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PE3IOME IIUIAHY YINPABJIIHHSA PU3UKAMU JJIsI MEJPOJIT'IH, PO3UUH JIs
TH'EKIIINA, 30 MI'/MJI (KETOPOJIAK)

Lle pestome muany ympasminHsa pusukamu (ITYP) mns mikapceskoro 3aco0y (JI3) MEJIPOJITIH,
po3umH g iH'ekmii, 30 mr/mu. I[IYP Hanae neranpHy iH(pOpMaIiio HII0J0 BaKJIMBHX PU3HKIB
JI3 MEJIPOJIT'TH, po3uun mis iv'exiin, 30 Mr/mi, SK 11l pU3UKH MOXKHA MIHIMI3yBaTH Ta sIK OyJie
BIJICTE)KYBAaTUCSl TMOJAANbIIa i1HGOpMAIliA IION0 PHU3MKIB Ta HEBU3HAYCHHMX JaHUX (BIICYTHS
inpopmaris) JI3 MEJIPOJIT'TH, po3uun mis iH'exiid, 30 Mr/mit.

Hns JI3 MEJPOJIT'TH, po3unn ams in'ekmiii, 30 Mr/mil, HasBHA KOPOTKa XapaKTEPHCTHKA Iperapary
(KXTI) Ta iHCTpyKIIis ISt METUYIHOTO 3aCTOCYBAHHS, 1110 HA/IAI0Th MEAWYHNM IPalliBHUKAM Ta Malli€HTaM

OCHOBHY iH(opMarIito sik iz 3actocoByBaru JI3 MEJIPOJIT'TH, po3uun mis iH'exii, 30 mr/mi.

|. Jlikapcbkuii 3aci6 Ta iioro npu3HaYeHHs

JI3 MEJPOJIT'TH, po3unn mns iH'ekuiid, 30 Mr/mi, MICTHTHh Jil0O4y PEUYOBHHY KETOPOJIAK Ta
MPU3HAYCHUN I TAPEHTEPATLHOTO 3aCTOCYBAHHSI.

JI3 MEJIPOJII'IH, po3umn mis in'ekitiid, 30 Mr/mi1, 3aCTOCOBYETHCS Ul KyMipyBaHHS MOMIpPHOTO Ta
CHJILHOTO TTICIISIOTIEPAIIfHOTO TOCTPOTO OO0 TPOTATOM HETPUBAJIOTO Yacy.

JIikyBaHHSI CITi/i TOYMHATH TUIbKU B JTIKapHAX. MakcuMaibHa TPUBAIICTb JIIKyBaHHS — 2 JTHI.

Il. Pusuku, acouiiioBaHi 3 JiikapcbKUM 3ac000M Ta 3axoad 3 MiHiMizanii ado moaajabuioi
XapaTepUCTUKHU PU3HKIB

Baxmusi pusuku JI3 MEIPOJIT'TH, po3zuun ans iH'ekmiid, 30 mr/mum, pa3oMm i3 3axogamu JUis
MiHIMi3aIlil TaKUX PHU3UKIB Ta MPOMOHOBAHI JOCHIIKCHHS IS MOAAJBIION0 BHUBUEHHS PU3HKIB
JI3 MEJIPOJIT'TH, po3uun mist iH'ekiiid, 30 Mr/mi, mpeacTaBIeHO HIDKYE.

3axomamMu 3 MiHIMI3aIlll pU3UKIB, BUSABJICHHUX IS JIIKAPCHKOTO 3aC00y, MOXKYTh OyTH:

e creuiajgbHa iHQOpPMAILTis, TaKa K 3aCTEPEKEHHS, 3a11001XKH1 3aX011 Ta MOPAIU 3 IPABUIBHOTO
3aCTOCYBaHHS B IHCTPYKIii It meaumdHoro 3actocyBaHHs Ta KXII mis marieHTiB Ta
MEIMYHUX MPAIiBHUKIB,;

® BAXJIMBI TOPAJX HA YIAKOBIII JIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKCHUH PO3MiIpy NMaKyBaHHS — KUIBKICTh JIIKAPCHKOTO 3aC00Y pPO3PaXOBYETHCSA TAaKUM
YUHOM, 1100 rapaHTyBaTH MPaBUIbHE 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y;

® YMOBH BIJNYCKY JIIKAPCHKOTO 3aco0y — SK MaIlieHT MOXKE OTpPUMAaTH JIKapChKUH 3acid
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(3a perrentom abo 6e3 perenty).
Pazom 111 3ax0/11 CTAaHOBIATE pyMUHHI 3aX00U MIHIMI3AYiT pU3UKIE.
Kpim 1iux 3axo/iB, 311HCHIOETbCS MTOCTIMHUI MOHITOPUHT Ta aHai3 iHpopmaii npo nodiuHi peaxiii,
BKJIFOYAIOYU OI[IHKY PETYJSIPHO OHOBIIOBAaHMX 3BITiB 3 O€3MeKH, 7S BIPOBAKEHHS HETalHUX
3aXO0IiB y pa3i HEOOX1THOCTI.
L1i 3aX0111 CTAaHOBJISITH PYMUHHI 3aX00U 3 hapmMaKonaziaoy.
VY pa3i HasgBHOCTI HEBU3HAYEHUX [JIAHUX, LI0 MOXYTh BIUIMHYTH Ha Oe€3le4yHe 3acTOCYBaHHS

JI3 MEJIPOJIT'TH, po3unH ayst iH'ektii, 30 Mr/mi1, iX IpencTaBiIeHo HbKYe y «BincyTHs iHpopMartis.

11.A Tlepenik BaskIMBHX PU3HKIB Ta BiICyTHbOI iHpopMairii

Baxmusi puzuku JI3 MEJIPOJIT'TH, po3unn ans in'eximiii, 30 Mr/mi — 11e pu3uKH, M0 TOTPEOYIOTh
CHeIaIbHUX 3aXOiB 3 YIPaBIIHHSI PU3UKAMH JUIS MOAATBINOTO JOCTIKEHHS abo MiHiMizalii
PH3UKIB, 100 JIIKAPCHKUM 3aci0 MOXKHA OYylO «IIpU3HAYATU» Ta «IIpHMMaTH» Oe3neuHo. Baxkimsi
PU3UKHA MOXYTh OyTH BHSIBICHUMH a00 MOTCHIIMHUMHU. BUSBICH] pU3uKH — MPOOIEeMH, TS TKUX
ICHY€E JIOCTaTHE MATBEPDKEHHS 1X B3aeM03B 513Ky 3 3actocyBaHHsM JI3 MEJIPOJIT'TH, po3unn mis
iH'exii, 30 mr/mi. [loTeHmiiiHI pU3UKH — 11 TPOOIEMH, AT SIKUX MOXKJIMBICTH B3a€MO3B’SI3KY 13
3aCTOCYBAHHSAM IIHOTO JIKapChKOT0 3ac00y MiATBEPIKEHO Ha OCHOBI HASIBHUX JJAHUX, aJIe OCTaTOYHO
11e HE BCTAHOBJICHO Ta MOTPEOYE MOJATBIIOT OI[IHKH.

Jlo BizcyTHBOT 1H(pOpMAIIiT HAIEKUTH 1HGOpPMAIIis moA0 Oe3IMeKH JiKapchKoro 3acoly, sKoi Hapasi
HEMae, Ta sIKY e HeOOXiTHO BIICTEXKUTH (HAPUKIIA, TPUBAJIC 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Tabmuus. [lepenik BaXXITUBUX PU3HKIB Ta BICYTHBOI 1HpOpMaIii

Bascnuei eusneneni pusuxu BincytHi

Bascnuei nomenuiiini puzuxu BincytHi

Baswcnuea siocymus ingpopmayin | Bincytai

1.6 Pe3roMe BaKJIMBHUX PU3HKIB
Jlani momo Ge3neku, mpeacTaBieHi B iHpopMalii Ipo Jikapchkuii 3aci6, y3ro

JKapChbKUM 3aC000M.
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11.C Ilnan nmicasipeecTpauiifHUX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
Hus JI3 MEJIPOJIT'TH, po3uun s iH'ekiiid, 30 Mr/mii, He BUMAraeTbCsl TOCIIKEHb, SIKi € YMOBOIO

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

11.B.2 Inwi 0ocnioxcennsa naany nicaapeccmpayitHux 00caioicens epekmugnocmi
Hus JI3 MEIPOJITTH, po3umH mus iH'ekniéi, 30 wmr/mia, He 3allaHOBAaHO TIPOBEACHHS

HicIApeecTpalifHUX JT0CIiKEHb €(EeKTUBHOCTI.




