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Yactuna VI: Pe3rome miiany ynpasjliHHS pU3MKAMHA

PestoMe TuiaHy yIpaBIiHHS pusukamu Iogo mpemnapary [JIIIIEPMHOBI CYIIO3WUTOPIL J1J1s
JIOPOCIJINX, cyno3uropii pextanbHi 1o 2100 Mr, o 6 cyno3uTopiiB y ctputi; o 1 abo mo 2 crpunu
y Madili 3 KapTOHY.

Ile pestome miany ympasninHg pusukamu (ITYP) nns mpemaparty ['nminepuHOBI cymo3uTopii aiis
Jopociux, cyno3utopii pektanbHi mo 2100 mr. Y IIYP nperamizoBaHo Ba)JIMBI PU3UKHU 1010
npenapary [ JinepuHoBi CyIo3UTOpIi Ul TOPOCIHX, Cyno3uTopii pektanbHi o 2100 mr Ta, onMcano
K LI pU3UKHA MOXKYTh OyTH MiHIMI30BaHi 1 sIK MO>KHA OTpUMAaTH OiIbIie iHpopMaIlii o0 PU3KKIB Ta
HeBH3HaueHUX (GakTopiB (BiACyTHs iHGOpMAIisa) ais npenapary [JinepruHOBI Cymo3uTopii s
JOPOCIIHUX, CYNO3UTOPii pekTanbHi mo 2100 mr.

KopoTka xapaktepucTuka jgikapcbkoro 3aco0y [mneprHoBi Cynmo3uTopii A1 JOPOCIHX, CYTTO3UTOPIT
pextanpHi o 2100 mr (KXJI3) ta [HCTpyKIist [Isi MEUYHOTO 3aCTOCYBAaHHS MpernapaTy HaJlaloTh
OCHOBHY 1H(OpMAIIIfO JJIs1 CIIEIIATICTIB y Tajy31 OXOPOHHU 3JI0POB’S Ta MAIIEHTIB MO0 TOTO, SIK CIIi[T
3aCTOCOBYBAaTH Ipernapar [mileprHOBI CymO3UTOpil IS JOPOCIUX, CYMO3UTOPii pEeKTalbHI IO
2100 wr.

Baxxnusi HOBI (hakTopu HeOe3nekn abo 3MiHM JI0 TTOTOYHOI Bepcii OyAyTh BKIIFOUEHI 0 OHOBJICHOTO
[TYP nns npenapary ['minepuHOBI Cyno3uTOpIi 71 JOPOCINX, CYTTO3UTOPiT pekTanbHi o 2100 mr.

I. Jlikapchkuii 3aci0 Ta AJ151 40T0 BiH 32CTOCOBYETHCS

['nmimeprHOBI Cymo3uTOpii JUIsl TOPOCINX, Cymo3uTopii pekTanbHi mo 2100 Mr, 3aCTOCOBYIOTH IS
CUMIITOMATUYHOTO JIIKYBaHHS 3alopiB pi3HOI eTionorii (KOJM 3acTOCYBaHHS NEpOPATbHUX
npenapariB HEMOXKIIHBE).

I1. Pu3uku, noB’si3aHi 3 JiKAPpCHbKUM 3aC000M Ta 3aX0/A¥ HI0A0 MiHiMi3amil yn
NOAAJBIIOI AeTaji3anii pu3uKiB

BaxxuuBi pu3uku 1mono npenapary [ TinepruHOBI CYIO3UTOPIi [UIs TOPOCTHX, CYHO3UTOPIi PeKTaIbHI
mo 2100 mr, pa3om i3 3axoJaMH IIOJI0 MiHIMI3allii TakKMX PHU3HMKIB Ta 3amMpONOHOBAaHUMHU
JOCITIJKEHHSIMU JUTSL OUTBII I€TAIbHOTO BUBYECHHS pU3UKIB Ipenapaty [ minepruHoBi Cyno3uTopii 1uis
JIOPOCIHX, CyNO3UTOPii pekTanbHi Mo 2100 Mr, BUKJIaIeHO HUXKYE.

3axo/u 3 MiHIMI3allii pU3MKiB, BU3HAYCHI JUIS JTIKAPCHKUX 3aC00iB, MOXKYTh BKJIIOUATH:

e CremianbHy iHGOpPMAaIliIO, TaKy SK TOMEPEIKEHHS, 3aCTEPSKCHHS Ta PEKOMEHAIlli o0
NPaBUIBHOTO 3aCTOCYBaHHS, B [HCTpYyKIiT A1 MeanuHOTO 3actocyBanHs Ta KXJI3, mpu3HaueHux 1is
MAIi€HTIB Ta CIEMIATICTIB Y TaTy31 OXOPOHH 3JI0POB’s;

e BaxnuBa iH(opMmartisi Ha yrmakoBIi JJiKapchbKoro 3aco0y;

e Jlo3BoneHU# po3Mip YIAaKOBKH — KUIBKICTh JIIKAPCHKOTO 3ac00y B yIakoBIll oOpaHa TaKUM YHHOM,
abu 3a0e3neynTH MPaBUIIbHE 3aCTOCYBAHHS IIpEnapary;

e Kareropis BiAmycky JKapchbKOTo 3aco0y — METOJ OTPUMAaHHS JIKapChKOro 3aco0y MaIli€HTOM
(ToOTO0, 3 200 6€3 perenTy), IKUil MO)Ke MIHIMI3yBaTH OB’ s13aH1 3 HUM PU3HKH.

Bci pa3oM 11i 3aX0/11 CTaHOBIATH PYTUHHI 3aX0IU 3 MiHIMI3allii pU3HKIB.

Ha nonmarok 10 mux 3aXofiB MOCTIHHO 30MPAETHCS Ta PETYISIPHO aHAI3Y€EThCS 1H(POPMAITiS TIPO
noOivHi peakuii, BkiIo4yaroun omiHKy PSUR (perynsipHo OHOBIIOBAaHOTO 3BITY 3 Oe€3MeKkH) Ta
JISITBHICTD 3 BUSIBJICHHSI CUTHAJIB 3 O€3MEeKH JIiKapchKoro 3acoly, abu, 3a moTpeOu, MoxkHa Oyio
3acTocyBaTy HeraiHi 3axonu. Lli 3axoau € pyTHHHOIO AiSUTBHICTIO 3 (papMaKOHATIIsy.



IILA Cnncoxk Ba)>XJIMBUX PU3HMKIB TA BiACYTHHOI iHpopMmamii

Baxxnusi pusuku s npenapary [ IiiepruHoBi Cyno3UTOpii TSt AOPOCIIUX, CYIO3UTOPIi peKTalIbHI 110
2100 Mr — 11€ pU3UKH, K1 MOTPEOYIOTH CTICIaAIBHOL JiSTILHOCTI 3 YIIPaBIIHHS HUMH TSI TTOJAJIBIIIOTO
JOCHIJKeHHs 00 MiHIMi3awii pu3uKy, a0u 1ei JikapchKuit 3acid Oysi0 6e3rmedHo 3aCTOCOBYBATH.
BaxxnuBi pu3uku OIS ThCA Ha 11eHTH()IKOBaHI Ta TOTCHITIHI.

InenTudikoBani pu3nkH — 11e pakTopu HeOe3neKu, MOo10 AKUX ICHYIOTh JOCTAaTHI CBIIYEHHS 3B’ A3KY
13 BUKOPUCTaHHSM Tipenapary [ JImeprHoBl Cymmo3UTOpii A JOPOCTUX, CyMO3UTOPii peKTalIbHI 10
2100 mr.

[ToTenmiliHi pu3uku — 1e (akTopu HEOE3NEKH, MO0 SIKUX 3B 30K 3 BUKOPHUCTAHHSM I[HOTO
JIKapChKOTo 3ac00y MOXIIMBUHN, BUXOAAYH 3 HASIBHUX JIaHUX, aJI€ TAKU 3B'I30K 11Ie HE BCTAHOBJICHUIH
1 morpebye momanbmioi oIiHkU. BiacytHs iHdopmariis crocyerbes iHdopmariii momo Oe3mexu
JIKapChKOTro 3aco0y, sika Ha JaHWH MOMEHT BiJACYTHS 1 Mae OyTtu 3i0paHa (HampUKIaa, 100
JIOBFOCTPOKOBOT'O 3aCTOCYBaHHS Tpenapary).

BaxxnuBi i1eHTH(iKOBaHI PUUKU - T'imepuyTtnuBicth
[MopymieHHs 3 00Ky KHIIIEYHUKA: KAIITKOBA
KpOBOTEUa
BaxnBi NoTeHLIHHI pU3UKH - Barituicts

BincyTtus indopmartis - -

I1.B Pe3roMe BasKJIMBHUX PU3HKIB
Indopmartis 3 6e3mexu y 3anpornoHoBaHii iHpopMallii mpo JiKapcbkuii 3aci0 BianoBigae iHpopmarii
pedepeHTHOTO JiKapChKOTro 3ac00y.

I1.C IlicasipeecTpauiiiHuii JiaH po3pooKu

II.C.1 [dochaimxeHHsi, TNpPOBeJeHHH fAKHUX € YMOBOK, BH3HAYEHOW Yy
peecTpaniiiHOMY MOCBiTYeHHI

JlocnikeHb, MPOBEICHHS IKUX € YMOBOIO, BU3HAYEHOIO Y peeCTpaliifHOMy IMOCBiAYEHH], 460
CrienialbHUM 3000B’sI3aHHSM 11010 TIpenapary [ miinepruHoB1 Cymo3UTOPii 7151 TOPOCTNX, CYTTO3UTOPIT
pextanbHi o 2100 Mr, HEMae.

I1.C.2 Ini gocaigxeHHs y micJasipeecTpaliiHoOMy IUIaHi po3po0Ku
Hemae Takux jpocimipkenb mogo npenapary [ JIIEPHHOBI CyMO3UTOPIl IS TOPOCIUX, CYHO3UTOPIil
pektanbHi o 2100 Mr, mpoBeeHHs SKUX OM BUMAraioch.
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