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bepesenn 2024

THO®OPMAIIIMHUM JIMCT JJIsI CIEIIAJICTIB CACTEMHA OXOPOHH
3JIOPOB' S IIIOJ0 JIKAPCHKHX 3ACOBIB:
JleBonokcanun-Actpapapm, Tabnerin mo 250 Mr a6o 500 mr
Moxkcudokcarus, TabaeTky, BKPUTI IiBKOBOKO 060710HK0I0, 110 400 Mr
Hunpodnokcamuu-Actpadapm, TabaeTKH, BKPUTI ITBKOBOIO 000I0HKOIO, 110 500 mr

AHTHBAKTEPIAJIBHI 3ACOBH, 1110 HAJIEXKATH 10 KJIACY ®TOPXIHOJIOHIB

JJIsI CUCTEMHOI'O TA IHFAJIHIIIFIHOFO 3ACTOCYBAHHSI: Pu3suk BUHHKHEHHS

TPHBAJINX CePii03HHX MOGIMHIX peaKuiii, HaraxyBaHHs PO 00MEKEHHS 32CTOCYBAHHA
IanoBHMii creniaicT cHCTeMH 0XOPOHH 310poB’s!

TOB «ACTPA®APMy, Vxpaina, enacnux peecmpayitinux nocéiouenv Ha 1ikapcoKi 3acobu:

JleBodmoxcanun-Actpadapm, Tabnetku o 250 mMr abo 500 mr

Moxcubrokcanus, TabJIeTKH, BKPUTI ILTIBKOBOIO 000JIOHKOIO, I10 400 mr

Llunpodokcanus-ActpabapM, TabIeTky, BKPATI INTIBKOBOIO 000I0HKOIO, 110 500 Mr

6i0nosiono 0o pexomenoayiii €seponeiicokoi meduunoi azenyii (EMA) ma 3a Nn02004CEHHAM

Ilepoicasrozo excnepmuozo yenmpy MO3 Vipainu ingopmye Bac npo Hacmynne:.

KopoTkuii 3micT:

* Jlagi OCTaHHIX JOCIIiDKEHB CBiAYaTh PO Te, IO aHTHOAaKTepialbHI 3ac00H, IO HaleXaTh
710 Ki1acy (GTOPXiHOJOHIB MPOZOBXKYIOTH NPU3HAYATH I103a MEKaMH PEKOMEHIOBAHOTO
3aCTOCYBaHHS.

'« OTOPXIHOJIOHH JUI CHCTEMHOTO Ta iHrajsiiiHoro acrocysanss HE ciix mpusHayaTy:

» mamie€HTaM, SKi paHille Manu cepio3Hi IIOOIYHI peakuii IpH 3aCTOCYBaHHI
aHTHOAKTepialbHUX 3aC00iB IPYIH XiHOJIOHIB 260 (GTOPXiHOJIOHIB;

* [IpH HETSHKKUX 200 caMo0OMEKyBaTbHAX iHEKIiaxX (Taki sk GapuHriT, TOH3HIIT
Ta TOCTpUi OPOHXIT);

» mpu  iHQEKNiAX JIErKOro Ta CEPeIHBOIrO CTYNEHs TSKKOCTI (BKIIOYAIOYH
HEyCKJIAIHEHHH LUCTHT, 3arOCTPEHHS XPOHIYHOrO OPOHXITYy Ta XPOHIYHOTO
o6cTpykTHBHOTO 3axBopioBaHHs yereHb (XO3JI), rocrpuii 6GakrepianbHuUi
PUHOCHHYCHT Ta F'OCTPHi cepelHill oTUT), AKIIO iHmi anTHOaKTepianbHi 3aC00H,
SKi 3a3BH9ail pEKOMEHIYIOThCS IPH ITUX iHPEKIIAX, BBAKAIOTHCA HEJOPEUHUMHU;

» mpu HeGaKkTepiaNbHUX iH(EKNiAX, HANpUKIax, HeOaKTepianbHu# (XpOoHIYHMI)
[IPOCTATHUT;

» ;U1 npodigakTHKK Hiapel MaHIPiBHUKIB a00 peluAuByIOUMX iH(GEKIiH HIKHIX
CEYOBHUBIIHUX IUIAXIB.

=« OTOPXiHOJOHM JUIs CHCTEMHOrO Ta iHTAIALIKHOrO 3aCTOCYBAHHS ACOUIIOIOTBCSA 3 IyiKe
piIKicHUMY, CepHO3HHMH, iHBANI/IM3YIOUAMH, TPHBAIMME Ta HOTCHIIAHO HE3BOPOTHHUMH
no6iuauMu  peakuismu. I[i axTubGakTepianbHi 3aco0M CiA NpPU3HAYATH JIMINE 32
3aTBEP/KEHUMH II0KA3aHHAMH Ta IHCIS PETENbHOI OMIHKH KODHCTI Ta PU3HKIB A
KOHKPETHOTO INaIli€HTa.

IepexyMoBH BUHHKHEHHS NMPoOjeMu 3 Oe3nmexn

EMA Hamayo HamoJIerJIMBI peKoMeHJamii moao oOMEeXEHHs 3aCTOCYBAHHS CHCTEMHHX Ta

igranamidiaux ~ (QTOPXIHOJOHIB 3a  pe3yiabTaTaMH  3arajlbHOEBPOINEHCHKOrO  OTJANY,

nposegeroro y 2018 polli 3 METOIO OIIHKH PU3UKY PO3BUTKY CEPHO3HUX Ta JOBIOTPHBAINX

(TpuBanicTIO B MicsAli ab0 POKHM), iIHBAIIAN3YIOYHX Ta MOTEHIIHHO HE3BOPOTHUX 00I9HHAX

peaxiii, 1o epeBaKHO BPaXarTh OIIOPHO-PYXOBHIT alTapaT Ta HEPBOBY CHCTEMY. BHACTIIOK
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ornany, nposeneHoro EMA, 3actocypanus aHTuGakTepiadpHUX 3acobiB, IO HAJIEXaTh O
Knacy GropXinonouis 6yio cyrreBo o6mexeno y 2019 poui.
Lli cepitosni moGiuni peaknii MOXyTh BKIIOUATH TEHAMHIT, PO3PUB CYXOXKHJILIA, apTPAITiio,
Oine y KiHNiBKax, MOPYIIEHHsS X0, HEBpOMATii, MOB’sA3aHi 3 TNapecTe3i€lo, Aenpeciero,
BTOMOIO, IOTiPIIEHHSIM 1am’ATi, TaTioUMHAILT, ICHX03H, PO3JIa/ii CHY Ta IIOPYLIEHHs OpPraHiB
ayTTs (CIyXy, 30py, cmaky Ta Hioxy). ITomkomkeHHs cyxoxunb (0co6auBO AXiIIOBOrO
CYXOXHJLIS, ale MOXYTh OyTH 3ajlydeHi i iHII cyXOKHIIIS) MOKEe BAHUKHYTH IPOTAroM 48
TOJIMH TICNs TOYATKY JTiKyBaHHA ab0 HACHiIKH MOXKYTh MPOSBUTHCS depe3 Kilbka MiCsIliB
TiCHIS MPHITHHEHHS JTIKYBaHHS.
Byno nposeneno nocnimxenns, mo ¢inancysanocs EMA [«Bmius 3MiH y MapkyBaHHI
anTHOaKTepiabHUX 3ac06iB, MO MICTATH (TOPXIHOJOHH [UIsi CHCTEMHOTO Ta iHTalAliHHOTO
3actocyBaHHs B €pponeiicekomy Corosin (EUPAS37856)], ske GasyBanocs Ha aHaisi
9acTOTH INpPHU3HAYCHHS (TOPXIHOJNOHIB y INECTH €BpONEHCHKMX 0Oa3ax JaHUX OXOPOHH
3n0poB’s (3 Benwrii, ®pannii, Himeuunnu, Higepnanis, Icnanii Ta BennkoOpuranii).
HocnijokeHHs npunyckae, o (TOpXiHOJTOHM BCe 1€ MOXYTh 3aCTOCOBYBaTHCS [03a
3aTBEPKEHHMH Moka3anusMu. OqHak depe3 0OMEXEHHs JOCTIUKEHHS He MOXKHa 3pOOUTH
OCTAaTOYHUX BUCHOBKIB.
CrneniajicTi cHCTeMH 0XOPOHH 310POB’ s [IOBHHHI IIPOKOHCYJIBTYBATH NAaLli€HTIB:

* PO PH3UK BUHHUKHEHHS CEpHO3HUX MOOIYHUX peakIlii;

* IIpO NOTCHUiMHUI NOBroTpUBAIKil i CEpHO3HUI XapaKTep peaKiliii;

* HeraifHO 3BepHYTHCSA [0 JIKaps [PH NMEPIIMX 03HAKaX CEpHO3HHX MOOIUHMX peakuii

nepej IPOIOBXKEHHSM JIIKYBaHHS.

3  ocobiauBoI0  o0epexHicTIO CNil  NpU3HAYAaTH  M[ali€eHTaM,  dKI  OJIHOYacHO
3aCTOCOBYIOTh KOPTHKOCTEPOIAM, MAalieHTaM JITHHOrO _ BiKy, MaIlieHTaM 3 HEPKOBOIO
HEJIOCTATHICTIO Ta TAIlieHTaM, SKi IIepeHeCId TPAHCIUIAHTAIII0 COJIITHUX OPraHiB, OCKiIbKU
PM3HK TEHAMHITY Ta PO3PHBY CYXOXHIb, CIPUYMHEHHX (TOpXiHOIOHAMH, MOXe OyTH
MiIBHINEHUH y X MALI€HTIB.
3aKkJIMK 10 NOBiIOMJIEHHSI.
BigmoBizHo no Bumor Ilopsnaky 3aificHeHHs dapMakoHArIsgy, 3aTBEpIKEHOr0 HaKa3oM
MiHicTepcTBa 0XOpOHH 310poB’st YKpainu Bix 27 rpynHs 2006 poky Ne 898, 3apeecTpoBanoro B
Minicrepersi roctunii Yxpainu 29 ciuag 2007 p. 3a Ne 73/13340, cnix moBigomisaTu mpo yci
migo3proBaHi moOivyHi peakuii g0 JlepkaBHoro excneprHoro ueHtpy MO3 VYkpainu 3a
nmocuyaHHsIM: https://aisf.dec.gov.ua

Takox Bu Moxere HazaTu NMOBIJOMJICHHS NPEICTABHHUKY 3asBHUKY IHMX JIKApCHKUX 3aC00iB —
TOB «Actpadapm» 3a TeneGoHOM, ENEKTPOHHOIO aIpecOr0 a0 3a JOIIOMOTO0 CalTy:

Vkpaina, Kuisceka 06i1., Bydancekuit p-H, 08132M. Bumnese, Byn. Kuiscebka, 6.
texr./pakc: +380 (44) 239-08-99

e-mail: astra@galafarm.com.ua;

KapTa-IIOBIIOMJICHHS 3a ocuIaHHsM: hitps://www.astrapharm.com.ua/farmakonaglyad/

3 moBaroro, YnoBHOBaXKeHa ocoda,

BIAMOBilanbHa 3a (hapMaKoHarsj [Hloekosa [.B.
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