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PE3IOME IIUIAHY VYIHIPABJIHHA PU3UKAMMU JIsd JIEBOCETUJ TABJIETKH,
BKPUTI IJIIBKOBOIO OBOJIOHKOIO, 110 5 MI' JIEBOLETUPU3H)

Ile pestome turany ympaninHs pusukamu (ITYP) mns mikapcekoro 3acody (JI3) JIEBOCETUII
Ta0JICTKH, BKPUTI IUIIBKOBOIO 000JI0HKOIO, o 5 wmr. IIYP Hamae peranpHy iH(MOpMAILiO 100
BaxauBux pu3ukiB JI3 JIEBOCETHWJI Tabnerku, BKPUTI TUTIBKOBOIO OOOJOHKOIO, TIO 5 MT, SIK ITi
PHU3UKK MOKHA MiHIMI3yBaTH Ta sIK Oyze BiJICTEKYBAaTUCS MOJANIbIIA iHPOpPMALlis 010 PUUKIB Ta
HeBU3HaueHUX AaHux (BiacyTHs iHdopmanis) JI3 JIEBOCETUJI TabGnerku, BKPHUTI IUIIBKOBOIO
000JIOHKOIO, TTO 5 MT.

Hnsa JI3 JIEBOCETWJI Ttabnerky, BKpUTI IUTIBKOBOIO OOOJIOHKOIO, 1O S5 MT, HasBHAa KOPOTKa
xapaxreprctuka npenapary (KXIT) Ta iHCTpyKIist Uit MEUYHOTO 3aCTOCYBAHHS, 110 HAJAI0Th MEITYHUM
NpaliBHUKaM Ta TMallieHTaM OCHOBHY iH(opMarito sik ciin 3acrocoByBatyl JI3 JIEBOCETWII tabnerkuy,

BKPHTI IUTIBKOBOIO OOOJIOHKOIO, TI0 5 MT.

|. Jlikapcbkuii 3aci0 Ta ioro npu3HaYeHHs

JI3 JIEBOCETWJI TabneTku, BKPUTI TIIBKOBOO OOOJIOHKOO, IO 5 MT, MICTUTh IIF0YY PEYOBHHY
JIEBOLETUPHU3UH Ta IPU3HAYEHUH JUIs IEPOPATBHOTO 3aCTOCYBAHHS.

JlikapceKuii 3aci0 MpU3HAYEHUH Il CUMITOMAaTUYHOTO JIIKYBaHHS aJIEPTiYHOrO PUHITY (Y TOMY YHCII

LJIOPIYHOTO aJIePriuHOTO PUHITY) Ta KPOIUB’ SHKH.

1. Pu3sukm, acouiiioBaHi 3 JikapcbKUM 3ac000M Ta 3axoAu 3 MiHiMi3anii ado moaajabuoi
XapaTepucTHKH PU3HKIB

Baxnusi pusuku JI3 JIEBOCETWJI Tabnerku, BKpUTI MUIIBKOBOIO O0OJIOHKOIO, TT0 5 MT, pa3oM i3
3ax0J[aMu JIJI MiHIMI3aIlii TAKUX PU3HKIB Ta MIPOIIOHOBAHI JOCIIIKEHHS IS TOJATBIIIOT0 BUBYCHHS
pusukiB JI3 JIEBOCETUJI TabneTku, BKPUTI IUTIBKOBOIO OOOJIOHKOIO, 1O 5 MT, NPEICTaBIICHO
HUXKYE.

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

e creuiajgbHa iHQOpPMAILIis, TaKa K 3aCTEPEKEHHS, 3a11001KH1 3aX011 Ta OPAIU 3 TPABUIBHOTO
3aCTOCYBaHHS B IHCTPYKIii it meaumuHoro 3actocyBaHHs Ta KXII mis marieHTiB Ta
MEIUYHUX MPAIIBHUKIB;

® BAXJIMBI TOPAJU HA YIAKOBIII JIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKCHUH PO3MIpY MAaKyBaHHS — KUIBKICTh JIKapChKOTO 3aC00y PO3PaXOBYETHCS TAKHM

YUHOM, 1100 rapaHTyBaTH MPAaBUIbHE 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y;
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e YMOBH BIANYCKY JIKapChKOTO 3ac00y — SK MAI[iEHT MOXE OTPUMATH JIKapChKUU 3acid
(3a perrenitoM abo Oe3 perenTy).

Pazom 111 3ax0/11 CTAaHOBIATE pYMUHHI 3aX00U MIHIMI3AYil pU3UKIE.
Kpim 1iux 3axoiB, 341HCHIOETBCS TOCTIHHNN MOHITOPUHT Ta aHasi3 iH(opMarllii mpo moOiuH1 peakIlii,
BKJIFOYAIOYU OI[IHKY PETYJSIPHO OHOBIIIOBAaHMX 3BITIB 3 O€3MeKH, M BIPOBAKEHHS HETalHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.
i 3aX011 CTAaHOBJISITH PYMUHHI 3aX00U 3 (hapmMaKonaziaoy.
VY pa3i HasgBHOCTI HEBU3HAYEHUX JAHUX, LI0 MOXYTh BIUIMHYTH Ha Oe€3le4yHe 3acTOCYBaHHS
JI3 JIEBOCETWJI TabneTku, BKPUTI TUTIBKOBOIO OOOJOHKOI, MO 5 MT, iX MPEACTaBICHO HUXKYE Y

«Biacyrns iHopmartis.

I1.A Tlepenik BaskIMBHX PU3HKIB Ta BiICyTHbOI iHpopMairii

Baxunusi pusuku JI3 JIEBOCETUJI TabneTku, BKPUTI IUTIBKOBOIO 0O0JIOHKOIO, TI0 5 M — 1€ PU3HKH,
10 MOTPEOYIOTh CHEIiaIbHUX 3aXO/liB 3 YIPABIiHHS PU3UKAMHU JIJIsl TTOIAJIBIIIOTO JOCTiIKEHHS a00
MiHIMi3aIil pU3UKIiB, MO0 JTIKaPChKUMA 3aci0 MOXHA OyJI0 «IIpU3HAYATHY» Ta «IIPUUMATH OE3MEUHO.
BaxxnmuBi pu3uKku MOXYTh OyTH BUSBIICHUMH 200 MOTCHIIIHHUMU. BusiBIieH1 pu3uku — mpoOaemu, Jis
SAKHX ICHY€ JOCTAaTHE MIATBEpKEHHS iX B3aeMo3B’s3ky 3 3actocyBaHHsMm JI3 JIEBOCETUJI
TabJIETKH, BKPUTI ITIBKOBOIO 00OJIOHKOIO, 110 5 Mr. [loTeHmilHI pU3UKU — 1€ TPOOJIeMH, IS AKX
MO>KJIMBICTh B3a€MO3B’SI3KY 13 3aCTOCYBAHHSM IIHOTO JIKAPCHKOTO 3aC00Y IMiITBEP/HPKEHO Ha OCHOBI
HasIBHUX JIaHUX, ajJle OCTATOYHO IIIe He BCTAHOBJIEHO Ta MOTPeOYeE MOANbIIOT OI[IHKH.

Jlo BizicyTHBOT iH(pOpMAIIiT HAIEKUTH 1HGOpPMAIIis moA0 Oe3MeKH JiKapCchbKoro 3acoly, sKoi Hapasi
HEMae, Ta sIKY e HEOOXiTHO BIICTEXKUTH (HAPUKIIA, TPUBAJIE 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Tabmuus. [lepenik BaxXTUBUX PU3HKIB Ta BICYTHBOI 1H(pOpMaIii

Bastcnuei eunagneni puzuku Bincyrai

Bastcnusi nomenuyiiini pusuku Bincyrai

Baswcnuea siocymus ingpopmayin | Bincytai

1.6 Pe3ioMe BaskIMBUX PU3HKIB
Jani oo 6e3meku, mpeacTaBieH! B iHGopMarlii mpo JikapcbKuii 3aci0, y3ropkeHi 3 peepeHTHUM

IIPETapaToM.
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11.C Ilnan nmicasipeecTpauiifHUX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
Hns JI3 JIEBOCETWJI Tabnerku, BKPHUTI IUTIBKOBOIO OOOJOHKOIO, MO 5 MI, HE BHUMAraeThCs

JIOCITIIDKEHD, K1 € YMOBOIO PEECTPALIIMHOIO ITOCBIAYEHHS a00 CTAaHOBIATH crieridiyni 30008’ I3aHHS.
) ym p p

11.B.2 Inwi 0ocnioxcennn naany nicaapeecmpauiiiHux 00Caio0MHceHsb ereKkmugHocmi
Jos JI3 JIEBOCETHWJI Tabnetku, BKPHUTI IUIIBKOBOIO OOOJOHKOIO, MO 5 MTI, HE 3alJIaHOBAaHO

MIPOBE/ICHHS MiCIAPEECTPALITHUX JOCTIIKEHb e()eKTUBHOCTI.
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