IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3ac00y

TETPAKCUM®/TETRAXIM
Bakuuna nis npoginakruku audrepii, npaBus, KaluLTIOKY (aleTI0JAPHAN KOMIIOHEHT) Ta
MOJIiOMi€JIiTY aicopOOBaHa, iIHAKTUBOBAHA, pPilKka

Cknao:
Opna iMyHi3yto4a 1o3a BakuuHu (0,5 MJT) MiCTUTB:
0it0ui peuosuHu.
TudTepiitHuii aHaTOKCUH™ — He menue 30 MO
MpaBIIEBHI aHATOKCUH* — He Mernre 40 MO
aHTureHu Bordetella pertussis:
- KallTIOKOBUN aHATOKCUH™ — 25 MKT
- (pinamenTHM remarmotuHid (OIA)* — 25 MKr
IHaKTUBOBAHUM BIPYC MOJIIOMIETITY THITY | — 40 D-onuHup**
1HAKTMBOBAHUH BipyC MOJTIOMIENITY THITY 2 — 8 D-ogunaump**
IHaKTUBOBAHUMU BIPYC TOJIOMIETITY THITY 3 — 32 D-ogunumi**
* amcopOOBaH1 ATIOMIHIIO T1IAPOKCUITY TUT1IPATOM — 0,3 mr AP*

** D — anTHreHHi OAWHMIN a00 EKBIBaJIGHTHA KUIBKICTh AHTUTCHY, BH3HAUYCHA 3 BUKOPHUCTAHHSIM
BIJIMOB1THOTO IMYHOXIMIYHOTO METOY;

oonomisxcHi peuosunu: cepenoBumie 199 3 comsmu XeHkca 0e3 (eHOTy UYEpBOHOTO (CyMill
aMIHOKHCIIOT, BKJIIOYaro4yu (eHiTanaHiH, MiHEpalbHUX COJEH, BITaMiHIB Ta I1HIIUX KOMIIOHEHTIB,
BKJIFOYAIOYM TJIFOKO3Y), OIITOBAa KHCJIOTa 1/a00 TIIPOKCHJI HATpilo i BCTaHOBJICHHS pH,
dbopmanbaeria, GeHoKcieTaHoM, BOAA AT 1H’ €KIIIi.

Jlikapcbka ¢gopma. CycrieH3is Ans iH €KIiH.

OcnosHi ¢hizuko-ximiuni eéracmueocmi: CTEpUIIbHA, KaJllaMyTHa 3 OUTyBaTUM BIATIHKOM CYCHEH3is
TuTEpIHOrO Ta MPaBLEBOr0 aHATOKCHHIB, AlIETIOISPHOTO KOMIIOHEHTA KalllIIOKY, 1HAKTHBOBAHOTO
BIpYCY IMOJIIOMIENITY, aAcOpPOOBaHA AIFOMIHIIO TIJPOKCUTY TUTiIPATOM.

dapmakoTepaneBTHYHA rpyna.

Komb6iHoBani OakrtepianbHi Ta BipycHI BakuUMHM. Baknuna ans npodinaktuku audrepii, mpais,
KaIIUTIOKY (AUETIOJISIPHUN KOMIIOHEHT) Ta TOJIOMIENITY.

Kox ATX JO7C A02.

Imynonociuni i 6ionoziuni énracmusocmi.

DapmaxoourHamixa.

Toxcunu audTepii Ta NpaBIsl 1ETOKCUKYIOTh 3 BUKOPUCTAHHSAM (DOpPMaJbAETiy, HOTIM OUUIYIOTb.
Bakuuny as npo@inakTUKY MOTIOMIETITY OTPUMYIOTh 3 KyJIbTUBOBAHOTO BIpYCY MOJIIOMIENITY TUIIIB
1, 2, 3 Ha KIITUHHIN J1HIT Vero, IHaKTUBAIlISI BAKOHYETHCS 3a JOTIOMOTOI0 (hOpMaJIbIETiy.
AUENIONAPHUN KOMIOHEHT KalUIIOKy (KalLTIoKOBMM TOkKcMH Ta PI'A) BUAUIAIOTE 3 KYyJIbTYpH
Bordetella pertussis Ta OUnITyIOTb.

KanumiokoBuii  TOKCHH, JIETOKCHMKOBAaHUM 3  BHUKOPUCTaHHAM  IJIyTapalbleriday, BiANOBiAae
KanuTrokoBoMy aHatokcuny (PTxd).

®I'A — HAaTUBHUM.

Byno BctanoBneHo, mo kanumrokoBuii aHaTokCcMH 1 ®I'A € aBomMa KOMIIOHEHTaMH, IO MAarOTh
HalBa)KJIMBIlIE 3HAUEHHS JUI 3aXUCTy OpraHi3My BiJl KallUTIOKY.

B pe3ynbraTi npoBeAeHUX AOCTIIKEHb IMyHOT€HHOCT1 BCTAHOBJIEHO:



ImynHa 6i0nosios nicia nepsunHoi sakyunayii

VY Bcix HemoBiAT (100 %), mo OynaM BakIMHOBaHI TpbOMa J103aMH BAaKIMHU 3 2-MICSYHOTO BIKY,
PO3BHHYBCS cepo3axucHUi TUTP aHTUTLT (> 0,01 MO/mit) mpoTu aHTUTEeHIB qudTepii 1 mpaBIis.

VY nonaz 87 % aiTeld MOJOIIOTO BIKYy Yepe3 OJUH-IIBa MICSIIl MiCIis 3aBEPIICHHS IEPBHHHOTO KYpCYy
IMyHI3aIlii THTPW aHTUTLUI TPOTH KAILTIOKOBOTO aHaTOKCcHHY Ta OI'A 3pocnu B 4 pasmu.

[onaiimenme 99,5 % miTeil micis MEpBUHHOI BaKIIWHAIIIT MaIH 3aXUCHUN TUTP aHTUTLI MPOTH BipyCy
noioMienity tamB 1, 2 1 3 (piBeHb > 5 y BenW4MHI, 3BOPOTHIN 10 CTYIICHS PO3BEICHHS B PEaKIlii
CepoHeiTpati3allii) Ta BBOKaJIUCS 3aXUIEHUMH BiJI TOJTIOMIENTITY.

[Ticns mepmioi go3m OycrtepHoi BakiuHali (y Birmi 16—18 wmics1iiB) Bci AiITH MOJIOAMIOTO BIKYy Mald
3axucHi aHTuTLIa potu audrepii (> 0,1 MO/mn), mpaBus (> 0,1 MO/mn) Ta 87,5 % — npotu BipyciB
nomoMienity (piBeHb > 5 'y BEIWYWHI, 3BOPOTHIA JO CTyNEHS PO3BEICHHSA B peaKIlii
cepoHeiTpanizaii).

[Toka3Huk cepokOHBepcii B aHTUTLIAX MPOTHU KANUIIOKY (TUTpH, Y 4 pa3u OuIblii, y TOPIBHSHHI 3
TUTPAMH JI0 BaKIMHAII]) CTAHOBHUTH 92,6 % IJIs KAILTIOKOBOTO aHATOKCHHY 1 89,7 % mns OTA.
Imynna 6i0nosios nicisa pesakyunayii

[Ticns O6ycTepHoi BakmmHALil BCl AiTH y Bimi Big 5 10 13 pokiB Malld 3aXWCHI TUTPU aHTUTLT MPOTH
npasus (> 0,1 MO/min) Ta BipyciB mosiomienity. 3 HuUX K MiHIMyM 99,6 % Manu 3aXHMCHI TUTPH
a"TuTin npotu audrepii (> 0,1 MO/mi). Iloka3HHKH CEpPOKOHBEPCii B aHTHTLIAX MPOTHU KaIUTIOKY
(Tutpwy, OLIbIIL y 4 pa3u BiJ TUTPIB 10 BaKUMHAII1) cTaHOBWIH BiA 89,1 % 10 98 % m1s KanuiokoBoro
aHATOKCHHY (BU3HAueHI MeTonoM imyHodepmeHtHoro ananizy (IDA)) Ta Big 78,7 % mo 91 % nns
OI'A (IDA).

Dapmarokinemuxa.

He 3acrocoByeTbes.

KuiniuHi xapakrepucTukm.

Ilokazannus.

Hns  xomruiekcHOi mpodimakTuku  audTepii, NpaBisl, KaIUIIOKy Ta TOJIOMIENITY BaKIMHOIO

Terpakcum®:

- I Kypcy MEepBUHHOI IMYHI3aIlli HEMOBJIAT Yy Billl 2 MicsIli Ta 4 MICSIIL;

- s peBaknuHamii y Biri 11 micsiiB Ta 6 pokis;

- 18 peBakiuMHamii xited y Bimi Big 11 1o 13 pokiB, siki He OyiM LIEIUIeH] y Billl 6 poKiB BaKIIMHOIO 3
BMICTOM KaIILJTIOKOBOI'O KOMIIOHEHTa B KOoHLeHTpallii 25 Mkr (aK).

IIpu npoBeaeHHi iMmyHi3anii aiTel Ha TepuTopili YKpaiHu cJiix KepyBatucs Airounmu Hakaszamu

MO3 Ykpainu.

IIpomunokaszanna.
— IligBumeHa 9y TIUBICTh:
e 10 Oyab-KOI 3 IiF0YMX PEYOBUH mpenapary Terpakcum®,
e 110 Oyab-sIKO1 3 JOMIOMDKHHMX PEUYOBHH (IUB. po3ai1 «Ckimany),
e 0 TJIyTapaibJerily, HEOMIIIMHY, CTPEeNTOMINMHY abo momimikcuHy B (sxi
BHUKOPUCTOBYIOTBCS B ITPOIECi BUPOOHMIITBA 1 MOXKYTh OYTH MPHUCYTHI Y CIiIOBI KiIIBKOCTI),
® 10 BaKIMHU NIPOTH KAILTIOKY (AIeIIONIpHIA a00 MITFHOKIIITHHHUN KOMITOHEHT).
— DBUHUKHEHHS TSKKOI aJepriyHoi peakilii IMmicis MONEPEeIHbOI0 BBEICHHS IIi€i BaKIMHU a0o
BaKIIMHU, 10 MICTUTH TaKi caMi pEYOBUHH.
— Baxknunartito ciiJl BIIKJIacTH y BUMAAKY JTUXOMAHKU a00 TOCTPOro 3aXBOPIOBAHHS.
— Ilporpecyroua ennedanonaris.
- Ennedanonaris, ujo BUHUKIA MPOTATOM 7 JHIB MICJIs BBEIEHHS MOMEPEIHBOI M03M OYIb-sSKOT
BaKIMHU, [0 MICTUTh aHTHTeHH 30yJHMKA KalUTOKa (alemtosipHi a0 HiTbHOKIIITHHHI BaKIIMHU
MPOTH KaILIIOKY).



B3aemooia 3 inmumu nikapcoKumu 3acodvamu ma inuwii 6UOU 83a€moo0iil.

TerpakcumM® MOXHA OJHOYACHO BBOJUTH 3 BAKIWHOK IS MPOQIIAKTHKA KOPY, EIiJIeMid4HOTrO
MAapOTHUTY Ta KPaCHYXH a00 3 BaKIIMHOO I MPOo(UTAKTHKY TenaTuTy B, aje 3a yMOBU BBEACHHS y JIBI
Pi3HI JUISSHKY Tija.

TerpakcumM® MOKHa BUKOPHUCTOBYBATH JUTS BiTHOBJICHHS KOH FOTOBAaHOI BaKIWHH JJIsI IPO(ITaKTHKH
iHQexuii, cnpuunnenux Haemophilus influenzae tuny b (Axt-XIb).

Ilepen menyieHHsIM HeOOXiIHO MONEpPeaUTH JIKAPA NMPO NPUIIOM OyIb-IKMX MeJIUKAMEHTIB a00
BaKIMH.

Ocobueocmi 3acmocyganus.

Jns mmpuniB 6e3 TpHEIHAHOI TOJKM 3MiHHA TOJKAa MMOBHHHA OyTH MIIHO TPUKPITUICHA MUITXOM
obepranHs il Ha 4YBepTh 00epTy BimHOCHO mmpuia. TerpakcuM® MOKHA BHUKOPHCTOBYBATH IS
PO3BENICHHS KOH IOTOBaHOI BaKIMHU IS TNpodUIakTHKK 1H(EKIH, cunpuunHeHux Haemophilus
influenzae tany b (Axr-XIB). Ilepeq BUKOPUCTAHHSM MINPHIl i3 CYCIEH3IEI0 CIiJ CTPYCUTH O
OTPHUMaHHS TOMOTE€HHOI CyCIeH311 MyTHYBaTO-01JIOT0 BIATIHKY.

[Ticns Oyap-skoi BakiuHAIi a00 HABITH Mepe] HEI0 MOXKE BUHUKHYTH CUHKOIE (HEMPUTOMHICTB) K
MICUXOTE€HHA peakKilisi Ha BBeACHHS ToJku. Jlyis 3amoOiraHHs TpaBMaM BHACIIJIOK HEMPUTOMHOCTI Ta
JUIS yCYHEHHSI CHHKOIIAJIBHUX PEaKIiid moTpiOHO JOTPUMYBATUCH BIATIOBIAHUX MPOLEAYP.

[Ticns BUKOpUCTAHHS BCl 3aJIMIIKK BaKIMHH, IIMPULKA Ta (IaKOHM HEOOXITHO 3HHMINUTH OE3MEeYHUM
CIIOCOOOM 3Ti/IHO 3 AIFOYMMH BUMOTAaMU IIOJI0 YTHIIi3alii 6i010riyHuX BigxoniB. He BukoprcToByBaTH
BaKIIMHY 3a HASBHOCTI 3MiHU KOJIHOPY Ta CTOPOHHIX JOMIIIIOK.

ImyHorennicts BakiuHu Terpakcum® Moke OyTH 3HIKEHOK BHACTIJOK IMYHOCYIPECHBHOTO
JiKyBaHHS a00 iMyHoaedinuTy. TomMy mepen BaKIMHAINIED PEKOMEHAYEThCA BIIKIACTH BaKIIMHAIIIIO
0 3aKiHYEHHsS JIiKyBaHHs a0o0 JOCATHEHHsI pemicii 3axBoproBaHHs. OJHaK BakIMHAILA 0Ci0 3
XpoHIYHUM 1MyHOnedinuTom, Hampukiaan 3 BlJI-iHdekiiero, peKOMEHAy€eThCsS HaBITh TOMAl, KOJHU
iMyHHa BiJIIOB1/1b MOXe OyTH 0OMEKEHOIO.

SIKIo micias HONEepeJHbOIO BBEJCHHS BAKIMHMU, IO MICTUTh NpPaBLEBUN aHATOKCHH, PO3BHUBCS
cunapoMm ['ifiena—bappe abo 1uie4oBUil HEBPUT, PIILIEHHS MPO 3aCTOCYBaHHS OYb-KOi BaKLUMHH, IO
MICTUTh TPAaBLEBUM aHATOKCUH, MOBUHHO 0a3yBaTHCA Ha pPETEIbHOMY 3Ba)KyBaHHI MOTEHIIHHOL
KOPHCTI Ta MOXIMBUX PHU3MKIB BakiuHAIll. BakuuHaiis 3a3Buuail BUMIpaBAaHa Uil OITEH, y SIKUX
HEMOBHICTIO 3aBEpILIEH] CXeMHU MEPBUHHOI IMyHi3alii (HaNnpuKiaa, BBEIEHO MEHIIE HIXK TPU JI03H).

He BBOAUTH BHYTPIllIHbOCYIHHHO: IEPEKOHATHCS, IO I'OJKA He MOTPANMIa y CyAUHHE PYcJIo0.
He BBOAMTH BHYTPIIIHBOLIKiIPHO.

Sk i Bei in’ekuiiini Bakuuau, TeTpakcuM® BBOAUTHCS 3 00EPEKHICTIO 0COOaM 3 TPOMOOIUTOIICHIE0
a00 MOpYILIEHHSIM 3rOPTaHHS KPOBI, OCKUIBKH MiCJIsl BHYTPIIIHHOM SI30BOTO BBEACHHS Y IIMX 0C10 MOXe
BUHUKHYTH KPOBOTEYA.

[lepen mpoBeneHHSAM INEMJICHHS CIiJ 310paTé MomepeAHi MeIuYHW aHaMHe3 KUTTS (0coOIHMBO
3BEpPTAIOUM yBary Ha iCTOPIiIO IMyHi3allii Ta BUHUKHEHHS Oy/b-IKHX HeOaXaHUX peakiiii) Ta mpoBecTH
KJIIHIYHE 00CTEKEHHS.

S0 Bitomo, 1o Oyb-sKUH 3 HaBEJIEHUX HIKYE CUMIITOMIB OYB MOB’S3aHUM y Yaci 3 OTpUMaHHIM
BaKIMHY, IO Ma€ B CKJIAJi KalUTIOKOBUH KOMIIOHEHT, CIiJ MEPETJITHYTH MOJAIIbIIe BUKOPUCTAHHS
TaKoOl BaKIIUHU:

- Temneparypa > 40 °C nmpotsarom 48 roauH, He NOB’s3aHa 3 OyJIb-SKOIO 1HIIOK 11€HTHU(IKOBAHOIO
NPUYHHOIO;

- Kousarc abo MIOKOMOJIOHMN CTaH, TiMOTOHIYHO-TIMOPECIOHCUBHUNA CHUHAPOM MpOTAroM 48 roauH
iCJIs IIETUICHHS;

- TpuBaJui O€3yTINIHUM IJad BIOPOJAOBXK > 3 TOJWH, SIKHH BUHHMKAE MPOTAroM 48 TroauH micis
BaKIMHALIIT;

- (peOpuipHi a60 adeOpuIbHI CyTOMHU MIPOTATOM 3-X JHIB TICIIS MICTUICHHS.

HasiBHicTh B aHaMHe3i maiieHTa (eOpUIbHUX CYJOM, HE TOB’S3aHHX 3 IMONEPEIHIM BBEIACHHIM
BaKIIMHYU, HE € MPOTHIIOKA3aHHAM JUIS BaKIWHAII. Y IbOMY BHUIAJIKY JyK€ BaXKIMBO BUMIipIOBATH
TeMmrepaTtypy Tula OpoTsroMm 48 TroJuH MicHs IIEIUIEHHS Ta PeryjsipHO 3acTOCOBYBAaTH 32
MIPU3HAUYEHHSM JIIKapsl )KapO3HUKYBaJIbHI 3aCO0H MPOTATroM 48 roJIuH.



AdebOpuiapHi CymoMH B aHamMHE31, HE TIOB’S3aHI 3 TMIONEPEJHIM BBEJIEHHSM BaKIMHW, TOBUHHI
OLIIHIOBATHUCS CIEIIAIICTOM Tepe/l NPUHHATTAM PILICHHS PO BaKI[MHALIIO.

VY pasi po3BUTKY HAOPSAKY HIDKHIX KIHIIBOK IMICIS IMETJICHHS BAKIIMHOK, IO MICTHUTh KOMITOHEHT
Haemophilus influenzae tuny b, oOMIBI BaKIMHU: BAaKUMHY JUId MpOoiTakTUKH TudTepii, Mpasi,
KaITIOKY, TIOJNIOMIETITY Ta BakKIuHy s npodinakTuku iHGEKIid, crupuunHeHux Haemophilus
influenzae tTuny b, — noTpiOHO BBOAMTH Y Pi3HI AUISHKH Tijia Ta y pi3Hi JHI.

[ToTenmiiHniA pU3UK armHOEe Ta HEOOX1THICTh MPOBEICHHS MOHITOPUHTY JUXAIBbHOI (QYHKIIII TPOTITOM
48-72 TOAMH HEOOXIHO BpPaxOBYBaTH NpU TPOBEIEHHI MEPBMHHOI IMyHi3alii y TIIHOOKO
HEJIOHOIIEHUX MiTeH (Hapo/KeHl y TepMiH < 28 THIXKHIB recTallii) Ta 0COOJIMBO y MITEH 3 HE3PLIICTIO
MUXambHOI cHUCTeMU B aHaMHe3i. OCKUIbKM KOPUCTh BaKIMHAIlL JUIS i€l TPpynmu AiTel € BHUCOKOIO,
BaKITMHAIIIIO HE CJIiJT CKACOBYBAaTH a00 BIIKJIAIaTH.

Sk 1 mpu 3acTOCYBaHHI yCiX 1H €KIIHUX BaKIWH, MOBHHHI OyTH HAIOTOTOBI yCi HEOOXITHI JiKapChKi
3aco0M s HaJaHHS HEBIOKIATHOI MEAMYHOI JOMOMOTH Yy PIAKHX BHUMAIKaX PO3BUTKY
aHaimakTHUHOI peakii Ta 3a0e3neyeHnii peTeIbHUI Hars.

[TamienTH MOBWHHI TIepeOyBaTH MiJ] MEIUYHUM HArSIIOM MpoTsAroM 30 XBUJIMH TIICIS BBEIACHHS
BaKI[MHH.

Ieit mikapcbkuit 3aci0 MiCTHUTH:

MmeHIe 1 Mmosnb (23 Mr)/no3y HaTpito, TOOTO MPAKTUYHO BUIBHUHN BiJ HATPIIO;

(deHLTanaHia Moke OyTH HEOE3MEYHUM JJI XBOPHUX Ha (DEHUIKETOHYPIt0 (AUB. po3ai «CKiamy).

3acmocyearnns y nepioo sazimuocmi abo 200y8anHs 2pyoor.
He 3actocoByeThcs. BakiiHa npu3HavyeHa TUIBKY 7151 BAKOPUCTAHHS B MeAiaTpii.

30amuicmy @naueamu Ha WEUOKICMb pearyii npu KepysauHi aA8MOMpPAHCNOpmMom abo [HWUMU
MexaHizmamu.
He 3actocoByetbest. TerpakcuM® MpU3HAYCHUIA TITBKH 171l BAKOPUCTAHHS B TIEAiaTpii.

Cnoci6 3acmocysanns ma 0o3u.

IIpu npoBeneHHi imyHizauii giTeid Ha TepuTOPil YKpaiHH 1010 MPOTUIIOKA3AHb, CXeM IMYHi3amii
Ta B3a€EMOJIl 3 iHIIMMH JIKAPCHKUMHU 3aco0aMu cjig kepyBatucsa airounmm Hakxazamm MO3
Ykpainu.

BaknuHanis npoBoAMTHCA MeIMYHHMM IEPCOHAJIOM Yy KalOiHeTax NPOQLIAKTHYHHX IIeNJIeHb
JIKYBaJIbHO-NPOPLIAKTHYHUX 3aKIATIB.

[lepBuHHa BakuMHALA: 2 1H €KLIT 3 IHTEPBAJIOM Yy JBa MICSALll, OJHa — y Billl 2 MICSIiB, Apyra — y Billl
4 MicsiB.

Peakuumnaris: 1 in’ekis y Bimi 11 micsmis.

[lpy mepBUHHIA BakuWHAII i mpu mpoBeneHHi 1-i peBakumHarii BakiuHy TerpakcuM® MOXHA
BBOJIUTH 3 JIOJABaHHSAM JI0 HEl KOH IOTOBaHOI BakIMHU NpoTH Haemophilus influenzae tuny b (Axt-
XIb) a6o 00uAB1 BaKIIMHU MOXHA BBOJAUTH OAHOYACHO Yy Pi3HI MiclLs 1H’ €KIIIH.

PeBakiunaris y Biti 6 pokiB: 1 iH’ €KIis.

Pepakmunarist y Bimi Big 11 g0 13 pokiB ans mitelt, siki He Oyiu IIeTIeH] y Bili 6 POKiB BaKIIMHOIO 3
BMICTOM KaIlUTFOKOBOTO KOMITOHEHTa B KoHIIeHTpatlii 25 Mkr (aK).

Bakuuny BBOASTH BHYTPIIIHEOM SI30BO.

PexomeHm0BaHe Miclie MIETUICHHS ISl HEMOBIISIT — TEpPEeIHBO-IaTepajbHa MTOBEPXHs CTETHA (CepemHs
TpEeTUHA), JIs CTApILINX AITeH — AIISTHKA JIeIbTONOAI0HOT0 M s3a.

Himu.

BaknnHy 3acTOCOBYIOTH JITSAM 3 2-MICAYHOTO BIKY (IUB. po3ait «Crmoci0d 3acTOCYBaHHS Ta JJO3M»).

Ilepeoo3ysanns.
Indopmaris BiACyTHS.



Ilo6iuni peakuii.

[Tix yac mMpoOBeICHHS KIiHIYHUX JIOCHI/DKEHb 3a Yy4YacTio JiTei, Imo orpumyBaiu Terpakcum® sk
MIEPBUHHY BaKIMHAIIIIO OKpeMo abo B koMOiHaiii 3 BakuuHOW AKT-XIb, Haiuacrime moBigoMIIsIN
PO MOSIBY MICIIEBHUX peakiiif B Miclli iH €K11ii, aHOpMaJbHUH TJIa4, BTPATy alleTUTy Ta JpaTiBIUBICTb.
Ili o3HaKKM Ta CHUMNTOMH 3a3BHYall 3 ABJISIOTHCA MPOTATOM 48 TOAWH MICHS IMIETJICHHS 1 MOXYTh
TpuBatu TpoTaroM 48-72 roauH. BoHM 3HHMKAIOTH CHOHTAaHHO, HE BHUMAralmO4H CIELiaJIbHOTO
JKyBaHHS.

Yacrora peakuii B Micii iH’€Kuii Mae TeHIEHLI0 10 30iIbIIEHHS NpH OyCTEepHiM BaKIMHAIUI Y
MOPIBHSHHI 3 IEPBUHHOIO IMYyHI3aIII€l0.

[podine Gesmexu npenapaty TerpakcuM® iCTOTHO He BifPI3HSETHCS B PI3HUX BIKOBHX rpynax. Brim
JIesiKl peakiiii (Mianiris, He3MyKaHHsS, TOJIOBHHM O11b) € OUTbIl creru@iuHUMH TSl ITed BIKOM Bij
2 pOKiB.

[To61uHi peakIrii kK1acuiKyOThCS 3aI€KHO BiJl YACTOTH:

Jyke gacrto: > 1/10,

yacto: Bix > 1/100 mo < 1/10,

HevacTo: Bixg > 1/1000 mo < 1/100,

piako: Big > 1/10000 mo < 1/1000,

nyxe piako: < 1/10000,

HEBIJJOMO: HEMO>KJIMBO OLIIHUTH 32 HasBHUMHU JaHUMH.

Ha miacraBi cioHTaHHUX 3BITiB OyJIH BHUSIBJICHI JesKi MOOIUHI PeaKIlii, 0 CIIOCTEPIranucs IyKe PiaKo
micis BBeneHHs Bakuuau TetpakcuM®. Tak sK MOomaHHs 3BIiTiB OyJI0 CHOHTAHHKM, a PO3Mip BUOIPKH €
HEBIZIOMUM, HE 3aBXId MOXKHA TOYHO PO3paxyBaTH IOKA3HUK 3aXBOPIOBAHOCTI a00 BCTAaHOBHUTHU
MPUYMHHO-HACIIIKOBUMA 3B’SI30K MK 3aCTOCYBaHHSIM BaKIMHU 1 JTAaHUMH peakiisiMU. TOMYy 4acTOTy
[IUX MOOIYHUX PeaKIliii 3a3HAUCHO K «HEBITOMOY.

Topywenus 3 60Ky kposi i nimpamuunoi cucmemu

Hesimomo: mimdaneHonaris.

Po3znaou 3 6oky imynnoi cucmemu

HeBinomo: peakiii rinep4yTIMBOCTI HEraHOTO TUIY, Taki K HAOpsAK o0nMy4s, aHrioenema, HaOpsK
Kginke, anadinaktuyHi peaxiiii.

Memaboniszm i po3nadu xapyyeanHs

Jyxe yacTo: BTpara aneTury.

Tcuxiuni poznaou

Jy>ke yacTo: 3HepBOBaHICTb, IPaTIBIUBICTh, AHOPMAIHHUH TIAY.

Yacro: 6e3CoHHS, MOPYIICHHS CHY.

HeuacTo: TpuBaymii 6e3yTiIIHUHN T1a4.

Po3znaou 3 6oky nepsosoi cucmemu

Jly>ke 4acTo: COHJIMBICTh, TOJIOBHH O1JTb.

Hesinomo: ¢hebpuibHi ab0 adedpuinbHi CyJOMU, CHHKOIIE.

LInynxoso-kuwiko8i po3naou

Jyxe yacto: OIIOBaHHS.

YacTo: miapest.

Po3znaou 3 6oky wikipu ma niowkipHoi K1imkosunu

Hesinomo: Bucur, eputema, KpOHB’ THKA.

Posnaou onopno-pyxoeozo anapamy ma cnonyunoi mkanunu

y>xe dacro: mianris.

3acanvni poznadu ma peaxyii' y micyi 66e0eHHs

Hyxe uacTto: epureMa B Micll 1H €Ki, OUIb B Micli 1H €Ki, HAOPAK B MICII 1H €Ki, JIUXOMaHKa
> 38 °C, He3ayKaHH4.

YacTo: yuiiibHeHHS B MICIIl 1H €KITii.

HeudacTo: moyepBoHiHHS B Miclli iH €Kil Ta HAOpSAK > 5 cM, Tuxomanka > 39 °C.

Pigxo: nmuxomanka > 40 °C.

Hesinomo:



- BeJMKa peakilis B Micii BBeAeHHS 1H ekuii (> 50 MM), BKIIFOYarOYu OOIIMPHHUI HAOPSK KIHIIBKH,
0 MOXE TIOMIMPIOBAaTHCA BiJ MICI BBEICHHA Ha oauH abo obunBa cyrmodu. Lli peakuii
MIPOSIBIISIOTHCST MPOTATOM 24—72 TOIWH TICASA BaKIMHAINI Ta MOXYTh CYNPOBOKYBATHCS TaKUMU
CHUMIITOMaMH, SIK €pUTEeMa, MIiCIIeBe IiIBUIIICHHS TEMIIEPaTypH, YyTIUBICT a00 OiIb y Micii iH’ eKIii.
CuMNITOMH 3HUKAIOTh CHOHTAHHO MPOTIAToM 3—5 mHIB. BiporimHIiCTh PO3BHUTKY MOMIOHUX peaKIliit
3aJeKUTh BIJl KUIBKOCTI TMOMEpPEeIHBO OTPHUMAHUX J03 BaKLUWH, WI0 MICTATh AaLETIOJIIPHUN
KaIJTIOKOBUH KOMITOHEHT, 3 T1JIBUILIEHHSM PU3HUKY TICIIs BBEeIEHHS 4-1 Ta 5-1 103;

- TMOBIIOMJISUIOCS TPO TIMOTOHIYHO-TIMOPECHIOHCUBHUM CHHAPOM IIICIs BBEIEHHS BaKIUHH, IO
MICTUTh KOMIIOHEHT KaIlTIOKY;

- HaOpsk oxaHiei abo 000X HWXKHIX KIHIIIBOK B pe3yJbTaTi BBEIEHHS BaKIMHHU, IO MiCTUTh
koMmrioHeHT Haemophilus influenzae tamy b. Taki peakiiii mepeBa)xHO 3’SIBISIOTHCS 4Yepe3 KiTbKa
TOAMH TICIS IPOBEJICHHS MIEPBUHHOI IMyHi3allil Ta CIIOHTaHHO 3HUKAIOTh 0€3 HACTIAKIB MpOTIrom 24
roJuH. 3a3HaueH1 peakiii MOXyTh CYIPOBOIXKYBATHCS 1[1aHO30M, EPUTEMOIO, TUMYACOBOIO IyPITYPOIO
i cumpHuM 1radeM. Ii peakimii MOXyTh BHHUKATH, KOiu TerpakcumM® BBOAATH OJHOYACHO 3
KOH IOTOBAHOIO BAaKIHMHOK sl mpodimaktuku iHGEKIH, cnpuuuHeHux Haemophilus influenzae
tuny b.

Ilomenyitini nobiuni peaxyii (TOOTO HECTPUATIWBI TMOAIl, SAKI OyJIM 3apeecTpoBaHl 3 IHIIUMH
BaKIIMHAMM, IO MICTSITh OJWH a00 KiTbKa AaHTUTCHHHUX KOMIIOHEHTIB, AHAJOTIYHHX IMpenapary
Terpakcum®):

- micns BBEJCHHS BaKIMHHM, 10 MICTUTh MPABIEBHI aHATOKCHH, 3a()iKCOBAHO BHIIAJKU PO3BHUTKY
IJICYOBOTO HEBPUTY Ta cuHApomy [ 'iliena—bappe.

Jlooamkosa ingpopmayis cmocosHo oKkpemux nonyasayii

- amHOe y TJMOOKO HEIOHOIICHUX MiTed (Hapomunucs <28 TIKHIB recramii) (AuB. pO3MIii
«Oco0IMBOCTI 3aCTOCYBAHHSD).

Tlogioomnenns w000 UMOBIPHUX NOOIUHUX peaKyill

[ToBimomieHHS TpO MiAO3prOBaHi MOOIYHI peakuii y mepioj Mmicis peecTpaiii Iporo mpemnapary €
BOKJIMBUM 3aX0J10M. BOHM 1ar0Th 3MOTy IIPOJIOBKYBATH MOHITOPHHT CITiBBITHOIICHHS! KOPUCTH/PU3HK
IIPU 3aCTOCYBaHHI JAHOTO JIKapChKOro 3aco0y. MenuuHuX NpaiiBHUKIB MPOCATH MOBIAOMIIATH PO
Oyb-sIK1 M1 A03pIOBaHi MOOIYHI peakIlii yepe3 JAepKaBHY CUCTEMY TOB1IOMIICHb.

Tepmin npuoamnocmi.
3 poxu.

YmoBu 30epiranns.
30epiratu npu Temnepartypi iz 2 1o 8 °C (y xononuinbHUKY). He 3amoposxyBaTu.
3axuIaTH BiJ cBiTia. 30epiraTi B HEAOCTYIHOMY JUIsl AiTE€H MicClii.

Hecymicnicmo.
[{ro BakIMHYy HE CJIiJ 3MINTYBATH 3 1HIIUMH JIKAPCHKUMU 3ac00aMH, 32 BUHATKOM BKa3aHHUX Y PO3JILIIi
«B3aemois 3 IHITUMU JTIKAPCHKUMH 3aC00aMHU Ta 1HIII BN B3aEMOIII».

YnakoBka.

ITo 1 momepeanro 3anmoBHeHOMY mimpuity mo 0,5 mi (1 mo3a) 3 MPUKPIMIIEHOK TOJKOK (abo 2-Ma
OKPEMHUMH T'OJIKaMH), 1110 MICTUTh CYCIIEH31I0 JJIsl 1H €KL, B KAPTOHHIHM KOpoO1i.

ITo 1 momepeanro 3anmoBHeHOMY mimpuity mo 0,5 mi (1 mo3a) 3 MPUKPIMIIEHOK TOJKOK (abo 2-Ma
OKPEMHUMH TOJIKaM), 110 MICTUTh CYCIEH31I0 Ul 1H €KLid B KapTOHHIA KOpOOI, B SKiii MICTHUTbCS
CTaHJApTHO-EKCIIOPTHA YIAKOBKA Ta IHCTPYKIIIS TSI MEIUIHOTO 3aCTOCYBaHHS.

Kareropis Bignycky.
3a peLenTtom.



Bupoonukmn.
Canodi [Tactep, @pantis.
Canodi-Agenric [IpaiiBit Ko. JITa., Yropmuna.

Micue3Haxo/1:KeHHsI BUPOOHUKIB Ta apecH MicUsl MPOBAIKEHHS iX AislJIbHOCTI.
1541 aBento Mapcens Mep’e, 69280 Mapci 1’Etyans, @paniiis.

[Tapk Ingactpiens n’lakapsine, 27100 Banb-ne-Poit, paniris.

oyn. 5, Kamnona ytna 1., bynanemr, 1225, Yropmuna.

3asiBHUK.
Canodi [Tactep, @panris

Micue3HaxoakeHHs 3asIBHHKA.
14 Ecniac Aupi Banne 69007 Jlion, @paniris



