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Pe3rome muany ynpapJainas pusukamvu 18 JIOPHA 1O aioginizar nis po3unny auis iH'ekuii
1o 8 Mr (JIOpHOKCHKAaM)

Ile pesrome mmany ympasiinHs pusukamu (IIYP) mms mikapcekoro 3aco0y (JI3) JIOPHAJIO
miodimizaT ansg po3unHy A iH'ekiii mo 8 mr. ITYP Hagae neranpHy iH()OpMAILIiIO MO0 BAXKIUBUX
pusukiB JI3 JIOPHAJIO miodimizat ansa po3uumHy s 1H'€KIIA MO 8§ MT, K Il PU3UKH MOYXKHA
MiHIMI3yBaTH Ta K OyJe BiACTEeKYBATHCS MOJAabIa iHGOpMAIlis MO0 PU3HKIB Ta HEBU3HAUYCHUX
nanux (BigcytHs iHbopMmarttis) JI3 JIOPHA IO miodinizar ans po3uuHy Ui iH'€KIIIH 1Mo 8 MT.

Hns JI3 JIOPHAIO miodimizar it po3unHy IS iH'€KIINA 1Mo 8 Mr, HasBHA KOPOTKA XapaKTEPHUCTHKA
npenapary (KXIT) Ta iHCTpyKIIist [UT METUYHOTO 3aCTOCYBaHHSI, 110 HAJTAFOTh METUYHNM TpaIliBHUKaM Ta
narieHTaMm OCHOBHY iH(opmartito sik ciig 3acrocoByBate JI3 JIOPHAJIO miodinizar 1uist po3uuHy st

1H'eKIIii1 110 § M.

|. Jlikapcbkuii 3aci0 Ta ioro npu3HaYeHHs!

JI3 JIOPHAO mio¢imizaT s po3uuHY A iH'€KUiH 1O 8 Mr, MICTHTH IiI04y PEUYOBHHY
JIOPHOKCUKAM Ta MIPU3HAYEHUH IJIs TAPEHTEPATBbHOIO 3aCTOCYBAHHS.

Jlikapchkuii 3aci0 MpU3HAYEHUH JIJI1 KOPOTKOYACHOTO CUMIITOMATHYHOTO JIIKYBaHHS TOCTPOTO O0JII0

JIETKOTO Ta TIOMIPHOTO CTYIIEHS Y I0POCITHX.

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

Baxusi pusuku JI3 JIOPHAJIO niodinizar muis po3uuHy Ajs iH'eKiid mo § mr, pa3oMm i3 3axogaMu
JUTSI MiHIMI3AI[il TAKWX PU3HKIB Ta TMPOMOHOBAHI JOCTIIKEHHS JIJIsl TI0JIaIbIIIOT0 BUBYCHHS PU3HUKIB
JI3 JIOPHAIO miodimizaT Ay po3duHy JUIsl 1H'EKIIN MO 8 MT, IPEICTABICHO HUXKYE.

3axogamHu 3 MiHiMi3allli pU3MKiB, BUSABICHUX JUIS JIKApPChKOTO 3aC00Y, MOXKYTh OYyTH:

e crerianbHa iHpOpMaIlIis, TaKa sIK 3aCTEPEIKESHHS, 3aIT001KH1 3aX0/I1 Ta MMOPaJIH 3 MPABHIBHOTO
3aCTOCYBaHHS B IHCTPYKIli anms menuyHoro 3actocyBanHs Ta KXII s mamieHTtiB Ta
MEINYHUX MPAI[iBHUKIB,;

e BAXIIMBI MOPAIU HA YIAKOBIII JIIKAPCHKOTO 3aC00Y;

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

e YMOBH BIANYCKY JIKapChKOTO 3ac00y — SK MAI[iEHT MOXE OTpUMATH JIKapChKUU 3acid

(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 OHOBIIIOBAaHMX 3BITiB 3 O€3MEKH, M 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 JIOPHAJIO miodimizar ajisi po34uuHy Ui 1H'EKINA 10 8§ MT, iX MpencTaBlieHO HIbK4e Yy «BincyTHs

iH(opMaris».

11.A Tlepenik BaskIMBHX PU3HKIB Ta BiICyTHbOI iHpopMaIrii

Baxnusi puszuku JI3 JIOPHAIO miodimizar ajis po3uuny IS iH'€KIN MO 8§ MT — 1€ pU3UKH, 110
noTpeOyloTh CHEIiabHUX 3aXO0[iB 3 YIPaBIIHHSA PU3UKAMH JUIS MOAAJBIIOTO JOCTIKEHHS a0o
MiHiMi3alil pU3MKiB, 00 JiKApChKUN 3aci0 MOXHA OyJI0 «IIPU3HAYATUY» TA «IIPHUIMATH» OE3MEUHO.
BaxxnuBi pu3uKku MOXYTh OyTH BUSBIICHUMH a00 IOTCHIIIHHUMU. BusiBiieH1 pu3uku — mpoOaemu, Jis
SIKUX 1CHY€ JIOCTaTHE MiATBEPKECHHS iX B3aeM03B’ 513Ky 3 3acTocyBaHHsaM JI3 JIOPHA IO miodimizar
UL pOo34MHY sl iH'eKiiil mo 8 mr. IloTeHUildHI pU3UKK — L€ MPOOJIeMH, M SIKUX MOXKJIHMBICTH
B32€MO3B 3Ky 13 3aCTOCYBAHHSM IIHOTO JIIKAPCHKOTO 3ac00y MiATBEP/KEHO HAa OCHOBI HAasIBHUX
JaHUX, e OCTATOYHO II[¢ He BCTAHOBJICHO Ta IMOTPEOYE MOTANBIIOI OIiHKH.

Jlo BizcyTHBOT 1HpOpMAIIil HAIEKUTH 1HGOpPMAIIis moA0 Oe3MeKH JIiKapCchbKoro 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

Bastcnusi nomenuyiiini pusuku Bincyrai

Baswcnuea siocymus ingpopmayin | Bincytai

1.6 Pe3oMe BaskIMBUX PU3UKIB
Jani oo 6e3meku, mpeacTaBieHi B iHGopMarlii mpo JikapchbKuil 3acid, y3ropkeHi 3 peepeHTHUM

MIPENapaToM.
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11.C Ilnan nmicasipeecTpaniiiHuUX 10c¢/izKeHb e(peKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
Jast JI3 JIOPHA IO niodimizar st po34uHy AJIs iH'€KIIN 10 8 Mr, He BUMAra€eTbCsl IOCIIKEHb, SIKi €

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

11.B.2 Inwi 0ocnioxcennn naany nicaapeecmpauiiiHux 00Caio0MHceHsb ereKkmugHocmi
Jst JI3 JIOPHAJIO miodimizaT ais po3duHy IS 1H'€KINN 10 8 Mr, HE 3aIJTaHOBAHO MPOBEICHHS

HiCIApeecTpaifHUX JT0CIiKEHb €(EeKTUBHOCTI.
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Pesrome mnuany ynpasiainaa pusukamMu s JIOPHA/IO TabjeTkn BKPHUTI IUTIIBKOBOIO
000JI0HKOI0, 10 4 MI" Ta 10 8 MI (JIOPHOKCHKAaM)

Le pe3tome mnany ynpasmiaas pusukamu (ITYP) nns nikapceskoro 3acody (JI3) JIOPHAJIO tabnerku
BKpHUTI TUTIBKOBOIO 000JI0HKOIO, 0 4 Mr Ta mo 8 mr. [IYP Hanmae nmeranbHy iHGoOpMaIiito moo
BaxauBuxX pu3ukiB JI3 JIOPHAJIO tabneTku BKPUTI TUTIBKOBOIO 00OJIOHKOIO, TIO 4 MT Ta 0 8 MT, 5K
Il pU3UKU MOKHA MIHIMI3yBaTH Ta K OyJe BIICTEeXKYBaTHCS MOJANbIIA iHPOpMAIIisS MO0 PU3UKIB
Ta HeBM3HaYeHHMX NaHux (BincyTHs iHpopmaris) JI3 JIOPHAJIO miodimizat st po3uuHy IS
1H'€KI[I#1 110 & MT.

Hns JI3 JIOPHAJIO TabneTku BKPHTI TDTIBKOBOKO OOOJIOHKOIO, IO 4 MT Ta MO § MT, HasBHA KOPOTKa
xapaxreprctuka npenapary (KXIT) Ta iHCTpyKIist Uit MEUYHOTO 3aCTOCYBAHHS, 110 HAJAI0Th MEITYHUM
TpalliBHUKaM Ta MalieHTaM OCHOBHY 1H(opMartito sk ciin 3actocoByBatu JI3 JIOPHAJIO tabnerku BKpuTi

IUTIBKOBOIO OOOJIOHKOIO, 10 4 MI Ta ITO 8 M.

|. Jlikapcbkuii 3aci0 Ta ioro npu3HaYeHHs
JI3 JIOPHAJIO TabneTku BKPHUTI IUTIBKOBOIO OOOJIOHKOIO, TIO 4 MT' Ta MO 8 MT, MICTHTh JII0YY
PEUYOBUHY JIOPHOKCUKAM Ta MPU3HAYEHUH JIJIs TEpOPaTbHOIO 3aCTOCYBAHHS.
Jlikapcbkuii 3acib MpU3HAYSHUN IS
® KOPOTKOYACHOTO CHMITOMATHYHOIO JIIKyBaHHS TOCTPOrOo OOJIO JIETKOTO Ta IMOMIPHOTO
CTYIIEHS Y JOPOCIINX;
® CHUMITOMATHUYHOTO JIIKyBaHHSI OOJIIO Ta 3alajieHHs MPU OCTEOAPTPUTI y JOPOCIHX;

® CHMIITOMAaTHYHOIO JIIKyBaHHS OOJIIO Ta 3alajIeHHs IPU PEBMATOITHOMY apTPUTI y TOPOCIIHX.

Il. Pusuku, acouiiioBaHi 3 JikapcbKUM 3aco060M Ta 3axoad 3 MiHiMizanii ado moaaJjabuioi
XapaTepUCTUKHU PU3HKIB
Baxusi pusuku JI3 JIOPHAJIO TabneTku BKPHTI ITIBKOBOIO 0O0JIOHKOIO, TT0 4 MT Ta 10 8 MT, pa3oM
13 3axomamMu JUis MiHIMI3allii TakuX PU3HKIB Ta MPOTMOHOBAHI JOCTIIKEHHS IS IMOAAIBIIOTO
BuBueHHS pu3ukiB JI3 JIOPHAJIO TabneTku BKPHUTI IMIIBKOBOIO OOOJOHKOIO, TIO 4 MT Ta 1O 8 MT,
MPEJICTaBIICHO HIDKYE.
3axogamHu 3 MiHIMi3allli pU3MKIB, BUSABICHUX JUIS JIKApPCHKOTO 3aC00Y, MOXKYTh OYyTH:

e crerianbHa iHpOpMaIllisl, TaKa sIK 3aCTEPEIKESHHSI, 3aIT001KH1 3aX0/I1 Ta MOPaJH 3 MPABHIBHOTO

3aCTOCYBaHHS B I1HCTPYKIli anms menuyHoro 3actocyBanHs Ta KXII s mamieHTtiB Ta

MEIMYHUX MPAIiBHUKIB,;
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e BAXIIMBI MOPAIU HA YIAKOBIII JIIKAPCHKOTO 3aC00Y;
® 3aTBEp/UKCHUI PO3MIpy NMaKyBaHHS — KUTBKICTh JIIKAPCHKOTO 3aC00Y PO3PaXOBYETHCSA TAKUM
YMHOM, 1100 rapaHTyBaTH MIPaBUIIbHE 3aCTOCYBAHHS JIIKApCHKOT0 3ac00y;
® YMOBH BIJNYCKY JIIKAPCHKOTO 3aco0y — SK MaIli€eHT MOXKE OTpPUMAaTH JIKapChbKUH 3acid
(3a perrenitoM abo Oe3 perenTy).
Pazom 111 3ax0/11 CTAaHOBIATE pYMUHHI 3aX00U MIHIMI3AYIT pU3UKIE.
Kpim 1iux 3axoiB, 31HCHIOETHCS TOCTIHHUN MOHITOPUHT Ta aHasi3 iH(opMarltii mpo moOivH1 peakIlii,
BKJIFOYAIOYU OI[IHKY PETYJSIPHO OHOBIIIOBAaHMX 3BITIB 3 O€3MeKH, M BIPOBAKEHHS HETalHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.
i 3ax0/11 CTAaHOBISITH PYMUHHI 3aX00U 3 (PAPMAKOHANIADY.
Y pa3i HasgBHOCTI HEBU3HAYCHHX JAHWX, IO MOXYTh BIUIMHYTH Ha O€3MeYHe 3acTOCYyBaHHS
JI3 JIOPHAJIO TabneTku BKPHTI TUTIBKOBOIO 00OJIOHKOIO, TIO 4 MT Ta 10 8 MT, iX MPEICTaBICHO HUKYE

y «BincyTHs iHpOpMaIIis».

I1.A Tlepenik BaskJIMBHX PU3HKIB Ta BiICyTHBOI iHpopMairii

Baxnusi pusuku JI3 JIOPHA IO TabneTku BKPUTI IJTIBKOBOKO 000JIOHKOIO, TIO 4 MT Ta IO 8 MT — I1e
PU3UKH, IO MNOTPeOyIOTHh CIEIaIbHUX 3aXOJiB 3 YHPABIiHHSA PU3MKaMHU JJIs TOAAJBIIOTO
JOoCHiUKeHHs: a00 MiHIMi3alii pU3MKiB, 100 JiKapchkuil 3acid MokHA Oyno «IIpU3HAYaTH» Ta
«rpuiMaTHy 0e3rmedHo. BakauBi pu3uKu MOXYTh OyTH BUSBICHHUMH a00 MOTEHIIMHUME. BusBIieHi
PHU3HUKHU — MPOOJIEMH, IS SIKUX 1CHYE IOCTaTHE TMIATBEPHKCHHS 1X B3a€MO3B’SI3KY 3 3aCTOCYBAHHSIM
JI3 JIOPHA/IO TabneTku BKPUTI TUTIBKOBOKO 000JIOHKO0, 110 4 Mr Ta 1o 8 mr. [loTeHmiitai pu3uku —
e MpoOJIeMH, Ui SKUX MOKJIMBICTH B3a€MO3B’SA3KY 13 3aCTOCYBAHHSM IIHOTO JIIKAPCHKOTO 3aC00y
MIITBEP/HUKEHO Ha OCHOBI HAsBHUX JIaHHUX, ajlé OCTaTOYHO M€ HE BCTAHOBIEGHO Ta MOTpeOye
MOJAIBIIOIL OIIIHKH.

Jlo BizncyTHBOI iHpOpMaLii HaNeXUTh iH(OpMaIlis M0A0 Oe3MeKH JIKapChKOro 3acoly, sikoi Hapasi
HEMae, Ta sIKy 1€ HeOOXiTHO BIICTEXKUTH (HAPUKIIA, TPUBAJIC 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Ta6mums. [lepenik BaXJIMBUX PU3HKIB Ta BIICYTHBOI iH(OpMartii

Baswcnuei eunagneni puzuku Bincyrai

Bastcnusi nomenuyiiini pusuku Bincyrai

Baswcnuea siocymus ingpopmayin | Bincytai
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1.6 Pe3ioMe BaskJIMBUX PU3UKIB
Jani oo 6e3meku, mpeacTaBieH! B iHGopMarlii mpo JikapcbKuit 3aci0, y3ropkeHi 3 peepeHTHUM

IIPETapaToM.

11.C Ilnan nmicasipeecTpauiifHMX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymMo8ow peeccmpauiiiHo20 noceio4eHH
s JI3 JIOPHAJIO TabneTky BKPUTI ITIBKOBOIO OOOJIOHKOIO, 110 4 MT Ta MO 8 MTI, HE BUMara€ThCs

JIOCITIIDKEHD, SIKI € YMOBOIO PEECTPALIIMHOIO ITOCBIAYEHHS a00 CTAaHOBIATH crieldiyni 30008’ I3aHHS.
) ym p p

11.B.2 Inwi 0ocnioxcenna naany nicaapeecmpauiiiHux 00CaioMHceHsb eqreKkmueHocmi
st JI3 JIOPHA /IO TaGneTku BKPUTI TJTIBKOBOKO OOOJIOHKOIO, TI0 4 MT Ta TI0 8 MT, HE 3aIllJIaHOBaHO

MIPOBE/ICHHS MiCIAPEECTPALIMHAX TOCTIIKEHb e()eKTUBHOCTI.
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