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PE3IOME IUIAHY YIPABJIIHHSA PU3UKAMMU JJIS1 KETOITPO®EH-BM PO3YUH JJIsA
TH'E€KII, 100 MT'/2 MJI (KETOITPO®EH)

Ie pe3tome turany ynpasininas puzukamu (ITYP) gy nikapeekoro 3aco0y (JI3) KETOITPO®EH-BM
po3uun s iH'ekiid, 100 mr/2 mn. ITYP Hamae neranbHy iH(GOpPMAIO MO0 BAaXIJIMBUX PHU3UKIB
JI3 KETOITPO®EH-BM po3uun as in'exuii, 100 Mr/2 mi, sSiK i pu3UKH MOXHA MiHIMI3yBaTH Ta
AK Oyze BiACTE)KyBaTHUCS MOAaJbIIA iH(OpPMAIIis 010 PU3MKIB Ta HEBU3HAUYEHUX JAaHUX (BIACYTHS
iHdopmartis) JI3 KETOITPO®EH-BM pozuun ms id'exmii, 100 mMr/2 mur.

Hns JI3 KETOITIPO®EH-BM po3unn st id'ekiiiii, 100 mr/2 mo, HasiBHa KOPOTKAa XapaKTEPHCTHKA
nperapaty (KXII) Ta iHCTpYKITist o715l MEIMYHOTO 3aCTOCYBAHHS, 110 HA/IAIOTh MEAWYHUM TIpaIliBHIKAM Ta
TalieHTaM OCHOBHY iH(opMariito sk ciif 3actocoByBatd JI3 KETOITPO®EH-BM po3unH 1 1H'€Kii,
100 mr/2 mi.

|. Jlikapcbkuii 3aci0 Ta iOro Nnpu3HaYeHHs
JI3 KETOITPO®EH-BM po3uns mis iH'eximii, 100 Mr/2 mit, MiCTUTB 1109y pEYOBUHY KETOTIPO(DEH
Ta IpU3HAYEHUH AJI1 NApEHTEPaATbHOTO 3aCTOCYBaHHSI.
JlikapceKuii 3aci0 MpuU3HAYEHUH J1s
®  HETPUBAIOrO CUMITTOMATHYHOIO JIIKYBaHHS 3arOCTPEHHS PEBMATOITHOrO apTPUTY, TOCTpUX Oonel y
TIOTIepeKy, KOPIHIIEBOI HEBPAJITii;
e  KymipyBaHHs 0OJILOBOT'O HaraIy, OB’ SI3aHOTO 3 HEOIIACTHYHNMH ITPOLIECAMU;

®  KymipyBaHHs OOJILOBOTO Haraay MPU HUPKOBUX KOJTKAX.

1. Pu3ukm, acouiiioBaHi 3 JikapcbKUM 3ac000M Ta 3axoAu 3 MiHiMizanii ado moaajabmoi
XapaTepUCTUKHU PU3HKIB

Baxnusi puszuku JI3 KETOITPO®EH-BM po3unn ms iv'exmii, 100 Mr/2 mi, pa3zom i3 3axogamMu
JUTS. MiHIMI3aIil TaKUX PU3UKIB Ta TMPOMOHOBAHI TOCIIKCHHS JUISl TIOIabIIIOTO BUBYCHHS PHU3HUKIB
JI3 KETOITPO®EH-BM po3uun ans in'ekuiid, 100 Mr/2 mui, mpeacTaBieHo HUXKYE.

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

e creniajgbHa iHQOpPMAILIis, TaKa SK 3aCTEPEKECHHS, 3aI001KHI 3aX0H Ta MOPAIH 3 TPABUIHLHOTO
3aCTOCYBaHHS B IHCTPYyKIii 1Jisi MeawdHoro 3actocyBaHHs Ta KXII mis marieHTiB Ta
MEAWYHUX MPAIiBHUKIB;

e BAXJIMBI OPAIU HA YIAKOBIIl JIKAPCHKOTO 3ac00Y;

® 3aTBEp/UKCHUH PO3MIpy NMaKyBaHHS — KUTBKICTh JIIKAPCHKOTO 3aC00Y pPO3PaXOBYETHCSA TAKUM
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YMHOM, 1100 rapaHTyBaTH MIPaBUIIbLHE 3aCTOCYBAHHS JIIKApCHKOT0 3ac00y;
® YMOBH BIJNYCKY JIIKAPCHKOTO 3aco0y — SK MaIli€eHT MOXKE OTpPUMAaTH JIKapChKUH 3acid

(3a perrenitoM abo Oe3 perenTy).
Pa3oM 111 3aX011 CTAHOBIISTH PYMUHHI 3AX00U MIHIMI3aYil pU3UKIE.
Kpim 1iux 3axoiB, 31HCHIOETBCS TOCTIHHUN MOHITOPUHT Ta aHaji3 iH(opMarllii mpo moOiuH1 peakIlii,
BKJIFOYAIOYN OIIHKY PETYJISPHO OHOBIIIOBAHMX 3BITIB 3 OE3IMEKH, I BIPOBAKCHHS HETAWHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.
i 3ax0/11 CTAaHOBISITH PYMUHHI 3aX00U 3 (PAPMAKOHANIADY.
VY pa3i HasgBHOCTI HEBU3HAYCHHWX JAHWX, IO MOXYTh BIUIMHYTH Ha O€3MeuHe 3acTOCYyBaHHS
JI3 KETOITPO®EH-BM pozunn s id'ekmiid, 100 mr/2 mm, ix mpencraBieHo Hkue y «BimcytHs

iH(opMaris.

I11.A Tlepenik BaskIMBHX PU3HKIB Ta BiICyTHbOI iHpopMairii

Baxmusi pusuku JI3 KETOITPO®EH-BM po3uun ans id'ekiiit, 100 Mr/2 mu — 1me pu3uKH, 10
noTpeOyloTh CHEIiabHUX 3aXO0JiB 3 YIPaBIIHHSA PU3UKAMH JUIS MOAAJBIIOTO JOCTIKEHHS a0o
MiHiMi3alil pU3MKiB, 100 JiKApChKUN 3aci0 MOXKHA OyJI0 «IIPU3HAYATU» Ta «IIPHUHUMATH» OE3MEUHO.
BaxxnuBi pu3uKku MOXYTh OyTH BUSBIICHUMH 200 TOTCHIIIHHUMU. BusiBiieH1 pu3uku — mpoOaemu, Jis
SIKUX 1CHY€ JIOCTaTHE IMATBEP/UKEHHS 1X B3aeMo3B 513Ky 3 3acTocyBaHHsAM JI3 KETOITPOD®EH-BM
po3uuH juig iH'ekmiif, 100 mr/2 mu. [loTeHuiitHi pu3uKK — 1€ TPOOIEMH, IS SKHX MOXKIUBICTD
B3a€MO3B’SI3KY 13 3aCTOCYBAaHHSM IIHOTO JIIKAPCHKOTO 3ac00y MiATBEPIKEHO Ha OCHOBI HasBHUX
JaHUX, e OCTATOYHO II[¢ He BCTAHOBJICHO Ta IMOTPEOYE MOTANBIIOI OIiHKH.

Jlo BizicyTHBOT 1HpOpMAIIiT HAIEKUTH 1HGOpPMAIIis MO0 Oe3IMeKH JiKapCchbKoro 3acoly, sKoi Hapasi
HEMae, Ta sIKY e HEOOXiTHO BIICTEXKUTH (HAPUKIIA, TPUBAJIE 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Tabnuus. [lepenik BaXXTUBUX PU3HKIB Ta BICYTHBOI 1HpOpMaIii

Bascnuei eusneneni pusuxu BincyTHi

Bascnuei nomenuiiini puzuxu BincyTHi

Basicnuea éiocymus ingpopmauia | Bincytai
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1.6 Pe3roMe BaKJIMBHUX PU3HKIB
Jani monao 6e3neku, npeacTaBieHi B iHdopMarlii mpo JikapchKuii 3acid, y3rokeHi 3 pedepeHTHIM

MIPETapaToM.

11.C Ilnan nicasipeecTpaniiHUX 10CTiT:KeHb e()eKTUBHOCTI
11.B.1 J/locnioscenns, AKi € ymosor peccmpauiitno20 nocei04eHH
s JI3 KETOITPO®EH-BM pozuun ms in'exiiii, 100 Mr/2 mi1, He BUMaraeThCsi JOCHIKEHb, K1 €

OBOIO PEECTPaALiHHOIO ITIOCBIAYEHHS 200 CTAaHOBIATE crerdiddl 30008’ I3aHHS.
yM

11.B.2 Inwi 0ocnioxcenna naany nicaapeecmpauiiiHux 00Cai0MHceHsb eqreKmueHocmi
Jst JI3 KETOITPO®EH-BM pozunn s id'ekmiii, 100 mr/2 mi1, He 3amiaHOBaHO TMPOBEACHHS

HicIApeecTpaifHUX JT0CIiKEHb €(EeKTUBHOCTI.




