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PE3IOME IIVIAHY YIPABJIIHHSI PU3UKAMU JJISI MEJEKCOJI KPAILJII OYHI
1 MI'/MJI (IEKCAMETA3O0OH)

Lle pe3tome utany ynpasininas puzukamu (ITYP) nis nikapeskoro 3aco0y (JI3) MEJAEKCOJI kparuti
ouni 1 mr/mi. ITYP nanae neranbHy indopmariito moao BaxiauBux pusukis JI3 MEJIEKCOJI kparmuti
oyHi | MI/mJ1, SIK Il PU3UKH MOXKHA MIHIMi3yBaTH Ta K Oy/e BiACTeXyBaTHCS MOJabIIa iHPpOopMaris
IIOZI0 PU3MKIB Ta HEeBH3HaueHMX naHux (BincytHs iHdopmarnis) JI3 MEJIEKCOJI kpamni ouHi
1 mr/mi.

Hns JI3 MEJIEKCOJI kparoni ouni 1 mr/mi, HasiBHa KOpoTKa xapakTtepuctuka npernapaty (KXIT) ta
THCTPYKITiSI JUTI MEIMIHOTO 3aCTOCYBaHHS, 110 HAAIOTh MEAWYHUM TIpaIliBHUKAM Ta MaIlieHTaM OCHOBHY

iH(popmarito sik ciiz 3actocoyBaru JI3 MEJIEKCOJI kparuti ouni 1 mr/mo.

|. Jlikapcbkuii 3aci6 Ta iioro npu3HayeHHs

JI3 MEAEKCOJI xpari ouni 1 Mr/mit, MiCTUTB J1i04y pEYOBHHY JIEKCaMEeTa30H Ta MPU3HAYCHUH
ISl OYHOT'O 3aCTOCYBaHHSI.

Jlikapchkuii 3aci0 mpU3HAYCHUH AJIs JIIKYBaHHS YYTJIUBHUX 0 CTEPOIiB HEIHPEKIIMHNX 3anmalbHUX
Ta aJIepTiYHUX CTaHIB KOH IOHKTHBH, POTIBKM Ta MEPEIHBOTO0 CETMEHTA OKa, BKIIFOYAIOYH PEaKIii

3amajieHHs y micsonepaniiHoMy nepioi.

Il. Pusuku, acouiiioBaHi 3 JikapcbKUM 3aco060M Ta 3axoad 3 MiHiMizanii ado moaaJjbuioi
XapaTepucTHKH PU3HKIB

Baxxnmusi pusuku JI3 MEJIEKCOJI kparuti ogni 1 mMr/mi, pa3om i3 3aXoamu JJisi MiHIMi3aIlil TaKuX
PH3HKIB Ta MPOMOHOBAHI1 TOCIIKEHHS 1)1 Toaasbiioro BuBdeHHs pusukiB JI3 MEJIEKCOJI kparuti
O4HI 1 Mr/mI1, IpeACTaBICHO HIKYE.

3axogamHu 3 MiHIMi3allii pU3MKIB, BUSABICHUX JUIS JIKApPCHKOTO 3aC00Y, MOXKYTh OYyTH:

e crerianbHa iHpopMaIllis, TaKa sIK 3aCTEPEIKESHHSI, 3aIT001KH1 3aX0/I1 Ta MMOPaJIH 3 MPABHIBHOTO
3aCTOCYBaHHS B I1HCTPYKIli anms menuyHoro 3actocyBanHs Ta KXII s mamieHTtiB Ta
MEINYHUX MPAIiBHUKIB,;

e BAXIIMBI MOPAIU HA YIAKOBII JIIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKCHUH PO3MIpY MMAKyBaHHSA — KUIBKICTh JIKapChKOTO 3aC00Yy PO3PaXxOBYETHCS TAKHM
YMHOM, 1100 rapaHTyBaTH MIPaBUIIbHE 3aCTOCYBAHHS JIIKApCHKOTO0 3ac00y;

e YMOBH BIANYCKY JIKapChKOTO 3ac00y — SK MAI[iEHT MOXE OTPUMATH JIKapChKUH 3aci0d

(3a perrentoM abo Oe3 perenTy).
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Pazom 111 3ax011 CTaHOBIATE pyMUHHI 3aX00U MIHIMI3AYil pU3UKIE.

Kpim 1iux 3axoiB, 31HCHIOETHCS TOCTIHHUN MOHITOPUHT Ta aHasi3 iH(opMarllii mpo moOiuH1 peakIlii,
BKJIFOYAIOYN OI[IHKY PETYJSIPHO OHOBIIOBAaHMX 3BITIB 3 O€3MEKH, 7S BIPOBAKEHHS HETalHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.

i 3aX011 CTAaHOBJISITH PYMUHHI 3aX00U 3 hapmMaKonazisaoy.

VY pa3i HasgBHOCTI HEBU3HAYEHUX JAHUX, LI0 MOXYTh BIUIMHYTH Ha Oe€3le4yHe 3acTOCYBaHHS

JI3 MEJIEKCOJI kparti ouni 1 mr/mi, iX ipeacTaBieHo HbKYe y «BiacyTHs iHbopMartis.

I11.A Ilepesik Bax/JIUMBUX PU3HKIB Ta BiACYTHBOI iH(popmanii

Baxusi pusuku JI3 MEJAEKCOJI kparmuti ouni 1 Mr/mit — 1ie pu3uKH, 0 TOTPeOyIOTh CHeIiaTbHUX
3aXOJiB 3 YNPABIIHHS PU3MKAMHU JIJISl MOJANIBIIOTO JTOCHTIKEHHsT a00 MiHIMIZaIlli pU3HKiB, 1100
JiKapchKui 3acib MOXKHA OyIIO «IIpU3HAYATH» Ta «IpUUMaTH» 0e3meuHo0. BaxkmuBi pU3UKH MOKYTh
OyTH BHSBIEHUMH a00 MOTEHUIHHUMH. BusBieHI pU3uKH — MpoOsieMH, Il SIKHX iICHYE OCTaTHE
MIITBEP/UKEHHST 1X B3aeMO3B’si3ky 3 3actocyBaHHsM JI3 MEJIEKCOJI kparum owni 1 mr/mi.
[ToTentiiiHi pU3UKU — 1€ TPOOIEMH, IS SKUX MOKJIIUBICTh B3a€EMO3B’SI3KY 13 3aCTOCYBAaHHSM IILOTO
JKapCchKOro 3aco0y MiATBEPIKEHO HA OCHOBI HAsBHUX JAHUX, ajJie OCTATOYHO Ie HE BCTAHOBJICHO
Ta MOTpedye MOAANBIIOT OIIIHKH.

Jlo BizncyTHBOT 1HpOpMAIIiT HAIEKUTH 1HGOpPMAIIis moA0 Oe3IMeKH JIiKapCchbKoro 3acoly, sKoi Hapasi
HEMae, Ta sIKY I1e He0OX1THO BIJCTEKUTH (HAPUKIIA]I, TPUBAJIC 3aCTOCYBAHHSI JIIKAPCHKOTO 3aC00Y).

Tabmuus. [lepenik BaXXTUBUX PU3HKIB Ta BICYTHBOI 1HpOpMaIii

Bascnuei eusneneni pusuxu BincytHi

Bascnuei nomenuiiini puzuxu BincytHi

Bascnuea eéiocymus ingpopmauin BincytHi

1.6 Pe3roMe BaKJIMBHUX PU3HKIB
Jani oo 6e3meku, mpeacTaBieH B iHGopMarlii mpo JikapcbKuil 3aci0, y3ropkeHi 3 peepeHTHUM

MIPETapaToM.
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11.C Ilnan nmicasipeecTpauiifHUX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
Hus JI3 MEJEKCOJI xpammi owni | Mr/mi, He BHUMAra€rbCsi JOCHIDKEHb, SKI € YMOBOIO

peecTparitHoOro MOCBiAYEHHS a00 CTAHOBIIATH CieU(iYHI 30008’ I3aHHS.

11.B.2 Inwi 0ocnioxcennsa naany nicaapeccmpayitHux 00caioicens epekmugnocmi
Has JI3 MEAEKCOJI xpamni ouyni 1 mMr/mi, He 3alulaHOBaHO MPOBEICHHS MiCIspeeCTpaLliiHUX

JOCIIKEHb €(PeKTUBHOCTI.




