JUCMOK-BKNAObIU

MHCTPYKIHS
1O MEJUAIIMHCKOMY IIPUMEHEHHMIO (JIUCTOK-BKJIAJIBILI)
JIEKAPCTBEHHOTI'O IIPEITAPATA
HOPBACK (NORVASC)
(AMJIOJUITNH)

Iepen Ha4yajoM NpHMEHEHHs TNpenapara MNOJHOCTbIO NMPOYHTAWHTE JHCTOK-BKJIAIBILI,
MOCKO0JIbKY B HEM COJep:KaTcs BaskHbIe Ui Bac cBeeHusl.

e CoXpaHHTE JIMCTOK-BKJIaapii. Bo3MoxHo, Bam moTpedyeTcs IpoYuTaTh €ro eue pas.

eEciu y Bac BO3HHKIM JOTOJHHTENBHBIE BONPOCHl, 0OpaTUTECh K JeHalleMy Bpady HIH
(dapmanesTy.

e JlaHHEIH npenapar HasHaueH uMeHHO Bam. He mepenasaiite ero apyrum monsM. OH MOXeT
HaBPEIUTDh MM, JIaXKe €CIIH CHMITTOMBI HX 3a00JIeBaHHs COBNAAAOT ¢ Bammmu.

e Eciii y Bac BO3HHKIIH Kakue-THO0 HexenaTelbHbIe PeaKLuH, 00paTUTECh K jIedalieMy Bpady,
dapmanesTy Wi MexacecTpe. JlaHHas PpEKOMEHIAUMs pPaclpoCTpaHseTcs Ha JoOble
BO3MOJKHBIE HEXeJNaTelbHBIE PEakiMH, B TOM 4YHMCIE Ha He NepeduciIeHHble B pasjiene 4
JTMCTKA-BKJIAIbIIIA.

COAEPKAHUE JINCTKA-BKJIAJBIIIA

1. Uto u3 cebds npexacrasnser HopBack, v Ui 4ero ero mpuMeEHSOT
2. O gem cremyet 3HaTh Nepen NpuMeHeHreM npenaparta Hopsack
3. [Ipumenenue npenapara Hopeack

4. BO3MOXHBIE HEXKENIATEIbHbIE PEAKIHH

5. Xpanenwue npenapara Hopsack

6. ConepKUMO€ YITaKOBKH U IPOYUE CBEIECHHUS 2 1 Ay JAEE

1. 4YTO U3 CEBA NPEACTABJISIET IIPEITAPAT HOPBACK U JUIS1 YET'O ET'O
INPUMEHSAIOT

dapmakoTeparneBTHIecKas rpymmna: biokaTopsl KalbIHeBbIX KaHaIoB. CeleKTHBHEIE OJI0KaTOPBI
KaIbI[MEBBIX KAHAJOB C MPEMMYIIECTBEHHBIM BIMSHHEM Ha cocyasl. IIpousBoaHbe
JTMTHAPOITHPHINHA.

Kox ATX: CO8CAO1.

AKTHBHOE BEIIECTBO [pemnapata HopBacx — aMJIOJUIIMH OTHOCHUTCA K T'PYIIIE€ JIEKapCTBEHHBIX
Cp€ACTB, Ha3bIBAEMBIX 6HOKaTOpaMH KaJIBbIIHEBBIX KaHAJIOB.

HopBack wucnone3yercss Ui JiedeHHs BBICOKOTO apTEPHAIBbHOTO JaBJIEHMS (apTepHalbHOM
TUTIEPTEH3WH) WITH ONPEIEIeHHOro BHaa 60 B IPyAHOM KIIETKE, Ha3bIBAEMOTO CTEHOKAP/IMEH,
BKJIIOYAs €€ peiKyio GpopMmy — cTeHOKapauio [IpuHIIMeTaNa WM BapHAHTHYIO CTEHOKAPIHUIO.

Y NauMeHTOB ¢ BHICOKUM apTEPUANIBHBIM JABICHUEM 3TO JIEKAPCTBEHHOE CPEICTBO BHI3BIBAET
pacciiabieHre KpOBEHOCHBIX COCYIOB, 00erdas, TakuM o6pa3oM, IIPOXOXKIECHHE 110 HUM KPOBH.
VY mauueHTOB co creHokapaued HopBack ymydiraeT KpoBOCHaOXKEHHME CEpPAECYHOM MBIIIIBI H
COOTBETCTBEHHO YBEIIMYMBAET IIOCTYIUIEHHE K HEH KHMCIOpOAa, IpPEeIoTBpailias TeM CaMbIM
nosiBJieHHe GONM B TIpyIHON KieTke. JlaHHOE JIeKapCTBEHHOE CPEIACTBO He OOecreduBact
HEMEUIEHHOro 00Jerdenus 60Ju B TpyIHO# KieTKe, 00yCIOBIEHHOW CTEHOKAPIMEH.

Jlata nepecMoTtpa uHetpykuuu 30.03.2023
palde-2v48nv of 12.2022
Corr01_2024 1



¢

| o IUEMOK-BKIA0bIU
S 1 { | )}

| [ 7 - -

2. OYEM CJIEIYET 3HATH NEPE] IPUMEHEHUEM IIPEIIAPATA HOPBACK
He npunumaiite npenapat Hopsack

eEciu y Bac awieprus (THIEpYyBCTBUTENBHOCTH) Ha aMJIOJMIIMH WJIM JIOOOH u3
MHTPEIMEHTOB, BXOJALIMX B COCTaB Iperapara M yKa3aHHBIX B pasjene 6, Wiu Jio0bie
JpyTHe TpenapaTsl M3 IPYIIbl 6JOKaTOPOB KalblMEBBIX KaHANOB. CHMITOMBI MOTYT
BKJIIOYATh 3y/l, TOKPACHEHHE KOXKH WIIK 3aTPyJAHEHHE bIXaHHS.

e Eciu y Bac 0ueHb HU3KOE apTepHalbHOE NaBIeHUE (apTepuallbHas TUIIOTEH3HS).

e Ecin y Bac cyskeH aopTaibHBlif KiIarmaH (CTeHO3 a0PThl) HIIH Pa3BUIICS KapAHOTeHHBIH IIOK
(COCTOSIHME, TIPH KOTOPOM CEP/ILIE HE B COCTOSIHUH IIOCTABIIATH OCTATOYHBIH 00BEM KPOBH
K OpraHam Tena).

eEcnu mocne mnepeHeceHHOro HHGapkra MHOKaphaa y Bac pasBuiach cepaeuHas
HEI0CTaTOYHOCTb.

Oco0ble yka3aHHsl H MePbI IPEI0CTOPOKHOCTH

ITepen npuemoM mpenapara HopBack MpOKOHCY/ILTHPYHTECh CO CBOMM JIEHallliM BPAdOM MM
(hapManeBTOM.

Ecmu y Bac umerorcst win y Bac panee pasBUBaiiCh yKasaHHBIE J1ajle€ COCTOSHMUS, Bawm cnenyet
[IOCTAaBUTH 00 ATOM B U3BECTHOCThL CBOETO JIEYaIllero Bpaya:

e HEJaBHO NepeHeceHHbIH HHMApKT MUOKap/a;
cepiieyHasi HeI0CTaTOYHOCTh;
BBIPAKEHHOE MOBBILICHHE apTEPHATILHOTO JaBICHHU (TMIIEPTOHHUYECKHUI KPH3);
3a00JieBaHUE TTIEUYEHH;
Bbl — ueIoBeK MOXKHIIOro Bo3pacTa i Bam HE0OXOAMMO MOBBICUTH 03y Npenapara.

JleTH ¥ OAPOCTKH

IIpumenenne npenapara Hopack y aeredt muajwe 6 JeT He H3y4aloch. HopBack cnenyer
IPUMEHSATH TOJIBKO JUIs JI€YEHHs apTepPHaTbHOMN TMIIEPTEH3UHU Y I€Tel 1 NOPOCTKOB B BO3pacTe
ot 6 o 17 ner (cm. paszaen 3).

JIJ1s1 TIOJTydeHUs JOTIOIHUTEIIBHON HH(POPMAIMK 00paTHTECh K CBOEMY JIEHalleMy Bpady.

Jlpyrue npenapathbl u npenapat Hopsack

CoobiuTe cBOEMY JedaliemMy Bpady Wid (papMaleBTy O TOM, YTO Bbl MPHHHMAETE , HEJABHO
NPUHMMATH MM MOXETe HadaTh NPUHMMATh Kakue-Tubo Jpyrue Mpenaparsl, BKIHOYas
npenaparsl 6e3pelenTypHOro OTIycKa.

HopBack MOXeT OKa3aTh BIMAHME WIM IOABEPraThCi BIMAHMIO NPYTHX NPHHUMACMBIX
JIEKApCTBEHHBIX CPEJICTB, TAKUX KaK:

e  KETOKOHA30J1, HTPAKOHA30.] (MPOTHBOTPHOKOBBIE IEKAPCTBEHHBIE CPECTBA);

e pPHTOHaBMp, WHAMHABHp, HEN(QUHABUP (TaK Ha3bIBACMBIC MHTUOUTOPBI IIPOTEA3,
ucrosb3yeMble yis tedenus BUU-undexunn);
pU(aMIMIMH, SPUTPOMHULIUH, KITAPUTPOMHULIMH (aHTHOMOTHUKN);
Hypericum perforatum (TiperniapaTsl, cojiepxaliue 38epo0oi IPO/IBIPSIBIICHHBIN ),
BepanamuJl, IUITHa3eM (CepaedHbIe IIpenaparsl);
HaHTposieH (B BUE HH(Y3UHU IPU BEIPAXXEHHOM TOBBIIIEHHH TEMIIEPATYPHI TeNa);

Jlata nepecmotpa uHeTpykuuu 30.03.2023 . .
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e TaKpOIMMYC, CHPOJMMYC, TEMCHPOIHMYC H 3BEPONMMYC (JIEKAapPCTBEHHBIC CPE/CTBa,
NpUMEHSIEMBIE JUTS H3MEHEHHs. pabOTEl HMMYHHON CHCTEMBI);

e  CHMBACTAaTHH (JIEKAPCTBEHHOE CPEICTBO, CHIKAIOLIEE YPOBEHb XOJIECTEPHHA);
LMKJIOCTIOPUH (MMMYHOZIETIPECCAHT).

HopBacx MoxeT Ooiee BBIpQXXEHO CHHXXAaTh apTEepHaIbLHOC JaBJIEHHE IpH OJHOBPEMEHHOM
IpueMe ApPYTruX JIEKapCTBEHHBIX CPEACTB UL JICICHUA BEICOKOI'0O apTEpHAIBHOIO JaBJICHHA.

IIpenapar HopBack ¢ muuiei ¥ HAMHTKAMHA

ITauuentam, npuHEMatomuM HopBack, He ciegyeT yHOTpeOnATh B Mumly rpedndpyr H
rpeiindpyToBbIi COK. DTO CBA3aHO ¢ T€M, YTO NPH IpHeMe rpeindpyTa u rpeindpyToBoro coxa
MOBBINIAETCSA KOHIIEHTPALUS aKTHBHOTO HHIPEAMEHTA aMJIOHITHHA B KPOBH, YTO MOXKET IPHBECTH
K HETpeICKa3yeMOMy YCHJIEHHIO THIIOTEH3HBHOTO JAeicTBus npenapata Hopsack.

BepeMeHHOCTH M TPyAHOE BCKAPpMJ/IHBaHHe

bepeMeHHOCTh
Be30macHOCTh PUMEHEHHsT aMJIOAUITMHA Y JKEHIIUH B NEpHOJ OEPEMEHHOCTH HE yCTaHOBJICHA.

Eciu Bol 6epeMeHHbI, aymaeTe, 4To 3a0epeMEeHeNH, WIH IUIaHHpyeTe OepeMEHHOCTb, Mepen
HaYyaJoM MTPUMEHEHHUS MpernapaTa NPOKOHCYJIbTHPYHTECH C JIEYAl[UM BPavoM.

['pyiHOE BCKapMJIMBaHHE

Y CTaHOBJIEHO, YTO AMJIOJUIMH MPOHUKAET B IPYJHOE MOJIOKO B MalbIX KonudecTBax. Eciu Bol
KOPMHTE TpyIbl0 WM COOMpaeTech HayaTh TIPyJHOE BCKapMiMBaHHE, Bam HeoOXxoanmo
co06mHTE 06 3TOM CBOEMY JiedalleMy Bpady Iepe]] TeM Kak HadaTh IpueM npenapara Hopsack.

[lepen TeM, KaK IPUHAMATH JTI000€ JIEKAPCTBEHHOE CPEICTBO, MPOKOHCYILTUPYHTECH CO CBOUM
JIeYaluM BpadyoM WK GpapManeBTOM.

YnpasJ/ieHHe TPAHCIIOPTHBIMH CPeACTBaMH M pafoTa ¢ MeXaHHM3MaMH

HopBack MOXET OKa3bIBaTh BIIMAHUE HA CIIOCOOHOCTDH K BOJKJICHHIO aBTOTPAHCIIOPTA U paboTe ¢
MexaHH4ecKuM obopyaoBanueM. Eciu Ha ¢oHe nmpuema TabneTok y Bac mosBHTCs OLIyLICHHE
TOLIHOTHI, FOJIOBOKPYKEHHE WIIH YCTAIOCTh, WM Y Bac pa3oBbeTcs rojaoBHas 60k, HE CATUTECh
3a py/jb aBTOMOOWIS M HE INpPUCTymaiTe K paboTe ¢ MeXaHHYEeCKHM O00OpyHOBaHHEM, a
HEMEVIEHHO 00paTUTECh K CBOEMY JIEUallleMy Bpady.

Conepxxanue HaTpusi

JIaHHBIH JIeKapCTBEHHBIH IIpenapaT COAEPKUT MeHee | MMoib Hatpus (23 mr) Ha 1 TabneTky, T.e.
(haKTUYECKH «HE COAEPKUT HATPHI».

3. TN PUMEHEHME IIPEITAPATA HOPBACK
Bceria nmpuHUMaiiTe penapar B OJHOM COOTBETCTBUH C PEKOMEHJALIMSIMH JIEHAlIEro Bpaya Wiu
dapmarienTa. [Tpu MosBIEHHH COMHEHHI [0 TOBOY PHEMa IIpenapara, [I0COBETYHTECh CO CBOMM

JIeYaluM BpadyoM WK GapMaleBTOM.

PexoMeHlyeMas HadanbHas 703a Tpernapata HopBack cOCTaBIAeT 5 Mr OfMH pa3 B CyTKH. Jlosy

npenapara HopBack MOXHO MOBBIIATE 10 10 MI OZMH pa3 B.CYTKH. e
Jlata nepecmoTtpa uHCTpyKunu 30.03.2023 i COTJAC OBAHO ‘ 5
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OT0 JIEKaPCTBEHHOE CPEACTBO MOXHO IPUMEHATbH KaK IEPEX, TaK M II0CIE IPHEMa NHIIM H
HaIUTKOB. DTO JIEKapCTBEHHOE CPEACTBO CJIEAyeT NMPUHUMATh B OAHO H TO K€ BpEMS CYTOK,
3anuBas ero Bojoi. He cnenyer npunumats npenapat HopBack ¢ rpeingpyToBBIM COKOM.

I[IpuMeHneHue y 1eTeil M NOAPOCTKOB

Kak npaBuiio, y eteil ¥ OAPOCTKOB (B Bo3pacte oT 6 10 17 1eT) pekoMenlyemMas HadallbHas 1032
mpenapara cocTaBisfeT 2,5Mr B CyTKH. MakcuMainbHas peKOMEHAyemas [103a mpenapara
cocraBiisieT S Mr B CyTkd. Tabnerku mpemapata HopBack mo 5 M MOXXHO pasjeluTh Ha IBE
MIOJIOBUHKH IS TIOJTy4EHHUs 1036l 2,5 MT.

BaxHO He Ipekpamarh npueM npenapara. He sxaute, noka y Bac 3akonyarcs TabieTku [is TOro,
4T0OBI ONTH K Bpady.

Ecau Bol npunsiiu npenapata Hopsack 6osibuie, 4eM cj1e10Bajo

[IpyeM CIMIIKOM OONBIIOro KOJMYECTBA TAaONETOK MOXET BbI3BaTh NAaJCHHE apTEPHATBLHOIO
NABJIEHUSL, BIIOTH JI0 ONACHBIX BeTHMYHH. [IpH 3TOM MOXKET NOABUTHCS FOJIOBOKPYHKEHHE, TyBCTBO
JypHOTHI, cnabocts uiM 06Mopok. IIpH OYeHb CHIIBHOM MafCHHH apTEePHaIbHOIO JAaBIICHUS
MOJKET pa3BUThCs IIOK. [IpH 3TOM KOXKa CTAHOBMTCS XOJIOAHOM W JIMIIKOH M MOXET Pa3sBHTELCA
moteps co3Hanus. Eciu Bbl NpHHSAIM CIMIIKOM MHoro Tabierox mnpemnapara Hopsack,
HEMEJJIEHHO 00paTHTEeCh 32 MEAULIMHCKOM IIOMOIIIBIO.

M36BITOK )XHIKOCTH MOYKET HAKAILIMBATHCS B JIETKHX (OTEK JIETKHX), BBI3bIBas OT/ABILIKY, KOTOpast
MOXKET Pa3BUTHCS HA MPOTSHKEHHHU 110 24-48 4acoB mocie npuema.

Ecsu Bbl 3206114 npuHATH npenapat Hopsack

He 6ecniokoiitech. Eciu Bbl 3a0bUIM MPUHATH Ta0JIETKY, MOTHOCTBIO MPOMYCTUTE IPUEM 3TOMH
7103BI Tpenapara. IIpumuTe crieayontyo 03y B Hajuexanlee Bpems. He npuxnmarite JIBOMHYIO
103y TIpenapara, 9T005I KOMIIEHCHPOBATh MPOIYIIEHHYIO TaOJIETKY.

Ecau Bel npekpaTuiu npuem npenapara Hopsack

Bau Jieyanuii Bpad ocoBeTyeT Bam, Kak 0/Iro MpUHHUMATh 3TO JIEKapCTBEHHOE cpeacTBO. Ecin
BBl npekpaTMTe IPUEM 3TOTO JIEKAPCTBEHHOTO CPEJCTBA paHee PEKOMEHJ0BAHHOIO CPOKa, TO
Baiie coCTOSIHUE MOXKET BEPHYThCS.

Eciu y Bac BO3HMK/IM IONOJIHUTENBHEIE BOMPOCH 10 NMPUMEHEHHIO 3TOTO JIEKAPCTBEHHOIO
cpe/cTBa, 06paTHTECh K CBOEMY JiedalleMy Bpady WM GapMaleBTy.

4. BO3MOXHBIE HEXXEJIATEJIbHBIE PEAKIITUH

ITomo6HO BceM JIEKapCTBEHHBIM IIp€raparaM, HOpBaCK MO>KET BBI3bIBATE HEXKEJIATECIIBHBIE
p€aKiiy, HO OHH BO3HHMKAIOT HC Y BCEX MNMAIMECHTOB.

IIpu nosBieHMM 060 M3 yKa3aHHBIX Jajee MOOOYHBIX PEeakKLMH MOCIe MpHEMa JaHHOro
JIEKapCTBEHHOTO CPE/ICTBA HEMeNJeHHO 0OpaTUTECh K Bpayy:

® CBUCTALICC OBIXaHHUE, 00116 B l"py,LIHOﬁ KJIETKE, OABIIIKA UJIH 3an}ILIHe§~_I;I__§:,IIbIX8HHﬂ;
|
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e  OTeK BeK, JIUIA WK T'y0;

®  OTEK A3bIKA M [IOTKH, CHIIBHO 3aTPYIHAIONIN#M JbIXaHHE;

e TSKEIble KOXKHBIE PEaKIMH, BKIIOYass BBIPAKEHHYK KOXXHYKO Chillb, KPAaITHBHHILY,
TIOKpacCHEHHE KOXKHM BCETO TEIa, CHIIBHBIH 3y1, 00pa30BaHue ITy3bIPEH, IETYIIEHHE U OTEK
KOXH, BOCNANEHHE CIH3UCTBIX obonodek (cuuapom CruseHca — JDKOHCOHa,
TOKCHYECKHMH JIUIEpPMATbHBIH HEKPOJIH3) HIIH JIPyrHe ajIEpruieCKue peaKiluy,
HH(DAPKT MUOKap/ia, HapylIeHHe PUTMa CEep/La;

e  BOCHAJICHHE MOIKETYI0UHOMN HKETE3bI, KOTOPOE MOXKET IPOSIBIATBCS B BUJIE CHIIBHOM 00IH
B )KMBOTE M CIIHHE, COMPOBOKAAIONIEHCS TyBCTBOM BBIPAKEHHOI'O HEIOMOTAHHS.

VYKka3aHHOE Jajee HEXEIaTEIbHOE SBJIEHHUE pETUCTPUPOBAIOCH O04Y€Hb YaCTO. Ecimu 310
OecnokouT Bac wim ero AJMTEJIbHOCTH IpeBbLINIACT OAHY HEACIO, HE0OX0IUMO oﬁpamncn
K CBOEMY JieHallleMy Bpavy.

O4eHb YacTO: MOTYT BO3HHKATD y GoJiee yeM 1 yenoBexa u3 10
® OTEK (3a7epiKKa XKUIKOCTH B OPraHU3ME).

VYka3zaHHbBIE gajee MoO0YHbIEe ABJICHUS PETUCTPHPOBATIUCH YACTO. Eciu onn 6ecniokost Bac umm
HX JUVIMTEJIBHOCTDb NMPEBLIMIAET OAHY HEAEII0, HE0OX0IUMO OﬁpaTﬂTbCﬂ K CBOEMY JieHaliemMy

Bpauy.
Yacrto (MOryT BO3HHKATH He GoJiee yem y 1 yesoBeka u3 10)

roJioBHast 60JIb, TOJIOBOKPYKEHUE, COHIIMBOCT (B 0COOEHHOCTH B Hayase JICYECHHU);
cepauedueHne (OUIyIIeHHE CEPASIHBIX COKPAIIEHUH ), TPHIIHBHI;

00JIb B )KUBOTE, OIYIIEHHE TOIIHOTHI (TOIIHOTA);

W3MEHEHHE YaCTOThI CTYJIa, JHapes, 3a110p, HECBAPEHHUE;

yCTaJIOCTh, C1a00CTB;

HapyLIEHUS 3pEHHUs, JBOCHHE B I1a3ax;

MBIILIEYHBIE CYIOPOTH;

OTEK JIOJBIKEK.

Jlanee npuBOAUTCS NEPEYEHb OCTATBHBIX 3apPETUCTPUPOBAHHBIX MOOOYHBIX peakiuii. Eciiu kakue-
mu60 M3 3THUX MOOOYHBIX PEaKIHil CTaHyT Cephe3HBIMH HIM Bl 3ameTuTe y cebs MosBIEHHE
MOOOYHBIX SIBJIEHHH, HE YKa3aHHBIX B 3TOM JIMCTKe-BKJIAJbINIE, IMOXKaTyHcTa, COOOLIMTE 3TO
CBOEMY JIeHalleMy Bpady WM (apMaieBTy.

Heuacto (MoryT Bo3HHKATh He 6oJiee yeM y 1 yesnoBeka u3 100)

M3MEHEHHs HACTPOEHHSI, TPEBOXKHOE BO30YIK/I€HHE, IeTpeccHsi, 0ECCOHHHUIIA,
JIPO’Kb, HAPYIIEHUSI BKYCOBOTO BOCIIPUSATHS, 0OMOpPOK;

OHEMEHHE WJIH 9yBCTBO IMOKAJIBIBAHUS B KOHEYHOCTSAX, OTEPs OOIEBBIX OLLYIIECHHH,
3BOH B YIIax;

HHU3KOE apTepHAIBHOE 1aBICHHE;

YMXaHHE/HACMOPK, BHI3BAHHBINA BOCIIAJICHHEM CITM3HCTOH 000I09KH HOCA (PHHHUT);
Kallesb; ‘

CYXOCTb BO PTY, PBOTa (OIIyIIEHHE TOUIHOTEI); | COTJACOBAHO i
§ MMHMCTEPCTBOM 3/IPABOOXPAHEHMA
: PECTIVBJTUKH BENAPYCb |
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e BBINAJIEHUE BOJIOC, MOBBIIICHHE TOTOOTAEIECHHS, KOKHBIN 3y/1, KPAaCHBIE TISTHA Ha KOXE,
U3MEHEHHUE 1[BETA KOXKHU;

e HapylIeHHE MOYEUCITYCKAHHsI, TIOBBILIEHHAS OTPEOHOCTh B MOUEHCITYCKAHUH B HOYHOE
BpEMsl, MOBBIILIEHHE YaCTOThl MOYEHCITY CKaHHU;

e HECNOCOOHOCTh K JOCTHIXKEHHIO JPEKIHH, AUCKOM(OPT HIH yBEIWYEHHE MOJIOYHBIX
XKeJie3 y My>4HuH;

e 00J1b, IUIOXOE CAaMOYyBCTBHE;

e (0JIb B CyCTaBax WJIM MBIILIAX, O0JIb B CIIMHE,;

e [IOBBILIEHHE / CHUXKEHUE MACChI TeJa.

Peako (MoryT Bo3HMKATh He GoJiee yem y 1 yesioexa u3 1 000)
e CIIyTAHHOCTb CO3HAHHMA.
OueHb peko (MOryT BO3HHKATH He OoJee yem y 1 yenosexa u3 10 000)

e CHIKEHHE KOJIMYECTBA JEHKOLMTOB, CHIXKEHHE KOIHYECTBa TPOMOOLMTOB, KOTOpOE
MOXET IIPUBECTH K HETHIIMYHOMY IOSBIEHUIO CHHSKOB HIIM JIETKOMY pa3sBUTHIO
KpOBOTeUeHHs (IIOBPEXKAECHHE KPACHBIX KJIETOK KPOBH);

e [IOBBINIEHHE YPOBHS [IFOKO3BI B KPOBU (THIIEPIIIMKEMHS);

e IOpaXEHHE HEPBOB, KOTOPOE MOXET MPOSBIATHCS C1a00CThIO, YYBCTBOM IOKAIbIBAHUS
WJIK OHEMEHHMS;

e OTEK JIECeH, KpOBOTOUUBOCTh JECEH;

e  B3JyTHE XUBOTa (IaCTPHT);

e HapymeHue (QYHKUHH TEYEHH, BOCIAICHHE NEYeHH (TenaTuT), OKpAIIMBaHHE KOXH B

JKENTBIHA 1BET (XKENTyXa), TOBbIIEHHE AKTHBHOCTH NMEYEHOYHBIX (PEPMEHTOB, YTO MOXKET

MOBJIMATH Ha Pe3yJIbTaThl HEKOTOPBIX MEAUIIMHCKHX aHAIN30B;

MOBBIIICHHOE HANIPSKEHUE MBIIIIIL,

BOCITAJIEHHE KPOBEHOCHBIX COCY/I0B, 9aCTO CONPOBOMKIAIOIIEECS KOXKHOMU CBITBIO;

YyBCTBUTENBHOCTb K COJTHEYHOMY CBETY;

HapyLIEHH, /I KOTOPBIX XapaKTEPHO OJHOBPEMEHHOE Pa3BHUTHE CKOBAHHOCTH CyCTaBOB,

JPOKaHUsT KOHEYHOCTEH M/WUIIH IBUTATENBHBIX PACCTPOHCTB.

Heu3BecTHO (MCX0Asi M3 HMMEIONIMXCS JAaHHBIX 4YacTOTY BO3HMKHOBEHHsI ONpeNeIMTh
HEBO3MOKHO)
e [pO’b, PHIMIHAS 11032, MAaCKONOAOOHOE JIMIO, MEJICHHBIE IBMXEHHMA M IIapKarolias
HeypaBHOBEILEHHAas MOXO/IKA.

Coo011eHue 0 HeXenaTeabHbIX PEAKIMAX
Ecnu y Bac BO3HHKAIOT Kakue-T1M00 HeKenaTenbHbIe PeaKiuH, IIPOKOHCYJIETUPYHTECH C BPauOM.

JlaHHas peKOMEH/IALMs PAacIPOCTPaHsETCs Ha JIi00ble BO3MOXKHBIC HEXENATENbHbIE PEAaKLHH, B
TOM uMCIe HA HE IEPEeYHCIeHHble B JIMCTKE-BKIAABILE. BBl Takke MOxeTe COOOUIMTE O
HEeXXeJIaTebHbIX PEaKIusaxX B MH)OPMALMOHHYIO 6a3y JaHHBIX O HEXEJATEJbHBIM PEaKUHUIM
(meiicTBHSAM) Ha JIEKApCTBEHHBIC IpErnaparsl, BKIIOYas cooOmeHuss 0 HeIPHEKTHBHOCTH
JleKapcTBEHHBIX Tpenapatos. Coolmas 0 HeXeNaTeNbHBIX PeaklUHsX, Bbl omoraere monyuTs
Gosiblie CBEICHUI 0 0€30MMacHOCTH Ipernapara.

Pecny6nuka benapyce
220037, r. MuHck, nep. ToBapuieckui, 2a —

> O O F . . e
: VCOI'JTA 3 ‘
VII «LleHTp SKCTIePTH3 U UCTILITAHUH B 311paBooxpaHeHnn¥»N HHHCTEPCYB COBAHO i

. I P
Jlata nepecmotpa uHcTpyKimy 30.03.2023 . ”‘KTUYBJIMI?I{!I sgj)&};mm”””t
palde-2v48nv of 12.2022 | Tpwkas Maunerepersa - {

L R Y.

Corr01_2024 J ) Pecoybnuxn B:ﬁg‘;f;gzxpaﬂemm} 6

wrd



= JUCMOK-8KNA0bIU

Ten: +375 17 2420029; daxc: +375 17 2420029
Dn.noura: repl@rceth.by, rceth@rceth.by
Caiirt: https://www.rceth.by// .

5. XPAHEHME IIPEITAPATA HOPBACK

XpaHuTe mpenapar B HEJOCTYITHOM JUIS JIETEH MeCTe.

He npumeHsiiTe mpenapar 1mocjie UCT€UYEHHs CPOKa FOJHOCTH, yKa3aHHOIO Ha yIaKOBKE IOCIIC
croBa «EXP». JlaToii HCcTeYEeHHs CPOKA TOJHOCTH SBJIAETCS MOCIECIHUM JI€Hb MecsLa.

Tabnetku
XpaHuTh npu Temmnepatype He Bbiuie 25 °C.

CpoK XpaHEeHHUs:

4 rona.
He BriGpaceIBaiiTe Mpenapar B KaHAJIM3aLMIO HIH C OBITOBBIM MYcOpOM. YTOYHHTE y (hapMaueBTa, Kak CIETyeT YHHUTOXHTb
Tnpenapar, KoTopsli 6ombile He moTpebyercsa. OTH MEPBI MO3BOJIAT 3aLIHTHTH OKPYKAOIIYIO Cpey.

6. COJEP)XUMOE YITAKOBKH U ITPOYUE CBEJEHUSA
ITIpenapar HopBack coaep:kHT

1 Tabnerka Hopsack mo 5 mr coaepxut 6,944 mr amiogunuHa GecuiiaTa, SKBHBAJIEHTHOTO 5 MI
aMJIOIUITHHA.

1 Tabnerxa Hopsack mo 10 mr coaepxut 13,899 Mr amnoaununa Gecuiara, SkBiuBajieHTHOro 10
MT" aMJIOJIUITHHA.

BcromoraTenbHble KOMIIOHEHTHI TIpenapara: Lejuloio3a MHKpokpuctamtndeckas (E460),
Kanbius ruapodocdar 6essoausiit (E341), HaTpHs KpaXMaaraHKoIAT (THI A), MarHus creapar
(E470).

Buewmnuit Bua npenapara HopBack u coaepKuMoe YIaKOBKH

TabneTkn mno3upoBKoW 5 wr: Genble Wik modtd Oenble TabneTkn B (opme H3yMpyla
(BOCBMHIPaHHHUK C HEPOBHBIMH CTOPOHAMH) rPaBHPOBKOH «AML 5» u euTeNbHOM PUCKOH Ha
OJIHOM cTopoHe u jorotunoM «Pfizer» Ha apyroi.

Tabnetkn ao3upoBkod 10 mMr: Genble wiu moutH Oenble Tabinetku B (dopme H3yMpyna
(BOCBMHIPaHHHK C HEPOBHBIMH CTOPOHaMH) ¢ rpaBUpoBKoi «AML-10» Ha omHO# CTOpOHE H
norotunom «Pfizer» Ha npyroi.

TabneTku 5 Mr MOXHO pa3aeIuTh Ha AB€ OJUHAKOBBIE ITOJIOBHHBI.

Ta6nerku mo 5 u 10 mr Bemyckarotcs no 10 tabnerok B [IBX mmm IIBJIX/ amoMHHHEBOH
6auctepHoil ymakoske. I1o 3 GnucTepa BMeCTe ¢ MHCTPYKIMEH MO MPUMEHEHHIO B KaPTOHHOM
navke.

e

COTJIACOBAHO
§ MIZHMCTEPCTBOM 3[IPABOOXPAHEHHSA
{ PECTYBJIMKY BEJIAPYCh

[Ipnxaa MuaucTepeTRa 31paBOOXpaAHeHNA
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Hudopmauus o npou3BoauTeIe

IIpoussozacTBo: Buarpuc @apmacerotikand On2iCu, Ilyspro-Puko / Viatris Pharmaceuticals

LLC, Puerto Rico
VnakoBka M Bbimyck: Ildaisep Manydaxrypunr I'epmanus I'mM6X, I'epmanus / Pfizer
Manufacturing Deutschland GmbH, Germany

Ilep)lca"renb PErHCTPAllHOHHOI'0 y10CTOBEPEHU A

Buarpuc Cnenmantu 9191Ch, CIIA/Viatris Specialty LLC , USA

Jara nepecmorpa:
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