JIHcTOK-BKJIAALIN — HHGopMan s ISl MAIlHEHTA
9898 -2024%
Ipesenap 20 (BakuuHAa s NPOPHIAKTHKH NHEBMOKOKKOBOH HH(EKIHH
NoJIMcAXapH/IHAs, KOHBIOTHPOBaHHAs, aIcCOPOHPOBAHHAS ABaJLATHBAJEHTHas)™*,
0,5 mJ1/n03a, cycrieH3us A1 BHY TPHMBIIIEYHOT 0 BBE/1CHHUA
BakuuHa Juist TpoHIaKTHKHA THEBMOKOKKOBOH HH(EKIIHK NOJIMcaXapuiHas, KOHbIOrHpOBaHHas,

ajzicopOrpoBaHHast
* nanee o tekcry [Ipesenap 20

v HeKapCTBCHHbIﬁ npenapar  IOJJICKHUT  JOMOJIHHUTCIbHOMY MOHHUTOPHHIY, KOTOpLIﬁ
CHOCO6CTByCT 6bICTpOMy BBISIBJIEHHIO HOBBIX CBEJICHHH O 0e3omacHOCTH. BBl MOXETE IMOMOYb,
cooOras I/IH(l)OpMaI_[I/IIO 0 JIIOOBIX HEXENaTeJIbHBIX peaknusax, KOTOpPhIE BO3HUKIHM B IICPHOA
IIPUMECHECHHS JIEKAapCTBEHHOI'O IIp€liapara (B TOM 4HCJIE H O ClIydasdaX €ro HeB(b(I)CKTI/IBHOCTH).
Cnoco6 cooOIIeHHs 0 HeXeaTeIIbHbIX peaKiuiaX OIMCaH B pa3aCiic 4 nucTKa-BKJIabIIa.

Ilepex npuMeHeHHEM NPENAapPaTa MOJHOCTHIO NPOYHTANTE JHCTOK-BKJIA/IBIN, IOCKOJILKY B

HEM coJiepkaTcsl BaskHble 1715 Bac cBenenns.

e CoxpaHuTe JUCTOK-BKJIaabIL. Bo3moxxHo, Bam noTpebyercs npoyuTarh ero eme pas.

e Ecimu y Bac BO3HHKIIH JJOIIOJIHUTENBLHBIE BOIPOCHI, 0OPAaTUTECH K JieYallieMy Bpayy.

e [Ipenapar Ha3HaueH umeHHO Bam nim Bamemy pedenky. He nepeaBaiite ero 1pyrum JirosM.
OH MOXET HaBPEIUTh UM, JIAXKE €CJTH CUMIITOMBI UX 3a00JIeBaHKs! COBNAAIOT ¢ Bammmu.

e Ecuy Bac Bo3HHK/IM Kakue-JTHOO HeXXeNaTeIbHbIe PeaKluy, 00paTUTECh K JieyalliemMy Bpady.
JlaHHas peKOMEH/Ialus pacpoCTpaHsIeTCs Ha JII0ObIe BO3MOXKHBIE HEXEIaTeIbHbIC PEaKIHy,
B TOM YHCJIe Ha HE TIEPEUUCIICHHbIE B pa3jielie 4 IMCTKA-BKJIa/IbIIIIA.

Conepmaﬂne JIHCTKAa-BKJIAAbINIa

1. Yto u3 cebst npezcraniseT npenapar [Ipesenap 20, 1 1151 4€ro €ro NpUMEHSIIOT.
2. O 4eMm crietyeT 3HATh Mepe] IpuMeHenneM npenapata [Ipesenap 20.
3. [Ipumenenue npenapata IIpesenap 20. —~— .
P p P P P COTJACOBAHO
4. B03MO)KHI>IC HEXECIIAaTCIIBHBIC peaKHI/IH, MUWHUCTEPCTBOM 3JIPABOOXPAHEHUS |
PECITVBJIMKHA BEJIAPYCH
5. XpaHeHHC Inmpenapara HpeBeHap 20. [Ipukasd MuHHCTEPCTBA 3/IPDABOOXPAHEHU A
Pecniyonuku Benapycs
6. ConepxuMoe yIiakOBKH M IIPOYUE CBEICHUS. | or  I20 2 ROLL N /@(?

1.  Yro u3 cedn npeacrapiasietr npenapat [Ipesenap 20, u 1151 4ero ero NpUMeHsIOT
[IpeBenap 20 B kauyecTBe NECHCTBYIONIMX BEILECTB COAEPKHUT IHEBMOKOKKOBBIC KOHBIOTATHI
IOJIMCAxXapyIoB JBAJIATH CEPOTHIOB, W obecneunBaeT 3amuTy OT 20 cepoTHNOB OaKTepuit
Streptococcus pneumoniae. llpemapar OTHOCHTCS K TIpyIIe IpenapaToB I0J Ha3BaHHEM
«BaKLUHBI, THEBMOKOKKOBBIE BaKIIMHBI.

IlokazaHusi K NPUMEHEHHUIO

. y aereii B Bo3pacre oT 6 Hexeab A0 18 ger, yTOOBI NOMOYL NPEJIOTBPATHTH TaKHE
3a60J1eBaHuUs, KaK MEHMHTHT (BOCTIAJIMTEILHOE TIOPKEHHE MO3TOBBIX 000JI0UYEK), CETCHC
Wi OakteprieMusi (0OImUi WHGEKIMOHHBIA IPOLECC B CIEACTBUE NPOHUKHOBCHUS U
LMPKYJISIMHA B KPOBH OaKkTepuH ), THEBMOHMS (BOCHIAJICHUE JIETKUX) U OTHTOB (BOCIAJIICHHE
cpeaHero yxa), BeisBanubie 20 cepotunamu baktepuii Streptococcus pneumoniae;
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ey B3poCaBIX B BozpacTe 18 sier u crapmie /Ui NPOGUIAKTHKH TAKUX 3ab0JIeBaHMH, KaK
IHEBMOHHS (BOCIANEHHE JIETKUX), CENCHC MM OaKkTepHeMHUs (obmuii WHPEKIIMOHHBIH
TIpoIlecC BCIIEACTBHE MPOHHKHOBEHHS M UMPKYJLIIHH B KPOBH GaKkTeprK) U MEHHUHIHMT
(BOCTIAJINTE/IBHOE TIOPAKEHNE MO3TOBBIX 060/104€K), BbI3BAaHHBIX 20 cepoTHnaMu OakTepuu

Streptococcus pneumoniae.
IpeBenap 20 obecneunBaet 3amuty ot 20 THIIOB OakTepuu Sireptococcus phneumoniae.

Cnocob neiicreus npenaparta Ilpesenap 20
IIpenapar jeiicTByeT, moMorasi OpraHu3My BBIpabaThIBaTh COOCTBEHHbIC AHTHTENA, KOTOPHIC
samumaroT Bac wiu Bamiero pebenka ot 3Tux 3a00/1€BaHHi.

2. O gem cieayeT 3HATH nepe] npuMenenneM npenapara Ilpesenap 20
IIporuBonokazanus
He npumensiite npenapat Ilpesenap 20:
e ccmu y Bac wim Bamero peGenka anieprisi Ha JeHCTBYIOIIME BEIIECTBa WM JHOObIE
JpyrHe KOMIIOHEHTHI Ipenapara (IepedrclieHHble B pasjene 6 JIMCTKa-BKIajblina), a
TaKKe K KaKoi-1u00 Jpyroi BakiMHe, KOTOpasi COJACPKHUT AU TEPUHHBIA aHATOKCHH.

Oco0ble ykazaHusl H MepPbI NPEJOCTOPOKHOCTH

Ilepen Bakiuuarmei [Ipesenap 20 MPOKOHCYIBTHPYHTECH C JI€UAIMM BpadoM, ecin y Bac unu

Bamero peGenka:

. IPUCYTCTBYIOT B HACTOSIIIEE BPEMsI HITH BO3HUKAJIH B IIPOILILIOM KaKue-IMO0 MEJUIIMHCKHE
npo0ieMbl mocie BBeaeHus npenapata [IpeBenap 20, Takue Kak ajjlepruyeckasi peakius
WK IPOOJIEMBI, CBSI3aHHBIE C JIbIXaHHEM;

. TsDKeloe 3aboJieBaHME WM BBICOKAs TeMIlepaTypa, OJHAKO, JIeTKas JIMXOpajka HIH
HHQEKIUS BEPXHUX JbIXaTeNbHBIX Iy TeH (HalpuMep, IPOCTY/1a) CaMH 110 ceOe He ABIIAIOTCS
OCHOBaHHUEM Il OTCPOYKHU BaKIIMHALHH;

o MMEIOTCS IPOOJIEMBI CO CBEPTHIBAHUEM KPOBH WJIH JIETKO 00pasyroTCsl CHHSKH,

° ocnabyieHHass IMMYHHas cuctema (Harmpumep, no npuunae BUY-undexuun), Ber Moxere
He TIOJIyYUTh BCEH MOJIB3BI OT MpUMeHeHHs npenapata [Ipesenap 20.

Ilepen BakuuHamueu coobmmTe Bpady, (hapManeBTy WM MeacecTpe, eciid Bam pebGeHok Obul
poKeH TiayOoKo HemOHOmEHHBIM (Ha 28-if Hemene OEPeMEHHOCTH WM JI0 3TOrO CpOKa),
MIOCKOJIBKY B Te€4YeHHE 2—3 JHEH Mocje BaKIUHAIMK BO3MOXHBI 00Jiee JUIMHHBIE NIPOMEXKYTKH
MEX]Ty JIbIXaTeIbHBIMU JIBI)KEHUSIMH, YEM B HOPME.

Kak u mo6as Bakuuna [IpeBenap 20 He oOecnieurBaeT 3alUTy BCEX BAaKLIMHUPOBAHHBIX JIIOJIEH.

IIpeBenap 20 Oymer obOecreumBaTh 3aIUTy TOJBKO MPOTHB MH(EKIMH yXa, BBI3BAHHBIX
cepoTHIaMu Streptococcus pneumoniae, sl KOTOPBIX Obuta pazpaboTana BakuuHa. [Ipemapar
He Oyner obecneyMBaTh 3aIMTY OT JAPYIHX BO30yauTenel HWHGEKIMOHHBIX 3a00JIeBaHWH,
KOTOpbIE MOTYT BBI3bIBATh HHPEKIMH yXa.



JIpyrue npenapatsl 1 npenapat IIpesenap 20
Coo6murTe JeyareMy Bpady o ToM, 4To Bel wiu Bam pe6eHOK momyyaeT, HeJaBHO MOJIyHal Hid
MOJXEeT HadaTh IOJIy4aTh Kakue-IH00o Apyrue Ipemnaparsl WiM HEAaBHO MOy HIH KaKyo-1100
JPYTYIO BaKIMHY.

Bam peGenok Moxer moiay4uTh IIpeenap 20 OJXHOBPEMEHHO C JPYTHMH CTaHAApTHHIMH
JICTCKHMH BaKIIMHAMH.

YV B3pocnbix IlpeBenap 20 MOXHO BBOJUTH OJHOBPEMEHHO C BAKIMHOW IIPOTHB TIPHIINA
(MHAKTMBMPOBAHHAs BAKIMHA [POTHB IPHUIIIA) B Pa3HBIE MECTA MHBEKIMH. B 3aBUCHMOCTH OT
OIIEHKH MHMBHIyalbHOrO pHcKa BammM BpadyoM MOXET ObITh PEKOMECHIOBAHO IIPOBECTH
MMMYHH3ALMIO B Pa3HbIE JIHH, HAIPHUMED, C HHTEPBAIOM B 4 HEJETIH.

V B3pocisix IIpesenap 20 MOXHO BBOAMTB OJHOBPEMEHHO C BAKIIMHON IIPOTHB KOPOHABUPY CHOH
uHpexuu COVID-19 na ocaoe MPHK.

BepeMeHHOCTDB, IPy/JHOE BCKADMJUIMBAHHE H (PePTHIILHOCTH

Eciu Bbl OepeMeHHBI WM KOPMHUTE TPYJbIO, JyMaeTe, YToO 3a0epeMEHENId WM IUIAHUPYETe
OepeMEHHOCTD, Mepe]l HavyaloM TPUMEHEHHs IpenapaTra IPOKOHCYIbTHPYHTECh C JedalluM
BPavyoM.

YnpagsiieHne TPaHCIOPTHBIMH CPeACTBAMH H padoTa ¢ MeXaHM3MaMH

ITpesenap 20 He 0Ka3bIBAET MM OKA3bIBACT HE3HAUMTEIILHOE BIUSHUE HA CIIOCOOHOCTD YIPABJIATh
aBTOTPAHCIIOPTHBIMH CPEJICTBaMU M paboTaTh ¢ MexaHu3MaMH. OIHaKO, HEKOTOPBIE U3 PEaKIHi,
YIOOMSIHYTBIX B pasjeiie 4, MOTYyT OKa3blBaTh BJIMSHUE HA CIIOCOOHOCTH  YIPABIATH
ABTOTPAHCIIOPTHBIM CPEJICTBOM U paboTaTh C MEXaHU3MaMH.

IIpenapart [IpeBenap 20 coaep:kuT HATpHHA

IMpenapar ITpesenap 20 coaep>XUT HATPHUl B KOHIIEHTpAllUX MeHee 1 MMoJb HaTpus (23 mMr) Ha
J103Yy, TO €CTh IPAKTUYECKU «HE COJEPHKUT HATPHUS).

3. IIpumenenune npenaparta Ilpesenap 20

Pexomenayemas 103a

IIpumeHenue y B3pociibIx

B3pOCJH>I€ JOJDKHBI IIOJIYYUTh OJTHY HHBEKIHIO.

Ocobvie 2pynnvl nayuenmos

Jluna, cuuTaroIMecs MOJBEPKEHHBIMU OOJiee BBHICOKOMY PUCKY ITHEBMOKOKKOBOW HH(EKIUH
(HanpuMep, JIMIA C CEPIIOBUAHOKIETOYHOM aHemuel unu BUY-undexiueit), Bkitoyas JIML, paHee
[I0JIyYaBIIUX BaKIMHAIUIO 23-BaJICHTHON MHEBMOKOKKOBOH MOJMCAXapUIHON BaKIMHOW, MOTYT
IIOJIyYUTh KaK MUHUMYM OJIHY 103y npenapata [IpeBenap 20.

JIuya, KoToppIM ObUTa BBIOJIHEHA TPAHCIUIAHTAIMs KPOBETBOPHBIX CTBOJIOBBIX KJIETOK, MOIYT
MOJIYYHUTh TPU MHBEKIMH: TIEPBYIO Yepe3 3—6 MecAlEeB M0CIe TPAHCIIAHTAIlMK U ¢ HHTEPBAJIOM
He MeHee 4 Heleldb MEXAY J03aMU. BBINOJHEHHE YEeTBEPTOM HHBEKIMHM — pEeBaKIUHALUH
PEKOMEHYETCSI OCYIIECTBIISTH Yepe3 6 MecsIeB Nocie NOIyYeHUs TPETHEH HHBEKIIUH.
CooG1uTe JieyanieMy Bpady, eciii Bbl paHee moryyaii HHBEKIHIO ITHEBMOKOKKOBOW BAKIIMHBL.
Eciu y Bac BO3HHMKIM JIONONHHUTENbHBIE BONPOCH! M0 MpUMeHeHHto mpenaparta IIpesenap 20,
MIPOKOHCYJIbTUPYHUTECH C JIEYAIlUM BPAUOM.



Ilpumenenue y Aereii H MOAPOCTKOB

Munadenywi 6 6o3pacme om 6 nedeib 00 15 mecayes

. Bamr peGeHOK JO/DKEH IOJNYYHTh HayalbHBIH Kypc M3 TPeX WHBEKIHMH BaKUMHBI C
TIOCIIELYIOIIMM ToJTydeHreM OycTepHO# 1036l [lepBas HHBEKIHS MOKET OBITH BBIIIOJIHEHA

B Bo3pacte oT 6 /10 8 Hezelb.

. Kaxxaass MHBEKIHs OyJeT HPOBOJMTHCS C HMHTEPBAIOM KaKk MHMHMMYM 4 HeJenH, 3a
HCKITIOUCHHEM TOCIeHeH HHBEKIMM — pPEBAaKIMHALMK, KOTOpas OyJaeT BBOJMTBCA B
Bo3pacte ot 11 1o 15 mecsues.

Bawm coobmar, korja BameMy pebeHKy ciieyeT IpUATH JIs MOTyYEeHMs CIIEIyOIel HHBEKIHH.

B cooTBeTcTBUM ¢ O(PUIHAILHBIME peKOMEHJalusMu B Bamed ctpane oOpartutech K Bpady,
(apmaneBTy WM MeICeCTpe IS Oy YeHHs JOTIOIHUTENbHOH HH(OpMaIuH.

Heoonowennvie miadenywvl (posicdennvie 00 37-ii Hedenu bepemeHnocmu)

Bam peGeHOK MONYyYHT HAYaJIbHBIA Kypc M3 TpeX MHBEKIHMH, C IOCIECTYIOUHM I0JIy4eHHEM
OycrepHO# 1036l (peBakiMHAIMU). [lepBas MHBEKIHMS MOXET IPOBOJUTHCS YXKE B BO3pacre
6 HeleNb ¢ NMPOMEXYTKOM Kak MHHHMyM 4 Helend Mexay pozamu. B Bospacte or 11 o
15 mecsneB Bam peGeHOK NOJIy4YHUT YETBEPTYIO HHBEKIIUIO — PEBAKI[HHAIHIO.

Hesaxyunuposannvie miadenywl 8 6o3pacme om 7 mecayes u miaoue 12 mecayes

Muajenns! B Bospacte oT 7 1 Mmutagme 12 MecsineB JODKHBI ITOJTYyYHTh TPH HHBEKIUH. [lepBbie
JIBE BBOJATCS C HMHTEPBAJIOM IO MeHbINeH Mepe 4 Henenu. TpeTbss HHBEKIMS — PEeBAKI[MHAIMS
Oy/ieT BBINOJIHEHA HA BTOPOM T'O/ly XKH3HH.

Hesaxyunuposannvie demu 6 ozpacme om 12 mecayes u miadwe 24 mecsyes
Jletu B Bo3pacte ot 12 m muiaame 24 MecsitieB JTOJDKHBI IIOJYYHTh IBE HHBEKIIMH C HHTEPBAIOM
10 MeHbIIeH Mepe 8 Henenb.

Hesaxyunuposannvie demu 6 6o3pacme om 2 1em U miaouie S iem

IICTI/I B BO3pacTe OT 2u MJajame 5 er 1OoKHBI ITIOJIYYHTh OOHY HHBCKIIULIO.

Jlemu 6 6o3pacme om 15 mecayes u maaowe 5 niem, panee noayyusuiue NOJIHbLU KypC
saxyunayuu npenapamom Ilpesenap 13

Jletu B Bo3pacte ot 15 MecsiieB u Miiajme S Jiet, paHee MOJTy4YUBIINE TTOJIHBIA KypC
BaKIMHAIMK npenapaTtoM [IpeBenap 13, moiaydar oHy UHBEKIIHMIO.

Jlemu u noopocmku 6 gospacme om 5 1em u maaowie 18 nem, nezagucumo om npeduiecmeyiouei
sakyunayuu npenapamom Ilpesenap 13
JleTH ¥ IOAPOCTKH B Bo3pacTe oT 5 u mutagme 18 ser nomyuar oxny unbexiuio [Ipesenap 20.

Ecnu Bam pe6enok panee nonmydan Bakiuuny [IpeBenap 13, no BBenenus Bakiunbl [Ipesenap 20
JIOJDKHO TMPOUTH KaK MUHHUMYM 8 Hezlenb.



IlyTs u (M) ciocod BBeIEHHS
Bpau nim MeauiuHCKas CecTpa cesiaeT UHBEKIHIO pexoMen ryeMoii 10351 (0,5 MT) BAaKIUHBI
B MbIIIIy Bamero njieda uim B MbluIty mieda i 6epa Bamero pedenka.

4. Bo3mozkHbIe HekenaTeJIbHbIe pPeaKkmu

[lomo6HO BceM JIeKapCTBEHHbIM mpenapataMm mpenapar I[Ipeemap 20 MoxeT BBI3bIBATH
HEXeJlaTeIbHBIE PeaKlii, O/IHAKO OHM BO3HMKAIOT HE Y BCEX.

CepbesHble HexeaTeIbHbIe peaknun npenapata Ilpesenap 20

HemeuieHHO coo0mmTe Bpady, eciid Bl 3aMeTHiid y ceOsl MpH3HAKU CIIEIYIONIHX CEPhe3HbIX
MOOO0YHBIX peakiuii (cM. Takxe paszen 2):

IPHUITYXJIOCT JIMIIA, TY0, PTa, A3bIKa WK ropia (0TeK), 3aTpyAHEHUE JbIXaHUs (O/bIIIKA), XPHIIbI
(6poHXOCMma3M) — 3TO MOXET OBITh MPH3HAKOM TSDKEJION aJIepru4ecKO peakiMy, TakoW Kak
aHauIaKcus, BKIFOYAs HIOK.

I[pyn«le HeEkKeIaTeJIbHbIC PECAKITHHA

Caenywomue HexelaTeJbHble peakuH ObLIM 3aperHcTPHPOBaHBI /LIS Npenaparta
IIpeBenap 20 y muiajieHueB u aeteii (B Bo3pacte oT 6 HeeJ b H MJIagme S Jier)

OueHb YacTO: MOTYT BO3HHKATh Y Oosee ueM 1 uenoBeka u3 10

o CHuxeHue anmneTura

. PazapaxxutensHOCTD

. CoHuBOCTD

. [ToBblieHUe TEMIEepaTypsl TeIa

o B MecTe uHBEKIMHU [T BCEX JETEi: MOKpAaCHEHHE, MPUIYXJIOCTh MM YIJIOTHEHHE, O0JIb
wiH 00JIe3HEHHOCTh

. B MecTe MHBEKIMHM TIOC/IE PEBAKI[MHAIMK U y JeTeil B Bo3pacTe OT 2 M MIIAALIE 5 JIET:
NIOKpacHeHHe, IPHUITYXJIOCTh WIH YIUIOTHEHHE pa3mepoM Gosee 2,0—7,0 cMm.

YacTo: MoryT Bo3HHKaTh He Oosiee ueM y 1 genoseka u3 10
° Kunxuii ctyn

® PBota

. Chimb

. Bricokast Temnepartypa tena 38,9 °C unu Bbiie

. B Mecte mHBEKIMH IOC/IE HAYalIbHOTO Kypca HMHBEKIUH: MOKpacHEHHE, YIUIOTHEHHE,
NpHIYXJI0CTh pasMepoM Oonee 2,0-7,0 cM, 6onb uiu OOJIE3HEHHOCTH, 3aTPyAHSIOLINE
JIBUDKEHUSL..

HeuacTo: MoryT Bo3HuKaTh He Oonee yeM y 1 yenoeka u3 100

. Henpou3BosibHOE TNPHCTYNOOOpa3HOE COKpAIlEHWE MBI (CyJOpord), B TOM YHCIe
BBI3BaHHBIE BHICOKOM TeMIIepaTypoi Teia

. AJneprudeckast Chib (KpamMBHHIIA WK CHINTb, HATOMUHAOIIAS KPaMBHHILY )

. B MecTe MHBEKIMHU: TOKPACHEHHE, IPUITYXJIOCTh MM YILIOTHEHHE pa3MepoM boiee 7,0 cM.
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Peako: MOTYT BO3HHKATh He Gonee 4eM y 1 uenosexa u3 1000 J 8498 2024
. AJuTeprudeckast peakiys (THIepdyBCTBUTEIBHOCTD) B MECTE HHBEKIIAH.

Cieqyionmme HexKelaTeIbHble PeaKIHH ObLIM 3aperucTPHPOBAHBI IPH HCII0JI530BAHHH
Baknuubl [Ipesenap 13 1 MoryT Takke Ha0/I101aTHCHA NPH UCMOIb30BAHMH BAKIHHBI
IIpeBenap 20.

° KoJIanc Wiy MOoKOMoA00H0e COCTOSIHUE (THIIOTOHMYECKUI-THIIOPEAKTHBHBIN S1IH30/1)

° Annepradeckas peakuus (peaKkiys IMIepuyBCTBUTEIBHOCTH), BKIIFOYAs TIPUITYXJIOCTh JIMIA
u/umm ry6

° [Inay

° BecnokoiHbIN COH.

Cueayomue HeXeJaTeJbHbIe peaknud ObLIH 3aperHCTPHPOBAaHBLI /LIS Mpemapara
IIpeBenap 20 y aeTeii 1 moAPOCTKOB (B Bo3pacTe oT S 1 muiaame 18 ser)

OueHb YacTO: MOTYT BO3HUKATE y Oonee yeM | yenoseka u3 10

. ["onoBHas 601b

. boub B MblImax

o B Mecte uHBEeKIHU: 60JIb, 00JIE3HEHHOCTH, TOKPACHEHHE, TIPUITYXJIOCTh WM YIUIOTHEHHE
. Ycranocts

Yacro: MOTYT BO3HHKATh He OoJsiee yeM y 1 denoBeka u3 10
. bons B cycraBax
. B Mecte uHBEKIMU: 60JIb WK OOJIE3HEHHOCTD, 3aTPy IHAIOIIUE IBUKEHHE.

HeuacTto: MoryT Bo3HUKATh He Oojiee yeM y 1 yenoseka u3 100
® AJuteprudeckasi ChIllb (KpalTMBHUIA WK ChITb, HATOMUHAIOIIAS KpaluBHHUILY )
. [loBbIIIEHUE TEMTIEPATYPHI TEINA.

Chenyommue HexejJaTelbHble peaKIUH ObLIH 3aperHCTPHPOBAHBI NPH HMCIOJIb30BAHHH
paknuHbl IlpeBenap 13 m moryr Takike HalJ0AaThCs NPH HCNOJAb30BAHMH BaKIHHBI
IIpeBenap 20.

. Kunxuii ctyn

. PBora
° CHUXXEHUE anmneTuTa
° PazipaxutenbHOCTD

° COHJIUBOCTH
° BecniokoiHbINA COH
° ChlIib.

Y nereit u moapoctkoB ¢ BUU-undexiued, cepnoBHAHOKIETOYHOM aHEMHMEH WA
TpPaHCILUIAHTAIMER KPOBETBOPHBIX CTBOJIOBBIX KJIETOK HAOJIFOJATNUCh AHAJIOTHYHBIE MOOOYHBIE
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peaknuu, OJHAKO pBOTa, KA IKUH CTYJI, IOBBILICHUE TEMIICPATY PbI TCIla, 001b B CyCTaBax, a TaKxXe
3aTpyAHsromas ABUKCHHC 00JIb MUTH 00JIE3HEHHOCTH B MECTE MHBEKIIUU PETUCTPUPOBAIIMCH OYCHD
4qacTo.

B xole MNOCTPerHCTPANMOHHOro mnpuvenenusi mnpenaparta Ilpesenap 13 'y jerei
HAG.II0IANCH CIIEAYIOIMHe HesKelaTelbHble PeaKIHH, KOTOPbIe TAK/Ke MOIyT Ha01101aThCs
npu npumeHennn npenapata Ilpesenap 20

. TspKeble aJUTeprudeckue PEeakiliy, BKIIoYas 0K (CepAeIHO-COCY TUCThIA KOJUIAIC); OTeK
ry0, nMiia Wid ropiia (AHTMOHEBPOTUYECKHH OTEK)

o VBenudyenue JUMQpATHYECKHX Y3JIOB HIH JKeie3 (IMMQaaeHonaTds) OKOJIO MecTa
WHBEKIIMH, HAIIPUMED, B MOMBIIIKAX WM B I1aXy

. B Mecre MHBEKIUH: aJulepruyueckas Chinb (KpaluBHUIA), IIOKPACHEHHE W pa3/ipaXeHHe
(mepmarur), a TaKxKe 3yx

. ChbInb B BUJIE 3yIAIIUX MATEH KPACHOTO 1BeTa (MHOrO(OpMHAs SpHUTEMA).

Chaenywomue HeXejlaTelbHble peaKIMH ObLIH 3apPerHCTPHPOBAHLI NPH NPHUMEHEHHH
npenapata [Ipesenap 20 y B3pocibix

Ou4eHb 4acTO: MOTYT BO3HHKATH y OoJiee yeM 1 yenoBeka u3 10

. ["onoBHas 601k

. Bonp B cycTaBax v B MbIIIIax

. BoJib/60/1€3HEHHOCTH B MECTE€ UHBEKIIUU U OBBILIEHHAS! Y TOMIISIEMOCTD.

YacTo: MOTYT BO3HHUKATh He OoJiee yeM y 1 yenoBeka u3 10

L4 OTtek B MecTe HUHBCKIMHU, IIOKPACHCHHUE B MECTEC MHBECKIUH H IOBBLIIICHHUE TEMIICPATYPhI
TCIa.

HeuacTto: MoryT Bo3HUKATh He Oojiee yeM y 1 yenoseka u3 100
. Xuakuii Ty, TOIIHOTA U PBOTA.

. Chinb 1 oTeK ML, Ty0, pTa, 3bIKa WIK ropiia, KOTOpble MOTYT BbI3BATh 3aTPyAHEHHUS IIPU
IJIOTAaHUH WK JIBIXaHUH (AHTHOHEBPOTUYECKHM OTEK).

L4 3y11 B MECT€ HHBCKIUHU, YBCIINYCHUC JII/IMCI)OyS.HOB B 00J1acTH ey, NOAMBIIICK HWJIK I1axa
(HHMQ)aIICHOHaTPIH), KpalliBHUIIa B MECTC UHBCKIIUH, 03H00.

Caenyommue HexelaTeJlbHble pPeaKIHMH HAOJIOJAJNCH, NPH HCIOJb30BAHMH MNpenapara
IIpeBenap 13 1 MoryT Takxke Ha0IIOAATHCS NMPH KUCIOJIb30BaHUH npenapata [Ipesenap 20

® Chbinb B BHJIE 3yJSIIUX ISATEH KPacHOTO 1BeTa (MHOro(OpMHAs S)pHTEMa)
. Pa3jipaxceHrie B MeCTE HHBEKIIUH

o CHuxeHue anmneTuTa

. OrpanuueHue JBUKECHUN PYKH.

Cooﬁmenne 0 HEKEJIATECJIbHBIX PCAKIIUAX
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Ecorm y Bac wim Bamero pebenka BO3HHKAIOT Kakue-TMb0 HeXeJaTelbHblE peaKkIuu
[POKOHCYJIBTHPYHTECH CO CBOMM JICUAlliM BPadoM, PaOOTHHKOM alTeKH HIHA METUIIUHCKON
cecTpoii. JlaHHAs PEKOMEHJALMs PACIPOCTPAHSAETCS Ha JIOOBIE BO3MOXHBIC HEXEIaTCIbHBIC
PEeaKiuy, B TOM YHCIIE Ha He IEPEUHCIICHHbIE B IAHHOM JIHCTKE. BhI Takoke MoxKere COOOLIUTH O
HEXXeNAaTeNIbHBIX PeakimsaxX B HHOOPMAIMOHHYIO 06a3y JaHHBIX 110 HEXENATCIbHBIM PEAKIHAM
(nefiCTBMSM) Ha JIeKApCTBEHHbIE Mperaparhl, BKIIOYas COOOMICHHSA O He3(h(HEeKTHBHOCTH
JIeKapCTBEHHBIX TIPENapaToB, BhIsBICHHBIM B Pecry6mike benapycs (YII «IlenTp 3KCIIEPTU3 U
MCTIBITAHM B 3/[pAaBOOXpaHEHMH» MHUHHMCTEpCTBA 3/paBooxpaHeHus PecryOivku benapyce,
http:www.rceth.by). Coobmasi 0 HexenaTeIbHBIX peakiusX, Bbl momoraere nony4uTh OobIe
CBeJIEHUH 0 0€30MMacHOCTH JIaHHOTO IIpernapara.

5. Xpanenne npenapara IIpesenap 20

XpaHuTe Mpenapar B HeIOCTYITHOM JUIsl peOeHKa MeCTe TakK, YToObI peOCHOK HE MOT YBHJIETb €TO.

He npuMensiiTe npenapar mocjie HCTEYeHHUsI CpOKa TOJJHOCTH (CpOKa XpaHEHHsl), yKa3aHHOTO Ha
yTaKOBKE WJIM Ha STHUKETKe Hnpuua nocie «l'oxen 1o».
JlaToii BcTe4eHHs CPOKa TOTHOCTH SIBIISIETCS IOCIIEAHUH IEHb JaHHOTO MecsIa.

Xpauuts B XonoaunbHuke (2—-8 °C). He 3amopaxuBars.

[IpeaBapUTEIbHO HAMOJHEHHBIE MIMPHIBI CIEYET XPAHUTh B XOJIOJUILHUKE B TOPH30HTAIBHOM
MOJIOKEHHUH, YTOOBI CBECTH K MUHUMYMY BPEMSI PECYCIIEHAMPOBAHHUS.
Eciu npenapat 66U1 3aMOPOXKEH, €r0 Clie/lyeT Y TUIM3HPOBATh.

[Ipemmapar IIpeBenap 20 ciemyeT HCHIONB30BaTh KAaK MOXKHO CKOpee IIOC/IE€ H3BJICYCHUS W3
XOJIOAUJIEHUKA.

JlanHble 10 CTAOMJIBHOCTH IMOKa3bIBAIOT, YTO Ipemapar cTabuieH B TeueHHe 96 yacoB mpu
XpaHeHuH Tpu Temreparype oT 8 mo 25°C wnu B TedeHHE 72 4acoB IIPY XPAaHEHWH IIPH
temneparype ot 0 o 2 °C. K koniy stux cpokoB npenapat IIpeBenap 20 pomkeH ObITb yxe
MCIIOJIb30BAH HJIU €T0 CIIEIyeT YTHIN3UPOBATh.

DTH JaHHbBIE SBJISIOTCS PEKOMEHAALMSIMH JUIS METUIMHCKUX PabOTHHUKOB TOJBKO Ha CIIydai
BPEMEHHBIX TEMIIEPATyPHBIX OTKJIOHEHHUH.

VYTo4yHHTE y Bpaya, MEAWIMHCKOW CecTphl WM (papManeBTa, Kak CJIEHyeT YTHIM3HpPOBATH
npenapar, KOTopblii OoJjblne He moTpebyercs. DTH Mephbl MO3BOJISAT 3aIMUTUTh OKPYIXKAIOILYIO
cpeny.

6. Couepmnmoe YIaKOBKH H IIPOYHE CBCACHUSA

IIpenapar IlpeBenap 20 cogepxkur:
eticmeyrowue éewecmea:
[THEBMOKOKKOBbIE KOHBIoraThl' (mosucaxapua-6enok CRMg7):
e 10 2,2 MKI' K&XI0T0 M3 HoimcaxapuioB cepotunos 1, 3, 4, 5, 6A,7F, 8, 9V, 10A, 11 A
12F 14, 15B, 18C, 19A, 19F, 22F, 23F u 33F
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0o 0o AA A
e 4.4 MKr monmcaxapuzia ceporuna 6B. J 0Jo -ZLU24%
'KonstorupoBanssle ¢ 6enkom-HocuteneM CRMi97 1 ancopOupoBaHHbIE Ha docdare amrOMUHHSL.
1 moza (0,5 M) cOmepUT NPHUOIH3UTENLHO 51 MKT Oenka-HOCHTENs CRMi97 u 0,125 Mr
amoMKHHES (B KaYeCTBE aIbIOBAHTA).
Bcnomozamenvivie 6eujecmea:

e HATpHs XJIOPH]

e SHTapHAas KUCJIOTa

e mnomucopdat 80

e BOJIa JUIS UHBEKIUH

Buemnnii Bua npenapara [Ipesenap 20 u coaepkumoe ynakoBKH

IIpenapar npeacrapisieT co00i TOMOTEHHYIO CyCIEH3UI0 O€I0ro BETa JJisi BHY TPUMBIIIEYHOTO
BBegeHus 0,5 Mir/mo3a.

ITo 0,5 M B mmpui, BMeCTEMOCTBIO | M1 U3 GecuiBeTHOro crekna (tum I), ¢ ymioTHUTEIEM W3
XJIOpOy THIIKaydyKa U 3alIATHBIM KOJITAYKOM M3 H30IPEHOBOr0 OpoMOy THIIKayYyKa.

[llnpui ¢ npenapaToM B KOMIUIEKTE C MIJIOW MOMEIIAIOT B TePMETHYHBIH TepMO(OPMOBAHHBIH
JOTOK. 1 JIOTOK BMECTE C JIMCTKOM-BKJIQIBIIIIEM MOMEIIAIOT B KAPTOHHYIO MAa4YKy C KOHTPOJIEM
MIEPBOTO BCKPBHITHS

unu

5 WINPHUIIEB MOMENIAIOT B TEPMETHYHBIN TEPMO(OPMOBAHHBIH JIOTOK. 2 JTOTKa 110 5 mmpuies 1 10
UIJ1 B KOHTYPHOM YNaKOBKE BMECTE C JIACTKOM-BKJIAJIBIIIEM IOMELIAIOT B KAPTOHHYIO MayvKy C
KOHTPOJIEM TIEPBOTO BCKPBITHSL.

JlepkaTeJib pErHCTPAIIHOHHOTO Y10CTOBEpPeHHUs

[1daitzep Unk., CILIA / Pfizer Inc., USA

66 Xancon byneeap Hcr, Heto-HMopk, mrar Hero-Mopk 10001-2192
Ten.: +1 (212) 733-23-23

https://www.pfizer.com/contact/email

IIpousBoaurenn

[1aitzep Aiipiona @apmackrotukans, Upinanmus / Pfizer Ireland Pharmaceuticals, Ireland
Vnaxoexa u evinyck:

[1aiizep Mautodakuypunr bensrus HB, Bensrus / Pfizer Manufacturing Belgium NV, Belgium.

3a m1060ii nHopManmeii o npenapare cieAyeT 00paMATHCS K JT0KAJILHOMY NPEICTABHTEIO
JiepKaTeIsi PericTPAlHOHHOIO Y10CTOBEPeHHs

IlpencraBurensctBo “Pfizer Export B.V.” B Pecnybmuke benapycs: r. Munck, mnp-t
I3epxunckoro  8-403, rtenepon  375-17-309-38-00, daxc 375-17-309-38-19, om.
noura: belarusro@pfizer.com

IIpoune ncrounukn uadopmanuu

[logpoOHble cBeneHHs 0 Tpemaparte coaepxarcs Ha BeO-caiiTe yNMOJIHOMOYEHHOTO OpraHa
rocyaapctBa - wieHa EBpaszmiickoro Coro3a B HHPOPMAIMOHHO-KOMMYHHUKAIIMOHHOM CETH
"Unrepuet" http://www.rceth.by/

[IpencraBieHHble JaHHbIE O JIEKAPCTBEHHOM Ipenapare OyayT [JONOJHSATECS HOBBIMH
CBEJICHHUSIMHU U 110 MEpe HEOOXOJMMOCTH JIMCTOK-BKJIA/IBII Oy I€T OOHOBJIATHCS.




(JIEHHUS OTPBIBA WU OTPE3A)

Creayiomue cBeJIeHHs MPeIHA3HAYEHbI HCKIIOUHTEILHO 1S MEAHIHHCKHX PA00THHKOB:
Bo Bpems XpaHeHHs MOXeT HaOmomathesi oOpasoBaHHe O€oro ocajka M IIPO3payHOM
HAI0CAOYHOM JKHUAKOCTH. DTO HE SBISETCS NPU3HAKOM YXY/IIECHUS KadecTBa Ipernapara.
[IpeaBapuTeIbHO HANOJHEHHBIC MINPHIBI CIETYeT XPaHUTbh B TOPH3OHTAILHOM IIOJIOKCHUH,
YTOOBI CBECTH K MUHUMYMY BpEMSI peCyCIIEHIUPOBAHHUS.

[ToaroToBka K BBEJICHHUIO IIpenapara

Jrtan 1. PecycnnenimpoBanne BAKIMHbI

YnepxuBaiiTe NpeIBapUTEIbHO HAMOJHEHHBIA IIPHIIL
TOPU30OHTAIBHO MEXJIy OOJBIIMM M  yKa3aTelbHbIM
MaJbllaMH ¥ SHEPrUYHO BCTPSIXHUBANTE, II0OKA COLAEPIKUMOE
IINPHUIIA HE IPEBPATUTCS B TOMOTEHHYIO CYCIIEH3HUIO O€JIoro
nsera. He ucnonp3yiiTe BaklMHYy, €ClId €€ HE yJaeTcs
pecyCneH upoBaTh.

Jtan 2. BuzyanbHasi oneHka

Ilepen BBeneHneM npenapara BU3yaibHO OCMOTPHTE €r0 Ha
HaJlMyue KpPYIHBIX MEXAHWYECKUX BKJIIOUEHHH WM
u3MeHeHus 1Bera. He wucnonp3yiite mnpemapar, eciu
OOHapy>EHbI KpYIHbIE MEXaHHYECKHE BKIIIOYECHHS HIIH
U3MEHEHME LBeTa. Eciy BakliMHA He MpeJcTaBisieT co0oi

TOMOTEHHYIO CyCIIEH3HIO O€JI0T0 [BETa, HOBTOPUTE ATAIbI 1
2. \

Irtan 3. CHUMHTe KOJINA40K MIIPHIIA

CHuMHTE KONMAYyOK IIIpHUIlAa C ajantepa ¢ JH3POBCKUM
COEZIMHEHUEM, MEJUIEHHO TOBOpayYMBasi KOJIAYOK IMPOTHB
YacOBOM CTpPEJKH, yAEp)KUBas amantep € JHO3POBCKUM
COE/IMHEHHEM.

[Tpumeuanue. Cnenyer coOMOAATE OCTOPOKHOCTD, YTOOKI
UCKJIIOYMTH Ha’KaTHE Ha BBIIBHHYTBHIM INTOK MOPIIHS PH
CHATHHM KOJITIa4yKa CO IIIPHIIA.

Jr1an 4. IIpucoeHHNTE CTEPHILHYIO HIJIY

[lpucoenuuuTe  Wriy, NpeAHAa3HAYCHHYIO JUIs  BHYTPUMBILIEYHOTO  BBEJCHUS, K
IIPEIBAPUTEIILHO HAMTOJIHEHHOMY ILIIPHILY, Y ACP>)KUBAs aJIaliTep C JIFOIPOBCKHM COCIMHEHUEM U
II0OBOPAaYMBasi UIJIy 110 YaCOBOM CTpEJIKE.
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BBoauTe BCIO 7103y LIEIAKOM.

[TpeBenap 20 npegHa3Ha4YEH TOJIBKO JUIS BHY TPUMBIIICYHOTO BBEICHHUS.

[IpeBenap 20 3ampemaeTcsi CMeHIUBaTh € KakMMH-IMOO JPYTMMH  BakIMHAMH  HIIH
JIEKapCTBEHHBIMH CPEJCTBAMH B OJIHOM IIIIPHIIE.

I[IpeBenap 20 MOXHO TPUMEHSTH OJHOBPEMEHHOTO C APYT'MMH JIETCKUMH BakuuHamu. [Ipu
OJTHOBPEMEHHOM IIPUMEHEHHUHU BaKIMHBI CIIEYET BBOJMTEL B pa3HbIC MECTA.

[IpeBenap 20 MOXXHO IPUMEHSTH Y B3pOCIBIX OJHOBPEMEHHO C BaKIIMHOHM MPOTHB CE30HHOTO
rpunna (4-BaJIeHTHOM BakKI[MHOW, HA OCHOBE IOBEPXHOCTHBIX AHTUI'€HOB, MHAKTHBHPOBAHHOM,
a/IBIOBAHTHOM). Y JIMIl C COMYTCTBYIOIIUMH 3a00JI€BaHUSIMH, CBSI3aHHBIMH C BBICOKMM PHCKOM
Pa3BHTHUS YIpOJKaroIleH XM3HH MTHEBMOKOKKOBOH MH(EKIMH, MOXET ObITh PAaCCMOTPEH BOIIPOC
00 OTHEeNbHOM BBE/JECHUHM 4-BaJICHTHOH TIpUNNO3HOW BakIMHbI W BakuuHbl IlpeBenap 20
(HanpuMep, ¢ HHTEPBAJIOM OKOJIO 4 Hezlenb). BakiuHbI clietyeT BBOUTH B pa3HbIE MECTa.
Heuncnonbs30BaHHBI OCTATKU IpenapaTra WM OTXOJbI MAaTEPHATIOB CIEIyeT yTHIU3UPOBATh B
COOTBETCTBHU C JIOKATbHBIMU TPEOOBAHUSIMH.

Jlata nepecmotpa uHcTpykumu 04.03.2024
SmPC EU/AU v 42.0 0f 25.01.2024



