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PE3IOME IIVIAHY YIIPABJIIHHSA PU3UKAMMU IS JIIKAPCBKOI'O 3ACOBY

MHNIPOHE®
po3uuH aas indy3ii, 100 mr/ma

(Ioynmpoden)

Le xopoTkwmii BUKaj miany ynpasiinasa pusukamu (RMP) ans ITTIPOHE®. ITYP neransHO ommcye
BaxunBi pu3uku [[IPOHE®, sk 1mi pu3uKud MOXHA MIHIMI3yBaTH Ta K Oyae OTpUMaHO Oiiblue
iHpopManii npo pusuku Ta BiacyTHIO 1HGopMmauito [ITPOHE®. KopoTka xapakrepucTtuka
npenapary [IIPOHE® (SmPC) Ta iHCTpyKIlisi 0 HBOTO HAJAIOTh MEIWYHUM TMIpaIlliBHUKAM 1
MaiieHTaM BaxJHUBY 1H(opmariiro npo Te, sk ciaig 3acrocoByBatu [[IPOHE®. Ileit kopotkuit
Bukiaa [IYP mns i0ynpodeny cmig yutaTu B KOHTEKCT1 BCiei i€l iHGopmalii. HoBuxX BakIMBHX
npo6sieM, BiroueHuX B oHOBJIeHHS [TYP TIIPOHE® — He BusiBieHo.

I. JIKAPCBKHI 3ACIB TA JIJIS UYOI'O BIH 3ACTOCOBY€ETHCS
Jlikapcbkuit 3aci0 BUKOPUCTOBYETHCS JIJIS:
JIKYBaHHS JOPOCINX Ta IITeH BIKOM BiA 3 MICSIIB JJIs:
- JIIKyBaHHS JIETKOTO Ta MOMIPHOTO OOJIIO Ta JIIKyBaHHS MOMIPHOTO Ta CHJIBHOTO OO0 SIK
JIOTIOBHEHHS 70 OMIOITHUX aHAJILIE€THKIB;
- TMOJIETHIE€HHS CUMIITOMIB JINXOMAaHKH.

3acTOCOBYETHCSI BHYTPIILIHBOBEHHO.

II. PU3UKU, TTOB’SI3AHI 3 JIIKAPCLKHUM 3ACOBOM, I ISJIBHICTD 3 MIHIMI3ZALIIT ABO
MOJIAJIBIIIOI XAPAKTEPUCTUKHW PU3UKIB

Hwxue BuknaneHi Baxiaui pusuku ais npenapary [ITPOHE®, a takox 3axonu 1moa0 MiHiMizarii
TaKUX PU3HKIB.

3axoaamu 3 MiHIMI3allil pU3UKIB JIJIs1 JTIKAPCHKOTO 3aC00y MOXYTh OyTH:

) Konkperna iHpopmallis, Taka sK IOINEPEIHKCHHS, 3alO0DKHI 3aX0JM YHM TOPaad 100
MPaBUJILHOTO 3aCTOCYBAaHHsI OMHCaHI B JUCTKy-BKiIaaumii Ta SMPC aapecoBana malieHTam Ta
MEMYHUM IpalliBHUKAM;

o BaxxumBa nopajia moJ1o yrnakoBKH JIIKapChKOTo 3ac00y;

. Jlo3BosieHU# po3Mip YIMAaKOBKHU - KUIBKICTh JIIKAPCHKOTO 3ac00y B YIAKOBIN, BUOHPAETHCS
Tak, 1100 3a0e3MeUnTH BIpHE 3aCTOCYBAHHS Ta JIIKYBaHHS IIPENapaToM;

. [IpaBoBHil craTyc JiKapchbKOro - croci0 BiAMYCKaHHS JiKiB Malli€HTy (HampuKiIad, 3a

perienToM abo 6e3 perenTta) Moke JOTOMOTTH MIHIMI3yBaTu HOTO PU3HKHU.

Pa3zom 111 3aX0/11 CTAHOBJIATH 3BUYAMHI 3aX0/IM 3 MiHIMI3allil pU3HKIB.
OxpiM 1HX 3axofiB, iHQoOpMaIlis Npo HECHPHUATIMUBI MOAll 30HMpaTUMEThCS Ta PEryisipHO
aHaJi3yBaTUMEThCs, 00 y pa3i HEOOX1AHOCT1 MOXKHA OyJ10 BXXHUTH HeraiHux 3axoniB. Lli 3axonu €
PYTUHHMMH 3aX0/aMU 3 hapMaKOHAarsy.
Skmo BaxuMBa iH(oOpMalid, sika MOXe BIUIMHYTH Ha Oe3neuHe BukopucTtanHs [ITPOHE®, me
HE/IOCTYIHA, BOHA BKa3aHa HMKYE B PO3ALUIL «BIACYTHS 1H(OpMALis».

II.A Criucox BaXkJIMBUX PU3UKIB 1 BiICYTHBOT 1H(opMariii

Baxnusi pusuku [TIPOHE® moxxna posrisigatu sk ineHTH(ikoBaHi ab0 moTeHIiiHI. BussneHi
PU3UKU — II€ MpoOJeMH, IMIOA0 SKHUX € JOCTaTHI JOKa3H 3B’A3Ky 13 3actocyBaHHsM [IIPOHE®.
[ToTeHwiiHI PU3UKK - 1€ PHU3UKH, JUI1 SKUX MOXJIMBHHA 3B'S30K 13 3aCTOCYBaHHSM I[OTO
JKapChKOTO 3aco0y Ha OCHOBI JESIKMX IOMNEPEAHIX MaHUX, aje Led 3B'SI30K He OyB MOBHICTIO
JoBeeHuH 1 moTpeOye MoAaIbIIoi OLIHKH.
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Ilepenik BaxIMBUX PU3HMKIB Ta BiICYTHbOI iHopManii

BasiuBi iteHTH(IKOBaHI pU3MKH - Biocymni.
BasiuBi noreHuiiHi pu3nkn - Biocymmni.
BincyTns indopmanis - Biocymni.

I1.B Pe3rome BaXITMBUX PU3HKIB

Indopmaris 3 6e3meku B 3arponoHoBanii [HcTpyKIii 11t MequaHoro 3actocyBanus JI3 [TIPOHE®,
MPHUBEJCHA Y BIOMOBITHICTD 10 Takoi Il pedepeHTHOro JKapchbKOro 3aco0y, a TaKOX 3TiTHO
HaRP Assessment Report BiJ 24.03.2021 POKY (pexum JOCTYIY
Ibuprofen_09 2022 _HaRP_AR.pdf (hma.eu)).

[I.C Ilnan 3anaaHOBaHOTO MICISAPEECTPALIMHOTO PO3BUTKY (3aIIaHOBAHI 3aX0/IU Y
HICIsSIpeeCTpalitHOMY TIEpiol)

[TicnsipeecTpaliiiii JOCHIKEHHS HE TJIaHYIOThCs. Hemae HE0OX1THOCTI MPOBOIUTH JTOCITIKEHHS
SIK1 € yMOBaMH JUIsl OTPUMAHHS PEECTPALIIHHOTO MOCBITYEHHS.

II.C.1 docmipxeHHs, siKi € yMOBaMH JUIsl OTPUMaHHS PEECTPaLifHOTO MOCBITYEHHS
He 3actocoByetbcs.

[1.C.2 Inui mocmimkeHHs B MJ1aH1 3aIUIaHOBAHOTO MICSPEECTPALITHOTO PO3BUTKY
He 3actocoByetbcs.
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