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PE3IOME IIUIAHY YIPABJIIHHSI PUBUKAMU JISA POJITHO3 KPAILJII OPAJIBHI,
PO34YHH, 10 MI'/MJI (HUETUPU3UH)

Ile pestome miany ynpasmiaas puszukamu (ITYP) mns nikapeskoro 3aco6y (JI3) POJIIHO3 kparuri
opanbHi, po3uuH, 10 mr/mua. [IYP Hanmae neranbHy iHGOpMamiio MO0 BAKIMBUX PH3UKIB
JI3 POJITHO3 xparuti opanbHi, po3duH, 10 Mr/mi, sK 1i pU3HKA MOXHA MIHIMI3yBaTH Ta K Oyne
BIJICTE)KYBaTUCSl TMOJAaNbINa i1HGOpMAIliA IIOM0 PHU3MKIB Ta HEBU3HAYCHHMX JaHUX (BIICYTHS
inpopmanis) JI3 POJIIHO3 kparuti opanbHi, po3unH, 10 mr/mi.

st JI3 POJIIHO3 kparwuti opasbHi, po3unH, 10 Mr/mi, HasiBHa KOPOTKa XxapakteprcTrka rpernapaty (KXIT)
Ta 1HCTPYKINSA JJI1 MEAMYHOTO 3aCTOCYBaHHS, IO HAJAIOTh MEIUYHHM TpAIliBHUKAM Ta Talli€HTaM

OCHOBHY iH(opMartito sk ciin 3acrocoByBaty JI3 POJITHO3 kparuti opaibHi, po3unH, 10 Mr/mi.

|. Jlikapcbkuii 3aci6 Ta iioro npu3HayeHHs
JI3 POJIIHO3 xpamii opanbHi, po3uuH, 10 Mr/mi, MICTHTh [il04y pPEYOBHUHY LETHPU3UH Ta
MPU3HAYCHUHN JJIS IEPOPATIBHOTO 3aCTOCYBAaHHS.
Jlikapchkwii 3aci0 TpU3HAYCHUN 1S
® CHMNTOMATHYHOI Tepamii Ha3aJbHUX Ta OYHHUX CHMITOMIB CE30HHOIO Ta IJIOPIYHOTO
QJIEPTiYHOTO PHHITY;

® CHMIOTOMAaTHYHOI Tepamii XpOHIYHOT 1110MaTHYHOT KPOIMB STHKH.

1. Pu3sukn, acouiiioBaHi 3 JikapcbKUM 3ac000M Ta 3axoAu 3 MiHiMi3anii ado moaajabuoi
XapaTepUCTUKHU PU3HKIB

Baxmusi pusuku JI3 POJIIHO3 kpammi opanbHi, po3umH, 10 mr/mm, pasoMm i3 3axomamu st
MiHIMi3aIlil TaKUX PHU3UKIB Ta MPOTOHOBAHI JOCHIIKCHHS IS MOAAJBIION0 BHUBUYEHHS PU3HKIB
JI3 POJITHO3 kparuti opaibHi, po3uuH, 10 Mr/mii, mpeacTaBieHO HUXKYE.

3axomamMu 3 MiHIMI3aIlll pU3UKIB, BUSBJICHHUX IS JIIKAPCHKOTO 3aC00Y, MOXKYTh OyTH:

e creuiajgbHa iHQOpPMAILTis, TaKa K 3aCTEPEKEHHS, 3a11001KH1 3aX011 Ta MOPAIU 3 TPABUIBHOTO
3aCTOCYBaHHS B IHCTPYKIii it meamdHoro 3actocyBaHHs Ta KXII mis marieHTiB Ta
MEIUYHUX MPAIIBHUKIB;

® BAXJIMBI IOPAJN HA YIAKOBIII JIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKCHUI PO3MIpY MAaKyBaHHS — KUIBKICTh JIKapChKOTO 3aC00Yy PO3PaXxOBYETHCS TAKHM
YUHOM, 1100 rapaHTyBaTH MPAaBUIHHE 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y;

® YMOBH BIJNYCKY JIIKAPCHKOTO 3aco0y — SK MaIlieHT MOXKE€ OTpPUMAaTH JIKapChbKUH 3acid
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(3a perrentom abo 6e3 perenty).
Pazom 111 3ax0/11 CTAaHOBIATE pyMUHHI 3aX00U MIHIMI3AYil pU3UKIE.
Kpim 1iux 3axo/iB, 311HCHIOETbCS MTOCTIMHUI MOHITOPUHT Ta aHai3 iHdopMaii npo nodiuHi peaxii,
BKJIFOYAIOYN OI[IHKY PETYJSIPHO OHOBIIOBAaHMX 3BITiB 3 O€3MeKH, 7S BIPOBAKEHHS HETaHUX
3aX0IiB y pa3i HEOOX1THOCTI.
L1i 3aX0111 CTAaHOBJISITH PYMUHHI 3aX00U 3 hapmMaKonaziaoy.
VY pa3i HasgBHOCTI HEBU3HAYEHUX [JAHUX, LI0 MOXYTh BIUIMHYTH Ha Oe€3le4yHe 3acTOCYBaHHS

JI3 POJITHO3 kparuti opasnbHi, po3uu, 10 Mr/mi, ix mpeacTaBieHo Hkde y «BincyTHs iHpopmartis.

11.A Tlepenik BaskIMBHX PU3HKIB Ta BiICyTHbOI iHpopMairii

Baxmusi pusuku JI3 POJIIHO3 kparuti opaibHi, po3dunH, 10 Mr/min — 11e pu3uKH, 1o moTpedyoTh
CHeIaIbHUX 3aXOiB 3 YIPaBIIHHSI PU3UKAMH JUIS MOAATBINOTO JOCTIKEHHS abo MiHiMizalii
PH3HKIB, 100 JIIKAPCHKUM 3aci0 MOXKHA OYyJO «IIpU3HAYATU» Ta «IIpHMMaTH» Oe3nedHo. Baximmsi
PU3UKHA MOXYTh OyTH BHSIBICHUMH a00 MOTCHIIMHUMU. BUSBICH] pU3uKH — MPoOIEeMH, TS STKUX
ICHY€E IOCTaTHE MATBEPDKEHHS iX B3aeEM03B 513Ky 3 3actocyBanHsM JI3 POJIIHO3 kparii opaiibHi,
po3uuH, 10 mr/mi. IloTeHmiiiHi pU3UKK — 1€ TpoOIeMH, Ui SKHUX MOXJIMBICTH B3a€EMO3B’SI3KY 13
3aCTOCYBAHHSAM IIHOTO JIKapChKOT0 3ac00y MiATBEPIKEHO Ha OCHOBI HASIBHUX JJAHUX, aJIe OCTaTOYHO
11e HE BCTAHOBJICHO Ta MOTPEOYE MOJATBIIOT OI[IHKH.

Jlo BizicyTHBOT 1HpOpMAIIil HAIEKUTH 1HGOpPMAIIis MO0 Oe3IMeKH JiKapCchbKoro 3acoly, sKoi Hapasi
HEMae, Ta sIKY e HeOOXiTHO BIICTEXKUTH (HAPUKIIA, TPUBAJIC 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Tabnuus. [lepenik BaXXTUBUX PU3HKIB Ta BIICYTHBOI 1H(pOpMaIii

Bascnuei eusneneni pusuxu BincytHi

Bastcnusi nomenuyiiini pusuku Bincyrai

Baswcnuea siocymus ingpopmayin | Bincytai

1.6 Pe3oMe BasKIMBHX PU3UKIB
Jani oo 6e3meku, mpeacTaBieHi B iHGopMarlii mpo JiKapchKuil 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
st JI3 POJITHO3 kparuti opasibHi, po3unH, 10 MI/mi, He BUMAraeTbcsi TOCITIKEHb, SIKi € YMOBOIO

peecTparitHoOro MOCBiAUYEHHS a00 CTAHOBIIATH CielU(iYHI 3000B’ I3aHHS.

11.B.2 Inwi 0ocnioxcennn naany nicaapeecmpauiiiHux 00Caio0MHceHsb ereKkmugHocmi
Jos JI3 POJIIHO3 «xpammi opanbHi, po3umH, 10 wMr/mi, He 3alJIaHOBAaHO MPOBEICHHS

HiCIApeecTpaifHUX JT0CIiKEHb €(eKTUBHOCTI.
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