ot 13.10.2023 N= 20374
UHCTHYKImANOCNENOBATENBHOCTE 0002)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

MO MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

Perepak® B (Bakuuna nporus renarura B, pekoMOUHAHTHAS APOKIKEBAS KUK

PerucrpauuoHHbIii HOMep:

Toprosoe HammenoBamme: Perepak® B (BakumnHa npoTHB TrematnTa B, pekoMOMHAHTHAS
JPOAOKEBAS KUAKAS).

I'pynnupoBoYHOoe HaMMeHOBaHHe: BakiyHa [u1st npoIIIakKTHKKH BUPYCHOTO renaruTa B.

JlekapcTBenHasi popma: CycrieH3us 1) BHYTPUMBILIEYHOIO BBEICHUS.

Cocras:

1 B3pocias no3a (1,0 Mur) BaKIIWHBI COJICPKUT:

deticmgyrowee geujecmeo. OUMIIICHHBIN [1I0BEPXHOCTHBIN aHTuUreH Bupyca renarura B (HBsAg)
20 Mk,

scnomozamenvhble seuiecmsa: AMOMIUHUS Tuapokenn 0,5 mr,

KOMNOHeHmbl  OyghepHo20 pacmeopa. HATpUsl XJIOpWA; HaTpus rujapodocdar; HATPUS
qurnjipodocdara quruapar; 2 M pactBop HaTpus rujapokcuia jio pH 6,95-7,05; Boma mis

HHBEKIIHUH.

1 nerckas mo3a (0,5 Mi1) BaKIIUHBI COACPIKUT:

delicmeyowee seujecmso. OUNIICHHBIN TTOBEPXHOCTHBIN aHTUTEH BUpyca rematuta B (HBsAg)
10 Mk,

eécnomozamenbHble seujecmsa: amoOMUHNA ruapokcun 0,25 mr,

KOMNOHeHmbl  OyghepHo2co pacmeopa: HaTpus XJiopua, HaTtpus ruapodocdar; nHarpus
quruapodochara guruapat; 2 M pactBop Hatpus ruapokcuaa jgo pH 6,95-7,05; Bona ans

UHBEKITUH.

Onucanue

I'omoreHHast cycmeH3uss Oenoro uiaum Oeoro C CEepbIM OTTCHKOM IIBeTa 0€3 BUAUMBIX
MIOCTOPOHHUX BKIIIOUCHUH, Pa3[CNAIOIIascs [OC/IE OTCTAMBaHUS HAa OSCIBETHYIO MPO3PAYHYIO
HAJO0CAJAO0YHYIO0 JKUIKOCTH M OCAZOK O€moro miM Oeloro ¢ CepbiM OTTCHKOM LIBETa, JIETKO

PECYCIIEHIMPYEMBI NTPU BCTPSIXUBAHUU.



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 13.10.2023 N2 20374
XapakTepHcTHKA (MOCNEOOBATENEHOCTE 0002)

Perepax® B (Bakiuna 11poTuB renaruta B, pekOMOMHAHTHAS JAPOAIKEBAS JKU/IKAS) TIPEACTABIIAET
coboii 6enok HBsAg (ceporun ayw), mosrydyaeMblii U3 peKOMOMHAHTHOTO IITaMMa JIPOXIKCH

Hansenula polymorpha, ancopOupoBaHHbIi Ha aTIOMHUHHS THIPOKCUIE.

®apmakorepanesTudeckas rpynna: MUbII-sakuuna

Koa ATX: JO7BCO1

dapmMmakoIUHAMHUKA
Hmmynozennocmo

[IpoBeaeHNE Kypca BaKIMHALIUY TIPUBOAUT K 00PA30BAHUIO CHICIUPUICCKUX aHTUTEI K BUPYCY

renaruta B 6onee yem y 90 % BaKLIMHUPOBAHHBIX B 3aIIUTHOM TUTPE.

IToxa3zaHusi K NPUMECHCHUIO

Crnenunduyeckas npo@rIakTHKa BHUPYCHOTO TremaTtuta B, BBI3BAaHHOTO BCEMH HM3BECTHBIMU

cyOTHIIaMU BUPYCa y JICTCH, TIOJIPOCTKOB U B3POCIIBIX.

B cootBercTBHM ¢ HanuoHanbHBIM KaleHaapeM OpodhUIaKTHUYeCKUX MPUBUBOK M KalleHAApeM

npoUIAKTUYECKUX MPUBUBOK IO SMUIEMUYECKUM MOKA3aHUSM BaKIUHALU MPOTUB TremaTuTa

B noxa3zana Bcem rpyIinam HaceJICHHs, HE IPUBUTHIM PaHEE.

Crnenyromnye KaTerOprun HACCIICHUS OTHECCHBI K IPYIIIaM IMOBINICHHOTO PUCKa MHDUITMPOBAHHUS

BUPYCOM remnarura B:

e JIeTM U B3POCIbIE U3 ceMel, B KOTOpPHIX ecTh HocuTenb HBsAg unu O0NbHOH OCTPBIM
BUPYCHBIM Te€NaTUTOM B M XpOHUYECKUMHU BUPYCHBIMH Te€laTUTaMH, HE NPUBUBLIHECS
paHee U He UMEKLIME MapKeEPOB renaTtuta B B KpoBH;

® JICTH JIOMOB peOCHKA, ICTCKUX JIOMOB U HHTCPHATOB;

e JMIQa, y KOTOPHIX NPOU30MIET KOHTAaKT C MarepuajoM, WHOUIUMPOBAHHBIM BHPYCOM
remnarura B;

® MEAMIMHCKHUC PAaOOTHUKU, UMCIONINE KOHTAKT ¢ KPOBBIO M/MIH ¢& KOMIIOHCHTAMU, BKITIOUAs
COTPYAHUKOB KIMHUYECKUX U CEPOJIOTUUECKUX TadopaTopuit;

® JIHIla, 3aHSATHIC B TMPOU3BOJCTBE HWMMYHOOHOJOTHMYCCKUX TMPENapaToB M3 JOHOPCKOU H
IJIALEHTAPHOU KPOBH;

® JICTH U B3POCIBIC, PETYISPHO TMOIYYArONINE KPOBh M €€ Tpemnaparsl, OOJbHBIC IICHTPOB U
OT/CIICHUN TIEeMOJIUAIU30B, TEPECaKN TOYKH, CEPACYHO-COCYUCTOM W  JIETOYHOM

XUPYPTUH, FEMATOJIOTHH U JIP.;
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COOTBETCTEYET SKCNEPTHOMY OTHETY

ot 13.10.2023 N= 20374
e JeTH, pOAMBLIMECH OT Mareped — Hoché‘Eléﬁ:':‘-lﬁB—leA'f'TEéghmﬁllkT:'BlIB{fcr BIM

renatutoM B unm nepeHecunx BUPYCHBIN renatut B B TpeTbeM TpuMecTpe OepeMEeHHOCTH,
HC HUMCIOIIMX pPE3yJIbTAaToB OOCIeAOBaHMS Ha Mapkepsl remaruta B, morpebisionmx
HApPKOTUYECKUE WM IICUXOTPOIIHBIC CPEICTBA;
® JIHIA, YIOTPeOIAIOUIe HHBEKIIMOHHbIE HAPKOTHKHY;
® CTYAGHTHl MEAMLUMHCKUX HMHCTUTYTOB W Yy4YalllUecs CPEAHMX MEIUIUHCKUX YYCOHBIX
3aBe/IeHUH (B IIEPBYIO OYEPEIb BBIITYCKHHUKH);
® KOHTAKTHBIC JIMIA U3 o4aroB 3a0oiieBaHus, HE OOJICBIIME, HE MPHUBHUTHIC U HE MMEIOIINE
CBEACHHH O MPOQPUIAKTUYSCKUX MPUBUBKAX MTPOTHUB BUPYCHOTO renarura B.
IIporuBonokasanusi
[loBbILIEHHAs YYBCTBUTENBHOCTh K APOXOKAM M APYTMM KOMIIOHEHTaM BaKIUHBIL. BbIpakeHHas
peaknus (temreparypa Beime 40 °C, orék, runepemusi Ooynee 8§ c¢M B JIUaMETPE B MECTE
BBE/ICHUS) WM  OCJOKHEHHWE Ha IPE/IICCTBOBABIIEE BBEJIEHUE BAaKIUMHBI  IPOTHB
renatuta B. OcTpble uHMeKUHOHHBIE W HeuH(bEKUHOHHbIE 3a00JeBaHMs, XPOHUYECKUE
3a00NeBaHUsl B CTAaAUKM OOOCTPEHHs — UMMYHM3AIMIO MPOBOASAT HE paHee, yeM uepe3 1 mec.
nocie BbI3AOpOBICHHS (pemuccuu). Ilpu HeTskENpIXx dopmax OPBU M OCTpBIX KHILIEYHBIX
MH(EKIUIX TPUBUBKU MOKHO TIPOBOIUTH MIOCIIC HOPMAJIU3AIIUU TEMIICPATYPhI.
IIpumeHeHHe IpH OepeMEHHOCTH U B EPHO/ TPYAHOI0 BCKAPMJIMBAHUSA
bepeMeHHOCTD
BnusHMe BakIUHBI Ha IUIOA HE H3YYE€HO. ODKCIEPUMEHTAJIbHBIE HCCIECIOBAaHUS BIIMSIHUS Ha
PEIPOAYKTUBHYIO (YHKIMIO Yy JKUBOTHBIX HE MPOBOJAWINCH. BO3MOXHOCTH BaKI[MHAIMU
OepeMEHHONH JKCHIIMHBI MOXET OBITh pPAacCCMOTPEHAa MpPU KpaifHE BBICOKOM  PHCKE
UHOULUPOBAHUS.

Ilepuoa rpyaAHOrO BCKapMJIMBaHHUSI

JlauHEIe IO IpUMeHeHNnIo BakuHE Perepak® B (Bakiuna mpotws renatuta B, pekoMOHHAHTHAS
JIPOACKEBAS KUAKAs) B IEPUO/I TPY/IHOTO BCKAPMIIMBAHUS OTCYTCTBYIOT.

Cnoco0 npuMeHeHHsl U 103bI

B3pocnaslM M eTsAM CTapliero BO3pacTa BaKLUHY BBOAST BHYTPHUMBILIEYHO B 00IacThb
JICIbTOBU/THOM MBIIIIIIBI, HOBOPOXKJACHHBIM U JIETAM MIAJIIEro BO3pacTa B BEPXHEHAPYKHYIO
MOBEPXHOCTh CPe/IHEN yacTu Oeapa.

Beezaenue B ipyroe Mecto cHIDKACT 3 (EeKTHBHOCTE BAKIIMHALINH.

He 6600umo enympueenno!

Ilepen mprUMeHEHUEM aMITysly C BAKI[MHOW BBIIECPKUBAIOT B TEUCHHE HECKOJBKHUX MUHYT MpHU
KOMHATHOM TeMIEpaType.

HenocpencrBeHHO niepes IPUMEHEHUEM aMILyJly BCTPSXUBAIOT.
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COOTBETCTEYET SKCNEPTHOMY OTHETY
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Amnyny cienyer OCMOTpPETh Ha MpeaAMeT Halludus d&%{o&% E%-EE‘IHFW;IEII HMeReHNs

BHEUIHET0 BUJA.
JUia MHbEeKLMM [penapara B aMIlyJlax HCIOJb3YETCS TOJIBKO OJHOPA30BbIA MIpuL. MecTo
BBEJIEHUS 10 U OCIe HHbEKINU oOpabdaTeiBaeTcs 70 % cnupToM.

BekpeiTie ammyn v mponenypy BakKLHMHAaLUKUM MPOBOAAT MPU CTPOrOM COOJIOJEHHH MPaBUI
ACENTUKU U AHTUCEIITUKHU.

Pestcum oo3upoeanusn

PazoBas no3a cocrapiser:

— JUIS HOBOPOXKIAEHHBIX AeTel M moAapocTkoB 10 18 mer BrmouwmtenbHo — 0,5 mi (10 mxr
HBsAg);

— quist an crapiie 18 mer — 1,0 mut (20 mxr/mn HBsAg);

— I MAlMeHTOB oTaeaeHus remoauanuza — 2,0 mi (40 mxr/mir HBsAg).

Baknuna B amnynax, coxaepxammx 1,0 mn mpemnapara (B3pociasi J103a) MOXKET OBITh
WCIONB30BaHa Ui BakUMHaiuu 2-x fetel (mo 0,5 Ma) npu YyCIOBUHM HMX OJHOBPEMEHHOM
BAKL[MHALIAH.

Cxemut 6akyunayuu

Baknunanusi 1pou3BoAUTCS B COOTBETCTBUM ¢ HaloHaibHbIM KajleHapeM IpOo(HUIaKTHIECKIX
IPUBHUBOK M KaJCHJapeM NPOQPUIAKTHYECKAX NPUBUBOK MO JMMICMHUYCCKUM ITOKA3aHUSAM I10
YTBEPKICHHBIM B KaJICHAAPAX CXeMaM.

BakuuHanys NnpoTUB BHUPYCHOIO renatuta B NIpoBOAUTCS BCeM HOBOPOXKIEHHBIM B IIEPBBIE
24 ygaca xu3HU peOeHka. HoBOpOXKACHHBIX M BCEX AETEH MEepBOro roja KU3HU, HE OTHOCSIIUXCS
K IpynnaMm pucka, BaKIUHUPYIOT mo cxeme 0-1-6 (1 mo3za — B MOMEHT Haudana BaKIIMHAIUM,
2 mo3a — 4yepes Mecsll, nmocie | mpuBUBKY, 3 103a — yepe3 6 MecAleB OT Hayajla HMMYHHU3AIUH ).
Hosopooicoennvix uz epynnul pucka BaKUUHUPYHOT o cxeme 0-1-2-12 (mepBas 103a — B mepBble
24 yaca KU3HU, BTOpas 71032 — B Bo3pacte | Mec., TpEThs /1032 — B BO3paAcTe 2 MeEC., YeTBEpTas
Jl03a — B Bo3pacTe 12 mec.).

OnHOBpEMEHHO ¢ TIEpBOI MPUBUBKON PEKOMEHIyEeTCS BBECTH BHYTPUMBIIIEYHO B Apyroe 6eapo
UMMYHOTTIOOYNIUH uenoBeka npoTuB rematuta B B goze 100 ME. Ilo Takoil ke cxeme
BaKIIMHUPYIOT Oemeli, OMHOCAWUXCS K 2PYNNe DPUCKA, He RPUBUMbBIX 8 POOUTbHOM OoMe TIO
MEAMIMHCKUM MPOTUBOIMOKA3aHUSIM T10CJIE CHATHS MOCIETHUX.

Hemeiti, He noayuusuiux npusueKy & gospacme 00 1 200a u He OMHOCAUWUXCS K SPYNNE PUCKA, d
makaice NOOPOCMKO8 U 83POCTbIX, HEe NPUBUMBIX paHee, BAKIIMHUPYIOT 110 CXEME:

0-1-6 (1 no3a — B MOMEHT Hauasa BaKIIMHAIINH, 2 103a — uepe3 1 Mec. mocie 1 npuBUBKH,

3 no03a — 4epe3 6 Mec. OT Havajga UMMYHU3aIlUN ).

C. 4



COOTBETCTEYET SKCNEPTHOMY OTHETY

ot 13.10.2023 N= 20374
Ilpumeuanue: B ciydae yJIMHEHUs UHTepBaja MEXIY ﬁgﬂgéﬁjg%%bg %M’gﬁ%&ﬁ '7:_11;)':"5--I Mec.

u OoJiee, TPETHIO IPUBUBKY IIPOBOAAT Yepe3 1 mMec. mocie BTOpoil.

IIpusueku y auy, ¥ KOMOpsix NPOU30ULes KOHMAKM ¢ MAMEPUALOM, UHDUYUPOBAHHBIM BUPYCOM
eenamuma B, npopomar 1o cxeme O0-1-2 mec. OAHOBPEMEHHO C TMEPBOMl MPUBUBKOMN
PEKOMEH/IyeTCsl BBECTH BHYTPUMBIIIEYHO (B IPYroe MECTO) HMMYHOTJIOOYJIMH YelloBeKa MPOTUB
renatuta B B 103¢ 100 ME (netsim no 10 net) wim 6 - 8 ME/kr (ocraibHbIe BO3pacTa).

VY aHHBIX ML, NOJIYYMBLIMX paHEE MOJHBIA KypC BaKIMHALMU IPOTHB remnarura B, nepen
MPOBEACHUEM BTOPOH MPUBUBKH OMNpPEACIAIOT coiepkanue antutren k HBsAg. Ecnu Tutpsl
aHTUTEN coCTaBIAOT He MeHee 100 ME/n, BTopyro U TPEThIO BaKIIMHAIIMIO HE TIPOBOISAT.

Juya u3z epynnel pucka, B cuily TpoeCCHOHANBHBIX 005S3aHHOCTEH HMEIOIINE ITOCTOSHHBIHN
KOHTaKT C KPOBBIO, JIOJDKHBI €XKETOAHO MPOXOAUTH OOCICAOBAHME HA COACPKAHUE AHTUTEN K
HBsAg. B ciydyae cHmwkeHus tutpa antuten Hmwke 100 ME/n pekoMmenayeTcs peBaKIMHAIUS
OJJHOU J1030U BaKIIHMHEIL.

He npusumvim nayuenmam, KOMOPLIM NIAGHUPYVIOMCA XUPYpIU4ecKue eMmeuamenbcmsd,
PEKOMEH/TyeTCs DKCTpeHHAas cxema BakiuHaiuu 0-7-21 j1eHs.

Hayuenmam omoenenus cemoouanuza BaKIMHY BBOJAT YeThIpeXKpaTHO 1o cxeMe 0-1-2-6 mec.
ITodouHOE pelicTBUE

Pestome nmpodmiisg 0e301acHOCTH

Hamnboiiee yacTeIMU HEXeEIATCIbHBIMU pCaknusMu Ha BBC/ICHUC BAKIIUHBL PereBak B saBisatorcs
MOBBIIICHHE TEMIEPaTypbl Tenaa A0 cyOQUOpUIBHBIX 3HAYEHWH W/WIM peakius B MecTe
BBE/ICHUSI.

B 0,3 % cnydasx y B3pocibIX NalMeHTOB cTapiie 18 geT Habmoaanach KpanuBHULA.
Coo0manoch 0 CAMHUYHBIX CIy4asX MOBBINICHUS apTCPHATHHOTO JABJICHUS U TaXUKAPAUU
(Bo3pact 53 roaa), pBOTHI H TOJIOBOKPYKEHHS (BO3pacT 22 roja), MOCTUHBEKIIMOHHBIN adciiece
(Bo3pact 46 u 47 ner).

PesroMe HexenaTenbHBIX PEAKIIUN

HexenarenbHple peakiMy, NPEACTABICHHBIC HWKE, TCEPEUYHCICHBI B COOTBETCTBHH C
MOpaKeHHEeM OPTraHOB U CHUCTEM OPraHOB U YacTOTOHN BcTpeyaeMocTH. YacToTa BCTpeyaeMoCTU
olpejensieTcs CleAyluM o0pa3oM: odeHb yacTo (> 1/10), yacto (= 1/100 u <1/10), Hewacto (=
1/1000 u <1/100), peaxo (> 1/10000 u <1/1000), oueHb peaxo (< 1/10000, Bxiroyas oTACIbHBIC
CIIyJamu).

HexenarenbHble peaxknnu, BakuuHbl Peresak B (BaxkumnHa nporuB remarura B,
PEKOMOMHAHTHASL JIPOK:KeBasl KMJKAasi), BBISBJEHHbIX NPH NPOBEeJeHHH KJIMHUYECKUX

HCCJIeI0BaAHNM
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TBETCTBYET 3KCNEPTHC

MY OTHETY
ot 13.10.2023 N= 20374

[MOCHEOOBATENBHOCTE 0002)

Yacrora
CHcTeMHO-OpraHHbIi KJace HexenaTenbHas peakuus
BCTpe4aeMoCTH
Hapywenus co CHOPOHbI
5 HEYacTo yBeIUYEHUE TUM(DOY3TI0B

UMMYHHOU CUCTEMbl
Hapywenus co cmoponvl HepeHotl

HEYacTo roJioBHasi 00JIb, FOJIOBOKPYKEHUE
cucmemvl
Kenyoouno-kuweunvie

HEYacTo TOIIHOTA
HapyuieHust
Hapywenus co cmopomnst kodxcu u

4acTo MPUITYXJIOCTh, TUTICPEMUST
HOOKOJICHbIX MKAHell
Hapywenus co CMOPOHbL
MbIUEYHOT, CKeNlemHol U | HE4acTo apTpanrus

COCOUHUMENIbHOL MKAHU

Obwue Hapyuwienus u peakyuu 6

Mecme 86e0€Hs

O4YCHBb 4acCTo

00JIe3HEHHOCTEL B MECTE HHBCKI U

HCYaCTO

cJ1a00CTh, ITOBBILIEHUE TEMIIEPATYPbI

JlaHHBIE NOCTPETHCTPALHOHHOI0 HAG/II0ICHUSI

CHCTEMHO—OpFaHHBIﬁ RJacc

Yacrora

BCTPCYACMOCTH

HexenaTenbHas peakuus

Hapywenus co cmoponst HepsHo

OYCHBb PEOKO

OHEMCHHEC JTIOKAaJIM30BaAaHHOC

cucmembl
Hapywenus co cmopoHul cepoya | 04€Hb PEAKO TaXUKaP/AUs
Hapywenus co cmopoHbl cocy0os THIIOTOHUS, THIICPTOHHS,

OYCHb PSAKO

INOTEMHCHHUE B I'Jla3zax

Hapywenus co CMOPOHbL
ObIXAMENbHOU CUCTEMbL, OP2AHO8

2pYOHOIU KIemKU U CpedoCmeHUs

OYEHb PEJIKO

yAyHIbe, HEPETYISIPHOE JbIXaHUE,

OpoHxocma3zM

Kenyoouno-xkuueunvie

HapyuweHus

OYCHb PCAKO

TOIIHOTA, pBOTA, JUAPEA

Hapywenus co cmoponwst koorcu u

NOOKOJICHBIX MKAHell

OYCHBb PEIKO

DK3€Ma AJUICPTHYECKasA, OTCYHOCTh
JIMLa, THIIEpEeMUs KOXKH JIMLA, ChHIIb
BE3UKYJIIpHAsA, KpalvBHUIA, 00Jb B

MCCTC MHBCKIINH, OpUTCMA

Obwue napywienus u peaxyuu 8

OYCHb PEIKO

03HO0, cmabocTh, THUIEPTEPMHUS,
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