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PE3IOME IIJIAHY YIIPABJIIHHSA PU3UKAMMU AJI51 POJIIHO3 TABJIETKH, BKPUTI
IJIIBKOBOIO OBOJIOHKOIO, IO 10 MI' (HETUPU3UH)

Le pestome mnany ynpasmiaas pusukamu (ITYP) nns nikapceskoro 3aco0y (JI3) POJITHO3 tabnerkw,
BKpHUTI IJIIBKOBOIO 00050HKOIO, T0 10 Mr. ITYP Hamae neranpHy iHQOpMAILIO MO0 BAKIUBUX
pusukiB JI3 POJITHO3 TabmeTku, BKPUTI TJIIBKOBOIO 000JIOHKOIO, 0 10 Mr, SIK Il pU3UKH MOYKHA
MiHIMI3yBaTH Ta K OyJe BiACTEeKYBATHCS MOJAabIa iHhOpMAIlis MO0 PU3HKIB Ta HEBU3HAUYCHUX
nanux (BincytHs iHdopmaris) JI3 POJIIHO3 tabnerku, BKpUTI IUTIBKOBOIO 000JI0HKO10, TI0 10 Mr.
st JI3 POJIIHO3 TabmeTku, BKPUTI TUTIBKOBOIO 000JIOHKO!O, 110 10 M, HasiBHA KOPOTKA XapaKTEPUCTHKA
npenapary (KXIT) Ta iHCTpyKIIist [UTsT METUYHOTO 3aCTOCYBaHHSI, 110 HAJTAFOTh METUYHNM TpaIliBHUKaM Ta
narieHTaMm OcHOBHY iH(popmarnito sik ciin 3actocoByBatd JI3 POJIIHO3 tabnerku, BKPHTI MIJTiIBKOBOIO

000J10HKO0, 10 10 MT.

|. Jlikapcbkuii 3aci0 Ta Oro Nnpu3HaYeHHs

JI3 POJIIHO3 TtabneTku, BKPHUTI IUTIBKOBOIO OOOJOHKOIO, MO 10 Mr, MICTUTH [il04y PEUOBHHY
LUETUPU3UH Ta MPU3HAUYECHUH JJIs1 IEPOPATILHOTO 3aCTOCYBAHHS.

Jlikapepkuii 3aci6 POJITHO3 noka3aHuii JOPOCINM Ta JITSIM BIKOM Bijg 6 pOKiB:

e ISl TOJIETHICHHS] Ha3aJIbHUX Ta OYHUX CHUMIITOMIB CE30HHOIO Ta IIOPIYHOTO ajepriYHOro
PHHITY.

® IS TIOJIETIIEHHS! CUMIITOMIB XPOHIYHOI 1110MaTUYHOT KPOIHB SHKH.

Il. Pusukm, aconiiioBani 3 JikapcbkuM 3aco0oM Ta 3axoam 3 MiHimizamii ado mogajbuIol
XapaTepuCcTHKH PU3HKIB

Baxnusi pusuku JI3 POJIIHO3 tabneTku, BKpUTI IUTIBKOBOIO 000JIOHKOIO, 0 10 Mr, pazom i3
3ax0/1aMu JJIs MiHIMi3alii TAKUX PU3HKIB Ta MPOIIOHOBAHI JOCTIKEHHS JJIs TIOIATBIIIOTO BUBYCHHS
pusukiB JI3 POJIITHO3 TtabneTku, BKPUTI IITIBKOBOKO 000JI0HKOIO, TI0 10 Mr, IpeIcTaBIeHO HUXKYE.
3axomamMu 3 MiHIMI3aIlll pU3UKIB, BUSBJICHHUX IS JIIKAPCHKOTO 3aC00Y, MOXKYTh OyTH:

e crerianbHa iHpOopMaIllisl, TaKa sIK 3aCTEPEIKESHHSI, 3aIT001KH1 3aX0/1 Ta MOPaIH 3 MPABHIBHOTO
3aCTOCYBaHHS B IHCTPYKIii It meaumuHoro 3actocyBaHHs Ta KXII mis marieHTiB Ta
MEINYHUX MPAIiBHUKIB,;

® BAXJIMBI TOPAIX HA YIMAKOBIII JIKAPCHKOTO 3aC00Y;

® 3aTBEp/HKCHUI PO3MIpy NMaKyBaHHS — KUTBKICTB JIIKAPCHKOTO 3aC00Y pPO3PaXOBYETHCSA TAKUM

YMHOM, 1100 rapaHTyBaTH MIPaBUIILHE 3aCTOCYBAHHS JIKApChKOTO0 3ac00y;

® YMOBH BIJNYCKY JIIKAPCHKOTO 3aco0y — SK MaIlieHT MOXKE€ OTpPUMAaTH JIKapChbKUW 3acid
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(3a perrentom abo 6e3 perenty).
Pazom 111 3ax0/11 CTAaHOBIATE pyMUHHI 3aX00U MIHIMI3AYil pU3UKIE.
Kpim 1iux 3axo/iB, 311HCHIOETbCS MTOCTIMHUN MOHITOPUHT Ta aHai3 iHpopMaii 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 POJIIHO3 TabneTKu, BKPUTI ITIBKOBOIO 000JIOHKO0, TI0 10 M, iX Ipe/icTaBieHo Hixkue y «BiacyTHs

iH(opMaris.

11.A Tlepenik BaskJIMBUX PU3HKIB Ta BiICyTHbOI iHpopMairii

Baxuusi pusuku JI3 POJIIHO3 Tabnerku, BKpUTI MIIIBKOBOIO 000JOHKOIO, 10 10 Mr — 11e pU3HKH,
10 MOTPEOYIOTh CHEIiaIbHUX 3aX0/liB 3 YIPABIiHHS PU3UKAMHU JIJIsl TTOAJIBIIOTO JOCTiKEHHS a00
MiHIMi3aIil pU3UKIiB, MO0 JIKaPChKUMA 3aci0 MOXHA OyJI0 «IIpU3HAYATH» Ta «IIPUUMATHY OE3MEUHO.
BaxxnuBi pu3uKku MOXYTh OyTH BUSBIICHUMH 200 IOTCHIIIHHUMU. BusiBiieH1 pu3uku — mpoOaemu, i
SKHX 1ICHY€ JIOCTATHE MiATBEPKEHHS 1X B3a€MO3B 513Ky 3 3actocyBaHHsaM JI3 POJIIHO3 tabnetkw,
BKPHTI IU1IBKOBOIO 000JI0HKOIO, 110 10 Mr. [ToTeH1iiHI pU3HuKH — 11e TPOOIEeMH, IS SIKUX MOKIHBICTD
B3a€EMO3B’A3KY 13 3aCTOCYBaHHSAM IIbOTO JIIKAPCHKOTO 3ac00y MIATBEP/KEHO HAa OCHOBI HasBHUX
JaHUX, e OCTATOYHO II[¢ He BCTAHOBJICHO Ta IMOTPEOYE MOTANBIIOI OIiHKH.

Jlo BizncyTHBOI iHpOpMaLii HaNeXUTh iH(OpMaIlis 00 Oe3MeKH JIKapChKOro 3acoly, sikoi Hapasi
HEMae, Ta sIKY 1€ HeOOXiTHO BIICTEXKUTH (HAPUKIIA, TPUBAJIE 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Ta6mums. [lepenik BaXJIMBUX PU3HKIB Ta BIICYTHBOI iH(OpMaItii

Bastcnuei eunagneni puzuku Bincyrai

Bastcnuei nomenuyiiini pusuku Bincyrai

Baswcnuea siocymus ingpopmayin | Bincytai

1.6 Pe3ioMe BaskIMBUX PU3HKIB
Jani mozao 6e3neku, npeacTaBieHi B iHdopMarlii mpo JiKapchKuii 3aci0, y3roakeHi 3 peepeHTHIM

IIPETNapaToM.
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11.C Ilnan nmicasipeecTpauiifHUX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
st JI3 POJITHO3 TabneTku, BKPUTI ITIBKOBOIO 000JIOHKO0, 10 10 Mr, HE BUMAaraeThCsl TOCIIIKEHb,

K1 € YMOBOIO PEECTPALIIITHOTO MOCBIAYEHHS a00 CTaHOBJIATH crielu(iuHi 30008’ I3aHHS.

11.B.2 Inwi 0ocnioxcennn naany nicaapeecmpauiiiHux 00Caio0MHceHsb ereKkmugHocmi
Jst JI3 POJITHO3 TtabieTku, BKPUTI IJTIBKOBOIO 000JI0HKOIO, 110 10 MT, HE 3aIJITaHOBaHO TPOBEICHHS

HiCIApeecTpaifHUX JT0CIiKEHb €(EeKTUBHOCTI.
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