IInan ynpasiiHHSI pU3HKaAMHU I'ninepunosi cynosuropii I'ninuk s nopocanx
Bepcis 0.2 Bin 27.08.2021

Yactuna VI: Pe3rome miiany ynpasjliHHS pU3MKAMHA

PestoMe TiaHy yrpasiaiHHsa pusukamu mozo npenapary [JIIIIEPUHOBI CYTIO3UTOPII TIILUK
JUJIA TOPOCJIMX, cyno3uTopii pekTanbHi no 2,4 T M0 5 CyNo3UTOpiiB y CTPHUMi; MO 2 CTPUIH Y
KapTOHHIH KOpoO1i.

Ile pestome mmany ympasmiaHs pusukamu (IIYP) nns mpemapaty mnpenapary [minepuHoOBI
cyno3uTopii ['muuk u1st Topociaux, cyno3uTopii pextanbHi o 2,4 r. Y IIYP neranizoBaHo Ba)KIuBi
pHY3HKH 1100 penapary [minepuHoBi cyno3uTopii UK 11st TOpOoCauX, CYIO3UTOPii peKTallbHI 1O
2,4 T Ta, ONUCAHO SIK 11l PU3UKH MOXYTh OyTH MiHIMI30BaHi 1 sIK MO’KHA OTPUMATH Olblie iHpopmarii
I0JI0 PU3MKIB Ta HEeBU3HaueHUX (akTopiB (BimcyTHs iHdopmaris) mis npenapary [ minepuHoBi
cyno3uTopii [Tk a1st 1opocianx, Cynmo3uTopii peKTaubHi o 2,4 T.

KopoTtka xapakTepucTuka Jikapchbkoro 3aco0y [minepuHoOBI cymo3uTopii ['Mnuk uist 1opociux,
cyno3utopii pexranpHi o 2,4 v (KXJI3) Ta IHCTpyKIis A7 MEAUYHOTO 3aCTOCYBAaHHS Iperapary
HAJal0Th OCHOBHY iH(MOpMAIlit0 I CHEIIaTiCTIB y Taly31 OXOPOHH 3[I0POB’S Ta TMAIlI€HTIB MO0
TOTO, SIK CJIiJ{ 3aCTOCOBYBATH Ipenapar [ mnepuHoBi cyno3utopii [TiIuK 1uist 1opocaux, Cyrno3uTopii
peKTaybHi Mo 2,4 T.

Baxxuusi HOBI ¢akTopu HeOe3neku abo 3MiHH 10 MOTOYHOI Bepcii Oy yTh BKIIIOUYEHI O OHOBJIEHOTO
[TYP nns mpenapary [minepuHoBi cymo3utopii [mMuk ais 10pocinx, Cymo3uTopii peKTaibHI MO
24r.

I. Jlikapcbkuii 3aci0 Ta JAJ151 YOT0 BiH 3aCTOCOBYEThCS
I'minepuHOBi cyno3uTopii [ TiMK U1 10pOCIuX, Cymo3uTopii peKTainbHi 1o 2,4 T, 3aCTOCOBYIOTh JUIS
CUMITTOMATHYHOTO JTIKyBaHHS 3aI0PIiB.

JInst MBUAKOTO OYHMIIEHHS TPSAMOI1 KWUIIKKA (TArOTOBKA 10 €HIOCKOIIYHUX JOCTIIHKCHb MPSIMOi
KHIIKH).

I1. Pu3uku, moB’si3aHi 3 JJiIKAPCHKUM 3aC000M Ta 3aX0U HI0J0 MiHiMi3amil Yu
NOAAJBIIOI AeTaji3alii pu3uKiB

Baxuusi pusuku mono npenapaty [nminepuHoBi cymno3utopii ['TinuMk Ams Jopociux, Cymo3uTopii
pekTaibHi To 2,4 T, pa3oM 13 3ax0/laMH IIOAO MiHIMI3aIlli TaKMX PU3HKIB Ta 3alpPOIIOHOBAHUMH
JOCIIJDKEHHSAMHU /7151 OBl JIeTJIbHOTO BUBYCHHS PH3UKIB mpemnapaty [minepuHoOBi cymno3uTopii
['minwK A1t 1OpOoCauX, Cynmo3uTOpii peKTallbHi 1Mo 2,4 T, BUKJIAJICHO HUXKYE.

3axo/u 3 MiHIMI3alli pU3MKiB, BU3HAYCHI JUIS JTIKAPCHKUX 3aC00iB, MOXKYTh BKJIIOUATH:

e CremianbHy iHGOpPMAaIlilo, TaKy SK TOMEPEIKEHHS, 3aCTEPSKCHHS Ta PEKOMEHMAIlli 00
MPABUIILHOTO 3aCTOCYBaHHs, B [HCTpyKIIii 1715 MeaundHOTO 3actocyBanHs Ta KXJI3, mpuzHadeHuX J1st
MAIi€HTIB Ta CIEMIATICTIB Y TaTy31 OXOPOHH 3JI0POB’ s

e BaxxnuBa iH(opMmartisi Ha yrmakoBIi JJiIKapchbKoro 3aco0y;

e Jlo3BonieHU# pOo3Mip YIAaKOBKH — KUIBKICTh JIIKAPCHKOTO 3ac00y B yIaKoOBIll 0OpaHa TaKUM YHHOM,
abu 3a0e3neynTH MPaBUIIbHE 3aCTOCYBAHHS IIpEnapary;

e Kareropis BiAmycKy JKapchbKOTro 3aco0y — METOJ OTPUMAaHHS JIIKApChKOTO 3aco0y MaIli€HTOM
(ToOTo0, 3 200 6€3 perenTy), IKUil MO)Ke MIHIMI3yBaTH OB’ s3aH1 3 HUM PU3HKH.

Bci pa3oM 11i 3aX0/11 CTaHOBIATH PYTUHHI 3aX0/IU 3 MiHIMI3allii pU3HKIB.

Ha nonmatok 10 mux 3aXofiB MOCTIHHO 30MPAETHCS Ta PETYISIPHO aHAII3Y€EThCS 1H(POPMAITis TIPO



no6iuHi peakii, Bkaouyatoun omiHky PSUR (perynspHo OHOBIIOBaHOTO 3BITY 3 O€3mekw) Ta
TiSUTBHICT 3 BUSIBIICHHS CUTHAJIB 3 O€3MeKH JiKapchkoro 3acoly, abu, 3a moTpedu, MokHa OyIo
3acToCyBaTH HeraitHi 3axoau. Li 3axou € pyTHHHOIO AISUTHHICTIO 3 (hapMaKOHATIIsIY.

IILA Cnncoxk Ba)»JIMBUX PU3HMKIB TA BiACYTHHOI iHpopMamii

BaxuuBi pusuku ns mpenapaty [minepuHoBi cymosuTtopil MUK Uit TOpOCiHX, CyMO3UTOPii
peKTalbHI 10 2,4 T — 1€ PU3HKH, SIKI TOTPEOYIOTh CHEIialbHOI MIsTTBHOCTI 3 YIPaBIiHHSI HUMHU IS
MOJAJBIIOTO JTOCHIIKeHHsT a00 MiHIMI3amii pu3uKy, a0u Iei JTikapchbkuil 3acid Oyno Oe3medHo
3aCTOCOBYBATH.

BaxxnuBi pu3uku AUATHCS Ha 11eHTU(]IKOBaHI Ta TOTEHIIIHHI.

InenTudikoBani pu3ukn — 11e paxTopu HEOE3NMEKH, 010 AKUX ICHYIOTh JOCTAaTHI CBIIUYCHHS 3B’ 3Ky
13 BHKOpHCTaHHSAM mnpenapaTy [inepuHoBi cyno3urtopii [Jinuk uist IOpOCIHX, CYMO3UTOPIi
peKTaybHi mo 2,4 T.

[Morenuiitni pu3uku — 1e (GakTopu HEOE3MEKH, IOAO0 SKHUX 3B 30K 3 BUKOPUCTAHHAM LIHOTO
JKapChKOTO 3aC00y MOXJIMBUM, BUXOSYH 3 HASBHHUX JIAHHUX, aJie TAKUH 3B'SA30K I11€ HE BCTAHOBJICHUH
1 motpebye momanbiioi ouiHkH. BincyTHs iHdopmaris crocyerscs iHpopMmarii Mmoao Oe3nexu
JIKapChKOTo 3aco0y, sika Ha JaHUH MOMEHT BIJACYTHS 1 Mae OyTtu 3i0paHa (HampUKIaA, 100
JIOBFOCTPOKOBOT'O 3aCTOCYBaHHS Tpenapary).

Baxusi i1eHTH(IKOBaHI PU3HKH - T'imepuytnusicTb
- TlopymenHs 3 60Ky KUIIKIBHUKA

BaxinBi NoTeHLIHHI pU3HKH - 3acrocyBaHHs mij yac | TpumecTpy BariTHOCTI

BincyTHs iHpopmartis - 3acTocyBaHHS y NEpioj TOAyBaHHS TPYIIIO

I1.B Pe3roMe BasKJIMBHUX PU3HKIB
[ndopmartis 3 6e3mexu y 3anporoHoBaHii iHpopMalii mpo JiKapchKuii 3aci0 BianoBigae iHpopmarii
pedepeHTHOTrO JTiKapChKOTro 3aco0y.

I1.C IlicasipeecTpauiiiHuii JiaH po3pooKu

11.C.1 [docaixxkeHHsi, mNpoOBedeHHs SIKMX € YMOBOIO, BHM3HAYE€HOKW Y
peecTpamiiHOMY MOCBiTYEHHI

Jocnikenb, MPOBEAEHHS SKUX € YMOBOK, BHU3HAYCHOKI Y PEECTPALIHHOMY TMOCBIAYEHHI, abo
crieniajJbHUM 3000B’sI3aHHAM 11070 mpemnapaty [minepuHoBi cymosuTopii I'MinMK Ui 1OpOCIHX,
CyMNO3UTOPIi peKTallbHi 1Mo 2,4 T, HEMaE.

I1.C.2 i goc/aigskeHHs y micJsipeecTpaniiHoOMy IUIaHi pO3po0KHU
Hemae Ttakux mocimimkeHp miomo mpenapary [JmepuHOBI cymo3uTopii [JIMK Ui JOpOCHHX,
CYMO3UTOPIi pEKTaNbHI 1O 2,4 T, IPOBEACHHS IKUX OM BUMAraioch.
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