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PE3IOME IIVIAHY YIIPABJIIHHA PUBUKAMMU JIAA ECJIOTUH TABJETKHW, BKPUTI
IJIIBKOBOIO OBOJIOHKOIO, 5 MI' (IE3JIOPATAJINH)

Ile pesrome mnany ympaBninHs pusukamu (ITYP) mns mikapeekoro 3acody (JI3) ECJIOTHH
TaOJIeTKH, BKPUTI IJTIBKOBOIO 000JI0HKOI0, 5 MT. ITYP Hagae neranbny iHGOpMAaLio 1010 BaXKINBUX
pusukiB JI3 ECJIOTHUH TtabneTku, BKpUTI IUTIBKOBOIO OOOJOHKOIO, 5 MTI, SIK IIi PU3UKH MOXHA
MIHIMI3yBaTH Ta K OyJe BiACTEKYBATHCS MOJAabIIa iH(OpMAIlis MO0 PU3HKIB Ta HEBU3HAUCHUX
nanux (BiacyrtHs iHpopMmartis) JI3 ECJIOTUH TabneTku, BKPUTI MIIIBKOBOIO 000JIOHKOIO, 5 MT.

Jns JI3 ECJIOTUH Ttabnerky, BKPUTI TUTIBKOBOIO OOOJIOHKOIO, 5 MT, HAasiBHA KOPOTKA XapaKTEPHUCTHUKA
npenapaty (KXII) Ta iHCTpyKIist 47151 MEJMYHOTO 3aCTOCYBAHHS, 1110 HA/IAI0Th MEAUYHUM TIpalliBHUKaM Ta
TnarieHTaM ocHOBHY iH(popmartiro sik cmif 3acrocoByBatu JI3 ECJIOTUH TtabneTku, BKPUTI TUTIBKOBOO

00O0JIOHKOIO, 5 MT.

|. JJikapcbkuii 3aci0 Ta HOro NnpusHaAYeHHS
JI3 ECJIOTUH Tabnerku, BKPUTI IIIBKOBOIO OOOJOHKOIO, 5 MT, MICTUThH Jil04y pPEYOBHHY
Jie3J10paTaiuH Ta NPU3HAYeHUH 1715 IepOPaIbHOIO 3aCTOCYBaHHS.
Jlikapcbkuii 3aci0 MpU3HAYEHUIA ISl YCYHEHHS] CHMIITOMIB, TIOB’A3aHUX 3:
® QUepriuHuM PUHITOM;

®  KpOIIUB’SHKOIO.

Il. Pusuku, acouiitoBani 3 JjikapcbkuM 3aco00M Ta 3axoaW 3 MiHimizaunii a6o moganabmol
XapaTepucTHKH PU3HKIB

Baxxnusi puzuku JI3 ECJIOTUH Tabnetku, BKpHUTI IUTIBKOBOIO 000JIOHKOIO, 5 MT, Pa3oM 13 3aX0aMHu
JUI MiHIMI3allii TaKUX PU3UKIB Ta MPOMOHOBAHI JOCIIHKEHHS Ui TOJAajbIIOr0 BUBYEHHS PU3HMKIB
JI3 ECJIOTUH TabneTku, BKpUTI TUTIBKOBOIO 00OJIOHKOIO, 5 MT, IPEACTABICHO HUKYE.

3axomaMu 3 MiHIMi3aIlil pU3HKiB, BUSBIEHUX I JIKapCHKOTO 3aC00Y, MOKYTh OyTH:

e crerianbHa iHPOpMaIlis, TaKa sIK 3aCTEPEKEHHSI, 3a11001KH1 3aX0H Ta MOPAIU 3 PABIIHHOTO
3aCTOCYBaHHA B I1HCTPYKIii ans menuyHoro 3actocyBaHHs Ta KXII ans marienrtiB Ta
MEIMYHUX TPaIiBHUKIB;

e BAXIUBI MOPAIU HA YIAKOBIII JIIKAPCHKOT0O 3aC00Y;

® 3aTBEep/UKEHUN pO3MIpy MAKyBaHHS — KIJIBKICTh JIIKAPCHKOTO 3aC00Y PO3PaxOBYETHCS TAKUM
YHHOM, 11100 TapaHTyBaTH MPaBUIbHE 3aCTOCYBAaHHS IIKAPCHKOTO 3aco0y;

® YMOBH BIANYCKY JIKapChKOro 3aco0y — SK MAI[ieHT MOXe OTpUMAaTH JIKapChKUM 3acid
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(3a perrentom abo 6e3 perenty).
Pazom 111 3ax0/11 CTAaHOBJIATE PYMUHHI 3aX00U MIHIMI3AYITl pU3UKIE.
Kpim 1iux 3axo0/iB, 311HCHIOETHCS MOCTIHHUI MOHITOPHHT Ta aHaJi3 iHpopmalii mpo mobiuHi peakuii,
BKJIFOYAIOYU OI[IHKY PETYJSIPHO OHOBIIIOBAHMX 3BITIB 3 O€3MEKH, JAJs BIPOBAKCHHS HETalHUX
3aX0IiB y pa3i HEOOX1JHOCTI.
i 3aX0/11 CTAaHOBJISITH PYMUHHI 3aX00U 3 hapmMaKoHaziaoy.
VY pa3i HasgBHOCTI HEBU3HAYCHUX JIAaHMX, IO MOXYTh BIUIMHYTH Ha Oe3le4YHe 3aCTOCYBaHHS
JI3 ECJIOTHH TtabneTku, BKpUTI ILTIBKOBOIO 00OJIOHKOIO, 5 MT, iX MpeACTaBIeHO HIKYE y «BincyTHs

iH(opMarTis.

I1.A Iepenik BaxIuBUX PU3MKIB Ta BiICyTHbOI iHopManii

Baxuusi pusuku JI3 ECJIOTUH tabneTku, BKPHUTI MITIBKOBOIO 00OJIOHKOI0, S MT' — 1€ PU3HKH, IO
noTpeOyloTh CHEIaTbHUX 3aXOJIB 3 YIPABIIHHS PU3UKAMH JUIS TOAAJBIIOTO JTOCTIKEHHS a00
MiHiMi3allil pU3UKiB, 00 JiKapChbKUi 3aci0 MOXKHA OyIIO «IIPU3HAYATUY Ta «IPUAMATH» OE3MEeYHO.
BaxnuBi pu3uku MOKyTh OyTH BUSBICHUMH a00 MOTEHIITHIUMY. BusiBneH1 puzuku — npodiemu, is
AKX ICHY€ TOCTAaTHE MiATBEPIKEHHS iX B3aeMO03B 513Ky 3 3actocyBanHsM JI3 ECJIOTUH tabnerkw,
BKPUTI ITIBKOBOIO 000JI0OHKOI0, 5 MT. [OTeHIiiHI pHU3UKH — 1€ TPOOJIeMH, IS SKUX MOXKJIHBICTH
B3a€MO3B’SI3Ky 13 3aCTOCYBAaHHSM IIbOT0O JIIKAPCHKOTO 3aco0y MiATBEP/KEHO Ha OCHOBI HasBHUX
JIaHUX, aJle OCTATOYHO 111 HE BCTAHOBJIEHO Ta NMOTPEOYy€e MOJANIBIIOT OLIHKH.

Jlo BiacyTHBOI 1H(OpMalii HalneKuTh 1HPOpMaIlis 00 Oe3NeKH JIIKapChKOro 3aco0y, sIKoi Hapasi
HEMae, Ta SIKY I11e He0OX1THO BIICTEKUTH (HAPUKIIA]I, TPUBAJIE 3aCTOCYBAHHSI JIIKAPCHKOTO 3aC00Y).

Tabnuus. Ilepenik BaxJIUBUX PU3MKIB Ta BIZICYTHBOI 1HPOpMaLii

Bascnuei euseneni puzuxu BincyTHi

Basxcnuei nomenuyiiini puzuku BincyTHi

Basicnuea siocymus ingpopmauisn Bincythi

I1.b Pe3iome Ba:kJIMBUX PU3UKIB
Jani mono 6e3nexu, npeacTasiieHi B iHGopmalii npo Jikapchbkuid 3aci0, y3rojxeHi 3 peepeHTHUM

[IpernapaToM.
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11.C Ilnan nmicasipeecTpaniifHUX 10C/iI:KeHb e(DeKTUBHOCTI
11.B.1 /locnioscenns, aKi € ymo6ow peccmpauiitHo20 noceio4eHH
s JI3 ECJIOTUH tabneTku, BKPUTI TUTIBKOBOIO 00OJIOHKOIO, 5 MT', HE BUMAraeThCs JIOCIIKEHb, SKi

€ YMOBOIO PEECTPAIIIHOTO TTOCBITYCHHS 200 CTAaHOBJIATH crienudiuHi 3000B’ A3aHHSI.

11.B.2 Inwi oocnioxcennn naany nicaapeccmpayitHux 00CaioyHcensb epekmuenocmi
Hus JI3 ECJIOTUH Tabnetku, BKPUTI TUTIBKOBOKO 000JIOHKOIO, 5 MT, HE 3aIJIAaHOBAHO MPOBEACHHS

HiCIApeecTpaliftHUX JTOCIiIKEHb €(EeKTUBHOCTI.
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