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PE3IOME IIVIAHY YIPABJIIHHS PU3UKAMMU JJISI AMJIIIIH TABJETKHU, BKPUTI
IJIIBKOBOIO OBOJIOHKOIO (KOMBIHALISA JIIBUHOIPUJITY / AMJIOJAUIIIHY)

Lle pe3tome utany ynpasninas puzukamu (ITYP) nns nikapeskoro 3aco0y (JI3) AMIIIIIIH tabnerku,
BKpHUTI IUIiBKOBOIO oOonoHkow. [IYP Hamae neranbHy iH(MOpMAILIO MIOA0 BAKIMBUX PU3HKIB
JI3 AMJIIIIH TabneTku, BKPUTI TUTIBKOBOIO 0OOJOHKOIO, SIK Il PU3UKH MOKHA MIHIMI3YBaTH Ta K
Oyze BiJCTEXYyBaTHUCS Mojajiblla 1HGOpPMALA 100 PU3MKIB Ta HEBH3HAYCHMX JaHUX (BiACYTHS
iHpopmanis) JI3 AMIIIIIH TabneTku, BKPUTI IUTIBKOBOIO 00OJIOHKOIO.

Hns JI3 AMJIIIIH Ttabnerku, BKPHUTI IUTIBKOBOIO OOOJIOHKOIO, HasBHA KOPOTKA XapaKTePHCTHKA
npenapary (KXIT) Ta iHCTpyKItist [UTsT METUYIHOTO 3aCTOCYBaHHSI, 110 HAJTAFOTh METUYHUM TpaIliBHUKaM Ta
nalieHTaM OCHOBHY iH(opmartito sk ciig 3acrocoByBat JI3 AMIIIIIH TabneTku, BKPHUTI ITiIBKOBOO

000JIOHKOIO.

|. Jlikapcbkuii 3aci0 Ta ioro npu3HaYeHHs!
JI3 AMJIIITIH tabnetku, BKPUTI TUTIBKOBOK O0OJIOHKOIO, MICTUTh KOMOIHAIIIO JIIOYMX PEUOBUH
aMJIOTUTIIH/TI3UHOIIPHII Ta IPU3HAYEHUH TSI IEPOPATTHLHOTO 3aCTOCYBaHHS.

Jlikapchkwii 3aci0 MpU3HAYCHNUI TIPY apTeplaTbHIN TiepTeH3il.

Il. Pusuku, acouiiioBaHi 3 JiikapcbKUM 3aco060M Ta 3axoad 3 MiHiMizanii ado moaajabuioi
XapaTepUCTUKHU PU3HUKIB

Baxnusi pusuku JI3 AMJIIIIH tabnetku, BKpUTI IUTIBKOBOIO 0O0JIOHKOIO, Pa30M 13 3aX0AaMu IS
MiHIMi3aIlil TaKUX PHU3UKIB Ta MPOMOHOBAHI JOCHIIKEHHS IS MOAANBIION0 BHUBUEHHS PU3HKIB
JI3 AMJIIIIH TabneTku, BKpUTI MIIIBKOBOIO 000JIOHKOIO, MPEICTABIICHO HIKYE.

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

e crerianpHa iHpopMaIllisl, TaKa sIK 3aCTEPEIKESHHSI, 3aIT001KH1 3aX0/I1 Ta MOPaJIH 3 MPABHIBHOTO
3aCTOCYBaHHS B IHCTPYKIii it meawmuHoro 3actocyBanHs Ta KXII mis marieHTiB Ta
MEINYHUX MPAIiBHUKIB,;

® BAXJIMBI IOPAJX HA YIAKOBIII JIKAPCHKOTO 3aC00Y;

® 3aTBEp/HKCHUH PO3MIpy NMaKyBaHHS — KUTBKICTB JIIKAPCHKOTO 3aC00Y pPO3PaXOBYETHCSA TAaKUM
YMHOM, 1100 rapaHTyBaTH MIPaBUIILHE 3aCTOCYBAHHS JIKApChKOT0 3ac00y;

® YMOBH BIJNYCKY JIIKAPCHKOTO 3aco0y — SK MaIlieHT MOXKE€ OTpPUMAaTH JIKapChbKUH 3acid
(3a perrenitoM abo Oe3 perernTy).

Pa3oM 111 3aX011 CTAHOBIISTH PYMUHHI 3AX00U MIHIMI3aYil pU3UKIE.
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Kpim 1iux 3axoiB, 31HCHIOETHCS TOCTIHHNN MOHITOPUHT Ta aHaji3 iH(opMarltii mpo moOiuH1 peakIlii,
BKJIFOYAIOYN OIIIHKY PETYyJspHO OHOBIIOBAHMX 3BITIB 3 OE3IMEKH, I BIPOBAKCHHS HETaWHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.

i 3ax0/11 CTAaHOBISITH PYMUHHI 3aX00U 3 (PAPMAKOHANADY.

Y pa3i HasgBHOCTI HEBU3HAYCHHX JAHWX, IO MOXYTh BIUIMHYTH Ha O€3MeuHe 3acTOCYyBaHHS
JI3 AMJIIITIH Tabnerku, BKPUTI IUTIBKOBOIO OOOJIOHKOIO, iX TPEICTaBICHO HWk4Ye y «BimcyrHs

iHbOpMaITis.

I1.A Tlepenik BaskJIMBHX PU3HKIB Ta BiICyTHbOI iHpopMairii

Baxmusi pusuku JI3 AMIJIIIIIH TtabGneTku, BKPUTI IJIIBKOBOK OOOJOHKOIO — II€ PU3HKH, IO
noTpeOyloTh CHEIiabHUX 3aXO0JiB 3 YIPABIIHHSA PU3UKAMH JUIs MOAAJBIIOTO JOCTIKEHHS a0o
MiHiMi3alil pU3MKiB, 00 JiKApChKUN 3aci0 MOXKHA OyJI0 «IIPU3HAYATUY» Ta «IPHUHUMATH» OE3MEUHO.
BaxxnuBi pu3uku MOXYTh OyTH BUSBIICHUMH 200 OTCHIIIHHUMU. BusiBiieH1 pu3uku — mpoOaemu, Jis
SIKUX 1ICHYE JOCTATHE MIATBEP/KCHHS iX B3a€M0O3B 3Ky 3 3acTocyBanHsaM JI3 AMJIIIIIH Ta6merkwu,
BKpPHUTI IUTIBKOBOIO 0000HKOIO. [loTeHWiiHI pu3uKu — 1ie mpoOiemMH, Ui SKUX MOKIMBICTH
B32€MO3B’S3KY 13 3aCTOCYBAHHSIM IIOTO JIIKAPCHKOTO 3ac00y MiATBEP/KEHO HAa OCHOBI HAsIBHUX
JaHUX, aJIe OCTATOYHO II[¢ He BCTAHOBJICHO Ta IMOTPEOYE MONANBIIOI OIiHKH.

Jlo BizcyTHBOT 1HpOpMAIIiT HAIEKUTH 1HGOpPMAIIis moA0 Oe3MeKH JiKapCchbKoro 3acoly, Kol Hapasi
HEMae, Ta sIKY e HeOOXiTHO BIICTEXKUTH (HAPUKIIA, TPUBAJIE 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Tabnuus. [lepenik BaXXTUBUX PU3HKIB Ta BICYTHBOI 1HpOpMaIii

Bascnuei eusneneni pusuxu BincytHi

Bastcnusi nomenuyiiini pusuku Bincyrai

Basicnuea siocymus ingpopmayin | Bincytai

1.6 Pe3oMe BaskIMBUX PU3UKIB
Jani mopao 6e3neku, npeacTaBieHi B iHdopMarlii mpo JikapchKuii 3aci0, y3rokeHi 3 pedepeHTHIM

IIPETapaToM.
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11.C Ilnan nmicasipeecTpauiifHUX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
Hns JI3 AMJIIIIH tabneTky, BKPUTI TUTIBKOBOIO OOOJIOHKOIO, HE BUMAra€ThCs JOCIIIKEHb, SIKi €

YMOBOIO PEECTPALIHOTO MOCBITYCHHS 200 CTAaHOBIATH crieludiuHi 3000B’13aHHSI.

11.B.2 Inwi 0ocnioxcennsa naany nicaapeccmpayitHux 00caioyicensb epekmugnocmi
Hus JI3 AMJIIIIH TtaGnerku, BKPHUTI IUIIBKOBOIO OOOJIOHKOIO, HE 3allJIJAaHOBAHO TMPOBEIACHHS

HiCIApeecTpaifHUX JT0CIiKEHb €(EeKTUBHOCTI.




