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PE3IOME IIJIAHY YIIPABJIIHHA PUBUKAMMU JJIA
JIIKAPCBKOI'O 3ACOBY
EKJIPA® J)KEHYEWP®

Le pe3tome mnany ynpasiinaa puzukamu (ITYP) ans nikapeskoro 3aco0y Exnipa® J[xenyeiip®. Y
[TYP naBenena neranpHa iHGOpPMAIIS MO0 BAXKIMBUX PU3HKIB, MOB’S3aHUX 13 3aCTOCYBAHHSIM
aikapcekoro 3acody Exmipa® JDxenyeiip®, crocodu OTpUMaHHS JIOJATKOBOI iH(opmaiii mpo
pu3HuKH Jikapcbkoro 3aco0y Eximipa® [[xenyeip® Ta HeBU3HAYEHOCTI (BiICyTHS 1H(pOpMaItis).

[HCTpyKLis [UIST MEIUYHOTO 3aCTOCYBaHHA JiKapchbkoro 3aco0y Exkmipa® Jxenyeilp® nHanae
BXKJIMBY 1H(MOpMAILito JIJIS CHIEIIIATICTIB B TaTy31 OXOPOHH 3JI0POB’S Ta JUIsl MAIIEHTIB 1010 TOTO, SIK
CJIiJT 3aCTOCOBYBATH Jikapchkuii 3acid Exmipa® J[xenyeip®.

[Hdopmarris mo010 HOBUX BUSBICHUX MpoOIeM a0o 3MiHU BXKE BIIOMHUX MpobiieM Oy/ie HaBe[cHa B
onoBneHux penakimisx [TYP mikapcbkoro 3aco0y Exmipa® Jxenyelip®.

VI.1 Jlikapcbkuii 3aci0 Ta MeTa HOro 3aCTOCYBAHHA

Jlikapcekuit  3aci®6 Exmipa® JlxeHyeip® 103BOJICHHUN JUIsI 3aCTOCYBaHHS IPU XPOHIYHOMY
0o0cTpyKTUBHOMY 3axBoproBaHHI jiereHb (XO3JI) (moBHa iHbOpMaIlis MOA0 MOKa3aHbh HABEIICHA B
IHCTPYKIII A7 MEIMYHOTO 3acTOCYBaHHS JIKapchKOro 3aco0y). Jlikapchkuil 3aci® MiCTHTH
aKJIIIMHII0 OpOMIiJ] B IKOCTI aKTUBHO1 CyOCTaHIIi1, MPU3HAYCHUH JIJIS IHTIAIIHOTO BBEICHHS.

V1.2 Pu3uku, noB'siza”i 3 JikapcbKuM 3ac000M, 3aX011 3 MiHiMi3alii pU3HKiB Ta MogaNbIIOL
XapaKTePUCTHUKH PU3HUKIB

Baxunusi pusuku nikapcbkoro 3acody Exmipa® Jxenyeiip®, pa3oM i3 3axomaMu JUlsl MiHiMi3allii
TaKUX PU3MKIB Ta 3alPOIMIOHOBAHUMHM JOCIIDKEHHSIMH JUTsl OTPUMAaHHS J0JaTKOBOI iH(opmartii mpo
PU3UKH IIUX MPOIYKTiB, OMUCAH]I HUXKYE.

3axomamu JuIsl MiHIMI3allii pU3UKIB, 1IeHTU(IKOBAHUX TIPH 3aCTOCYBaHHI IIOTO JIIKAPCHKOTO 3aC00y
MOXYTb OyTH:

* Iudopmaris, HanpukIaa TOMEPEHKEHHsS, 3aMOODKHI 3aX0Au Ta TOPaad IIOAO MPABUIHLHOTO
BUKOPUCTaHHSA B I1HCTPYKLIi JJIi MEIUYHOTO 3aCTOCYBAaHHS JIKapchbKOro 3acoly / KOpOTKii
XapaKTEPUCTHII JIKAPCHKOT0 3ac00y aJpecoBaHi MalieHTaM Ta MEIMYHUM TpalliBHUKAM;

* BaxiuBi mopaay Ha MapKyBaHHI YITaKOBKH JIKapChKOTO 3aco0y;

* Po3mip ynmakoBku, HampuKIaJ: KiUIbKICTh TAOJETOK B YIAKOBIII BHOPAHO TaKUM YHHOM, 1100
rapaHTyBaTH, 110 JIiK1 OyAyTh BUKOPHCTaH1 MPaBUIBHO;

» IlpaBoBuii cTaTyc JIKapChKOro 3aco0y — KaTeropis BIAMYCKY JIKapChKOro 3aco0y Malli€eHTy
(Hampukia:, 3 a0o 0e3 perenTa) MoXKe JOMOMOTTH MIHIMI3yBaTH HOTO PU3UKH.

Bci mi 3axo11 pa3oM CTaHOBIIATH PYTUHHI 3aX0/H 3 MiHIMI3allii pU3HKIB.

OxpiM IMX 3aXO0JiB MOCTIHHO 30MPAETHCS Ta PETYJSPHO aHai3yeTbes iH(opMmarlis mpo HebaxaHi
peakiiii, BKJIIOYHO 3 OIiHKOIO PerymsapHo onoBmoBaHoro 3BiTy 3 Oesmeku (PO3bB), mo6 3a
HEOOXIJTHOCTI HEraHO BXHUTH BIAMOBITHMX 3axoliB. Lli 3aXoau CTAaHOBIATH PYTHHHI 3aXOIH 3
dbapmMakoHarsIIy.

VI.2.1 Ilepenik BaxkIMBUX PU3HUKIB TAa BiICYTHBOI iHpopManii
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BaxnuBumu pusnkaMu Jtikapcbkoro 3aco0y Exmipa® JIxenyelip®, € pu3HKH, B 3B 53Ky 3 SKUMHU
HEOOXi/IHI BU3HAYCHI 3aX0[{ IS MOMAIBIIOTO JOCTIKEHHS a00 MiHIMI3amil 1UX PU3HKIB, IS
3a0e3nedyeHHs O€3MeKH 3aCTOCYBAaHHS JIIKAPCHKOTO 3aco0y.

Baxuusi pusuku knacudikoBaHi, sk i1eHTH(]IKOBaHI a00 MOTEHIIHHI pu3uKku. [neHTndikoBaHuMU
pU3UKaMH € TpoOJieMH, IIOA0 SKUX HasBHI JIOCTaTHI JOKa3W I1X 3B’SI3KYy 13 3aCTOCYBaHHSIM
aikapcekoro 3acoby Exkmipa® JDxenyeiip®. IloreHmiiiHi pusukun — 1e mnpoOieMu, IS SKHUX
MO>KJIUBHH 3B'SI30K 13 3aCTOCYBaHHSM IIHOTO JIIKAPCHKOTO 3ac00y HAa OCHOB1 HAsSIBHUX JaHUX, ajie el
3B'I30K I[¢ HE € BCTAHOBIEHUM 1 MOTpedye MoNanbinoi OMmiHKU. BincyTHs iHdopmamis — 1e
iH(opMartis 3 6e3MmeKu JIKapchbKOTro 3aco0y, sSKa 3apa3 BiACYTHA 1 moTpedye 30upaHHs (HapUKIal,
JaHi 11010 TPUBAJIOTO 3aCTOCYBAHHS JIIKAPCHKOTO 3ac00y).

Taoauus 22 TlepeJik BaskJIUMBUX PU3UKIB Ta BIACYTHBHOI iHpopmamii

BaxxnuBi i1eHTH(IKOBaH]1 pU3UKH BigcyTHi.
BaxnuBi moTeHIiiHI pU3UKU BincyrtHi.
BincyTtHs iHpopmaris BincyTHi.

VI.2.2 Pe3ome BaxKJIMBUX PU3HKIB

BincyTHi BaxiuBi 11eHTH(])IKOBaHI PU3KMKH, BOXKJIMBI MOTSHILIHHI pU3UKU YU BIACYTHS iH(OpMaIlis
JU1s1 JTikapcebkoro 3aco0y Exmipa® JIxenyetip®.

VI.2.3 Iliaan micasipeecTpaniiiHOro po3BUTKY

VI.2.3.1 locaig:keHHs, 10 € YMOBOI OTPUMAHHS PeECTPAliiiHOr0 MOCBiAYeHHS
BigcyTHi mocmipkeHHS, SIKI € yMOBaMH JUIsi OTPHMAHHS PEECTPAIIHHOTO TIOCBITYCHHS IS
nikapcbkoro 3aco0y Exmipa® Jxenyeip®.

VI1.2.3.2 Inmi gocaigsKeHHs 3riIHO 3 IUIAHOM MiCJIsIpeecTPaAliiHOro pO3BUTKY
Jns nikapeskoro 3aco0y Exmipa® JIxenyelip® He BUMAraroThCsl HifIKi TOCTIIKSHHS.
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