE cycneHsii 3abe3neuye HaleKHy aﬁcoﬁﬁu'ito
BaKI[MHH 3 Miciis 10’ ekuii. Jyis HaGupanss 1031 HeoOXiJHO BUKOPHCTOBYBATH OKPEMHH CTEPHABHMH IINPHLL
Ta TONKy. IH’€KIil0 BBOAATH iHIIOK CTEPUIBHOID CYXOK TOJKOK BHYTPILIHBOM S30BO Y. BEPXHIO
nensTonoAiGHy AiNAHKY pykd. Bynn6amiku moBiTps Clij BHAATHTH 31 WINPHLA NIEPe]l THM, SIK HANIITH CYXy
TOJIKY Ha IITPHIL.



4.3 IlpornnokazaHns

ITinBuIECHa YYTIHBICTE 10 6Y/IB-9KOT 3 JIOMOMIKHUX PEYOBHH, 3a3HAYEHHUX Y po3mini 6.1
['inepayTnuBicTh 10 NoONEpeAHLOr0 BREICHHS BAKLMHH B aHAMHE3].

3aranbHi NPOTUIIOKA3aHHA 10 IMyHi3aii:

o I'octpi indexuiiini 3aXBopioBaHHA, BKIIOYAKOYH HIEpio] PEKOHBaNecHeHIi]

o JInxomanka

o AKTUBHHH TyOepKyns03

o J/lekoMrieHCOBaHa cepleBa HEJOCTATHICTD

o Ilyxposuii niabeT, THPEOTOKCHKO3, TeKOMIIEHCOBaHA HA/IHUPKOBA HEJIOCTATHICTh

o I'ocTpi 3amancHus NEHTpanbHOT HEPBOBOT CHCTEMH — MEHIHTITH, eHuedanitH, MeniHroenednaniTh

o XpOHIYHi aKTHBHI renaTHTH Ta Glriapauil Hpo3

o Indexmii cevoBuBiqHMX mNAXiB

o Heppornunuii cuampom

o AyTOIMyHHI 3aXBOPIOBAHHS

o Anieprisi, BKIIOYAlOYH JaHl Ipo 10K, Habpsk Keinke Ta immi Basxi aJepriyni peakuii Ha anepren,
IPHCYTHI B BAKI[HHAX,

o Eninencis

IHIi 3aranpHi IPOTHNOKA3aHHs, BKIIOYEH] 0 HAIliOHATEHOTO 260 CTAHJAPTHOTO KaJIeHAAP: LICJIECHb.

IIpn HasBHOCTI NIPOTHMIIOKA3aHb JiKap OLIHIOE PH3HK 3actocyBaHHsa BakuuHH TETATOKC a6o
3aXBOPIOBAHHS Ha MPaBeIlb.

4.4 OcobanBi 3acTepexenns Ta 3anobixui 3axoan NPH 3aCTOCYBaHHI

IMyHi3aLixo NPOBOAATE MICHs MEAUYHOTO OTIIALY.
ITauienram, indikoBaHuM BipycoM iMyHOmeinmTY nroguam (BLJI), Bakumnauis, pesakuunanis TETATOKC
— BIUIOBIAHO CTaHAAPTHOMY KaJICHAAPIO IIETUICH.

Edexr imynizauii Moxumeo Gyne sHixenmii mpu iMyHOzehiumTax 260 y mauieHTiB, MO MPOXOAATE
IMYHOCYNIPECHBHY Tepaliio. Y soMy BHNaJKy PCKOMCH/IYETBCS BIAKIACTH iMYHI3aWiio (SKIO TIAHYETHCS)
10 IPUNHHEHHS IMyHOCYTIPECHBHO] Teparii.

PexoMenayeThCcs yHHKATH iMyHi3amii ymonsm, mo OTPHMaJH NEPBHHHY BaKIMHAaLi0 ab0 peBakiMHAIliI0
NPOTATOM 5 POKIB, 106 YHHKHYTH Tillep49yTAHBOCTI THITY ApTioca.

CniZy fOTpUMYBATHCS 0GEPEKHOCT] y NAIIEHTIB 3 IOPYIICHHAMH 3rOpTaHHA KPOBi.
TETATOKC micTuTh HaTpiii.

[leit nmixapcekwmii 3aci6 MicTHTH MeHLIe 1 MMONB Hatpiro (23 MT) Ha 1103y, TOGTO Maif:Ke He MiCTHTE HaTpilo.
4.5 Bzaemonis 3 inmuMu JikapcskuMH 3aco6amMu Ta inwi BHIA B3acMoiii

Baxuunanito (peBakumHanioo) sakuuaolo TETATOKC MoxHa IOPOBOJMTH OJHOYAaCHO 3 IHIIMMH
BAKIIHHAMH, 332 yMOBH, INO BHKOPHCTOBYIOTHCS Di3HI INNPHIM, TONKH Ta Micus iH’ekiiii. Baxkiuny
TETATOKC mosxHa 3acTOCOBYBaTH 0AHOYACHO 3 BakIHamu BIDK, NPOTH NOJIIOMiENiTY, TenaTuty B, kopy,
KpacHyXH, TIapOTHTY, CKa3y, TPUILY Ta XOBTOI IHXOMAHKH, BaKIMHOIO npoTh Haemophilus influenzae THIIY
b Ta pa3oM i3 BBEJICHHSAM BiTaMiny A.

TETATOKC MmoxHa 3acTOCOBYBaTH K OIHOYACHO, TaK i OKpPEMO 3 iMyHOrnoOymiHamu. SIKIO BBOASTSH
onHoYacHo iMyHorno6ynin Ta TETATOKC, ix Heo6XiTHO BBOMHTH B pi3Hi IAHKH Tina.

Jlani mozno B3aeMoii 3 inmmmu J1ikapchkuMy 3aco6aMu BiCyTHI.

4.6 3acTocyBauns mix yac BariTHocTi Ta roayBanHs ITpyIo

BariTHicTs ;
HeMae nannx npo mikizuiasuii Brims B acnekTax HCOHATATBHOT TOKCHYHOCT] 260 TEPaTOr¢HHOTO NOTCHLIATY
Bin 3actocysanns TETATOKC nig uac BariTHOCTI 3 METOIO NpoiNaKTHKH NPaBIisi HOBOHAPOKCHHX.
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I'pyaiHE BUTOOBYBAHHA
B niepios nakramii aHTHTLIA NIPABLsl BUAUIAIOTECA 3 IPpyJHUM MonokoM. OJIHaK BIICYTHI JaHi, 10 CBIAYAThH
PO TOKCHYHY JiI0 Ha HOBOHAPOIKECHUX/HEMOBNAT npH 3actocyBanHi Bakuman TETATOKC y xinok, mo

TOAYIOTh IPYJULIO.

4.7 Bnine Ha 3JaTHiCTR KepyBaTH TPAHCOHOPTHMMH 3acofamMu a0o mnDpanwBaTH 3 IHIIAMH
ABTOMATH30BAHUMH CHCTEMAMH

Hemae panux npo te, o TETATOKC moxe noripimiuTH yBary Ta 3JaTHICTb KEpyBaTH aBTOMOOIIEM i

IPALIOBATH 3 IHITHMH MEXaHi3MaMH.

4.8 ITobiuni peaxnii

Micnesi peakiuii MOXyTh BUHHKATH B Miclli iH’ekuii Ta 30epiraTHcs nNpoTsaroM oAaHoro abo aBox aHiB: Ginb,
IIOYCPBOHIHHS, YYTJIHBICTh Ta JIerkuil Habpsax. Mose crnocTepiraTics He3Ha4yHe MiIBUILIEHHS TEMITEPATypH,
110 MHHae 3a 1-2 aHi.

Ilpn GararoxpatHoMy BBefieHHi TETATOKC 3 inTepBazoM MeHmeE 5 pOKIB MOXKE BHHHUKHYTH
rinepyuyTIMBiCTh 3a THIIOM ApTioca. BoHa NposiBIsSeThCS MICIIEBOIO PEeakiielo MpoTATOM Bij 2 110 8 roaun
THCIISA BBEJICHHA.

Jlikapcekuii 3acib MICTHTB TioMepcand, sK KOHCEpPBaHT y 0aratono3oBHX (IakoHax i MOXe BHKIMKATH
aJlepriyHy peakliio y Bac/ Ballol JHTHHH.

IloBigoMaeHHS Ipo NiIo3pioBaHi mobiyHi peakiii

INoBinoMneHHs Mpo Migo3pioBaHi No0iYHI peakuii mici peecTpalii penapary € BaxIuBuMi. e 103B0IUTH
3]iHCHIOBATH TOCTiHHMHA MOHITOPHHI CHiBBiJJHOIIEHHS KOPHCTBH/PH3HK JIKapcBKOTO 3aco0y. MeamuHux
NpaIiBHHKIB MPOCATE MOBIAOMIIATH Npo OyAb-sKi Ii103pioBani noGiyHi peakiii yepes HallloHAIbHY CHCTEMY
nojlanus iHgopmarii.

4.9 IlepenosyBanns

IlepenosyBanns niel BakIHHE ManoiiMoBipHe. Bee 3k y pasi nepeno3yBaHHs NalicHT NOBHHEH 3aHIIATHCA
I MEAWYHHM HarJIigoM He MeHIe 2—3 JIHIB.

PexoMenryeTeCs PETEIBbHO NEPerisHyTH aHaMHe3 MallieHTa 100 MONepeaHiX iMyHizanii (B ToMy uucii
reTepOreHHHMH CHPOBATKaMHM), 100 YHHUKHYTH BBECHHSA HEIIOaBHO BAKIIHHOBAHMM a00 PEBaKIMHOBAHUM
ocobam.

5. PAPMAKOJIOI'TYHI BJACTHUBOCTI

5.1 ®apmakoaHHaMiYHi BJACTHBOCTI

(apmakoTepanesTHuna rpyna: IIpornindexuiiini 3acobn ans cuMcTeMHOro 3acTOCYBaHHA, BAKIMHH,
0axkTepiajibHi BAKIIMHH, BAKIIHHH NPOTH NPAaBIA, NIPaBUEeBHIi AHATOKCHH

Kon ATX: JO7TAM 01
TETATOKC — ne ounmena agcopboBaHa BaKIIHHA IPOTH npasus. OTpUMYIOTE 3 TokcuHiB Clostridium
tetani nUISXoM GopManbIeriiHol IeTOKCHKALIT 3 IOAAbIINM HarpiBaHHM.

5.2 @apmakokiHeTHYHi BJACTHBOCTI

TETATOKC — ne npemapaT OYHIICHOTO IPABLEBOTO0 AHATOKCHHY, L0 € KOMIOHEHTOM KOMOIHOBaHHMX
pakiuH: JJIOTETKOK, ,[[I(DTET ta TETAJlI®. TETATOKC 3a6e3neqye 3aXMCT Bia npasud. IMyriTer
3'ABIMETLCA Micnd Apyroi iH’ekuii, miacHmoeTbed micys OycTepHHX iMyHizawiii i 30epiraeTscs 6J’.{H3I:K0
POKIB micJist KO:KHOI OycTepHOl iMyHizawii.

OnnuM i3 3acobiB NiKyBaHHS NpaBIg € crenHdiyHa iMyHHOnmpodiTakTHKA MpaBlEeBHM aHATOKCHHOM. B

OpraHi3Mi JIIOJJMHH BiH BMKJHKa€ YTBODCHHsA CHeHMH(IYHHX AHTHTIN, fKI BIAITPAIOTH POJb y 3aXHCTI Bij

npasus. IMyHiTeT npu npaeui 00yMOBIEHHHT 1 3aIEKHTE Bil KITBKOCTI Ta MOGKJIMBOCTI crieUH(IYHHX aHTHTLN
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3a KOPOTKHI1 4ac HeHTpai3yBaTH NPaBLEBHII TOKCHH.

YV MHHYJIOMY 3aXBOPIOBaHiCTH Ta CMEPTHICTb Bij npaslid Oymu BucokumH. 3 1959 poky 8 bourapii 6yno
3anpoBajkeHo 000B’A3KOBY creIMpiuHy IMyHHY NPodiakTHKY NPOTH NPaBLs, SKa IOCTYNOBO OXONHIA BCE
HaceleHHs. B pesyibTaTi 3acTOCYBAaHHS TPABIEBOTO AHATOKCHHY CIOCTEPIralocs 3HAUHE 3MEHIICHHS
KinekocTi XxBopux (3 2,7 %000 y 1959 poui 10 0,00 %000 y 2004 poui). Lle# pe3ynbTaT nokasye XOpoIuuii
3aXMCHHMI edeKT NpaBlEBOI0 AHATOKCHHY Ta ONTHMAlbHY CXCMY BBCJICHHS, HE3QJCKHO BiJ Biky. V
KOMIUICKCHHMX KJIIHI9HHX JOCIIKEHHAX ¥ 0Ci0 3 XpOHIYHHMH 3aXBOPIOBAHHAMH, TAKHMH fK anepris, aiaber,
PEBMaTH3M, YPOTeHITalIbHI 3aXBOPIOBaHHA Ta y ocib crapme 70 pokis, crocTepiranacs ¢(pEeKTHBHICTh Ta
Oesneka npenapary.

Kinpka eniieMioNoriyHuX JOCHIi/PKEHb, IpoBeAeHHX y bonrapii, nokasain HalBHIUMI aHTHTOKCHYHHI THTP
cepel AiTei Ta MiUTITKIB, OCKIIBKH BOHH BKJIIOYEHI /10 KajieH1aps 000B’ A3KOBHX IIETJIEHb.

3rigHo KaneHaaps 000B’S3KOBHX INEIUICHb HEMOBIIATAM Ta AiTAM 10 16 pokie BeousaTh AIl (mpaBuesuii
aHATOKCHH) Y CKJIaji KoMOiHOBaHHX ajcopOOBaHMX BaKIMH: IMPOTH Au(Tepii, mpapus Ta Kanumoxa (KJIIT),
nporu audrepii Ta npasus ([IT) Ta npotu npasus i xudrepii (T10).

B iHmHMX BIKOBHX IpyNax BCTAHOBJIOETHCA XOPOIUIHIT IMyHITET 3 HE3HAYHUM 3HHKCHHAM 3aXHCHOTO TUTPY,
y 3B 3Ky 13 HEOCTaTHLOIO IITBHICTIO Tonmynsuil. CrocTepiraloThCs MOOIMHOKI BUIIA/IKH 3aXBOPIOBAHHS Y
IMX BIKOBMX rpynax. [IpMHHATO BBa)KaTH, NI0 THTpH aHTHTOKCHHY > 0,01 MO/mn € nocratHiM s
3abe3neyeHHsA eeKTHBHOIO 3aXHCTY BiJ| MPaBILA.

CrocrepekeHHsI 3a BBEJCHHSIM IPaBLEBOro aHaTokcuHy Oinmbmr Hixk y 2000 ocib mokasamu, 1o BiH HE €
peaKkToreHHHM. AKTHBHHII iMyHiTeT 3a3BH4aii 306epiracteca mpotsarom 10 pokis. Beranosnenmii rpadik
merwienb B bonrapii nae 98,91% 3axucTy Bij npasug cepes HaceNEHHS.

6. PAPMALIEBTUYHA IH®OPMAIIIA

6.1 IlepeJtik JonOMiKHHX pe4oBHH Y 0araToq030BHx rakonax
AJTIOMIHIIO T1IPOKCHA

Tiomepcan

Hatpiro xnopun

Bona ns in’exuiit

Ilepesix nOoMOMIzKHHX pe4OBHH B amnyJaax mo 0,5 ma oaHa fo3a
AMOMIHIIO TAPOKCHI

Harpito xsopug

Bopa ms 16’ eximii

6.2 HecymicHicTn

TETATOKC He MoKHa 3MINTyBaTH 3 IHIIMMH JIiIKapChKMMH 3acobaMu.

IIpy 0zHOYACHOMY BBEJICHHI IHIIMX iH’€KIIfHMX MIKapChKHX 3ac00iB HEOOXiZHO BUKOPHCTOBYBATH Pi3Hi
MINPHITH, TOJIKH Ta MiCIA 1H’ €KLIH.
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6.3 Tepmin npuaaTHOCTI

3 poku

6.4 OcodauBi 3an00ikHi 3aX01H NpH 30epiranui
3GepiraTd i TPAHCIIOPTYBATH y X0N0oHIBHHKY (2°C — 8°C).
36epiraTH B OPHriHANBHIH YNaKOBII /IS 3aXHCTY BiJl CBIT/IA.
He 3amopoxyBaTH!

3amopoyKeHa BaKIIMHA HENPHUIATHA JUlA 3aCTOCYBaHHs!

He 3acTocoByiiTe, SIKIO BaKIIHHA 3aMOPOXKCHA.

36epiraiite y HeLOCTYIHOMY JUIsl JiTEH MicIi.

BaraTono3osi (1akoHH, 3 sAkuX Oy/l0 B3STO OQHY 4YM JACKiIbKA JI03 MiJ ¥ac cecii BaKIMHAIIi, MOXYTh
BHKOPHCTOBYBATHCh Y HACTYNHHX CecifX BakuMHaii npotarom makcumyM 4 Tiokhis (WHO/IVB/14.07), 3a
YMOBH JIOTPHMAaHHS BCIX HACTYITHHX BUMOT:

- TepMmiH IPHAATHOCTI HE 3aKIHYHBCH;

- BakiptHa 36epiraeTbes B X0I0WIBHUKY (28 °C);

- Mem6pana dnaxony BakuMHM He Oynia 3aHypeHa y BOAY;

- JIns HabupaHHs BCIiX 103 3aCTOCOBYBAJIACS aceNTHYHA TEXHIKa.

He BuknaiiTe »xO0/qHi JIIKH y KaHAi3aWii0 94 3 M0OyTOBHMH Biaxoaamu. Lli 3axonu 10MOMOKYTE 3aXHCTHTH
HABKOJIUILIHE CEPEOBHIILE,

6.5. Tun Ta BMicT YIaKOBKH

I1po3opa, 6e36apBHa, CKJITHA aMITyJla 3 BiIPHBHOIO HakjIaakoro (T I).
Awmmyna mictats 0,5 mn Bakuman TETATOKC — 1 noza.
Po3mMip ynakoBKH: KapToHHI Kopobku 1o 1, 10 abo 50 ammyin.

I[Tpo3sopuit, 6e3bapeuuii, cxsiaui dnakon (Tun I).
®nakonn mictate 5,0 ma Bakiuan TETATOKC — 10 mos.
®naxonn mictate 10,0 ma pakman TETATOKC — 20 nos.
Po3Mmip ymakoBKH: KapToHHI KopoOku 1o 10 durakoHis.

He Bci po3MipH ynakoBOK MOXKYTh TIOCTA4aTHCh Ha PHHKY.
6.6. Cnenianbui 3axo1n 6e3MeKH NpH yTHII3aWil Ta iHoMy noBoKeHHi

CrenjajbHi BAMOTH 10 YTHIII3aLil BiICY THI.
OcamxeHa BakIMHa sBise coboro 6e36apBHy HafocanoBy piMHY 3 Oi1yBaTHM OCaIOM.

Tlepen BBeieHHAM amity Ty/diakoH HeoOXiJHO CTPYCHTH 0 OTPHMaHHA OJHOPIAHOI CyCTEeH3il.

Jina nabupanus 1031 HeoOXiTHO BHKOPHCTOBYBATH IHAMBIyaabHHil CTEPHIIBHUH IINPHIL Ta roJKy. IH’exitio
BBOJIATH BHYTPIIIHBOM’S30B0 1HIIOK CTEPHIBHOIO CYXOIO ToNKOI0. Byns0amky moBiTps Cilijl BUTICHUTH 31
IITIPHIIA [Iepesl BCTAHOBJICHHAM CyXOl NOJIKH Ha HINPHII.

3AMOPOXXEHA BAKITMHA HEITPUJIATHA V11 BUKOPUCTAHHA!
He BBOANTH BHYTPIIIHLOBEHHO!

He BHKOPHCTOBYHTE BAKI[HHY 3 IPOCTPOYEHHM TEPMiHOM IIPHIATHOCTI.

He BuxopucToByiite y pasi mopymieHHsi uiricHocti ammynn (prnakona) abo AKIIO €THKETKAa HEYITKa UM
BIACYTHA.

7. BJIACHHK PEECTPALIITHOIO HOCBIIYEHHS
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Jlucrok-Braaaka: Indopmanin naa nanienra

TETATOKC cycnensin pis in’exuii
OuunieHui npaBUEeBUH aHATOKCHH

VBaKHO TPOYHTANTE UeiH JHCTOK-BKJIAAKY B NOBHOMY o00csa3i, nmepmn HiX 3acTOCOBYBATH 110
BAKI[HHY, OCKIJIbKH B HhOMY HaBe/leHO BAXKJIHBY sl Bac indopmauiro.
- 36epiraiiTe 1eit TMCTOK-BKIAZKY. BaM Moxke 3HaloOMTHCH TPOYMTATH HOTO IIIE pas.
- SIki10 y Bac € A0JaTKOBI 3aITHTAHHS, 3BEPHITBCA /10 BAILIOTO JIIKapsl.
- I1s BakiMHa OyJia mpu3HaveHa Tiabku BaM. He nepenagaiite 1i iHmmm ocobam.
- SIkimio y Bac BHHHKIIM Oyib-sKi noOiuHi peakuii, 3BepHiTLCA 710 Bamioro jikaps. Lle crocyerses Oyab-
AKHX MOXJIMBHX I0GIYHMX peakiliii, He 3a3HaYCHHX Y BOMY JHCTKY-BKIaaui. JIus. posain 4.

Axa indopmanisi MicTHTBCH Y ILOMY JIHCTKY-BRKJIAII:

IIJo Take TETATOKC Ta s 4oro BiH 3aCTOCOBYETHCS

IIo BaM notpibHO 3HaTH nepen 3actocysanHsM TETATOKC
Sk 3actocoByBatd TETATOKC

MosxnuBi mobivHI peakiyii

Sk 36epiratu TETATOKC

BwmicT ynakoBkH Ta iHIna indopManuis

O A o DT s

1. Hlo rake TETATOKC Ta 1,151 4oro BiH 3aCTOCOBYEThCSH

TETATOKC - une Bakiuna, 1o 3abesneuye 3aXHCT BiJ MpaBiil. IMyHITET 10 3aXBOPIOBEZHHS IOBHICTIO
BUPOGIIAETECS THCHAs APYrol I03H Ta MiJBHIIYEThCA NpH OycTepHHX iMyHizamisx. O4uinerni npapneBuii
AHATOKCHH OTPHMYIOTH LUISXOM JCTOKCHKAIli NpPaBUEBHX TOKCHHIB (JOPMANBIETIIOM Ta HATPIBAHHAM,
AHaTOKCHH aficopOyeThCs Ha TiIPOKCHI aJIFOMIHIIO.

TETATOKC 3acTocoByeThCs IS

1. TlepBHHHOI BaKLMHALII Ta peBaKLHHALIT Y JOPOCIIHX.
2. EkcTpeHOi mocTeKcno3uiiHoi MpoGiakKTHKH IIPH TPaBMaXx Ta OINIKax.
3. Coemudiunoi npodinakTHKH NpasIlsd y HOBOHAPOLKEHHX.
4. IlpodinakTHKH HEOHATAIBHOIO IIPABIIA.
2 IIlo Bam moTpidno 3uaTH mepen 3actocyBanuaM TETATOKC

Ilepen in’exuicio amnyiny noTpiGHO CTPYCHTH JI0 OTPMMaHHA OJHOpPiAHOI cycnensii. ['onka mia in’exiii
oBHHHA OyTH CYX0I0.

Sk 1 y BHNaaKy BBeJEHHS IHIIMX 1H’€KLIHHHMX BAaKIMH, MALiEHT NOBMHEH 3aJMIIATHCH MiJi MEIHYHHM
HarIAA0M npoTarom 30 XBUIHMH Mic/s iMyHi3aIi.

He BHKOPHCTOBYHTE AKIIO MOPYIICHO LiMiCHICT aMITysiH abo AKINO MapKyBaHHS HEYITKE YH BIICYTHE.

He BBOAHTH BHYTPIIIHEOBCHHO!

He sukopuctroByiite TETATOKC:

Slkmo y Bac amepris (TimepuyTiHBICTE) Ha INpaBLEBHH aHATOKCHH abo Oyab-fKMil IHIIWH IHTPEIIEHT
TETATOKC (nepeniyeni B po3ziini 6).

V pa3i HagBHOCTI NPOTHIOKA3aHb, JiKap MOBHHEH PETEIBHO OIHHTH CIiBBITHONICHHS KOPHCTH/DH3HK
nepen seenenasmM Bakian TETATOKC. Bynwsre ocobmuso ysaxni npu Bukopuctanii TETATOKC. N

IMyHi3alli}0 IPOBOAATE 3a NIPH3HAYCHHAM JIKaps. A
\

[TanienTis, iHpikoBanux Bipycom imynomedinury moymuu (BLI), imynizyiote TETAT
CTaH/JapTHOMY KaJeHAapio IuerieHs. Skmo y Bac ocnabnenuit imyniteT abo
IMYHOCYIIPECHBHY Tepamilo, MOXJIHBO, Oyae HeoOXiJHO BilKNIacTH iMyHizamiio (AKyd
ockinbku edekT iMyHizanii Moxe OyTH 3HMKCHMI. Y BHIAJKy TOPYMICHHA KOAryJIALii{p
BBOJIMTH Y BUHATKOBHX BHIaJIKaX TIHOOKO MiAMIKIPHO.



Inmi nikapeski 3acodun Ta TETATOKC

IloBizomMre cBOTO JiKaps, SKLIIO BH NMpHHMAaeTe, HEIIOJABHO NMpHiManK abo MoXkeTe NMPUIAMATH GyIb-sKi
1HII1 JIIKK, B TOMY yHci DespenentypHi.

Bakuunamiio (Bianosimmo. pesakuunaniio) Bakuunolo TETATOKC MoxkHa IPOBOJIMTH OJHOYACHO 3
IHIIMMH BaKIIHHAaMH, 33 YMOBH, 1110 BHKOPHCTOBYIOTECS Pi3Hi IUTIPHIIH, TOJTKH Ta MicIis i1’ €KITiil.
TETATOKC cymicna 3 sakuunamu BLIK, nmpots nomiomienity, renatuty B, xopy, kpacHyxH, NapoTHTY,
CKasy, I'PHIIy Ta JXOBTOI JIHNXOM@HKH, BakuuHowo npotH Haemophilus influenzae tuny B Ta pasom i3
BBE/ICHHAM J0AATKOBOTO BiTaMiHy A.

TETATOKC Moxna BBOJAMTH onHouacHo abo okpeMo 3 imyHornobymimamu. Micue iH’ekuii
iMyHOTrI00YIiHY TOBUHHO B1APi3HATHCA Bi Micig Beeacuns TETATOKC.

OuikyeThcs 3HMKECHHA BIANOBIAL Y 0cib, fKi miAnaoTses iMyHOCYnpecuBHiii Tepanii. Jani mozxo B3aemoaii
3 IHINUMH JIIKapChKHMH 3aco0aMH BiACYTHI.

[Tosizomre cBoro mikaps npo Oyb-sKi iHII Jikapcski 3aco6H, AKi BY 3apa3 npHiiMacTe.

BariThicTh Ta rogyBaHHs rpyito

Hemae nanmx, mo BKa3yloTe Ha IIKiVIMBMI BIUIHB I0I0 HEOHATAILHOI TOKCHYHOCTI abo TEPaTOreHHOro
noreHuiamy Big 3actocyBanns BakuuHH TETATOKC mnix wac BariTHOCTI 3 MeToi0 HPOQ1IaKTHKH
HEOHATAJIBLHOIO NPABLS.

Y nepioa nakTanii aHTHTINA NPABIsi BUAUIAIOTECS 3 TPYIHAM MOJIOKOM.

Hemae ganux, mo cBiggaTh Npo TOKCHYHY Jil0 Ha HOBOHAPODKEHHUX/HEMOBJIAT IPH 3aCTOCYBaHHI BaKLMHH
TETATOKC »xiHkaM, 0 TOAYIOTE IPYAIIO.

Slkmo Bu BaritHi abo romyere rpyamio, NPOKOHCYIbTYHTecs 3 Jikapem abo dapMmaneBToM nepen
3aCTOCYBAHHAM OyIb-SIKHX IIPENapaTis.

KepyBsanus TpancnopTHHMH 3acofaMH Ta MexaHi3MaMH
Hemae panux, mo cpigdate Ha Te, mo Bakimna TETATOKC Moke NOripmMTH yBary Ta 3QaTHICTDH
KepyBaTH aBTOMOO11EM 1 MIPAIIOBATH 3 iHIIHMMH MEXaHI3MaMH.

TETATOKC micTuTh HaTpiii.
Ieit nikapcekuii 3aci6 MicTUTL MeHme 1 MMosib HaTpito (23 Mr) Ha 03y, TOGTO MPAKTHIHO HE MICTHTB
HATpIlo.

3. Sk 3acrocoByBatH TETATOKC

3aBxJM 3aCTOCOBYHTe LeH mnpemapar, Tak, sK BaM NPH3HAYMB Ball Jikap. SIKIIO BH HE BIIGBHEH,
3BEPHITHCS JI0 BAILIOTO JIiKaps.

Jo3yBanns Ta croci6 3acTrocyBaHHsA

Pasosa nosa sakuuan TETATOKC cranosuts 0,5 M. Ilepex in’exuiero aMmyiy noTpibHO CTPYCHTH 110
OTPHMaHH: OJAHOPiAHOI cycmensii. Jlna HaOupaHHs 1031 HEOGXIOHO BHKODHCTOBYBATH iHJIMBINyalbHHIi
CTCPUJILHHIL INPHIL TA TOJIKY. [H’€KILII0 BBOAATE IHIIOK CTEPHIBHOIO CYXOI0 TOJKOK0 BHYTPIlIHEOM’ S30B0O
Y BEPXHIO NeNbTONOMIOHY AUIAHKY pyku. Bynbbamku TmoBiTps clig BHTICHHTH 3i mnipuna meper
BCTaHOBJICHHSM CyXO{ T'OJIKH Ha HIMIPHIL.

IIEPBHHHA BAKIIMHAIIS

[lepBuHna BakuMHALIA MPOBOJAMTECS NOPOCIHM, AKIIO BOHH paHille He Oy IIENIeHi, 33 BCTAHOBJICHOI
BIZICYTHOCTI 3aXHCHOTO THTPY (< 0,01 JIO/Mn (noBinbHi ouumIi)) abo JaHUX PO HEMOBHY IMyHi3aIiIo.
IlepenHHA BaKIMHALIA AOPOCIHX CKIAA€ThCA 3 IBOX OKPeMHX 103 1o 0,5 M1, 110 BBOAATHCS 3 inTep
Biz 30 no 50 nHIB MK MEPHIOIO Ta APYroOI0 J03aMH.

PEBAKLIMHAIIIS

Ilicia nepBuHHOT BaKIMHAILIT JOPOC/IHX MepuIy peBakMHALLI0 IPOBOAATE yepes 1 piK
NCPBHHHOI BAKITUHALII]

Hactynni Gycrepni peBakuupanii cinin npoBoauTH koxkHi 10 pokiB pa3oBOIO 103010
TETATOKC. V¥ pasi mponycky 103 ab0 HEIOTPHMAaHHs iHTCPBAMiB MK iH’€KIifM "11'
BU3HAYAIOTHCA JTIKAPEM.
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EKCTPEHA MMOCTEKCHO3UIIMHA NIPOPLIAKTUKA ITPH TPABMAX TA OIIIKAX

1. ImynizoBani ocodun

Ocofam, MO OTPHIMaNH NEpBHHHY a0 YaCTKOBY BaKIHMHALIIO, BBOAWTHECH Pa30oBa 703a 0,5 MJI BakIHHH
TETATOKC, He3asexHO BiJl BiKY IAlI€HTA.

PexOMeHyEeThCSA CIOCTEpIraTé 3a HEMOBHICTI BaKIMHOBaHMMHU oco0aMH 10 3aBepILEHHS NOBHOTO Kypcy
IMyHi3aIi.

2. HeimynizoBani ocodun

Beonats pazoBy no3y 0,5 mn Bakiman TETATOKC i cnoctepiratoTs 3a NaiieHTOM JI0 3aBEPIIEHHS MTOBHOTO
Kypcy iMyHi3amii.

OG6oB’sA3K0BO 32 MPHU3HAYEHHAM JIiKapsi BBOJATh BHYTPIIIHBOM S30BO B IHIIY JMIISHKY OJHMH i3 3a3Ha4CHHX
3aco01B MaCUBHOI cepoNpoOdIiaKTHKH:

1. IMyHOr1I00Y1iH JIOAHHH NIPOTHIIPABLEBHIl — pa30Ba J103a U1 AiTel 1 Jopocinx craHoBHTE 250-500 MO.
2. IlporunpaBneBa cHpoBaTka — TiILKH NPH 3arpo3JIHBHX ISl AKHMTTS cTaHax i micas Tecry Ha
YyTJIMBICTH 10 KiHCbKOI CHpOBAaTKH nepel BBeaenHam! [Ipusnaualors omopasoso B no3i 1500-3000 MO

3aJICKHO BiJl BIKY IaIli€HTa.

Crneundiuny npodinakTHKy npaslisi CIiJ NPOBOJMTH OIHOYACHO 3 XipypriyHowo oO0pobkor paHu Ta
aHTHOAKTEPiaNBEHOO Teparni€lo 3a HeoOXiTHOCTI.

Pexomenpanii moao MOCTEKCNO3UIIHHOT NPpOo(INaKTHKH IpaBlld NpH TPaBMax Ta OMiKax, 3aJICHKHO Bill THITY
paHH Ta IMyHHOTO CTaTyCy NallieHTa:

Tun pann IanienT HeimynizoBanuii ado IMauienT noBnicTIo iMyHizoBaHHH
YacTKOBO IMyHi30BaHHIH Yac 3 MOMEHTY 0CTaHHLDI OycTepHOI 103K
Bin 5 no 10 poxis Biabwe 10 pokis
Poznounits  abo  3aBepmiiThHe 3acTocoByBaTH|] Zo3a 0,5
Yncra, nepenuka [MyHisaumiio 1 nosoro 0,5 MATETATOKC abo Gymb-skuiTETATOKC
TETATOKC TIIIITHE 3acib Jns|
cniendiudoi  npodinakTHky
MpaBIIst
Yucra, BeJIHKA 4H[B OHY PYKY: 1 nosza 0,5 mn TETATOKC [B OJIHY PYKY:
HeBeJIHKA, anelMmyHorno0ynin JIIOMHH IMynornoOynin  moauHHA
indikoBana npoTHIpasiesuii, 250 MO” MPOTHIIPABIEBHIA,
MO*
B iHnry pyky:
1 noza 0,5 mn TETATOKC" B iHmry pyky:
1 J103a 0,5
[ToBHa iMyHi3amis 3rigHO 3 TETATOKC"
HAI[IOHAJILHUM a00 CTaHJapTHHM|
rpadikom.




CHILHO onHy pyky: Imynorno6ymin 1 nosa 0,5 M1 TETATOKC |B OJIHY PYKY:
inikoBana  Oe3pironunu npotunpasueBuii, 500 IMyHOIIIOOYMIH — moauHY]
canamii  abo @) Xipypriube NiKyBaHHS PaHHIIPOTHIIPABLICBHI, 500
Hi3HLOIO caHalicI0 - Ta aHTHOiI0OTHKOTEpanis MO
B inmy pyxy: . :
1 no3a 0,5 mn1 TETATOKC B inury pyky:
1 Jlo3a 0,5 M1
IToBHa iMyHI3amis 3TigHO 3| TETATOKC
HalLll0HAJILHHM a00 CTaHIapTHHM| ] o
rpadikom. [loBna iMyHi3allis 3rigHo 3
HalllOHAJIbHUM abo,
XipypriuHe miKyBaHHS paHH Ta CTaHAAPTHHM rpadikom
AHTHOI0THKOTEpamis " L :
Xipyprigue JIKyBaHHS
PaHH T2
aHTHOI0THKOTEpamis

* BUKOPHCTOBYIiTE Pi3Hi HINPUIIH, TOJKH Ta MicIld iH’ €K1

Ilepsunna iMyHi3alis pexoMeHIY€ThCsi TaK0XK NalicHTaM, sKi paHille XBOpiIH Ha mnpaseus,
OCKiJIbKH 32XBOPIOBAHHSA He NPH3BOJAMTE /10 YTBOPEHHS 10CTATHLOI KITLKOCTI aHTHTLN | He opmye
iMyHiTeTy 10 npaBus.

CIIEHUPIYHA ITPOPIITAKTHKA ITPABIISA Y HOBOHAPO/DKEHUX
[IpoBonuThCA IpH HEOE3MEYHHX MO3aliKapHAHMX NOJIOTaX 1 IOTaHUX CAHITAPHHX YMOBAX.

1. Mamu neimynizosana

1.1 TETATOKC BBoauThCa Matepi y no3i 0,5 mi, ska nepeGyBae mif HaryiAgoM IO 3aBEpIIEHHS MOBHOTO
Kypcy iMyHi3amii.

1.2. ImynornoOynin JiroauaH nporunpasuesuii no 500 MO BBoauThes MaTepi Ta HOBOHAPOLKEHOMY.

2. Mamu imynizoeana 0o eéazimnocmi
2.1. Marepi Beogars TETATOKC y nosi 0,5 mu.
2.2. ImynornoGyniH MoauHH NpoTHnpasiesuii mo 250-500 MO BBOAMTECS HOBOHAPOIKEHOMY.

3. Mamu imynizoeana nio vac eazimuocmi
3.1. ¥V pasi Baxkoro iHgpikyBaHHs, iMyHOTIOOYIIH MOAHHN NPOTHNpaBUeBUi o 250-500 MO BBoaMTHCS
HOBOHAPOIKEHOMY.

Kpim 3axomis npoinakTHKM INpaBlis, LYNOBHHY HOBOHApOKEHOTO O6GpOGIAIOTL  BiAMOBITHUMH
aHTHCENTHYHHUMH 3aC00aMH.

IMPOPLIIAKTHUKA HEOHATAJIBHOI'O IIPABISA
PexoMeHy€eThCs KiHKaM JITOPOAHOTO BiKy abo BaTiTHHM 3 JaHHMH IIPO BiCYTHICTB/HENMOBHY IMyHi3aIlilo.
Cneundiuna npoginakTHka NPOBOAMTECA 10 BariTHOCTI (SKIIO MIAHYEThCS) a60 MPOTATOM IIEPUINX TPHOX
MicAliB BariTHocTi. BoHa cxiamaeTscs 3 ABOX MNepBHHHMX 03 mo 0,5 Ma, Imo BBOAATHCS
BHYTPILIHBOM SI30BO 3 iHTEpBAJOM HE MEHIIEC YOTHPHOX THHIiB. [lepmy pesakumnamiro 1030w 0,5 M
HPOBOIATE Uepe3 1 pik michs Apyroi NepBHHHOI 103U

MoaxauBi nobivni peaxnii
Sk 1 BCl TIKM Liel IpenapaT MoKe BUKIMKATH NoOivHI peakii, Xoua He y BCIX MAIl€HTIB.
Ilosinomiaenns npo mobivni peaxuii

Sxmo y Bac BuHuKIM Oyab-ski nobiumi peakuii, 3BepHiTBCA 10 CBOro Jikaps abo
cTocyeThes Oy/Ib-IKHX MOXKIIMBUX NMOOIUYHMX peakiliif, He 3a3HaYeHHX Y 1LOMY JIMCTKY-BKIIA



(e m:@

MOJKCTE NOBIZIOMMTH Tpo noOiuHi peakuii Oe3mocepefHbO HYepe3 HAIIOHANBHY CHCTEMY TI0JlaHHS
iH(opmaii.

IToBinomusioun npo nobiyHi peaxiii, BH MOMXKeTe HalaTH JOJATKOBY iHdopMaliio mpo 6e3nedHicTs Hboro
JIKapCchKOro 3acofy.

5. Ax 30epiratn TETATOKC

30epiraTH 1 TPaHCIIOPTYBATH Y X0n0AHNBHHKY (2°C — 8°C).

30epiraTH B OpUTIHAJIBHIN YIIAKOBLI Ul 3aXHCTY Bif CBIT/A.

He 3amopo:xyBaTh!

3AMOPOXXEHA BAKIIMHA HEITPUJIATHA J1J1s1 BAKOPUCTAHHS!

30epiraiite Lell npenapar y HeAOCTYIIHOMY U JITEH MicIi.

He BukopucToByiiTe 1ieH npenapaT micjis 3aKiH4CHHS TCPMiHY NPHIATHOCTI, 3a3HAYEHOT0 Ha ETHKCTL Ta
KapToHHIH KopoOui. Jlata 3akin4enHs TepMiHy NPHAATHOCTI — OCTAHHIH JEHB 3a3HAYCHOTO MICAIIA.

IpenuniToBana BakIMHa sBjse co0010 Oe30apBHY HanoCcaloBY PiAMHY 3 O1TyBaTHM 0CaJIOM.

He 3acTocoByiite y pa3i nopylieHHs LUIICHOCTI aMiTyyi abo AKIO MapKyBaHHs HEUiTKe UM EifiCyTHE.
He BROAUTH BHYTPilIHEOBEHHO!

He BukuaaiiTe 0/IHI JTiKM y KaHani3alilo 44 3 H0OyTOBHMH BiX0AaMH. 3anHTaiiTe y Bamoro papManesTa,
AK NPaBHILHO BMKMJATH JIKH, sKi BH Oinblle He BHKOpHCTOBYeTe. Ll 3aX0aM IONOMOMXKYTH 3aXHCTHTH
HABKOJIMILIHE CEPEJOBHIIE.

6. BmicT ynaxkoskH Ta inma ingopmanis
o mictute TETATOKC

Onna yo3a 0.5 M MiCTHTB:

- [liro4ya pevoBHHa:

Ounmennii mpaBIeBHH aHATOKCHH He meHme 40 MO.
- JlomoMIXKHI PEUOBHHH: AFOMIHIIO TIAPOKCHI, HATPIIO XJIOPH/L, BOJA IS iH €KIIiH.

3osuimniii Buraag TETATOKC Ta BMmicT ynakoBku

TETATOKC — e cycnensia 6inux abo cipux 4acTHHOK, qucneproBanux y Ge3bapsHiii abo 6:1i10-3K0BTiH
PI/IHHI, 1 MOYE YTBOPIOBATH OCAJ] HA THI aMITYJIH.

Ilposopa, 6e36apBHa CKJISHA aMITyJa 3 BiAPUBHOIO HAKIAAKOIO (THII I).

Ammnyna mictuts 0,5 mn Bakunan TETATOKC — 1 no3a.

Po3smip ynakoBku: kapToHHI Kopobku 1o 1, 10 abo 50 ammys.

Baacnuk peectpaniiinoro nocBigueHHs Ta BHpOOHHK

BB — HUITT JItn.

Byn. Auko Cakazoga, 26,
1504 Codis,

Bonrapis

Jucrok-priaaaky 0yyo neperasimyro 02.2019
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Package leaflet: Information for the user

Ampoule
TETATOX suspension for injection

Purified tetanus toxoid

Read all of this leaflet carefully before you start using this vaccine because it contains
important information for you.
- Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your doctor.
- This vaccine has been prescribed for you only. Do not pass it on to others.
- If you get any side effects, talk to your doctor. This includes any possible side effects not listed
in this leaflet. See section 4.

What is in this leaflet:

What TETATOX is and what it is used for

What you need to know before you use TETATOX
How to use TETATOX

Possible side effects

How to store TETATOX

Contents of the pack and other information

= -l =

1% What TETATOX is and what it is used for

TETATOX is a vaccine that provides protection against tetanus. The immunity to the disease is fully
developed after the second dose and is boosted by re-immunizations. The purified tetanus toxoid is
prepared by detoxification of tetanus toxins with formaldehyde and heat. The toxoid is adsorbed onto
aluminium hydroxide.
TETATOX is used for:

1. Primary immunization and re-immunization in adults.

2. Urgent post-exposure prophylaxis in case of injuries and burns.

3. Specific tetanus prevention in newborn.

4. Neonatal tetanus prevention.

2. What you need to know before you use TETATOX

The ampoule must be shaken prior to injection until a homogenous suspension is obtained. The
injection needle has to be dry.

As with other injectable vaccines, the recipient of vaccine has to remain under medical observation for
30 minutes after immunization.

Do not use in case the integrity of the ampoule is compromised or the labelling is unclear or deleted.
Do not administer intravenously!

Do not use TETATOX:

If you are allergic (hypersensitive) to tetanus toxoid or any of the other ingredients of TET ATOX
(listed in section 6).

In case of contraindications, the benefit/risk ratio has to carefully be evaluated by the physician prior
to administration of TETATOX. Take special attention at the use of TETATOX.

The immunization is to be performed if indicated by a doctor.

Patients infected with human immunodeficiency virus (HIV) are immunized with TETATOX
following the standard immunization schedules. If you have impaired immunity or undergoing
immunosuppressive therapy it might be necessary to postpone the immunization (if planned), as the
effect of the immunization may be reduced. In the case of coagulation disorder the vaccine may
exceptionally be administered deeply subcutaneously.
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Other medicines and TETATOX

Tell your doctor if you are taking, have recently taken or might take any other medicines, including
non-prescriptional medicinal products.

Immunization (resp. re-immunization) with TETATOX may be administered concomitantly with other
vaccines, given that different syringes, needles and injection sites are used.

TETATOX is compatible with BCG, poliomyelitis, hepatitis B, measles, rubella, mumps, rabies, flu and
yellow fever vaccines, Haemophilus influenzae type b vaccine and vitamin A supplementation.

TETATOX could be administered either concomitantly or separately with immunoglobulins. The
immunoglobulin injection site has to be different from the one used for TETATOX administration.

A reduced response is to be expected in persons subjected to immunosuppressive treatment.
There are no data available for interaction with other medicinal products.

Tell your doctor about any other medicinal products you are currently receiving.

Pregnancy and breast-feeding

There are no data indicating harmful effects with respect to neonatal toxicity or teratogenic potential
from the use of TETATOX during pregnancy for the purpose of neonatal tetanus prevention,
During lactation tetanus antibodies are excreted in human milk.

There are no data indicating toxic effects on the newborns/infants from the use of TETATOX in breast-
feeding women.

If you are pregnant or breast-feeding ask your doctor or pharmacist for advice before taking any
medicine.

Driving and using machines
There are no data indicating that TETATOX may impair the attention and the ability to drive and use
machines.

TETATOX contains sodium
This medicinal product contains less than 1 mmol sodium (23 mg) per dose, i.e. essentially 'sodium-
free',

3. How to use TETATOX

Always use this medicine exactly as your doctor has told you. Check with your doctor if you are not
sure.

Posology and method of administration

The single dose of TETATOX is 0.5 ml. The ampoule must be shaken prior to injection until a
homogenous suspension is obtained. An individual sterile syringe and needle must be used to withdraw
the dose. The injection is administered with another sterile and dry needle IM into the upper deltoid
arca of the arm. Air bubbles must be expelled from the syringe prior fitting the dry needle to the

syringe.
PRIMARY IMMUNIZATION

Primary immunization is performed in adults if not previously immunized, in established absence of
protective titer (< 0.01 AU/ml) or data for incomplete immunization.

The primary immunization in adults consists of two separate 0.5 ml doses administered at an interval
of 30 to 50 days between the first and the second dose.

RE-IMMUNIZATION

After the primary immunization in adults, the first re-immunization is administered 1 year after the
second primary dose.

Subsequent booster re-immunizations are to be received every 10 years thereafter with a single dose of
0.5 ml TETATOX,

In case some of the doses are missed or the recommended intervals are not followed the subsequent
behavior is to be determined by the physician,




URGENT POST-EXPOSURE PROPHYLAXIS IN CASE OF INJURIES AND BURNS

1L, Immunized individuals

In primary immunized or partially immunized individuals, a single dose of 0.5 ml TETATOX
is administered, independent of the patient’s age.

It is recommended that not fully immunized individuals are monitored until completion of the full
Immunization course.

2, Non-immunized individuals
A single dose of 0.5 ml TETATOX is
completion of the full immunization course.
It is mandatory that at the discretion of the physician one of the listed passive seroprophylaxis agents
is administered i.m. at a different application site:

1. Antitetanus human immunoglobulin — the single dose for children and adults is 250-500 1U.

2. Antitetanus serum — only in life-threatening conditions and after a horse serum sensitivity test
prior to administration! Administered as a single dose of 1500 - 3000 TU dependent of the age of the
patient.

administered and the patient is monitored until

The specific tetanus prophylaxis is to be carried out concomitantly with the surgical treatment of the
wound and antibiotic therapy as appropriate.

Recommendations for post-exposure prevention of tetanus in case of injuries and burns, dependent on
the type of the wound and the immune status of the patient:

Type of wound

Patient not immunized or
partially immunized

Patient completely immunized
Time since last booster dose

5 to 10 years

over 10 years

Begin or complete No application of 1 dose of 05 ml
Clean, minor immunization with 1 dose of TETATOX or any other | TETATOX
0.5 ml TETATOX agent for specific tetanus
prevention
Clean, major In one arm: 1 dose of 0.5 ml TETATOX | In one arm:
or minor but Antitetanus human Antitetanus  human
contaminated immunoglobulin, 250 TU* immunoglobulin,
250 TU*
In the other arm:
1 dose of 0.5 ml TETATOX* In the other arm:
1 dose of 05 ml
Complete immunization as TETATOX*
per national or reference
schedule.
Severely In one arm: Antitetanus human| 1 dose of 0.5 ml TETATOX | In one arm: Antitetanus

contaminated
without or
late
debridement

immunoglobulin, 500 TU*

In the other arm:
1 dose of 0.5 ml TETATOX*

Complete immunization as

per national or reference
schedule.
Surgical treatment of the

wound and antibiotic therapy

Surgical treatment of the
wound and antibiotic
therapy

human immunoglobulin,
500 TU*

In the other arm:
1 dose of 0.5 ml
TETATOX*

Complete immunization as
per national or reference
schedule

Surgical treatment of the
wound and antibiotic

therapy

* Use different syringes, needles and injection sites.



Primary immunization is recommended also to patients who have previously suffered from
tetanus, because the disease does not lead to the formation of sufficient quantity of antibodies and
does not result in tetanus immunity.

SPECIFIC TETANUS PREVENTION IN NEWBORN
It is performed in case of unsafe deliveries outside hospitals and poor sanitary conditions.

4 The mother is not immunized

1.1 A dose of 0.5 ml TETATOX is administered to the mother who is to be monitored until
completion of the full immunization course.

1.2. Antitetanus human immunoglobulin, 500 IU is administered to the mother and the newborn.

2 The mother is immunized prior to pregnancy
2.1. A dose of 0.5 ml TETATOX is administered to the mother.
2.2. Antitetanus human immunoglobulin, 250-500 IU is administered to the newborn.

3 The mother is immunized during pregnancy
3.1. In case of severe contamination, Antitetanus human immunoglobulin, 250-500 IU is administered
to the newborn.

In addition to tetanus prevention measures the umbilical cord of the newborn is treated with suitable
antiseptic agents.

NEONATAL TETANUS PREVENTION

It is recommended in women with childbearing potential or pregnant with data for lack
of/incomplete immunization. The specific prevention is performed prior to pregnancy (if planned)
or during the first three months of pregnancy. It consists of two primary doses of 0.5 ml, given by
IM injection at an interval of at least four weeks. The first re-immunization with a dose of 0.5 ml
is administered 1 year after the second primary dose.

4, Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody gets them.



Reporting of side effects

If you get any side effects, talk to your doctor or pharmacist. This includes any possible side
effects not listed in this leaflet. You can also report side effects directly via the national reporting
system.

By reporting side effects you can help provide more information on the safety of this medicine.

8. How to store TETATOX

Store and transport refrigerated (2°C — 8°C).

Store in the original package in order to protect from light.

Do not freeze!

FROZEN VACCINE IS UNFIT FOR USE!

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated on the label and the carton after
“EXP”. The expiry date refers to the last day of that month.

The precipitated vaccine is a colourless, supernatant fluid with whitish precipitate.

Do not use in case the integrity of the ampoule is compromised or the labelling is unclear or deleted.
Do not administer intravenously!

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These measures will help protect the environment.

6. Contents of the pack and other information
What TETATOX contains

One dose of 0.5 ml contains:

- The active substance is:

Purified tetanus toxoid not less than 40 TU.
-The other ingredients are: aluminium hydroxide, sodium chloride, water for injection.

What TETATOX looks like and contents of the pack

TETATOX is a suspension of white or gray particles dispersed in colourless or pale yellow liquid
and may form a precipitate at the bottom of the ampoule.

Clear, colourless, flip-off glass ampoule (Type I).

The ampoule contains 0.5 ml TETATOX - 1 dose.

Pack size: cartoon boxes of 1, 10 or 50 ampoules.

Marketing Authorisation Holder and Manufacturer
BB — NCIPD Ltd.

26 Yanko Sakazov blvd.,

1504 Sofia

Bulgaria

This leaflet was last revised in 02.2019

V4
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SUMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE MEDICINAL PRODUCT

TETATOX suspension for injection

Tetanus vaccine (adsorbed)

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

TETATOX is a suspension of purified tetanus toxoid adsorbed onto aluminium hydroxide.

It is prepared from the toxins of Clostridium tetani by formaldehyde detoxification followed by

purification.

1 dose 0.5 ml contains:
Purified tetanus toxoid — not less than 40 IU.

Adsorbed onto aluminium hydroxide - not more than 1.25 mg

Excipient with known effect: 0.5 ml (1 dose) contains 0.19565 mmol (equivalent to 4.25 mg) of
sodium (see section 4.4).

Multi-dose vials contain thiomersal as preservative — not more than 0.05 mg in 0.5 ml (1 dose).
For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Suspension for injection.

TETATOX is a suspension of white or gray particles dispersed in colourless or pale yellow liquid and may
form a precipitate at the bottom of the ampoule and vials.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

TETATOX is indicated for specific tetanus prophylaxis:

1. Primary immunization and re-immunization in adults.

2. Urgent post-exposure prophylaxis in case of injuries and burns.
3. Specific tetanus prevention in newborn.

4. Neonatal tetanus prevention.

4.2 Posology and method of administration

Posology

PRIMARY IMMUNIZATION

Primary immunization is performed in adults if not previously immunized, in established absence of
protective titer (< 0.01 AU/ml) or data for incomplete immunization.

1



The primary immunization in adults consists of two separate 0.5 ml doses administered at an interval of 30
to 50 days between the first and the second dose. In case of missed dose it should be administered when
possible,

RE-IMMUNIZATION

After the primary immunization in adults, the first re-immunization is administered 1 year after the second
primary dose.

Subsequent booster re-immunizations are to be received every 10 years thereafter with a single dose of 0.5
ml

TETATOX. In case of missed doses or non-compliance of the intervals between injections, further behavior
is at the discretion of the physician.

URGENT POST-EXPOSURE PROPHYLAXIS IN CASE OF INJURIES AND BURNS

1. Immunized individuals

In primary immunized or partially immunized individuals, a single dose of 0.5 ml TETATOX
administered, independent of the patient’s age.

It is recommended that not fully immunized individuals are monitored until completion of the full
immunization course.

2. Nonimmunized individuals

A single dose of 0.5 ml TETATOX is administered and the patient is monitored until completion of the full
immunization course.

It is mandatory that at the discretion of the physician one of the listed passive seroprophylaxis agents is
administered i.m. at a different application site:

1. Antitetanus human immunoglobulin — the single dose for children and adults is 250-500 IU.
2. Antitetanus serum — only in life-threatening conditions and after a horse serum sensitivity test

prior to administration! Administered as a single dose of 1500-3000 IU dependent upon age of the
patient,

The specific tetanus prophylaxis is to be carried out concomitantly with the surgical treatment of the wound
and antibiotic therapy as appropriate.

Recommendations for post-exposure prevention of tetanus in case of injuries and burns, dependent on the
type of the wound and the immune status of the patient:

Type of wound Patient not immunized or Patient completely immunized
partially immunized Time since last booster dose
5 to 10 years over 10 years
Begin or complete the No application of 1 dose of 0.5 ml TETATOX
Clean, minor primary immunization with | TETATOX or any
1 dose of other agent for specific
0.5 ml TETATOX tetanus prevention
Major, deep but In one arm: 1 dose of 0.5 ml In one arm: Human tctanrs
clean or minor Human tetanus immune TETATOX. immunoglobulin, 250 IU
but globulin, 250 TU*
contaminated In the other arm:
In the other arm: 1 dose of 0.5 ml
1 dose of 0.5 ml TETATOX*




Severely
contaminated
without or late

debridement

TETATOX*

Complete immunization as
per national or reference
schedule.

In one arm: Human tetanus

immune globulin, 500 TU*

In the other arm:

1 dose of 0.5 ml
TETATOX*

Complete immunization as
per national or reference
schedule.

Surgical treatment of the

wound and antibiotic
therapy

1 dose of 0.5 ml

TETATOX

Surgical treatment of the
wound and antibiotic

therapy

immune globulin, 500 IU*

In the other arm:
1 dose of 0.5 ml

TETATOX*

per national or reference
schedule.

Surgical treatment of the

In one arm; Human tetanus

Complete immunization as

wound and antibiotic therapy

/¥

id

* Use different syringes, needles and injection sites.

Primary immunization is recommended also to patients who have previously suffered from
tetanus, because the disease does not lead to the formation of sufficient quantity of antibodies
and does not result in tetanus immunity.

SPECIFIC TETANUS PREVENTION IN NEWBORN

It is performed in case of unsafe deliveries outside hospitals and poor sanitary conditions.

1. The mother is not immunized
1.1 A dose of 0.5 ml TETATOX is administered to the mother who is to be monitored until
completion of the full immunization course.
1.2. Human tetanus immune globulin, 500 IU is administered to the mother and the newborn.

2. The mother is immunized prior to pregnancy
2.1. A dose of 0.5 ml TETATOX is administered to the mother.
2.2. Human tetanus immune globulin, 250-500 IU is administered to the newborn.

3. The mother is immunized during pregnancy
3.1. In case of severe contamination, human tetanus immune globulin, 250-500 IU is administered to

the newborn.

In addition to tetanus prevention measures the umbilical cord of the newborn is treated with suitable

antiseptic agents.



NEONATAL TETANUS PREVENTION

It is recommended in women with childbearing potential or pregnant with data for lack of/incomplete
immunization. The specific prevention is performed prior to pregnancy (if planned) or during the first
three months of pregnancy. It consists of two primary doses of 0.5 ml, given by IM injection at an
interval of at least four weeks. The first re-immunization with a dose of 0.5 ml is administered 1 year
after the second primary dose.

Method of administration

The single dose of TETATOX is 0.5 ml. The ampoule/vial must be shaken prior to injection until a
homogenous suspension is obtained. Homogeneity of the suspension ensures proper absorption of the
vaccine from the place of injection. An individual sterile syringe and needle must be used to withdraw
the dose. The injection is administered with another sterile and dry needle IM into the upper deltoid
area of the arm. Air bubbles must be expelled from the syringe prior fitting the dry needle to the

syringe.

4.3 Contraindications

Hypersensitivity to any of the excipients listed in section 6.1

History of hypersensitivity to a previous administration of the vaccine,

General contraindications for immunization:

o Acute infectious diseases, convalescence period included

o Fever conditions

o Active tuberculosis

o Decompensated heart failure

o Diabetes mellitus, thyrotoxicosis, decompensated adrenal insufficiency

o Acute central nervous system inflammations — meningites,

encephalites, meningoencephlalites

o Chronic active hepatites and biliary cirrhosis

o Infections of the urinary tract

o Nephrotic syndrome

o Autoimmune diseases

o Allergy, including data for shock, Oedema Quincke and other severe allergic reactions to
allergens present in vaccines.

o Epilepsy

Other general contraindications included in the National or Reference immunization
schedule.

At the presence of contraindications the physician assesses the risk of TETATOX administration
or tetanus disease.

4.4 Special warnings and precautions for use

The immunization is to be performed after medical examination.
Patients infected with human immunodeficiency virus (HIV) are immunized, resp. re-immunized with
TETATOX following the standard immunization schedules.

The effect of immunization is possible to be reduced in immunodeficiencies or in patients subjected to
immunosuppressive treatment. In that case it is recommended to postpone the immunization (if
scheduled) until the immunosuppressive treatment is withdrawn.

It is recommended to avoid immunization in people primary immunized or re-immunized within 5
years in order to avoid Arthus-type hypersensitivity.

Caution should be exercised in patients with coagulation disorders.
TETATOX contains sodium.




This medicinal product contains less than 1 mmol sodium (23 mg) per dose, i.e. essentially 'sodiumfree'.

4.5 Interaction with other medicinal products and other forms of interaction

Immunization (resp. re-immunization) with TETATOX may be administered concomitantly with
other vaccines, given that different syringes, needles and injection sites are used. TETATOX is
compatible with BCG, poliomyelitis, hepatitis B, measles, rubella, mumps, rabies, flu and yellow
fever vaccines, Haemophilus influenzae type b vaccine and vitamin A supplementation.
TETATOX could be administered either concomitantly or separately with immunoglobulins. The
immunoglobulin injection site has to be different from the one used for TETATOX administration.

There are no data available for interaction with other medicinal products

4.6 Fertility, pregnancy and lactation

Pregnancy
There are no data indicating harmful effects with respect to neonatal toxicity or teratogenic potential

from the use of TETATOX during pregnancy for the purpose of neonatal tetanus prevention.

Breast feeding
During lactation tetanus antibodies are excreted in human milk. However there are no data indicating

toxic effects on the newborns/infants from the use of TETATOX in breast- feeding women.

4.7 Effects on ability to drive and use machines
There are no data indicating that TETATOX may impair the attention and the ability to drive and use
machines.

4.8 Undesirable effects

Local reactions may occur at the injection site and persist for one or two days: pain, redness,
tenderness and mild swelling. A slight increase in temperature may occur, which passes for 1 —2
days.

In multiple administration of TETATOX at intervals shorter than 5 years Arthus-type
hypersensitivity may occur. It is manifested with local reaction within 2 to 8 hours after
administration.

The drug product contains thiomersal, as a preservative in multidose vials and is possible to cause
an allergic reaction to you/ your child.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via the national reporting system.

4.9 Overdose

An overdose of this vaccine is unlikely to occur. Still in case of overdose the patient has to remain
under medical observation for at least 2-3 days.

It is recommended to carefully review the medical history of the patient with respect to previous
immunizations (including heterogeneous serums) in order to avoid the administration in recently
immunized or re-immunized individuals.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

gy
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Pharmacotherapeutic group: Anti-infectives for systemic use, Vaccines, Bacterial vaccines,
Tetanus vaccines, Tetanus toxoid

ATC code: JOTAM 01
TETATOX is a purified adsorbed vaccine against tetanus. It is prepared from the toxins of
Clostridium tetani by formaldehyde detoxification followed by heating.

5.2 Pharmacokinetic properties

TETATOX is a preparation purified tetanus toxoid, which is a component of the combined vaccines —
DIFTETKOK, DIFTET and TETADIF. TETATOX provides protection against tetanus. Immunity appears
after the second injection, is boostered after re-immunizations, and lasts about 10 years after

each booster immunization.

One of the means of treatment tetanus is a specific immune prophylaxis with tetanus toxoid. In human
organism it causes formation of specific antibodies, which play role in protection against tetanus. The
immunity in tetanus is conditioned and depends on the quantity and possibility of the specific
antibodies in short time to neutralize the tetanus toxin.

In the past the morbidity and mortality from the tetanus were high. Since 1959 in Bulgaria is introduced
obligatory specific immune prophylaxis against tetanus, gradually covering the entire population. As a
result of the application of TT, significant decrease in the number of the diseased people was observed
(from 2.7 %000 in 1959 to 0.00 %000 in 2004). This result shows the good protective effect of tetanus
toxoid and the optimal scheme of administration, regardless of the age. In comprehensive clinical
studies in persons with chronic diseases like allergies, diabetes, rheumatism, uro-genital diseases and
persons over 70 years of age, was observed the efficacy and safety of the preparation.

Several epidemiological surveys conducted in Bulgaria showed the highest antitoxic titer among
children and adolescent because they are included in the obligatory immunization schedule.

In the obligatory immunization schedule infants and children up to 16 years are treated with TT as a
component of combined adsorbed vaccines Diphtheria, Tetanus and Pertussis Vaccine (DTP),
Diphtheria and Tetanus Vaccine (DT) and Tetanus and Diphtheria Vaccine (Td).

Good immunity is established in the other age groups with slight decrease of protective titer, in relation
to an insufficient population density. Single cases of disease in these age groups are observed. It is
accepted that antitoxin titers > 0.01 IU/ml is sufficient to provide efficient protection against tetanus.
The observations on tetanus toxoid administration in over 2 000 persons, reveals that it is not
reactogenic. Active immunity usually persists for 10 years. The established immunization schedule in
Bulgaria gives 98.91 % protection against tetanus among the population.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients in multi dose vials
Aluminium hydroxide

Thiomersal

Sodium chloride

Water for injection

List of excipients in 0.5 ml single dose ampoules
Aluminium hydroxide

Sodium chloride

Water for injection

6.2 Incompatibilities

TETATOX must not be mixed with other medicinal products.
[n concomitant administration of other injectable medicinal product different syringes, needles and

6



injection sites must be used.

6.3 Shelf life

3 years

6.4 Special precautions for storage

Store and transport refrigerated (2°C — 8°C).

Store in the original package in order to protect from light.
Do not freeze!

Freeze vaccine is unfit for application!

Do not use if the vaccine is frozen.
Keep this medicine out of the sight and reach of children.

Multi-dose vials from which one or more doses have been withdrawn during immunization session may

be used in subsequent immunization session for up to a maximum of 4 weeks (WHO/IVB/14.07),
provided that all of the following conditions are met:

- The expiry date has not passed;

- The vaccine is stored in refrigerator (20— 80C);

- The vaccine vial septum has not been submerged in water;

- Aseptic technuque has been used to withdraw all doses.

Do not throw away any medicines via wastewater or household waste. These measures will help protect

the environment.
6.5. Nature and contents of container

Clear, colourless, flip-off glass ampoule (Type I).
The ampoule contains 0.5 ml TETATOX — 1 dose.
Pack size: cartoon boxes of 1, 10 or 50 ampoules.

Clear, colourless, glass vial (Type I).

Vials contain 5.0 ml TETATOX — 10 doses.
Vials contain 10.0 ml TETATOX — 20 doses.
Pack size: carton boxes of 10 vials.

Not all pack sizes may be marketed.
6.6. Special precautions for disposal and other handling

No special requirements for disposal.
The precipitated vaccine is a colourless, supernatant fluid with whitish precipitate.

The ampoule/ vial must be shaken prior to injection until a homogenous suspension is obtained.

An individual sterile syringe and needle must be used to withdraw the dose. The injection is
administered intramuscularly with another sterile and dry needle. Air bubbles must be expelled from
the syringe prior fitting the dry needle to the syringe.

FROZEN VACCINE IS UNFIT FOR USE!
Do not administer intravenously.
Do not use expired vaccine.

Do not use in case the integrity of the ampoule (vial) is compromised or the labelling is unclear or
deleted.
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