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Pe3rome niiany ynpasiainusa pusukamu s JEKOKCA kancysau tBepai mo 100 mr ta mo 200 mr
(mesrexokcuo)

Le pesrome mnany ynpasiinas puzukamu (ITYP) s nikapeskoro 3aco0y (JI3) JIEKOKCA kancynu
tBepai mo 100 mr ta mo 200 mr. IIYP nHanae neranpHy iHpOpMaLio IOJ0 BaXIJIMBUX PU3UKIB
JI3 JIEKOKCA xancynu tBepai mo 100 mr ta mo 200 Mr, sIK 11l pU3UKH MOKHA MIHIMI3YBaTH Ta SIK
Oyze BiACTEXKYBaTHCS Mojajibllia 1HGOPMALsA II0J0 PU3MKIB Ta HEBH3HAYCHMUX JaHUX (BiACYTHS
inpopmanis) JI3 JIEKOKCA xancymnu tBepai mo 100 mr ta mo 200 mr.

st JI3 JIEKOKCA xancymu tBepi o 100 mr ta mo 200 Mr, HasiBHA KOPOTKA XapaKTEPUCTHKA ITperapaTy
(KXTI) Ta iHCTpyKIIis ISt METUIHOTO 3aCTOCYBAaHHS, 1110 HA/IAI0Th MEAWYHNM IPalliBHUKAM Ta Malli€HTaM

OCHOBHY iH(opMmartito sik ciin 3acrocoByBati JI3 JIEKOKCA karncynu tBepai o 100 mr ta o 200 mr.

|. Jlikapcbkuii 3aci6 Ta iioro npu3HayeHHs
JI3 JIEKOKCA kancymu tBepai o 100 mr Ta mo 200 Mr, MiCTUTB [1if04y PEYOBUHY IEIIEKOKCHO Ta
MPU3HAYCHUHN JJIS IEPOPATIBHOTO 3aCTOCYBAHHS.
Jlikapchkwii 3aci0 MpU3HAYCHUN 1S
® CHMITOMATHYHOTO JIKYBaHHS OCTEOApTPHUTY, PEBMATOIAHOIO APTPUTY Ta AHKIJIO3MBHOIO
CTIIOHWJIITY;
® JIIKyBaHHS T'OCTPOTO OO0 Y TOPOCTHX MALIEHTIB (IUB. po3ia «OcOOIMBOCTI 3aCTOCYBAHHS»);

e JIIKyBaHHS MEPBUHHOI AUCMEHOPET (IuB. po31is «OcoOIMBOCTI 3aCTOCYBAHHS).

1. Pu3sukn, acouiiioBaHi 3 JikapcbKUM 3ac000M Ta 3axoAu 3 MiHiMi3anii ado moaajabuoi
XapaTepucTHKH PU3HKIB

Baxmusi pusuku JI3 JIEKOKCA kancynu tBepai mo 100 mr ta mo 200 mr, pa3om i3 3axofamu s
MiHIMI3aIil TakWX PU3UKIB Ta MPOMOHOBAaHI JOCTIKEHHS IJIs MOJAJIBIIOTO BHUBUYEHHS PH3HKIB
JI3 JIEKOKCA kancynu tBepai mo 100 mr ta mo 200 mr, npeacTaBieHO HUXKYE.

3axogamHu 3 MiHiMi3allli pU3MKiB, BUSABICHUX JUISI JIKApPChKOTO 3aC00Y, MOXXYTh OYyTH:

e creuiajgbHa iHQOpPMAILTis, TaKa K 3aCTEPEHKEHHS, 3a11001KH1 3aX011 Ta OPAIU 3 TPABUIBHOTO
3aCTOCYBaHHS B I1HCTPYKIli ans menuyHoro 3actocyBanHs Ta KXII s mamieHTtiB Ta
MEIUYHUX MPAIIBHUKIB;

e BAXIIMBI MOPAIU HA YIAKOBIII JIIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKCHUI PO3MIpY MAKyBaHHS — KUIBKICTh JIKapChKOTO 3aC00Yy PO3PaXOBYETHCS TAKHM

YUHOM, 1100 rapaHTyBaTH MPAaBUIbHE 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y;
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e YMOBHM BIANYCKY JIKapChKOTO 3ac00y — SK MAI[iEHT MOXE OTpUMATH JIKapChKUU 3acid
(3a peuenrom abo 6e3 peuenry).

Pazom 111 3ax0/11 CTaHOBIATE PYMUHHI 3aX00U MIHIMI3AYIT pU3UKIE.
Kpim 1iux 3axoiB, 31CHIOETBCS TOCTIHHUN MOHITOPUHT Ta aHasi3 iH(opMarltii mpo moOiuH1 peakIlii,
BKJIFOYAIOYN OI[IHKY PETYJSIPHO OHOBIIIOBAaHMX 3BITIB 3 O€3MeKH, JIJs BIPOBAKEHHS HETalHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.
i 3aX0/11 CTAaHOBJISITH PYMUHHI 3aX00U 3 hapmMaKonaziaoy.
VY pa3i HasgBHOCTI HEBU3HAYEHUX [JAHUX, LI0 MOXYTh BIUIMHYTH Ha Oe€3le4yHe 3acTOCYBaHHS
JI3 JIEKOKCA kancynu tBepai mo 100 mr ta mo 200 mr, iX mpexactaBieHO Hwxkue y «BigcyTHs

iH(opMaris».

I1.A Tlepenik BaskIMBHX PU3HKIB Ta BiICyTHBOI iHpopMairii

Baxuusi pusuku JI3 JIEKOKCA xancymu tBepai mo 100 mr ta mo 200 mMr — 1e pu3HKH, L0
noTpe0yloTh CHEIialbHUX 3aXO0[iB 3 YIPaBIIHHSA PU3UKAMH JUIs MOAAJBIIOTO JOCTIIKEHHS a0o
MiHIMi3aIil pU3UKIB, MO0 JIKaPChKUMA 3aci0 MOXHA OyJI0 «IIpU3HAYATH» Ta «IIPUAMATHY OE3MEUHO.
BaxxnuBi pu3uKku MOXYTh OyTH BUSBIICHUMH 200 TOTCHIIIHHUMU. BusiBiieH1 pu3uku — mpoOaemu, Jis
SKHX 1CHY€ JIOCTAaTHE MiATBEPKEHHA iX B3aeM03B’s3Ky 3 3actocyBaHHsAM JI3 JIEKOKCA kancynu
tBepai mo 100 mr ta mo 200 mr. IloTeHmiiHI pU3MKU — Le MPOOJIEMH, JUIS SIKUX MOXKIUBICTD
B32€MO3B 3Ky 13 3aCTOCYBAHHSM IIOTO JIIKAPCHKOTO 3ac00y MiATBEP/KEHO HAa OCHOBI HAsIBHUX
JAaHUX, aJleé OCTaTOYHO I[€ HE BCTAHOBJICHO Ta MOTPeOye MOIabIIO] OLIHKH.

Jlo BizcyTHBOT 1HpOpMAIIil HAIEKUTH 1HGOpMAIIis moA0 Oe3IMeKH JIiKapCchbKoro 3acoly, sKoi Hapasi
HEMae, Ta sIKY e HeOOXiTHO BIICTEXKUTH (HAPUKIIA, TPUBAJIE 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Tabnuus. [lepenik BaxXTUBUX PU3HKIB Ta BICYTHBOI 1HPOpMaIii

Bastcnuei eunagneni puzuku Bincyrai

Bastcnusi nomenuyiiini pusuku Bincyrai

Baswcnuea siocymus ingpopmayin | Bincytai

1.6 Pe3ioMe BaskIMBUX PU3UKIB
Jani oo 6e3meku, mpeacTaBieH B iHGopMarlii mpo JikapcbKuit 3aci0, y3ropkeHi 3 peepeHTHUM

MIPENapaToM.
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11.C Ilnan nmicasipeecTpauiifHUX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
s JI3 JIEKOKCA kancynu tBepzi mo 100 mr ta mo 200 mMr, He BUMaraeTsCsi TOCTIHKEHb, K1 €

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

11.B.2 Inwi 0ocnioxcennn naany nicaapeecmpauiiiHux 00Caio0MHceHsb eqreKmueHocmi
Js JI3 JIEKOKCA xarncymu tBepai mo 100 mr ta mo 200 Mr, He 3arulaHOBaHO TPOBEICHHS

HicIspeecTpaifHuX J0CITiKEHb €(eKTUBHOCTI.
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