IHCTPYKIIA
[IJIs1 MeIMYHOT 0 3aCTOCYBaHHs JIIKapCHKOT 0 3aC00y
Enpxepukc -B /Engerix  -B

BaknuHa 1151 npo@diTakTHKHU BipycHoro renatuty B, pekom0OiHaHTHa

Cknao:

Oitoua pevosuHa: HBsAg;

no3a Bakuuuy (1,0 M) Mmictuts: 20 Mkr HBsAg™;

'amcopboBaHuii Ha amOMIiHII0 rigpokcumi, TigpaToBaromy 0,50 mr Al’

*BUPOGIIEHO y KIITHHAX APiXKIKOBOI KyIbTYpH Saccharomyces cerevisiae 3a TEXHOJIOTIE0
pekombinanTHOi [JHK;

no3a Bakuuuu (0,5 M) Mictute: 10 Mkr HBsAg'?;
'agcop6oBanuii Ha anoMiHio rigpokcumi, rizpatosagoMy 0,25 mr Al®

*BUpOOIIEHO y KIIITHHAX APiXKIKOBOI KyIbTypH Saccharomyces cerevisiae 3a TeXHOJIOTIE0
pekombinanTHOI [THK;

0onoMidCHI pe4o8UHU: alIOMiHIiI0 TifPOKCHUL; HATPI0 XJIOPUM; OUHATPioo ocdaT, DUrigpaT; HaTpin
dbochopHOKUCTNY OOHO3AMIIIIeHNM 2-BOOHUM; Bofa OJIs iH €KITil.

[TomicopbaTt 20 MpUCYTHIN Y CNTigOBUX KiTBKOCTSIX SIK PE3yIbTaT BUPOOHUYOIO MTPOIIECY.

JIikapcbka ¢opma. CycrneHsis s i exIii.

OcHogHI (pi3uko-ximiuHi enracmusocmi: EHgRepukc™-B, BakKLIMHA Oj1d IPOQiIakKTUKK BipyCHOTO
renaTtuty B, pekomGiHaHTHA - CTepUJibHA CYCIIeH3is, 110 MiCTUTh OUMILEHNIN OCHOBHUM IOBEPXHEBUM
AQHTHTEH BipyCy, ofepKaHu 3a JOIIOMOro0 TexHosorii pekomOinauTHO1 [JHK Ta agcopOoBanuit Ha
TiIPOKCHUAL aIOMiHi0. AHTUTEH BULIIAIOTH i3 KyJIbTypU OPiKOXKOBUX KIiTHH (Saccharomyces
cerevisiae), y SKUX € TeH, 110 KOye OCHOBHUM IIOBEPXHEBUY aHTUTeH Bipycy renatuty B (HBsAQ).
Llelt moBepxHEBU aHTUTEH [APIKIXKOBUX KIIITUH PETEJIbHO OUYMIIAIOTh 3a JOTIOMOT 010 AEKITBKOX
(hi3uKO-XiMiYHUX METOZIB, III0 3aCTOCOBYIOTHCS MOCTiAOBHO. [I0OBEpXHEBUM aHTUTEH CIIOHTAHHO
TpaHCcHOPMYETLCS y chepuyHi yacTKu AiaMeTpoM 20 HM, B SKUX MICTAThCS HETJIiKO3UIbOBaHi
MOJINENTUAN aHTUTEHY i JIIMIgHUM MaTPUKC, IO CKIIafa€eThCs, TOJIOBHUM YMHOM, 3 pocdormimigis.
Benvka KinbKiCTh peTeNnbHUX AOCHIAXKEHDb MoKa3ana, 110 Ii YaCTKXA MaloTh BIaCTUBOCTI, XapakKTepHi
nnst mpupopHoro HBsAg. CtanmapTu3aliisi MeTomiB ¢hepMeHTallil Ta OUHUINIEHHST 03BOIUIA
3a0e3neyuTy BUCOKY CTabiMbHICTh CKIafy BakuuHYU EHmKepukc™-B. BakluHa MPOXOAUTh BUCOKUM
CTYIIiHb OYHUIIEeHHS i BigmoBinae Bumoram BOO3 myist pekoMOiHaHTHUX BaKIMH IIPOTU renaTUTy B.
I7s 11 BUpOOHUIITBA HE BUKOPUCTOBYIOTHCS CYyOCTaHIIii JTII0ICHKOT0 ITOXOIKEHHS.



®apMakoTepaneBTU4YHaA rpyna. [IpotusipycHi Bakuuau. O4uIlleHull aHTUTeH BipyCy renatuty B.
Kom ATX JO7B CO1.

ImyHo02iuHi ma 6iono02iuni 8 1acmueocmi.
®apmakoOuHamika.

Baknura Enpgxepukc™-B cTuMyinioe yTBOpeHHS celdpiuHNX IyMopanbHuX aHTUTiI npotd HBsAg
(0CHOBHOT'0 IOBEPXHEBOT'0 aHTUTEHY Bipycy renatuty B). Tutp antuTtin npotu HBsAg, sumuii 3a 10
MO/n1, KOpeJioe 3 JOCTaTHIM CTYIIeHeM iMyHHOTO 3aXKCTY MPOTHU iH(EKIIil, BUKIMKaHOl BipycoM
renatuty B (HBV).

EdeKkTHBHICTH iIMYHHOT 0 3aXHCTY

I'pynu pu3uky. Y IIHPOKOMaCIITaOHUX TOCTiIXKEeHHIX Y HOBOHAPOIKEHHX, IiTeH Ta
TOPOCJINX, SIKi BXOJSATH [0 IPyIH PU3HKY, OyjIa mpogeMoHcTpoBaHa 95 - 100 %
iMmyHosoriuna epeKTHBHICTh.

ImyHOnOriyHa edeKkTUBHICTL CTaHOBUNA 95 % y HOBOHapoaxkeHux HBSAQ-I03UTUBHUX MaTepiB,
iMmyHi3oBaHUX BigmoBigHO Ho cxeM y 0, 1 12 abo 0, 1 i 6 mics1iB 6e3 cymyTHROTO BBegeHHS HBIg
(imynorno6ymniny npotu HBV) npu napomxenni. OnHak mpu ogHOoYacHoMy BBefeHHiI HBIg i Bakuuuu
IIPY HAPOMXKEeHHI MUTUHU iMyHOJIOTiYHa e(peKTUBHICTh 30inbIiryBanacs o 98%.

Yepe3s mBaAISATh POKIB MiC/Is MEePBUHHOI BaKIMHALIll Y JUTUHCTBI, 000U, MaTepi, IKUX € HOCiIMHU
HBV, oTpumyBanu moBTOPHY [03y BakKMHU EHgXKepukc™-B. Yepes onul Micaup MiHiMyM 93%
narieHTiB (N=75) Manu BTOPUHHY iMyHHY BifIIOBifb, 1[0 CBiAYUTH IPO HAIBHICTH iMyHOJIOTiYHOI
maM’sTi.

30opoei ocobu. Y HuK4eHaBeeHil TabIuIli mojaHo piBHI CepompoTeKIIiH (Y BilCOTKax MallieHTiB 3
TATPOM aHTUTIN npotu HBsAg = 10 MO/n), oTpumMaHi y KIiHIYHUX AOCHTIIXKEHHSAX IIPX 3aCTOCYyBaHHI
pi3HKX cxeM BaKLMHAIIl (DuB. po3min «Cnocib 3acmocyeaHHs i 003u»).

Tabauus 1
['pynu malieHTiB Cxema BaKIMHallil PiBeHbL CEPONPOTEKITil
3mopoBi ocobu 0, 1, 6 micsiB Ha 7-i micsib: = 96 %
0,1, 2 - 12 micanis Ha 1-i1 micamb: 15 %
Ha 3-11 micanb: 89 %
Ha 13- micsp: 95,8 %
3mopoBi 0cobu BiKOM Bif 0, 7, 21 genn - 12 micqaiB Ha 28-11 neub: 65,2 %
20 poKiB Ha 2-11 micanp: 76 %
Ha 13-11 micssup: 98,6 %
Tabauys 2

[MTopiBHsNIbHA Tabnuns iMyHOJIOTiYHOI epeKTUBHOCTI (cepomnpoTekiis CII), mocArHyTOro mpu
3aCTOCYBaHHI IBOX Pi3HMUX [030BUX cXeM Yy ocib BikoM Bim 11 go 15 pokiB BKITIOUHO



IIPOTSATOM 66 Mics1iB CITOCTEPEKEHHS ITiCHIs MEPIIOi 03U IIEPBUHHOI BaKI[MHAIIi1

[ToKa3HUK CEPOMPOTEKIIil

['pyny BaKLIMHOBaHUX Micsaib 2 [Micsaib 6 [Micaup 7 |Micamb 30 [Micane  [Micans  [Micsaib
42 54 66

Enmgxepukc™-B 55,8 % 87,6 % 198,2% 196,9 % 92,5% 94,7 % 91,4 %
10 MKT
(cxema 0, 1, 6 mics1iB)
Enmxepukc™-B 11,3 % 26,4% 96,7 % 87,1 % 83,7% 184,4% 179,5%
20 MKr
(cxema 0, 6 micsa1riB)

Haserneni naHi cBifuarts, 110 IepBUHHA BaKLMHALlA IHAYKY€E IMyHHY Binnosias Ha HBsA(g, sika
30epiraeTbcs MPOTSATOM ILOHaMMeHIe 66 Micsauis. [Ticns 3aBepleHHs KYpCy TepPBUHHOI BaKIMHAIIii
y Oymb-sIKMH IPOMikKOK Yacy HeMa€ CyTTEBOI KJTiHiUHOI Pi3HHULI ¥ PiBHI ceponpoTeKIlil npy mopiBHIHHI
2-x cxeM BakmuHatii. Bci cy0’exTu 3 060X IpyIl BaKIMHAIl (BKITIOYaIO4M THX, XTO MaB PiBeHb aHTHUTIN
no HBsAg < 10 MO/n) oTpuManu 0OgaTKOBY 003y Ha 72-My Ta 78-My Micsli micias IepBUHHOL
BakuxHaii. Yepes 1 micsis micis 1iel 4ogaTkoBol 03U Y BCiX BaKLIIMHOBaHMUX Oyia BUSIBIEHA
aHaMHEeCTUYHa BigIOBiAb Ha 110 03y Ta JOBefeHa CEPONPOTEKIIis (ToOTO piBeHb aHTUTIN o HBsSAg
6y = 10 MO/n). LIi gaHi migTBepAXKYIOTh, III0 3aXUCT IPOTH T'eNaTUTy B 3MiliCHIOETLCS Yepe3
MeXaHi3M iMyHHOI ITaM’ATi y BCiX MAIliEHTIB, SKi MaJd iMyHHY BigIIOBifb IiCJIs TEPBMHHOI BaKIIMHAIIl,
ajie y IOAaJIbIIOMY 3aXUCHUY PiBEHDb aHTUTII IPOTU renaTtuTy B 3MeHmuBca o Hux4ye 10 MO/m.

PeBakInHallis y 3M0POBUX 0Cib

[MTanientu (N=284) BikoM 12 - 13 poKiB, IKUM IPOBOOUIIY BaKIMHAIII0 Y IUTUHCTBI 3 BBEIEHHAM 3
mo3 BakLuHYU EHmXepukc™-B, omepKanu MOBTOPHY 0o3y. Yepes onuH Micsanb v 98,9% natieHTiB 6yi1o
HOOCSITHYTO PiBHS CEPONPOTEKIIil.

Tabauuys 3

[TauieHTH 3 HUPKOBOIO HEOCTATHICTIO, BK/IIOUAIOYH IAlli€HTiB, 5IKi mepebyBaloTh Ha reMofiiami3i

Bik (pokmu) [Cxema Baknmuamii PiBeHb ceponpoTeKiii
16 pokiB i 6inbiire 0, 1, 2, 6 Mmics1is Ha 3-11 micsause: 55,4 %
(2 x 20 MKT) Ha 7-i1 micsmb: 87,1 %

Tabauys 4

[MamienTtu 3 uykposum giaberom II Tumy



Bik (pokm) CxeMa PilEEH.I; CepoInpoTeKIrii Ha
BaKIIMHaIIil 7-H MicsInb

20 - 39 0, 1, 6 micamis  [88,5 %

40 - 49 (20 mKkT) 81,2 %

50 - 59 83,2 %

> 60 58,2 %

3HudiceHHs1 yacmomu 2enamoue /11015PHOoi KapuuHomu y dimeil.

Ilicns BaknuHalii 3 MeTo10 npodiTakKTHKH renaTuty B, mpoBegeHoi B
HallioHaJILHOMY MacmiTa0i Ha TauBaHi, y miTe# 6 - 14 pokiB cmocrepiraaocs
3HaYHe 3HHKEHHSI YaCTOTH PO3BHUTKY renaTole/TI0/IsIPHOL KapIIMHOMH, a
TAKO02K 3HaYHe 3HUKEHHS MONIMPEHOCTi aHTUreHy Bipycy renatury B,
MEPCHCTEHIIisI TKOT0 € CYTTEBUM (paKTOPOM PO3BUTKY TelaTole /TI0/IsIPHOL
KapIUHOMH.

dapmakoKiHemuka.

He 3aCTOCOBYETHCHI.

KiiniyHi XxapaKTepHUCTHKH.

IToka3auHs.

Enpkepukc™-B moka3aHHH 1T aKTHBHO1L
iMmyHi3anil 3 MeTo10 NpodiTakTHKH
3aXBOPIOBaHHsI, BUK/IMKAHOI 0 yCiMa
Bimomumu migTunamMu HBV y namnienTiB Oynb-
SIKOT'0 BiKY, IJIsI SKHUX iCHYE PU3HUK
iHpikyBaHHSI.

Y 30Hax 3 HU3BKOK €HIEMIYHICTIO rellaTUTy B peKOMeHyeThCSA IMyHI3yBaTU BaKIMHOKO
Enpxepukc™-B HOBOHapOOKeHUX, AiTeH Ta MiAJiTKiB, a TaKOXK 0Cib, 110 BXOASATH OO0 TPYII
IiABUIIEHOTO PU3NKY iHGIKyBaHHS, TAaKUX SK:

- MEIWYHi IpalliBHUKY;

- CIiBpOGITHUKY MIJIillil, MoKexkHUX OpUrafl, BiiCbKOBOCITyKOO0BIIj;



- MAIlE€HTH, IKUM IIPOBOAUIIOCH NTIEPEIMBAHHS KPOBI;
- ocobu, SIKi IPOXKUBAIOTh y CIellialbHUX YCTaHOBaX, Ta IIEPCOHAJ, SKUi IX 00CIyTOBYE;

- oco0u, y AKUX MiIBUILIEHUHM PU3UK 3aXBOPIOBAHOCTI IIOB’I3aHUM 3 IXHBOIO CEKCYaIhbHOI0
OpieHTalji€x;

- HapKOMaHH, SIKi BUKOPHUCTOBYIOTh HAPKOTUKY Y BUTJISAAL iH' €KIIil;

- oco0u, SIKi BUIZK[I2KalOTh Y 30HU 3 BUCOKOIO €HJIeMiUHICTIO remnaTurty B;
- OiTH, MaTepi IKUX € HOCIIMU BipyCy renaTtury B;

- YPO[XKEHIIi 30H 3 BUCOKOI0 €HIEMIYHICTIO renaTUTy B;

- Malli€eHTH i3 CepPIOBUAHOKIIITUHHOIO aHEMIEID;

- MallieHTH, 110 YeKaloTh Ha TPaHCIIJIaHTAallil0 OPraHiB Ta TKaHWUH;

- 0co0M 3 XPOHIYHUMM 3aXBOPIOBAHHSIMMU NEeYiHKU ab0 0c0o0H, IKi HanexkaThb 40 IPyIu
PU3UKY PO3BUTKY XPOHIYHOT'0 3aXBOPIOBAHHS MTeYiHKM (HaIpUKJIIaf Hocil Bipycy renatuty C, ocobu,
SIKi 3JI0B2KHMBAIOTh AJIKOT'0JIEM);

- 0co0w, 110 3HaXOASATHCS B CiMelHUX (M0OYTOBUX Ta CTaTeBUX) KOHTAKTaX 3 IPeNCTaBHUKOM
Oymb-gKO1 3 HaBeleHUX BUIlle TPYII Ta 3 MalliEHTaMU, XBOPUMH Ha remnaTUT B y roctpiit yu xpoHiuHink

dopmi;

- yci inmt ocobu, sKi B CUITY CBOEI OiIbHOCTI YU CI10co0y XKUTTS MOXKYTb OyTH iH(}iKoBaHi
HBV.

Y 30Hax 3 cepefHbOI0 YU BUCOKOK YaCTOTOX 3aXBOPIOBAHOCTI Ha renaTuT B, fe iCHye pu3uk
iHGikyBaHHs A7 GiNBINOI YaCTUHYU HAaCeJIeHHS, BaKIMHAIII0 He0OXiqHO ITPOBOAUTH BCiM
HOBOHAPOOXKEHUM, IIiTAM Ta IigTiTKaM.

3a momoMororo iMyHi3alil BakIuHOI EHOXKepuKC™-B MOXKHa TaK0XK IONEPeIUTH renaTtuT D,
OCKiJIbKM TenaTuT D He BUHUKAE NP BigCyTHOCTI iHdeknii, BukmukaHol HBV.

ImMyHi3alisg 3 MeTo10 TPOQiNaKTUKK TeaTUTy B 3HUXKYE He TiIbKA 4aCTOTY 3aXBOPIOBAHOCTI Ha
renaTuT B, ajne ¥ MposiBY 3aieXKHUX Bif 11epebiry 1iei XBopoOu XPOHIYHOT0 aKTUBHOTO TenaTuTy B Ta
remnaTuTy B, 3 XpOHIYHUMY YCKIafHEHHSIMU (HapUKIIaf i3 TUPO30M MeUYiHKH).

Ilpu npoBeneHHi imyHi3alii Ha TepuTOpii YKpaiHu 1000 cxeMH 3aCTOCYBaHHS,
NMPOTHIIOKAa3aHb Ta B3a€MO/il 3 iHIMHMH TiKapChbKHMH 3aC00aMH CJIiT KepyBaTHCS Til0UYHMH
Haka3aMu MO3 YKpaiHu CTOCOBHO PO} iTaKTHYHUX HIeIUIeHb.

IIpomunoka3aHHs.

EHmKepHuKC™-B He M0O2KHa BBOOHTH 0CODaM



3 BiTOMOIO rinmepuyTIuBiCTIO IO OyIb-IKOTO
KOMIIOHEHTA BaKIIMHH, a TAKOXK [0 JIPiKIXKiB,
a00 mamieHTaM 3 peakIisiMM rinepuYyTIuBOCTI
IIiCJIsI MOIePeaIHbOr0 BBEeIeHHSI BaKIIHHU
EHmKepukc ™ -B.

BIJI-iH(eKLisg He € MPOTUNIOKAa3aHHSAM 10 BaKIIMHONIPOQiTaKTUKY TenaTuty B.

SIK i 1A iHIIIMX BaKIIMH, 3aCTOCYBaHHS
BakiluHUA EHpKepukc™-B namieHnraM 3
TOCTPHMH 3aXBOPIOBAHHSIMH, 11O
CYIIPOBOIXKYIOTHCS JINXOMAaHKOIO, CJIifl
Bigkimactu. HasiBHICTE 1erkoi ingexiii He €
MIPOTHIOKAa3aHHSIM.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

OpHOYacHe 3aCTOCYyBaHHS BakIMHM EHmXKepukc™-B i ctangapTHOI mo3u HBIg He cipuunHse
3HUXKEHHS TUTPiB aHTUTIN 1o HBsAQ y pasi, SKIIo 1X BBOOATH y Pi3Hi Micus.

Enpxepukc™-B MoxKHa BBOOUTH Pa30M 3 BaKLIMHAMHU A MPODiTakKTUKU qudTepii-paBLs-KallIIOKy
(AK[IT), oudrepii-npasig (AIIT) i/abo momioMieniTy, SIKIIO Ile He IOPYIIYE CXeMy iMyHi3allii,
PEKOMeH0BaHy fiep:KaBHUMHU YIIOBHOBaXKEHUMU OpraHaMy OXOPOHHU 3[0POB 4.

Enmxepukc™-B MoXKHa TaK0XK BBOAUTH Pa30M 3 BaKLIMHAMHU A7 NPOGiTaKTUKN KOPY-eIiieMidHOT O
IapOTUTY-KPaCHYXHY, BaKIMHOIO OJ1s TPOQiIaKTUKU 3aXBOPIOBAaHHS, BUKIMKAHOT0 Haemophilus
influenzae tumny b, BaKIMHOIO [JIS MPODiTaKTUKY remaTUTy A Ta BaKIIMHOIO OIS MPOdiTaKTUKU
Ty6epKynbo3y (B11ZK).

Enmxepukc™-B MoXHa TaK0X BBOIUTH PAa30M 3 BAKIIMHOWO [JI MPOGiTaKTUKKN 3aXBOPIOBAHb, 1110
CIIPUYUHSAIOTHCS BipyCOM IamiIOMU TIOOUHU (L[epBapI/IKCm).

IIpu 3acToCyBaHHi BakIuHU EHIKepuKC™-B 0HOYACHO 3 BaKIMHOW LlepBapukc (BaKIMHOIO [JIs
npoilakKTUKY 3aXBOPIOBaHb, 10 BUKIMKAIOTHCS BipyCOM IaIMiIoOMU JTIOAWHY) He OyJI0 BUSIBIEHO
KJIIHIYHOT 0 MiATBEPIXXEHHS BTPYYaHHS V IMyHHY BIIOBib HAa aHTUT€HU BipyCy MAlMiJIOMU JTIIOOUHMU.
CepenHili reoMmeTpuyHUN piBeHb aHTUTIN 0 HBSAg npu cyMicHOMY 3aCTOCYBaHHI ITUX BaKIUH OYB
HUXKYMM, ajie KJIiHiYHe 3HaYeHHS IhOT0 CIIOCTepPeXkKeHHS HeBijoMe, OCKiTbKY PiBEHb CEPOIPOTEKITil
3aMIIaeThCcsl He3aMiHeHUM. BigcoTok cy0’eKTiB, y AKuUxX 0yJI0 HOCATHYTO piBHS aHTUTIN HBsAg = 10
MO/n npu cymicHOMY 3acTOCyBaHHi cTaHOBUB 97,9 %, a Ipu caMOCTIMHOMY 3aCTOCYBaHHI BAaKLIIMHI



Enpxepukc™-B - 100 %.
Pi3Hi iH’ek11iliHi BaKIIMHY HEOOXIMHO 3aBXKIKM BBOOUTH B Pi3Hi MicIs.

B3aemosaminHicmb 8akyuH npomu 2enamumy B. EHfIXepukc™ -B MoXHa BUKOPUCTOBYBATH [J1S
3aBepllleHHs KypCy IIepBUHHOI iMyHi3allil, po3moyaToro abo 3 mi1a3MonoXigHuMHU, abo 3 iHIIUMHU
TeHHO-IHXKeHePHUMU BaKIMHaMU AJII IpodinakTuku renatuty B, abo, SKIo 6axkaHO IPOBECTU
TIOBTOPHY iMyHi3allio, 110 BaKIIMHY MOXKHa BBOOUTH 0co0aM, sIKi paHillie MPORIIIN KypC TePBUHHOI
iMmyHi3arril mra3monoxiguuMu abo iHIMKUMY TeHHO-iHXKEeHEePHUMHU BaKIIMHAMHU I TPODiTakKTUKH
renaTtuty B.

Oco6.1ueocmi 3acmocyeaHHsi.

Y 3B’s13Ky 3 TpuUBajauM iHKyOallilHUM IepiogoM remaTuTy B MoXKIKMBa IPUCYTHICTL IIPUXOBAHOI
indexuii mig yac iMmyHizarril. ¥ Takux BUNagKax 3aCTOCYBaHHS BaKI[MHU BXKe He MOXKe 3arnobirtu
PO3BUTKY TrenaTuty B.

BakmuHa He Oyfe 3amobiratul iHQEKIliAM, COPUYNHEHUM iHIIUMY 30yIHUKaMHU, 110 BPakaloTh
Ie4YiHKy, HallpuKag Bipycamu renaTtuty A, remaTtuty C ta renatuty E. HasBHicTE iMyHHOI Bigmosigi
Ha BaKIMHALIiI0 TPOTH TenaTuTy B 3amexuTs Bif 6araThox GpakTopiB, BKIIOYAIOYM CTAPIINH BiK
TallieHTa, HaJIeXkKHiCTh 0 YOJI0BiUOl CTATi, 0XKUPIiHHS, MaJTiHHA i cIToci® BBeIeHHS BaKIUHU.
[TamieHTaM 3i c1abko BHpaxKeHOI0 iMyHHOIO BiTIOBIiIAIO Iic/Ist BBEIEHHS BaKLUH IIPOTHU T'emaTUTy B
(Hampuknag y ocib BikoM Big 40 pokiB ToI10) HEOOXigHO NependayuTH BBeleHHS T0NaTKOBUX [103.

Y narrieHTiB 3 HUPKOBOIO HEJOCTATHICTIO, BKIIOYAIO4YX THX, 110 3HAXOOAThCS Ha remopianisi, 3 BIJI-
iH(exKIi€elo Ta 3 MOPYILIEHHSIM iIMyHHOI CUCTEMHU afieKBaTHUM TUTP aHTUTIN fo HBV Moxke Gyt He
INOCATHYTHH IiCNIs MPOBeOeHHS KypCy IEPBUHHOI iMyHi3allii, 1[0 BUMaraTuMe AOOaTKOBOTO BBEOEHHS
BaKIIMHU.

Enmxepukc™-B 3a sco0HUX 06cmasuH He MOXCHA 8800UMU BHYMPIWHbOBEHHO.

4K i gnsg Bcix iH'eKI[INHUX BaKIWH, BiNOBiAHA MeiMYHa AOIIOMOTa Ta HaTJIsaf 3aBXKOW MOBHHHI OyTH
JIETKOJOCTYIIHUMHY Y Pa3i BUHUKHEHHS PifKuX aHaiTlaKTUUHUX Peaklil Micig BBeJeHHS BaKIMHU
Enmxepukc™-B, gK i oy BCiX iHIIKX iH'€KIIHHUX BaKIMH. TOMY HalLliEHTH MIOBUHHI OyTH i
MEeOUYHUM HarjasgoM He MeHIne 30 XBHJIHMH ITIiCJIS BaKIIMHALIII.

CuHKore (HeIPUTOMHICTh) MOXKe BUHUKHYTH IIifl 4ac a0o paHimre 6yab-gKoi BaKIKMHAIL, TK
TICUXOTeHHa peakllis Ha iH’€KI1Iil0 TONKO0I0. BakiuHalito HeoOXifHO MPOBOAUTH TiJILKU B MOJIOKEHHI
BaKIIMHOBAHOT'O CUASYHX a0 Jiexkauyy Ta 3a/JUIIKTH MallieHTa B TOMY XK II0JIOKeHHi (cupsyu abo
7exayu) IpoTsAroM 15 XBUJIMH TiC/IS BaKIMHAIIL 71 IOTIepeIKeHHs PU3UKY MOTO TPaBMyBaHHS.

4k i y pasi BBemeHHs Oyab-5KO1 BaKIIMHYU, OCTATHIN piBeHb iMyHHOI BifllIOBifi MOXKe OyTH HOCATHYTHN
He y BCiX BaKIIMHOBaHUX 0Ci0.

[Tpu npu3HavyeHH] IePBUHHOI iMyHi3alil fyKe Iepef4acHO HapOoAKeHUM HEMOBIIATaM (< 28 THXHIB
recTalfil) cJig MaTH Ha yBa3i IOTEHI[INHUY PU3UK PO3BUTKY Y HUX alTHOE Ta HeoOXiAHICTh KOHTPOJIIO
3a OuxanbHOI0 (QYHKIIiE0 MPOTATroM 48-72 rofrH Mic/s BaKLIKHAIi], 0COOIHMBO SKIO0 HEMOBIIS Ma€ B
aHaMHe3i He[JOPO3BUTOK OUXabHOl cucTeMu. OCKiNIbKYM KOPUCTh BaKLUWHALl OIS 1€l Ipynu
HEMOBJISIT € BUCOKOIO, HE CJIi[l BITMOBISATUCH Bil BaKIMHAaIlil abo 3aTpUMyBaTH Ii.

Bak1Ha MicTHTh MeHIIe Hixk 1 MMoyb HaTpito (23 Mr) Ha 0o3y, TOOTO, IO CYTi, € BiTbHOO Bif HATPi0.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

[laHWX PO 3aCTOCYyBaHHS BaKIWHUA EHAXEpUKC™ -B BariTHUM XKiHKaM Ta JaHUX €KCIepUMEHTalbHUX
[OCTiAKeHb BIUIUBY Ha PEeNPONYKTHUBHY GYHKIIIIO Y TBAPUH HeJOCTaTHHO. OOHAK, O9iKY€ETHCS, 110
Enmxepukc™-B, 5K i iHIIN iHAaKTMBOBaHI BaKIIMHY, HE BIJIMBA€ HETATUBHO Ha IIiA. B mepion
BaritTHocTi EHmKepukc™ -B HeoOXimHO BBOMUTH Y pa3i HaranabHOI MOTPeOH Ta 3 ypaxXyBaHHSIM IlepeBar
iMyHi3allil nepeq MOXKINBUM PU3UKOM [JIs IIJI0AA.

IaHuX mMpo 3aCTOCyBaHHS BaKIMHU EHmXKepukc™-B KiHKaM B Iepiof akKTallil Ta JaHUX JOCiXKeHb
PEeNpPOAYKTUBHOI PYHKII] y TBAPUH HEAOCTAaTHLO, TOMY 3aCTOCOBYBATU BaKIMHY XKiHKaM, SKi TOTYIOTh
Tpyamro ciig 3 06epexHicTio. [IpoTUIOKa3aHHS OO0 3aCTOCYBAaHHS BaKIIMHU V IePiof JaKTallil ois

KIHOK BIfICYTHI.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHi3mamu.

BrnuB BakIMHY Ha 3[aTHICTh KepyBaTH aBTOMOOisieM Ta IpalfoBaTH 3 iHINOI TEXHIKOI0 €
MaJIO¥MOBIpHUM.

Cnoci6 3acmocyeaHHs1 ma do3u.

o3 VBAHH A

BakiiyHa Ois IOpPOCIUX

Ioza 20 mxkr (1,0 M7T) peKOMEHAYEThCS AT fopocnux (BikoM Bif 20 pokiB). Taky {103y MOXKHa
BMKOPHCTOBYBATH 3 METOI0 iMyHONIPO(DiTaKTUKY MallieHTaM BikoM Bifl 11 pokiB, BK/II0Yar4y MigIiTKiB
BikOM 15 pOKiB, MINISIXOM BBEIEHHS 2 03 BAKIIMHY 3a CXEMOIO, HaBeJeHOI0 HUX4e, TKII0 PU3UK
iHpikyBaHHS remaTuToOM B € HU3bKUM Ta 3a0e3MeuyeThCs OTPUMaHHS MalliEHTOM LIbOTO ABOJ030BOTO
KypCy BaKIIMHallil.

BaxkiuHa ond giten

Ioza 10 mkr (0,5 MJI) peKOMEHAYETHCS OIS HOBOHAPOMXKEHUX, IiTel Ta 0cib BikoM mo 19 pokis.

Cxema imyHi3auii

[TepBrHHA iMyHi3allisg

Bci ocobu

CxeMma iMyHi3altil, 3rigHO 3 KO0 OPYTY OO3Y BBOAATE Yepe3 1 Micslib, a TPeTio - yepe3 6 Mics1liB
nicns nepmoi (0, 1 Ta 6 mica1iB), 3abe3nedye onTUMaabHUAY PiBeHb IMYHITETY Ha 7 MiCSIb i BUCOKI
TATPU @HTUTIIL.



[Tpu npuCKOpeHil cxeMi, 3TigHO 3 TKOI0 APYTY iH €KIIiI0 IPOBOAATh Yepe3 1 MicsAup micns mepioi,
TpeTIo - uepe3 2 micsi micns nepoi (0, 11 2 micdiri), iMyHITET BUHUKAE IIBUAIIE i BaKIIMHALISA
IIePEHOCUTHCA Kpallle. 3TigHo 3 I[i€I0 CXeMOI0, MOXKIIMBE 3aCTOCYBaHHS YeTBEPTOl 703U yepe3 12
MICSLIB ¥ pa3i, KOIU TUTPHU aHTUTIJI MiCJIs TPEThOl NO3U € HUXKYMMH, HiXK IiC/IS 3aCTOCYBaHHS CXeMU
0, 1, 6 micA1iB. Y HeMOBNAT TaKWii peXkyM BaKIMHAIlil Ja€ 3MOTY OJHOYACHE BBOJUTU BaKIIMHU IIPOTU
remnaTuTy B pa3oM 3 iHIMMUMU AUTSYUME BaKI[MHAMH.

Y BUHSATKOBUX BUIIagKaX JOPOCIIHM, SIKII0 He0OXiIHO IIBUAKO ONepKaTH iMyHITET, HAllPUKJIa[,
MaHJpiBHUKAaM Y BUCOKOEHMIeMidyHi 30HHU, SIKi TPOXOASATH KypC LIEMIeHHS 3 METOI0 MPOoQiTakTUKU
3aXBOPIOBAHHS Ha remaTuT B 3a Micsis 1o Bui3dy, OpyTry il €KIliio pobsTs yepe3 7 OHIB micys
nepiol, TpeTio - 4yepe3 21 gens micng nepurol (0, 7 i 21 gens). [Ipu 3acTocyBaHHi Liel cxeMu
PEKOMEHI0BAHO IPOBEeNEeHHS YeTBEPTOl 103U Yepe3 12 MiCsIiB mics mepIol.

Ocobu gikom 8i0 11 0o 15 pokie 8K110UHO

o3y 20 MKT MO3KHa 3aCTOCOBYBaTH oco0aM BikoMm Bifm 11 mo 15 pokiB BKIIOYHO 3rigHO 3i cxemoro 0, 6
micsniB. OgHaK, y IbOMY BUIIAAKy HEOOXiIHUI piBeHb iIMYHITETY IPOTH Bipycy renatuTy B Moxke He
OyTH DOCATHYTHI M0 OPYyTroi f0o3u. TaKuM YMHOM, 3a3HaY€HY CXeMY CJIifl 3aCTOCOBYBATHU JIHIIlE Y pasi
HU3bKOT0 pU3uKy iHGikyBaHHs HBV npoTsrom Kypcy BakLKHaIll Ta Ipu 3a0e3reyeHH] OTpUMaHHS
IalieHTOM OBOM030BOT0 KypCy BaKIMHalliil. JdKIIo 3a3HaueHi yMOBH 3a0e3MeYnTH HEMOKIIUBO
(mamieHTH, 110 3HAXOAATHCS Ha TeMofiai3i, MaHAPIBHUKY B BUCOKOEHAEMIUHI PErioHu Ta y pasi
TICHOTO KOHTAKTY 3 iHpikoBaHUMHU 0co0aM#u), CJIii BAKOPUCTOBYBATH TPULO30BY cxeMy abo
IIPUCKOPEeHy cxeMy 0300 10 MKT.

ITauieHmu 3 HUPKOBOI HeOOCMAaMHICMI0, 8KAI0UAKYU MUX, XMo nepebysae Ha 2emodianisi, 8ikom
8i0 16 pokis

CxeMa NepBUHHOI iMyHi3allil maIlieHTiB 3 HUPKOBOIO HEJOCTATHICTIO, BK/IIOUAIOUM TUX, XTO IepebyBae
Ha TeMOfiai3i, CKJlafa€ThCs 3 BBEIEHHS YOTUPHOX MOABIMHUX 003 (2x20 MKT): IepIioi, Apyrol -
yepe3 1 Micsilb; TPETHOI - Yepe3 2 Micslli i YeTBepToi - yepes 6 MiCsINiB Iicis mepImoi o3Hu.
3a3HaueHy CXeMy CJIif ajanTyBaTH 3 MeTOI0 3a0e3meueHHs NOCATHEHHS TUTPY aHTUTII IPOTH BipyCy
remnaTtuty B, skuil mopiBHIOE ab0 epeBUlye NPUUHATHH ToKa3HuK 10 MO/m.

ITayieHmu 3 HUPKOBOW HEAOCMAMHiCmi0, 8KAUAOYU MUX, XMo nepebysae Ha 2emodiaisi, 8ikom 00
15 pokia, y momy uucai Hemogaama

Y maiieHTiB 3 HUPKOBOIO HEIOCTaTHICTIO, BKJII0OUAlO4YM THX, XTO IlepeOyBa€e Ha reMofialtisi,
BigMiYa€ThCS 3HUKEHA iMyHHA BiTIOBiIb Ha BaKIMHU A7 MPoGinakTUKY renatuty B. Takum
malfieHTaM MOXKHa 3aCTOCOBYBATH CXeMH iMyHi3allil BakunHow Exmxepukc™-B 0, 1, 2, 12 micais,
a6o 0, 1, 6 micsniB. 3rifHO 3 JAHUMHU, OTPUMAHUMHU Y HOPOCIINX, BaKI[MHAIIS MOABIMHUMY N03aMU
aHTUTEeHY MOXKe IifBuIllyBaTy iMyHiTeT. [1ig yac iMyHi3allil ciifi MpoOBOOUTH CEPOJIOTiUHI aHai3u.
[ OCATHEHHS IPUUHATHOTO TOKa3HUKa TUTPY aHTuTin npotu HBsAg =10 MO/n MoxyTs OyTé
OTPiOHI OOATKOBI M03U BaKIUHMU.

Bidome abo modicause iHpikysaHHs 8ipycom eenamumy B
Y pagzi ingpikyBanus HBV (30kpeMa, uepe3 3a0pygHEHY T'OJIKY) IePIy 03y BakIuHU EHIKepukc™ -B
OTPiOHO 3aCTOCOBYBATH OOHOYACHO i3 iMyHOoTrNo6yniHOM (IgB), sKui cif BBOOUTH B iHIIE MicIie.

Heo0OxinHO 3acTocoByBaTH cxeMy imyHizanii 0, 1, 2, 12 micsmis.

Hemosaama, mamepi Akux € HociasMu gipycy 2zenamumy B



IMyHi3allit0 TaKUX HOBOHAPOMXKEHUX BaKIMHOI0 EHmKepukc™-B (10 MKr) He0OXiIHO MOYMHATH TPHU
HapomKeHHi. MoXHa 3aCTOCOBYBaTH ABi cxeMu imyHizartrii: a6o B 0, 1, 21 12 micsauis, aboB 0, 11 6
Mics1iB. BUKOpUCTaHHS mepiol cxeMu 3abe3neuye OinbIn MBUAKY iMyHHY BigmoBigb. [Tpy HAsIBHOCTI
iMmyHornoOymniny npotu rematuty B (HBIg) fioro Heo6ximHO BBOOAUTU OGHOYACHO 3 BAKIIMHOIO
Enpxxepukc™-B, oCKimbKY 11e MOXKe 30inbnTH e(eKTUBHICTh 3aXUCTY, IIPH IIbOMY iH'€KIIii0
HeoOxiHO poOuTH B iHIIe Miclle. 3a3HayeHa cxeMa iMyHi3allil MoXKe afilaliTyBaTUCS BifTIOBITHO [0
MiClIeBOI TPAKTUKM iMyHi3allil 3rigHo 3 peKOMeHAallisiMU 1100 3aCTOCYBaHHS iHIIMX MefiaTPUUYHUX
BaKI[MH, 3aJIeKHO Bif BiKy MHalli€HTa.

byctepHa f1o3a

HeoOxigHicTh OyCTEpHOI 03U Y 3[I0POBUX JIIOOEH, SIKi OTPUMaJIX MMOBHUM KYpPC IMEPBUHHOI BaKIMHAIIiI,
He MigTBep[XKeHa; OOHAK Ha ChOTOfHI AedKi o¢ililiHi mporpaMu BaKIWHAIlil BKIIIOYXINA peKOMeHallii
II0ZI0 BBeleHHsI OyCTepHOI 03U BaKI[MHY, IKUX CJIiJ JOTPUMYBATHUCS.

Ins maitienTiB, ki mepe6yBaloTh Ha reMOfiai3i, a TAKOXK TMaIlieHTiB 3 iIMyHHOIO HEIOCTATHICTIO
PEKOMEH[YEThCS BBeeHHs OyCTepHOl 103U 115 3a0e3nedeHHs piBHSA aHTUTLT = 10 MO/m.

[ToBigomnsiniocst mpo BBefleHHs OycTepHOi mo3u. bycTepHa fo3a nyxke no0pe MepeHoCUTHCS IPU
BUKOPHUCTAHHI CXeMU IIePBUHHOI BaKIMHAIIil.

Cnocib egedeHHA

Enpxxepukc™-B ciif BBOOUTH BHYTPIIIHBOM S130BO Y OiISHKY AEIbTONONIOHOT0 M'g3a JOPOCIUM Ta
miTsiM abo y mepemHbOOOKOBY AiNITHKY CTeTHa HOBOHAPOIXKEHUM, HEMOBJISITAM Ta AiTSM MOJIOIIOrO
BiKy. {IK BUHSITOK IAIliEHTaM 3 TPOMOOIUTOIIEHI€I0 YK IHIIUMHU MTOPYIIEHHSIMU 3rOPTaHHS KPOBi
BaKIMHY MOXKHA BBOOUTH HiAIIKipHO. EHIXKepukc™ -B He ciij BBOOUTH B OiNISHKY CimHUIL a00
BHYTPIIIHBOIIKIPHO, OCKIJIbKY Ile MOKe IIPU3BECTH [I0 3HUKEHHS iMyHHOI BiTIOBifi.

IHcmpyKuia wodo 3acmocy8aHHA

BakuuHy nepen BUKOPHUCTaHHAM CJIif] Bi3yabHO IIE€PEBIPUTH Ha BifICYTHICTH CTOPOHHIX YaCTOK Ta
3Minu Konmbopy. ®rakoH abo mmpuil 3 BakiuHOO EHgKepukc ™ -B moTpiOHO peTenbHO CTPYCUTH IO
oTpuMaHH4 61101 371eTKa MYTHOI CycCIieH3il. dKIo BakllHa He BigNoBifa€e 3a3HaYeHUM
XapaKTepuCcTUKaM, 1i HeoOximHo 3HUIUTHU. 103y BakuuHu EHgXepukc™-B HeoOximHO HaOupaTu 3
(baKoHa y CTEPUIBHUX YMOBAX Ta 3 JOTPUMAHHSIM 3aCTEPEXKHUX 3aX0[iB, 1100 He MOMyCTUTHU
KOHTaMiHallil BMICTy ¢1aKoHa.

[Tpu 3acToCyBaHHI MOHOJO3HOTO (yTaKOHA MJIsI TPOKOJIIOBAaHHS T'YMOBOI KPUILIEYKHU Ta Habopy
BaKIMHYU HEOOXiIHO 3aCTOCOBYBATH Pi3Hi TOJIKU.

Monomo3Hu# GakoH abo momnepegHbO HAITOBHEHUH IIITPHUIL MTOTPIOHO BUKOPHUCTATH HETANHO.

Bynp-siKuit HEBUKOPUCTAHUM MperapaT a0o Bigxomyu MaroTh HEOOXiqHO 3HUIIUTH 3TiOHO 3 MiCIIeBUMHU
BHUMOT'aMH.

Himu.

II71s1 HOBOHAPOMXKEHUX, AiTel Ta oci0 BikoM 1o 19 pokiB pekoMeHOyeThCs mo3a 10 Mkr (0,5 mim).

Ilepedo3yeanHs.



3a JaHUMU MiCAANILEeH31MHOr0 (hapMaKOHAaTrIsAay, TOBIJOMIISAIOCS PO BUMAOKY ITepeqo3yBaHH.
[ToGiyHi peakii y pa3si ix BAHUKHEHHS TIPY 1IbOMY He MajIu CIIelu(pigyHOro XxapakTepy, ajne 0ynu
AQHAJIOTIYHUMM TUM, 1[0 BUHUKAIYU IIPY 3BUYANHINA BaKIIMHAIIl.

ITobiuni peakuii.

HaBepeHi Huxk4e mob6iuHi peakilii, oTpuMaHi K y KJTiHIYHUX HOCTIIXKEHHSX, TaK i 3a JaHUMU
MiCNAilleH3iiHOr0 (hapMaKOHaTrISAOY.

KniniuHi gocnifKeHHs: HaBefleHa HUXKYe CYKYIHICTh MapaMeTpiB 6e3neky 6a3yeThCS Ha NaHUX,
OTPUMAaHUX NpHU iMyHizamii 6inbin Hik 5 300 marieHTis.

YactoTa mobiyHMX peakiiiit KinacugpikoBaHa TaKUM YUHOM:
nyxe 4dacto (= 1/10);

yacTo (= 1/100, < 1/10);

HevacTo (= 1/1000, < 1/100);

pigxo (= 1/10000, < 1/1000);

nyxe pigko (< 1/10000), BKnmtoyalouu OKpeMi BUMTaAKH.

KposoHocHa ma aimpamuyHa cucmemu
Pigko: nimdpageHomnaTis.
Memaboaizm ma po3nadu mpasaeHHA
YacTo: BTpaTa aneTury.
ITcuxiyHi po3aadu
[lyXe 4acTo: ApaTiBIUBICTh.
Hepeosa cucmema
YacTo: ronoBHUM 6inb (OyzKe 94acTo MPH 3aCTOCYBaHHI 103U 10 MKT), COHJIUBICTb.
HeuacTo: 3artaMoOpoYeHHA.
Pigko: mapecresil.
I ayHKOBO-KUWKOBUU MpaKkm
YacTo: UIIyHKOBO-KHUIIIKOBI Po31agu (a caMe HymoTa, O/MoBaHHS, miapes, Oinb y XKUBOTI).
IlIkipa ma niOwKipHi MKAHUHU
Pinko: Bucurm, cBep0OixK, KpONIKB'THKA.
CKesemHo-M’1308a cucmema ma Ccno/Ay4YHd MKAHUHA
HeuacTo: mianris.
Pigko: aptpanntrii.
3azanvbHi nopyweHHA ma po3aadu 8 Micui 88e0eHH
Iyxe yacTo: 6isb Ta TOYEPBOHIHHS B MiCIli BBeIeHHS, BTOMa.
YacTo: mpUImyXJIiCTh Y MiClli BBeleHHS, He3OyKaHHS, peakllil B MiClli BBeleHH4 (TakKi fK iHAypalis),
nuxoMaHka (= 37,5 °C).
HevacTo: rpumonomibHi cCKMITOMH.

Y nopiBHSAIBHUX [OCTIIXKEHHIX ¥ 0ci0 BikoM Bim 11 mo 15 poKiB BKITIOUHO YaCTOTa MiCLIEBUX Ta
CHUCTeMHUX MMoOiYHUX eheKTiB MPK 3aCTOCYBaHHI MBOOO30BOI CXeMHU BBENEHHS BaKIWHYU EHIXepuKkc™-
B 20 Mkr 6ysa nomgi6HO OO TAKOi, I1I0 CIIOCTEepPirazacs IMmicisg 3aCTOCYBaHHS CTaHOAPTHOI TPUI030BO1
CXeMHU BBeJIeHHS BakIMHM EHOgKepukc™-B 10 MKT.

Hicnaninenzivauii hapMaKOHATIA



IHpexuii ma iHeasii: MEHIHTIT.

KposoHocHa ma aim¢pamuyHa cucmemu: TPOMOOIIUTOIEHIS.

ImyHHa cucmema: aHadinakcis, anepriydi peaxiiii, BKIo4ao4yy aHadinakToIfHI peakiiil Ta iMiTariio
CHPOBATKOBOI XBOPOOH.

Hepeosa cucmema: iaparid, CyioMHu, TinecTesii, eHnedanity, eHiiedarnomnarii, Helpomnarii,
HEBPUTH.

CyOuHHI nopyweHHA: TIMOTeH3is, BaCKYJIiT.

[IIkipa ma niOwKipHi MKAHUHU: aHTIOHEBPOTUYHUM HAOPSK, YePBOHUM MJIECKATUH JIUIIAH,
noJiiMmopdHa epuTeMa.

CkesnemHo-M’A308a cucmema ma cnoAy4YHa MKAHUHA: apTPUT, M's130Ba C1abKiCTb.

Tepmin npudamuocmi. 36 Mics1iB. [JlaTa 3akiHUeHHS TepMiHy 30epiraHHs BakIMHY 3a3HayeHa Ha
€TUKETLIi Ta YIIaKOBLI.

YMoBu 30epiranHsi.

BakuuHy HeoOximHO 30epiraTu mpu TemmepaTypi Big 2 mo 8 °C.

He 3aMopozKyBaTH; He BUKOPUCTOBYBATH, SIKIIO BaKlHa Oyia 3aMOpoXkKeHa.
Enpxepukc™-B He crig 3MimyBaTu 3 IHIIUMY BaKIIMHaAMU.

30epiratu B OpUriHambHiM YIIAKOBIi B 3aXUIIIEHOMY Bifl CBiT/Ia MiCIIi.

[TomaTkoBa iHdopMailrisi mono cradiTbHOCTI

HasedeHa HudicHe iH(opMayisa, AKa TPYHMYEMbCA HA eKCnepuMeHmaabHux 0aHux, ceid4ums npo
cmabinvHicmb BaAKUUHU i He € pekomeHOauieto w,000 306epedxceHHs sakyuHu (0us. po30dia «Ymosu
36epi2aHHs»).

Hani mpo cTtabinbHiCTh CBiTYaTh PO Te, 110 BaknHa ExHmxKeprukc™-B € cTabinbHOIO IPU TEMIIEpaTypi
no 37 °C nmpotsirom 3 mHiB abo mo 25 °C mpoTtsarom 7 gHiB.

11i mani Mpu3HaYeHi 11 MeQUYHUX NPAalliBHUKIB Ha BUIIaA0K TUMYaCOBOI'0 BiIXUIEHHS Bil HOPMU
TeMIiepaTtypu 36epiraHHs mpemnapary.

HecymicHicmb.

Enpxepukc™-B HEe MOXKHa 3MIlIyBaTH 3 iHITUMU BaKIIMHaAMU.

YnakoBka. EHXepukc™-B BUNyCKaAETLCSA y CKIAHUX (PriaKoHaX ab0 CKISTHUX MOTIEePeNHbO
HAIOBHEHUX IIIPUIlaX, SKi BUPoOieHi 3 HEUTPaIbHOTO CKJla TUILY I, 1110 BiOBigae BUMOram
€Bpomelicbkol ®apMakorei.

[To 1, 10 abo 25 cknSHUX MOHOMO3HUX (HIaKOHIB abo 1o 1 momnepegHbO HATIOBHEHOMY IIIIPUITY
BKJIaflal0Th B KAPTOHHY KOPOOKY pa30M 3 iHCTPYKIIi€l0 PO 3aCTOCYyBaHHS.



Enmxepukc™-B Bunyckaetbcs ans mopocnux (20 Mxr B 1,0 M) Ta miteu (10 Mxr B 0,5 ).

[Tpu npaBunbHOMY 30€epiraHti BMIicT Mae OyTu 0inoro KOnbopy i3 mpo30puM CyrnepHaTaHToOM. [1pu
0OHOPa30BOMY 300BTyBaHHI BaKIIMHA CTa€ 371eTKa MyTHOIO.

Kareropis Bignmycky. 3a penentom.

Bupo6nuk. I'makcoCmitKnsaita Bionomxkikana C.A., Bensrig / GlaxoSmithKline Biologicals S.A.,
Belgium.

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHs HOTr0 Tis/TbHOCTI.

Pio me m’'IucTiTio, 89 1330 M. Pikcencapt, Bemnerisg / Rue de I'Institut, 89 1330 Rixensart, Belgium.



