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Euvax B

HEPATITIS B VACCINE, RECOMBINANT
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Euvax B consists of highly purified, non-infectious particles of
Hepatitis B surface antigen (HBsAg) adsorbed onto aluminum
salts as an adjuvant and preserved with thimerosal. It is a
recombinant DNA hepatitis B vaccine derived from HBsAg
produced by DNA recombinant technology in yeast cells
(Saccharomyces cerevisiae).

The vaccine meets the WHO requirements for recombinant
hepatitis B vaccines. No substances of human origin are used in
its manufacture.

Euvax B is a white, slightly opalescent suspension.

| ml of the above vaccine contains :

- Active ingredient : Purified HBsAg 20 pg
- Adjuvant : Aluminum Hydroxide Gel (as aluminum) 0.5 mg
- Preservative : Thimerosal 001 wivis

- Excipients : Potassium phosphate, monobasic, Sodium phos-
phate, dibasic, Sodium chloride

Immunization against infection caused by all known subtypes of
Hepatitis B virus.

Euvax B should be injected intramuscularly into the deltoid
muscle of older children or adults.

- One adult dose (from 16 years) is 1.0 ml containing 20 pg
of HBsAg.

The immunization regimen consists of three doses of vaccine
given according to the following schedule :

- I'st dose : at elected date

- 2nd dose : | month after the first dose

- 3rd dose : 6 month after the first dose

Booster vaccination : the WHO does not recommend booster
vaccination, as it has been shown that 3 dose series of hepatitis
B immunization protects for as long as |5 years, and that a
protective anamnestic response occurs after exposure to HBV,
even if protective antibodies have been lost over time. However,
some local vaccination programmes worldwide currently include
a recommendation for a booster dose, and these should be
respected.

An alternative 0-, |-, and 2-month schedule and a [2-month
booster may be used in certain populations (e.g.,neonates born
from Hepatitis B infected mothers, someone who has or might
have been recently exposed to the virus, or certain travelers to
high-risk areas).

Additional dose(s) of vaccine may be required in hemodialysis or
immunodeficient patients, since protective antibody titers (>10
1U/ 1) may not be obtained after the primary immunization
course.

Hepatitis B vaccine is contraindicated for use in persons with
hypersensitivity to any component of Euvax B. The vaccine will
not harm individuals currently or previously infected with HB
virus. Individuals infected with human immunodeficiency virus
(HIV), both asymptomatic and symtomatic, should be immunized
with hepatitis B vaccine according to standard schedules.

General precautions ;

- The administration of Euvax B should be postponed in patients
suffering from acute, severe febrile illness.

- In patients suffering from multiple sclerosis, any stimulation of
the immune system can induce exacerbation of their
symptoms. Therefore, for these patients the benefits of
vaccination against Hepatitis B should be weighed against the
risks of exacerbation of multiple sclerosis.

-It is considered that protection cannot be obtained by
vaccination in patients in latent or progressive state of
Hepatitis B.

- As with all injectable vaccines, appropriate medical treatment
should always be readily available in case of rare anaphylactic
reactions following the administration of the vaccine.

Precautions for usage :

- Shake before administration, since a fine white deposit with a
clear colorless supernatant may form during storage.

- A sterile syringe and sterile needle should be used for each
injection.

Pregnancy and lactation :

- The effect of the HBsAg on fetal development has not been
assessed. However, as with all inactivated viral vaccines, the
risks to the fetus are considered to be negligible. Euvax B
should be used during pregnancy only when clearly needed.

- The effect on breast-fed infants of the administration of Euvax
B to their mothers has not been evaluated in clinical studies.
No contraindication has been established.

ADVERSE Gastrointestinal disorders
REACTIONS  Rare: nausea

Common: abdominal pain, diarrhea, vomiting
General disorders and administration site conditions
Rare: malaise, fatigue
Common: fever, induration, oedema, tenderness, inflammation
Very common: injection site pain
Infections and infestations
Uncommon: moniliasis, rhinitis
Investigations
Rare: transient increase of transaminase
Metabolism and nutrition disorders
Common: anorexia
Musculoskeletal and connective tissue disorders
Rare: myalgia, arthritis
Nervous system disorders
Very rare: optic neuritis, facial paralysis, Guillain-Barre syndrome,
aggravation of disseminated sclerosis
Rare: headache, dizziness
Common: crying abnormal, somnolence
Pregnancy, puerperium and perinatal conditions
Uncommon: jaundice neonatal
Psychiatric disorders
Common: insomnia, nervousness, irritability
Skin and subcutaneous tissue disorders
Common: rash erythematous, erythema
Uncommon: pityriasis rosea, rash, rash maculo-papular

Common: hematoma

STORAGE Do not exceed the expiry date stated on the external packaging.
CONDITIONS  Store between 2°C and 8°C (in a refrigerator). Do not freeze.

Vaccine Vial Monitor (VVM)
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EuvaxB ;.

PekomOuHaHTHas BaKUuHa
Ansa npodunakTuku renatuta B

Euvax B npeacTaBnsieT coBoit aHTUBMPYCHYIO BaKIiMHY, COCTOSILLYIO 13
BbICOKOOUVILLIEHHBIX HEMHDEKLIOHHBIX MOJIMMENTUAOB MOBEPXHOCTHOFO Genka
(HBsAg) Bupyca renatuta B, ancopbupoBatHble Ha COnsiX anioMUHNS
(1CnoJIb3yemMblX B KaeCTBE afibloBaHTa) 1 KOHCEPBUPOBaHHbIE Tuomepcaiiom (0,01
B/0%). laHHbIi npenapar sBnneTca pekombunanTHo IHK-BakLyHOM 1
NPOU3BOAMTCS C NOMOLLBIO pekombuHanTHoi [IHK TexHonoruy - npoayLupoBaHve
nonunenTuaHbIX pparmerToB HBSAQ B APOXKEBLIX KNeTkax (Saccharomyces
cerevisiae).

Bakuwna ynosnetsopseT Tpebosanmam BO3 B OTHOLUEHNN PEKOMOUHAHTHBIX BaKLIMH
Anhs npodmnakTiaky renatua B. Mpy npou3BoacTBe npenapara He UCMoJIb3yIoTCs
Cy6CTaHLMI YENOBEYECKOrO MPOUCXOXKACHMS.

Euvax B npeacrasnsiet coboii Gesosatyio, cnabo onasecumpylioLLyio CyCneH3uIo.

B 1,0 M1 BaKUMHbI COAEPXUTCS :

- AKTVBHbIN UHrPEAVIEHT : O4MLLEHHBIA HBSAG.. 20 MKr
- AQBIOBAHT : refib rMaPOOKUCH ANIOMUHIS (MO @IOMUHUIO). . ...cueeveevierierennan 0,5Mr
- KoHcepBaHT :

Tuomepcan 0,018/0%

- SkcumnueHTh! | pochar kanus 0HOOCHOBHINA, GoChaT HaTPKS BYOCHOBHINA,
XNOPWCTBIN HATPWIA.

Creumduyeckas MMMyHONPOPUITAKTUKA UHBEKLIMIA, BbI3LIBAEMOI BCEMU
M3BECTHBIMM NOATVNAMM BUpYCa renatuTa B.

3yBakc B ciieyeT BBOANTL BHYTPUMBILLIEYHO B AENTOBMAHYIO MbILLLY AETEN
CTapLLero BO3pacTa Wi B3pocibiX.

- OpHa po3a ans B3pocnbix (¢ 16 net) coctasnsieT 1,0 mn, coaepkatuas 20 MKr
HBsAg.

MpoLEeCc MMMyHI3AILM COCTOMT 13 BBEAEHWS! TPEX 103 BaKIlHbI B COOTBETCTBUN CO
cenyioLLei Cxemoit :

- 1-9003a : BbiGpaHHas Aata;

- 2-9.003a : yepe3 1 Mecsil, nocne BeeaeHus 1-i no3bl;

- 3-9 no3a : yepe3 6 MecsLes nocne BeeaeHns 14 A03bl.

BycrepHas BakimHal s : BO3 He pekoMeHayeT NOBTOPHYIO BAKLMHALMIO, MOCKOJIbKY
BbILIEOMMUCAHHDIA NPOLIECC UMMYHWU3ALMU, COCTOSLUMIA 13 3-X 403 BaKLWHI,
obecneynBaeT 3aLiuTy OT 3apaxeHusi BUDYCOM renatuta B e Tesenue 15.ieT, no
NpOLLIECTBUN KOTOPLIX NPU KOHTAKTE C BUPYCOM renatiTa B npoucxoaut
€CTECTBEHHas NOAMMMYHU3aLMs (GycTep-ahdekT), Aaxe ECIN 3aLLMTHBIE aHTUTENA
YXe OTCYrCTBYIOT B OpraHu3me. TeM He MEHee, CYLLECTBYIOT HEKOTOPbLIE MECTHbIE
nporpaMmbl UMMYHU3aLIUIA MO BCEMY MUPY, BKIIOHAIOWME pEKOMEHAALMM NO
peBaKLMHaLIMK, KOTOPbIX ClIEAYET NPUAEPXUBATLCA.

CyLLeCTBYET TakoKe anbTepHATVBHAsA CXema BakiwHalwv : 1-9 03a - BoiGpaHHast
para, 2-1 no3a - yepes 1 mMecsL, nocne BeeaeHus 1-i ao3bl, 3-9 403a - yepes 2
Mecsua nocne BeeieHus 1-i 403bI, peBakLVHaLKA - Yeped 12 MecsaLes nocne 3-i
[N103bl NEPBUYHON UMMYHU3aI W, [laHHast CXeMa MOXKET ObiTb UCMOsIL30BaHA Y
HEKOTOPLIX rPYNM HACENIEHWS: Y HOBOPOXAEHHLIX, MAaTEPI KOTOPLIX VIH¢VILLMDOBaHbI
renatuTom B, y naumerToB, MHOULMPOBAHHBIX Wik C NTOAO3PEHVEM HA
VHOVLMPOBaHKUE BAPYCOM renatvta B, y mLL, oTnpaBiSIoNIMXCS B PETVOHSI C
BbICOKMM YPOBHEM 3a60/1eBaEMOCTH.

BBenerve [onoNHUTENbHOM [03bI (A03) BAaKLWHBI MOKA3aHO NaLMeHTam,

HaXc A Ha remo, 1 C UMMYHC ITamu, MOCKObKY Y 3TOK
KaTeropyi NaLyeHToB NOC)Ie NEPBUYHON IMMYHU3ALIMM 3ALLUTHLIE TUTPLI aHTUTEN (>
10 ME/n) mMoryr 6biTb HE MHAYLIMPOBaHbI.

Baxuvma Euvax B MPOTUBONOKa3aHa nauneHTam C runepyyBCTBUTESNIbHOCTLIO K
KaKOMy»HMGD €€ KOMMOHEHTY. BaKLlVIHa HE OKa>KET BpeAHOro BOS}:[eVICTBVIH Ha
NaLMeHTOoB, paHee niu B HacToALLEee BpeMa VIH¢MIJMDOBaHHbIX BUpycoMrenaTuta B.
NauperTam, 3apaxeHHbIM BUPYCOM MMMYHOAMDMLIATA YENOoBeKa (Kak C
CUMNTOMHBIM, TaK 1 6eCCUMNTOMHBIM Te4eHrem), Euvax B BBOAMTCA coracHo
CTaHdapTHOU cxeme.

OGtume npeaocTepexenms -

- BakiMHaLVIO CJ1eyeT OTJIOKUTL Y NALMEHTOB C MPOrpeCCHpYIOLLVIM
3abosnesaH1em, CONpOBOX/AIOLLIMMCS MOBbILLEHNEM TEMIEpaTyph Tena.

- Y nauueHToB, CTpaAialoLmX pacCenHHbIM CKIepO30M, N1I06ast CTAMYNSIING
VMMYHHOI CUCTEMbI MOXET BbI3BaTb 060CTpeHIe 3a60J1eBaHUA MOCHIE BaKLIMHALINN.
MoaToMy NP BakUWMHALMY 3TVX NALIMEHTOB MOJIb3Y OT UCMO/b30BAHNS BAKLIVIHLI
Clieayer TuiaTe/lbHo COM3MEPSITh C BO3MOXHbIM PUCKOM 0B0CTpeHMs 3aboeBaHms.
- UMMyHU3aLMA MOXET ObiTb HEADHEKTUBHA Y IULL, HAXOAALMXCS B NATEHTHOW WK
nporpeccupylowei craguv renatura B.

- Mpv npoBeeHNM BaKiHAIMM HEOBXOAMMO UMETL B HAMHMMA MEAVKAMEHTbI,
Heo6XoA1Mble /11 OKa3aHus SKCTPEHHOM MOMOLLY B CIly4ae aHabuIIaKTUeCKow
peakuvn.

TIpesynpexaeHs o NcronsL308aHNI0.

- BcTpsixHuTe nepef; BBEAEHUEM, Tak Kak BO BPEMSi XpaHEHMSI MOXKET
obpa30BaThCs TOHKMIA Benblit 0caAoK ¢ NPO3payHbIM GeCLiBETHIM CynepHaTaHTOM.
- [Ina KaXAQO0i MHBEKLWN CrIEAlyeT UCTOMb30BATh CTEPUITBHBIN LUMPWL, 1
CTEPUITbHYIO Ny

NOBOYHbIE
PEAKLIUM

ycnosus
XPAHEHUS

©OPMA
BbIMYCKA

BepemMeHHOCTs U naKTaums :

“Bimsnne HBSAQ Ha pa3siTve Mi10fa He uay4anock. BMecTe ¢ Tem, kak 1 B Ciiyuae
1CMO/b30BaHWS 11060 MHAKTVBIIPOBAHHOI BaKLWHbI, PEACTABIISETCS
MaJioBEPOSTHON CNOCOBHOCTL AGHHOTO Npernapara okaabiBaTb NoHO4HOe
BO3AeNCTBIUE HA AMOPUOH Wi TUioA. Tem He MeHee, BakumHa Euvax B posixxa
MCNOJL30BATLCS! Y GEPEMEHHBIX TOLKO MPY HAJMHWM KUBHEHHBIX MOKA3AHWIA.

- [eiicTaue BakumHbI Euvax B Ha rpyaHbIx AeTeii nocsie BakLMHaI MW WX MaTepen B
YCIOBHSX KIINHWKN HE U3Y4aNioCh. BMECTE C TeM, He CYLUECTBYET NPOTUBOMOKA3aHUi
NS UCTI0b30BaHUS AAHHOM BaKLIMHBI Y KOPMSALUWX MaTEPEN.

XKenydouHo-kuweuHbie paccmpoticmea

Pepko: TowHota

YacTo: 6ok B X1BOTE, Anapes, psoTa

Obwue paccmpolicmea U MecmHbIe OCNIOXHEHUsI 8 Mecme 8sedeHus

npenapama

Pe ko: HegomoraHue, ycTasnocTs

YacTo: nuxopagaka, ynJioTHeHue, otek, GonesHeHHOCTL (Mpy AoTparvBaHnm),
BOCManeHue

OueHb yacTo: 6orb B MECTE UHBEKLMM

UHpexuuu u 3apaxenus

HeuacTo: MOHWIIMA3, PUHUT

Ucneimanus

Pefko: kpaTKOBpEMEHHOE YBEMUYEHE TpaHCaMIHa3b!

HapyweHusi o6MeHa eeulecms U yceoeHuss numamebHbIX 8eulecms
YacTo: aHopekcus

HapyweHus onopHo-O0euzamenbHO20 annapama u 3abosniesaHue
coeduHUmenbLHou mkaHu

Pepiko: muanrvs, aptput

Paccmpoticmea HepeHol cucmemb)

OueHb pefKo: HEBPUT 3PUTENBHOMO HEPBA, Naparnuy fniA, CUHAPOM
TwiteHa-Bappe, ycyrybnerue paccesHHoro ckiieposa

Pepiko: ronosHas 60mb, rorloBoKpyXeH1e

YacTo: NoBbilLeHHasH NMaKCUBOCTb, COHNNBOCTL

BepemerHocmb, nocnepodosoli nepuod U NepuHamanbHbIe COCMOSHUS
HeuacTo: xenTyxa y HOBOPOXAEHHbIX

[cuxuyeckue paccmpoticmea

YacTo: 6eccoHHMLA, HEPBO3HOCTb, Pa3aPaKUTEIIbHOCTL

3abonesaHus KoXU U MOOKOXKHOU Kremyamyy

YacTo: chirb 3puUTEMaTOo3Has, sputema

HeuacTo: po3oBblii MUTUPKA3, CbiMb, NSTHUCTO-NAMyMe3Has Chinb
Cocyducmbie paccmpoticmea

Yacto: lematoma

He 1Cnonb30BaTh NO OKOHYaHWM CPOKa rOHOCTM, YKa3aHHOrO Ha BHELLIHEN
YraKoBKe.
XpanuTb npy Temnepatype ot +2°C o +8°C (B xonogwibHuke). He 3amopaxvears.

UHanKaTop KOoHTPOASA BakuuHbl (MKB)

WENONB30BRATH
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1 mn / doriakoH x 20 chriakoHoB - 1 M / danakoH x 10 donakoHoB - 1 M / canakoH x 1

chriakoH
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