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Indopmaniiinuii JMCT-3BEPHEHHS A0 CNEWiaJICTIB CHCTEMH OXOPOHHM 3/10POB’A
1010 JIKApChKMX 3ac00iB (PTOPXIHOJOHHU AJISI CACTEMHOI'O TA

THTAJIAIIMHOI'O 3ACTOCYBAHHS): pu3uK TPHBAINX cepiio3HUX MOGIYHNX peaKiiii,
HAraJyBaHHS NP0 00MeKeHHS 3aCTOCYBAHHS

Illanoeni cneyianicmu cucmemu 0xXopoHu 300poe 5!

TOB «KOPITOPALIA «310OPOB'Sl», BnacHUK peecTpalifHUX MNOCBIIYEHb Ha JIIKAPChKIi
3acobu Hopdmokcanun-3m10poB's, TabIeTKH, BKPUTI IUIIBKOBOIO 000J0oHKOIO, 1o 400 wmr,
[unpodnokcaiuy, TabaeTku, BKpUTI o0omoHkoro, 250 mr, JleBoduiokcanuH-310poB's, TaOleTKu,
BKpHTI 000JI0HKOTO, TI0 250 Mr, JIeBoduokcanuu-310poB's, TabaeTku, BKPUTI 000710HKOI0, 10 500
MT BIJIOBIIHO JO peKOMeHMaIiil €Bpormeiickkoi MenuyHoi areHiii (EMA) Ta 3a moromkeHHsIM
JepxxaBHoro exkcriepTHoro neHtpy MO3 VYkpainu, iHpopmye Bac npo HactynHe:

Pesiome

* JlaHl OCTaHHIX JOCIHIKEHb CB1YaTh MPO Te€, IO aHTUOAKTEpiaiabHI 3acO0H, 110 HaJlIEXKaTb
JI0 Kjacy (TOPXIHOJOHIB MHPOJOBXKYIOTh HpPU3HAYaTH 11032 MEKaMH PEKOMEHI0BAHOTO
3aCTOCYBaHHSI.

*  @OTOpXIHOJOHU JAJISI CHCTEMHOTO Ta iHransuiiHoro 3acrocyBanus HE cnin npusnavaru:

* QAaIi€eHTaM, 5Kl paHille Majau cepio3H1 MOOI4HI peakiii mpy 3aCTOCYBaHHI
aHTHOaKTepiaJIbHUX 3aC001B TPyIH XiHOMOHIB a00 (hTOPXiHOJIOHIB;

* IIpU HETSHKKUX a00 caMoOOMeXyBaIbHUX 1H(EKIISIX (Taki sSIK (PapHHTIT, TOH3UIIT Ta
rocTpuii OpoHXIT);

* 1pu 1HDEKIISAX JETKOro Ta CEPEeIHBOTO CTYIEHS TSHKKOCTI (BKJIFOYAIOUYH HEYCKIIAJHEHUH
LUCTHUT, 3aTOCTPEHHS XPOHIYHOIO OPOHXITY Ta XPOHIYHOTO OOCTPYKTUBHOTO 3aXBOPIOBAHHS
nerenb (XO3JI), rocTpuii 6akTepiadbHUN PUHOCUHYCUT Ta TOCTPUIN CEpEHIN OTHT), SIKIIO
1HIIIT aHTHOAKTepiabHI 3aCO0H, SKI 3a3BUYal PEKOMEHIYIOTHCS MPH LUX 1HPEKIIAX,
BBa)XXAIOTHCSl HEJIOPCUHUMU;

* 1pu HeOaKkTepiabHUX 1HPEKIIAX, HAIPUKIIAJ, HeOaKTepiadbHUN (XpOHIYHUI) IPOCTATHUT;

* i npoiIaKTUKY Alapei MaHAPIBHUKIB a00 peluANBYIOUNX 1HPEKLINH HIKHIX
CEUOBUBIIHUX IUIAXIB.

*  DOTOPXIHOJIOHU JJII CHCTEMHOTO Ta IHTAJISAIIHHOTO 3aCTOCYBaHHS aCOIIOIOTHCS 3 TYKE
P1AKICHUMU, CEpHO3HUMH, 1HBAJIIJU3YIOUUMH, TPUBAJIUMH Ta MOTEHLIHO HE3BOPOTHUMHU
noOiyHUMH peakuisimu. L{i anTuOakTepianbHi 3acO0M Cilij] MPU3HAYaTH JIUIIE 3a
3aTBepA’KCHUMHU MOKA3aHHSAMM Ta MiCIs peTeNbHOI OLIHKA KOPHUCTI Ta PU3UKIB AJIS
KOHKPETHOTO MaIll€HTA.

Jlosiokosa ingpopmauisn uio0o npoodnem 6e3neku

EMA wnagano HamonerivBi peKOMEHJalii Moa0 OOMEXEHHS 3aCTOCYBaHHS CHUCTEMHHUX Ta
IHTAJAIMHIX (PTOPXIHONOHIB 3a pe3ylbTaTaMu 3arajJbHOE€BPONEHCHKOTO OISy, MPOBEICHOIO Y
2018 porii 3 METOO OLIIHKU PU3UKY PO3BUTKY CEPHO3HMX Ta JOBrOTPUBAIUX (TPUBAJIICTIO B MICALI
abo pOKHM), IHBAMIAM3YIOUMX Ta TMOTCHLUIHHO HE3BOPOTHHUX MNOOIYHMX peakuid, 110 MEepeBakHO
BpaXXaloTh OMOPHO-PYXOBHMM amapar Ta HEPBOBY cUCTeMy. BHacmiok ommsiay, mpoeneHoro EMA,
3aCTOCYBaHHS aHTHOAKTEpialbHUX 3aco0iB, M0 HalIeXKaTh 10 Kiacy (PTOpXiHOMOHIB OyJI0 CYTTEBO
obmexeno y 2019 porii.

L1i cepito3ni MoOiYHI peakiii MOXYTbh BKJIIOYATH TEHAMHIT, PO3PUB CYXOXKWIUIS, apTpariio,
OUTh y KiHIIIBKax, MOPYIIEHHS XOJIH, HEBPOMAaTii, MOB’A3aHl 3 MapecTe3i€lo, JACMPEeciero, BTOMOIO,
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MOTIPIIEHHSAM MaM’ATi, FaJloUHAIll]l, ICUX03H, PO3JIaJli CHY Ta MOPYLIEHHS OpraHiB YyTTs (CIyXY,
30py, CMaKy Ta HIoXy). ITomkomkeHHsT CyXoKuiIb (0COOIMBO AXIIJIOBOTO CYXOXKHILIS, ajle MOXYTb
OyTH 3aIydeHi i 1HII CYyXOXXUJLJIS) MOKE BUHUKHYTH MPOTITroM 48 TOIUH MIC/s OYaTKy J1KYyBaHHS
a00 HACJIIKU MOXYTh NMPOSBUTHCS Yepe3 KiJIbKa MICALIB MIiCIIs IPUIUHEHHS JIIKyBaHHS.

byno mnpoBeneHo nocmijpkeHHs, mo ¢iHaHcyBaitocs EMA [«BmnuB 3MiH y MapKyBaHHI
aHTHOaKTepialbHUX 3aco0iB, IO MICTATH (PTOPXIHONOHM JUISI CHCTEMHOTrO Ta IHTAJALIMHOTO
3actocyBanHsa B €Bpomneiicbkomy Coro3i» (EUPAS37856)], sxe Ga3zyBanmocsi Ha aHali3l 4acTOTH
NpU3HAUYEHHsS (PTOPXIHOJIOHIB Y LIECTH €BPONEHCHhKHUX 0a3ax JaHUX OXOPOHM 3710poB’s (3 bemnsrii,
O®panuii, Himeuunnu, Hinepnannis, Icnanii Ta BenukoOpurasii).

JlochikeHHsT TpuUIyckae, 1Mo (TOPXIHOJOHM BCE M€ MOXYTh BHMKOPHUCTOBYBAaTHCS I103a
JIO3BOJICHUMH TIOKa3aHHsAMU. OnHaK dYepe3 OOMEXKEHHS JOCHIDKEHHS HE MOXHA 3poOHUTH
OCTaTOYHUX BUCHOBKIB.

CreniaJicTu cucTeMH 0XOPOHH 3/10POB’sl IOBHHHI MPOKOHCYJILTYBAaTH NAII€HTIB:

* PO PU3UK BUHUKHEHHS CEPHO3HUX MOOIYHUX peaKIiii;

* PO MOTEHIIMHUI TOBroTpUBAIUIL 1 CEpHO3HUI XapaKTep peakiiii;

* HeraiHO 3BEPHYTHCS JI0 JIIKaps IpU MEPIINX 03HAKaX CEpHO3HUX MOOIUHUX peakLiil nepes
MIPOJIOBKEHHSIM JIIKYBaHHS.

* 3 0co0,1MBOIO 00€PEKHICTIO CITi/] MpU3HAYATH MAIli€eHTaM, K1 OJTHOYaCHO 3aCTOCOBYIOTh
KOPTUKOCTEPOiN, NalliEHTaM JITHbOTO BIKY, MAI[IEHTaM 3 HUPKOBOIO HEJOCTATHICTIO Ta
MaIi€HTaM, K1 IEPEHECITH TPAHCIUIAHTALII0 COMIAHUX OPTaHiB, OCKITBKH PU3HK TEHIANHITY
Ta PO3PUBY CYXOXKUJIb, CIPUUYNHEHUX (PTOPXIHOJIOHAMU, MOKE OYTH MiJBUILIEHUHN y IIUX
MAIIEHTIB.

Ilogioomnenns npo eunaoku nodiuHUX peaxyii

[ToBimoMieHHs mpo MOOIYHI peakiii Michas peecTparii JiKapchbKoro 3acol0y Mae BaKIIMBe
3HaueHHA. lle [nae 3Mory mpoOBOAMTH MOHITOPUHI CHIBBIJHOLIEHHS KOPUCTBH/PU3UK TpPHU
3aCTOCYBaHHI I[LOTO JIKapPCHKOTO 3acO0Y.

BignoBinHO 10 BUMOr MOPAIKY 3AIHCHEHHS (apMakoHAmIsAy, 3aTBEPIPKEHOrO HaKa30M
MinictepcTBa 030poHU 370poB'si Yikpainu Bing 27 rpymas 2006 poky Ne 898, 3apeectpoBaHOro B
Minicrepcetsi toctunii Ykpainu 29 ciuyns 2007 poky 3a Ne 73/13340, cmig moBigoMisuid Ipo yci
mijio3proBaHi mo6iuHi peakii 10 Jepxasnoro excrieptHoro nentpy MO3 Ykpainu 3a MOCHIaHHAM:
https://aisf.dec.gov.ua.

KonTakTHa 0c00a TOB «KOPTIOPAILIS «3IOPOB'SI»: ITanosa Osiena MukoJaiBHa

VY pa3i BUHKHEHHS NMOOIYHMX peakiiii mpu 3acTOCyBaHHI Jikapchkux 3aco0iB Hopdmokcanun-
3mopoB's, TabIETKU, BKPHUTI TUTIBKOBOIO 00Oo0moHKoro, 1Mo 400 wmr, [{unmpodmokcanuH, TabneTkw,
BKpUTI 000moHKOI0, 250 Mmr, JleBodmokcanuH-310poB's, TabneTKu, BKPUTI 000I0HKOIO, TI0 250 MT,
JleBodmokcanmH-310poB's, TabmeTku, BKpHUTI 00070HKOI, 1m0 500 mr, 3asBHUKOM skux € TOB
«KOPITOPALIIA «31OPOB'Sl» abo Oynb-sKHX 3aluTaHb YM HEOOX1/1a JOoAaTKOBa iH(OPMAIIis 1010
iamux npemnapatiB TOB «KOPITIOPALIIA «3[IOPOB'S», 6yap nacka 3BepTaiTech 3a aapecoro:

Vkpaina, 61013, XapkiBcbka 00:1., MicTo XapkiB, Byi. llleBuenka, OyquHoK 22

Himomo6oBwii Temn. (067) 572-78-82

Enexrponna momra: e.panova@zt.com

YnoBHoBaskeHa ocoda,
BiMoOBiIa/IbHA 32 (papMaKOHATJIS

TOB "KOPIIOPALIIA "310POB’ A" Ounena IAHOBA
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