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PE3IOME IIJIAHY YIIPABJIITHHSA PUBUKAMMU JJIA JIKAPCBKOTI'O 3ACOBY

HE®TPUAKCOH-BICTA
MOPOIIOK JJIs1 PO3YMHY sl iH’ekmiii 1 r
(edpTpuaxcon)

Ile xoporkuii BukJan niaHy ynpaBiaiHHA pusukamu (RMP) nnas LHEOTPUMAKCOH-BICTA,
MOPOIIOK It po3urHy it iH'ekmiid. [IYP netanbno ommcye Bakmusi pusuku [[TEOTPUAKCOH-
BICTA, sk 11i pu3uK# MOKHA MiHIMI3yBaTH Ta sIK OyZe oTpuMaHO Oinbiie iHGopMallii mpo pu3nKu
ta BigcytHio iHpopmarnito LHIEOTPUAKCOH-BICTA, mopomok s po34uHY U iH'€KIIH.
Kopotka xapakrepuctuka npenapaty LIEOTPMAKCOH-BICTA (SmPC) ta 1HCTpyKIisl 10 HHOTO
HAJAI0Th MEIUYHHM IIpalliBHUKAM 1 TAalli€eHTaM BaXIJMBY I1H(QOpMAII0 PO Te, SIK CIiJI
3actocoByBaT LIE@TPMAKCOH-BICTA, nopomok mis po3uuHy [uist iH'ekuiii. Lleft kopoTtkuit
Buxsag I1YP nns uedrpuakcony ciig uyutaTi B KOHTEKCTI Beiel 1iei iHpopmanii. HoBux BakiauBux
npodiiem, BkitoueHUX B oHOBJEHHS [IYP HEOTPMAKCOH-BICTA, nopomok ans po3uuHy Ais
1H'€KIIA — HE BUSBJIEHO.

I. JIKAPCHKHM 3ACIB TA JJ151 YOI'O BIH 3ACTOCOBY€ThCA

Jlikapcekuii 3aci0 LIEGTPUAKCOH-BICTA, nopomok st po3unHy Juid iH'ekuid mo 1 r

BUKOPUCTOBYETHCS JJISL:

JlikyBaHHS HMIKYenepeniueHuX 1H(eKii y mopociaux 1 JiTed, Y TOMY YHCIl Y JOHOIIEHUX

HOBOHAPOXKEHUX (B1J] HAPOAKEHHS):

— OakTepiaJlbHUN MEHIHTIT;

— To3aJliKapHSHA THEBMOHIS;

— TOoCHiTaJbHA MTHEBMOHI;

— TOCTpUH CepeaHii OTHT;

— BHYTpIIIHbOYEPEBHI iH(DEKIIiT;

— yckJaJHeH1 iH(eKIil CeUOBUBITHUX NUIAXIB (BKIIOYAIOUH Mi€TOHEPPUT);

— 1H(ekuii KiCTOK 1 cyro0iB;

— yckiagHeH1 iHQeKii MKipy 1 M’ IKUX TKaHWH;

— TOHOpes;

— cudiic;

— OakTeplalibHUN €HJIOKaAPIUT.

edTpuakcon-Bicta MokHa 3aCTOCOBYBATH IS

— JIIKYBaHHS FTOCTPOro YCKJIaJHEHHS XpPOHIYHOI 0OCTPYKTUBHOI XBOPOOU JIETE€Hb Y 10POCIIHX;

— JiKyBaHHS nuceMminoBaHoro 6opemnio3y Jlaiima (panuboro (II cragis) 1 mizasoro (III craxis)) y
JOPOCIUX 1 AITeH, BKIIOYAIOUYX HOBOHAPOHKEHUX BIKOM Bif 15 1HIB;

— mepezaornepauiiHol npodiIakTUKY 1H(EKLINH y Miclll XipypriyHOro BTpy4aHHS;

— BEIEHHS TAIll€HTIB 13 HEUTPONEHI€I, y SKAX pPO3BUHYJACS Tapsyka 3 IMIJI03pOoK0 Ha
OaxTepianbHy 1HEKLIIO;

— JIKyBaHHsS TAaLI€HTIB 13 OakTepieMi€lo, s5Ka BUHUKIA Y 3B’A3Ky 3 OyIb-KOKO 13
BHIIE3a3HAYCHUX 1H(eKIIH ab0 AKIIO € Migo3pa Ha OyIb-AKY 13 BUIlE3a3HAYE€HUX 1H(EKIIii.
LledTpuakcon-Bicrta ciia npu3HayaTH pa3oM 3 IHIIMMH aHTHOAKTepiaIbHUMU MpenapaTaMu y pasi,
SKIIO MOXKJIMBH Jliania30H OakTepianbHUX 30yAHUKIB HE MiANaAac Mg Horo cnekTp 1ii (IMB. po3Iin

«Oc00IMBOCTI 3aCTOCYBAHHSN ).
Cnim Opatu nmo yBaru oQimidHI peKOMEHJAIil IMOAO0  BIAMOBITHOTO  3aCTOCYBAHHS
aHTHOaKTepiaJIbHUX 3aC00iB.



ITYP Bepcis 1.0 07.06.2024 3asBHMK
Micrpan Kenitan MenegxmveHnT
Jimiren, AHrJis

3aCcTOCOBYETHCA BHYTPIIIHHOM A30BO Ta BHYTPIITHEOBEHHO.
y y y

II. PU3UKHU, IIOB’A3AHI 3 JIIKAPCBKHUM 3ACOBOM, 1 JAIAJIBHICTD 3
MIHIMI3AIII ABO TOJAJILIIOI XAPAKTEPUCTUKH PU3UKIB

Huxue Buknaneni Baxiamsi pusuku juis npenapaty LIEOTPMAKCOH-BICTA, a Takox 3axonu
10710 MiHIMI3allii TAKUX PU3HKIB.
3axomamu 3 MiHIMI3allii pU3UKIB 715 JTIKAPCHKOT0 3aC00y MOXYTh OyTH:
. KonkpetHa iHdopmarisi, Taka fK TONEpeKEHHs, 3aMo0DKHI 3aX0AW YU MOpajgul IIO0A0
NPaBUIBHOTO 3aCTOCYBaHHsS OMMCaHI B JMCTKY-BKJamumi Tta SMPC angpecoBaHa marieHTaMm Ta
MEIUYHUM TpaliBHUKAM;
o BaxxmBa mopaja nog0 ynakoBKH JIIKapChKOT0 3aC00y;
. Jlo3BOJIGHHI pO3Mip YIMAKOBKU - KIUJIBKICTh JIIKAPCHKOro 3aco0y B YIaKOBIl, BUOMPAETHCS
Tak, 1100 3a0e3MeunTH BipHE 3aCTOCYBaHHS Ta JIIKYBaHHS IIperapaToM;
. [IpaBoBuii cTaTyC JIIKApChKOTrO - CHOCIO BIAMYCKaHHS JIKiB MaIlieHTy (HaImpuKiIam, 3a
pereritoM a0o 6e3 pelenrta) MoXke JO0IOMOI'TH MIHIMI3YBaTH MOro pU3HKU.

Pazom 1i 3axo1u cTaHOBIATH 3BMUaliHI 3aX0/I1 3 MIHIMI3aLlli PU3HKIB.
OxpiM 1MX 3axoAiB, iHQOpMAIs NPO HECHPUATIMBI MOAIT 30MpPAaTUMEThCS Ta PETYJSIPHO
aHai3yBaTUMEThCS, 1100 y pa3i HEOOXITHOCTI MOXHa OyJ10 BXKUTH HeraitHux 3axofiB. Li 3axomu €
PYTUHHUMHU 3aX0/1aMH 3 (papMaKoHArysiny.
Skmo BakymBa iHpOpMaIis, ska MOXKe BILTMHYTH Ha Oe3neune Bukopucrtanus [HIEOTPMAKCOH-
BICTA, nopomok ajst po3yuHy s iH'eKUiid mo 1 T, e HeJOoCTylmHa, BOHA BKa3aHa HUXKYE B
PO3ILI1 «BIICYTHS 1H(QOpMALIisy».

I1.A Cnincox BaskJIMBHX PU3MKIB i BiicyTHbOI iHpopMmanii

Baxmusi pusukn [HEOTPUAKCOH-BICTA, mnopomok mjisi po3uyuMHy i iH'€KIIH MOXKHA
po3riIsaaTH K igeHTu(dikoBaHI a00 MOTEHIIHHI. BUsSBICH] pU3UKH — 11€ MPOOJIEMH, IIOI0 SIKUX €
noctatHi fokasu 3B’ 3Ky 13 3actocyBaHHAM [[EDTPUAKCOH-BICTA. IloTeHmiiiHi pu3uKu - 1€
PU3UKH, IJIs1 SKUX MOXJIMBUH 3B'S30K 13 3aCTOCYBaHHSM IILOTO JIIKAPCHKOTO 3aco0y Ha OCHOBI
JeTKUX TONEepeHiX JaHUuX, aje el 3B'130K He OyB MOBHICTIO JIOBEACHUN 1 MOTpeOy€e MoaaibIIoi
OLIHKH.

IlepeJtik BakIMBHX PU3HKIB Ta BiACYTHLOI iHGopManil

Ba:xnusi inenTudikoBani pusuku Biacyrni
BasxinBi noreHuiiiHi pusnkn BincytHi.
Bincyrus ingopmauis BincytHs.

I1.B Pe3rome BasKJIMBHX PU3UKIB

Baxnusi inenTudikoBani pusuku

BasxinBi noreHuiiiHi pu3nkun

Bincyths ingopmanis




ITYP Bepcis 1.0 07.06.2024 3asiBHUK
Micrpan Kenitan MenegxmveHnT
Jimiren, AHrJis
I1.C Ils1aH 3anJ1aHOBAHOTO MiCJASIPeECTPALIIHOIO PO3BUTKY (3aIJIAHOBAHI 3aX0/U Y
nicjasipeecTpauniiHoMy nepioi)
[Ticnspeectpaliiini TOCTIIHPKEHHs] HE IUIaHYIOThCs. Hemae HeoOXiqHOCTI MPOBOAUTH JOCIIIKEHHS
AK1 € yMOBaMU /Il OTPUMaHHS PEECTPALIHOTO IMOCB1AYEHHS.

I1.C.1 IlocainxeHHs, IKi € yMOBaMHM /i1 OTPUMAHHS PeeCTPALiiiHOr0 NOCBiT4YeHH
He 3actocoByeThcs.

I1.C.2 Inwi gocaifzkeHHs B IUI1aHI 3aNJIaHOBAHOTI0 MICJsAPEECTPalliiHOI0 PO3BUTKY
He 3acTtocoByeThCs.
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