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Yactuna VI: Pe3rome miiany ynpasjliHHS pU3MKAMHA

Pestome mnany ympasiias pusukamu 1mono npenapaty TIOHEKC, tabnerku mo 8 wr, mo 14
TabneToK y OicTepi, mo 1 GiicTepy y KapTOHHIM KOpOOITi.

Le pestome mnany ynpasninas pusukamu (ITYP) nns npenapary Tionekc, Tabnerku no 8 mr. Y ITYP
JIETATI30BaHO BAXKJIMBI PU3UKU IIOAO Tpemnapary TioHeKc, TabjJeTKu mo § Mr Ta, ONMHMCAHO SK I
PU3UKH MOXYTh OyTH MiHIMI30BaHi 1 SIK MOXKHa OTpUMaTH Oinblie iH(OpMAIli MO0J0 PU3MKIB Ta
HeBH3HaYeHUX (PakTopiB (BiACYTHs 1HDOpMaIIis) s penapary TioHekce, TaOJIeTKH 1o § MT.
Koportka xapakrepucruka iikapcbkoro 3aco0y Tionekc, Tadbnerku no 8 mr (KXJI3) ta [HeTpyKitis st
MEIUYHOTO 3aCTOCYBaHHS Tperapary HagaloTh OCHOBHY 1H(OPMAIIIO JUIsl CHEIIaiCTIB y Tamys3i
OXOpOHHU 37I0pOB’S Ta MAlI€HTIB IIOJI0 TOTO, SIK CJIiJ] 3aCTOCOBYBaTH npenapat TioHekc, TabJIeTKH Mo
8 mr.

Baxxnusi HOBI (hakTopu HeOe3nekn abo 3MiHM JI0 TTOTOYHOI Bepcii OyAyTh BKIIFOUEHI 0 OHOBJICHOTO
[TYP nns npenapary TioHekc, TabmeTKu 1Mo 8 mr.

I. Jlikapchkuii 3aci0 Ta /151 40T0 BiH 32CTOCOBYETHCS
TioHekc, TabyeTku 1Mo 8 MI, Ma€ HACTYITHE INMOKa3aHHS: aJi FOBaHTHA Teparris OOJICHUX M’ SI30BHUX
KOHTPAKTYp Yy BUIIaJKaX TOCTPUX MATOJIOTiH XpeOTa y JOpOCIUX Ta MiJUIITKIB BIKOM Big 16 poKiB.

I1. Pu3uku, noB’si3aHi 3 JikapcbKUM 32C000M Ta 3aX0/1H 1010 MiHiMi3auii yu
MOJAAJIbIIOI IeTadi3anii pU3UKIB

BaxxnuBi pusuku o0 npenapary TioHeke, TabaeTku 1Mo 8 Mr, pa3oM 13 3aX0JaMu 100 MiHiMi3ail
TaKUX PU3HKIB Ta 3aIPONOHOBAHUMH JIOCIIDKEHHSIMH IJIsl OiBII JETATLHOTO BHUBYCHHS PU3UKIB
npenapary TioHeKkc, TaOJIETKH 10 8 MT, BUKJIAACHO HIDKYE.

3axo/u 3 MiHIMI3alli pU3MKiB, BU3HAYCHI JUIS JTIKAPChKUX 3aC00iB, MOXKYTh BKIIOUATH:

e CremianbHy iHGOpPMAaIliIO, TaKy SK TOMEPEIKEHHS, 3aCTEPSKCHHS Ta PEKOMEHMAIlli 00
MPAaBUIILHOTO 3aCTOCYBaHHs, B [HCTpyKIIii 1715 MeaundHOTO 3actocyBanHs Ta KXJI3, mpuzHadeHuX JIst
MAIi€HTIB Ta CIEMIATICTIB Y TaTy31 OXOPOHH 3JI0POB’ s

» BaxxnuBa iH(opMmartisi Ha yrmakoBIi JJiIKapchbKoro 3aco0y;

e Jlo3BonIeHU# pO3Mip YHAKOBKH — KUIBKICTh JIIKAPCHKOTO 3ac00y B yIakoBIll oOpaHa TaKUM YHHOM,
abu 3a0e3neynTH PaBUIIbHE 3aCTOCYBAHHS IIPEnapary;

e Kareropis BiAmycky JKapchbKOro 3aco0y — METOJ OTPUMAaHHS JIKapChKOTO 3aco0y MaIli€HTOM
(ToOTO, 3 200 6€3 perenTy), IKUil MOYKe MIHIMI3yBaTH OB’ s3aH1 3 HUM PU3HKH.

Bci pa3oM 11i 3ax0/11 CTaHOBIATH PYTUHHI 3aX0/IU 3 MiHIMI3allii pU3HKIB.

Ha nonmarok 10 mux 3aXofiB MOCTIHHO 30MPAETHCS Ta PETYISIPHO aHAI3Y€EThCS 1H(GOPMAITiS TIPO
noOivHi peakuii, Bkiovyaroun omiHKy PSUR (perynsipHO OHOBIIOBAaHOTO 3BITY 3 Oe€3MeKH) Ta
JISIIBHICT 3 BUSIBJICHHSI CUTHAJIB 3 O€3IMEeKH JIiKapchKoro 3acoly, abu, 3a moTpeOu, MoxkHa Oyiio
3acTocyBaTy HeraiHi 3axonu. Lli 3axou € pyTHHHOIO AiSUTBHICTIO 3 (papMaKoOHATIIs Y.

II.A Cniicok Ba:KJIMBHMX PU3HKIB Ta BiACYTHBHOI iHpopmanii

BaxuuBi pusuku s npemapary TioHekc, TaOneTKu Mo 8 MI — 1€ PH3UKH, SIKI MOTPEOYIOTH
CHeNiaIbHOT AISUTHHOCTI 3 YIIPABIIHHS HUMH JUIS TIOJJATBIIIOTO TOCIIDKEHHS a00 MiHIMI3aIlll pU3UKY,
abu 1eit Jikapcbkuii 3aci6 0ys0 6e3MeYHO 3aCTOCOBYBATH.

BaxxnuBi pu3uku OIS THCS Ha 11eHTH()IKOBaHI Ta TOTCHITIHI.



InenTudikoBani pu3uku — 11e paxTopu HEOE3NMEKH, I0/I0 AKUX ICHYIOTh JOCTAaTHI CBIIUYCHHS 3B’ 3Ky
13 BUKOpUCTaHHAM Tpenapaty TioHekc, TabIeTKu 1o 8 mr.

[ToTenmiliHi pu3uku — 1e (akTopu HEOE3MEKH, MI0JI0 SIKUX 3B’S30K 3 BUKOPHUCTAHHSM I[HOTO
JIKapChKOTO 3aC00Y MOMIIUBHIA, BUXO/SIUY 3 HASBHUX JAHUX, aJie TAKWH 3B'S30K I1Ie HE BCTAHOBIICHUI
1 morpeOye momanbmioi oIiHkU. BiacytHs iHdopmartis crocyerbes iH(opmariii momo Oe3mexu
JIKapChKOTo 3aco0y, sika Ha JaHUH MOMEHT BiJACYTHS 1 Mae OyTtu 3i0paHa (HampUKIaa, 100
JIOBFOCTPOKOBOT'O 3aCTOCYBaHHS Tpenapary).

Baxusi i1eHTH(IKOBaHI PU3HKH - Tepatorennicte (0a3yerbcsi Ha  JIOKJIIHIYHHX
JAHUX )
- Cynomn

BaxxnuBi moTeHIiiHI pU3UKH - Kanneporennicte (6a3yeTbcsi Ha JTOKJITIHIYHUX]
JTAHUX )

- Tlopymenns hbepTUIBLHOCTI Y YOJOBIKIB
- 3acrocyBaHHs HE 3a TIOKa3aHHSIMHU

BincyTtus indopmartis - 3acrocyBaHHs IiTSAM BiKOM 10 16 pokiB
- Bzaemogis 3 iHIIMMH JiKapChKUMU 3aC00aMu

I1.B Pe3oMe BaxJIMBUX PU3HMKIB
Indopmartis 3 6e3mexu y 3anpornoHoBaHii iHpopMallii mpo JiKapchKuii 3aci0 Bianosigae iHpopmarii
pedepeHTHOTrO JiKapChKOTro 3ac00y.

I1.C IlicasipeecTpauiiiHuii JiaH po3pooKu

II.C.1 [docuaigkeHHsi, TpPOBeJdeHHS SIKHX € YMOBOI, BH3HAYEHOK Yy
peecTpamiiHOMY MOCBiTYEHHI

JlocikeHb, TPOBEICHHS SIKUX € YMOBOIO, BU3HAYCHOIO Y PEECTPAIITHOMY MTOCBITYEHH1, 00
crieniaJbHUM 3000B’sI3aHHAM 1110710 npenapary TioHekc, TabiaeTku 1o § Mr, HeMae.

I1.C.2 Inui gocaigxeHHs y micJasipeecTpaniiHoOMy IUIaHi po3po0Ku
Hemae takux nocmijpkeHp monao mpemnapaty TioHekc, TaOneTkd mo 8§ Mr, IMpOBEIEHHsS SKUX Ou
BUMArajoch.
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