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Yactuna VI: Pe3rome miiany ynpasjliHHS pU3MKAMHA

PestoMe TiaHy yrpasiaiHHsa pusukamu mozo npenapary [JIIIIEPUHOBI CYTIO3UTOPII TIILUK
JUJIA MAJIYOKIB, cynosurtopii pektanbhi o 0,6 T mo 5 cymo3utopiiB y crpumi, o 1 crpumy y
KapTOHHIH KOpOoOIi.

Lle pe3tome muany ynpasiinas pusukamu (ITYP) s npenapary I'minepunoBi cymozutopii ['minuk
JUIE MaIOKiB, Cymo3utopii pextanpHi mo 0,6 . YV IIYP neranmizoBaHO Ba)JIMBI PH3UKHU 11010
npenapary [minepuHoBi cyno3uTtopii ['mmmk s MaiokiB, Cymo3uTopii pekTanbHi 1mo 0,6 T Ta,
OTKCAHO fK Il PU3UKH MOXKYTh OyTH MiHIMI30BaHi 1 IK MOXHa OTpuUMaTH OuiblIe iHpopMaii 1mo/10
pU3HKIB Ta HeBU3HaueHWX (akTopiB (BiACyTHS iH(opMalis) maaa mnpenapaty [ JinmepruHOBI
cyno3uTopii ['MiuK a7 MaokiB, cyno3uTopii pekraibHi mo 0,6 r.

Kopotka xapakTepuctrka jikapchbkoro 3aco0y InmimepuHOBI cymo3uTopii ['TiIWK aJis MaiokiB,
cyno3utopii pexranphi mo 0,6 r (KXJI3) ta [HcTpyKUis UIst MEIUYHOTO 3aCTOCYBAaHHS Ipenapary
HAJAI0Th OCHOBHY iH(MOpMAIlito I CHEIIaliCTIB y Taly31 OXOPOHH 3[I0POB’S Ta TMAII€HTIB 1010
TOTO, SIK CJIiJl 32CTOCOBYBATH Ipemnapar [ mirepuHoBi cyno3uTopii [ minuk 11 MaoKiB, Cymo3uTopii
pektanbHi mo 0,6 T.

Baxxnusi HOBI (hakTopu HeOe3nekn abo 3MiHM JI0 TTOTOYHOI Bepcii OyAyTh BKIIFOUEHI 0 OHOBJICHOTO
[TYP nnsa npenapaty ['ninepruHoBi cyno3utopii [ muk i1 MamoKiB, CyIo3uTOopii pektainbHi 1o 0,6 T.

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

['mineprHoBi cymozutopii [minmK 1y1st MaIioKiB, Cyno3uTopii pekTanbHi 1o 0,6 T, 3aCTOCOBYIOTh IS
CHUMIITOMAaTUYHOTO JIIKYBaHHS 3aI10piB.

Jlnst mBUAKOTO OYHMIEHHS TPSAMOIT KWUIIKKA (TArOTOBKA 10 €HAOCKOIIYHUX JOCTIIHKCHb MPSIMOi
KHIIIKH).

I1. Pu3uku, noB’s13aHi 3 JikapcbKUM 3aC000M Ta 3aX0/1H 11010 MiHIiMIi3amii 4yu
MOJAAJIbIIOI IeTadi3auii pU3UKIB

BaxnuBi pu3uku momo mpernapaty [ minepuHoBi cyno3uTopii ['TMIUK Ayis MalltoKiB, CYMO3HTOPIi
pextanpHi o 0,6 T, pa3oMm i3 3axogamMM IIOJ0 MiHIMi3alii TaKUX PU3UKIB Ta 3alPONOHOBAHUMH
JOCITIJDKEHHSAMH JIJTs OLIBIN JIETAIbHOTO BUBYCHHS PU3MKIB MpernapaTy [ IinepuHoBi Cymo3uTopii
I'miuk 115 MasroKiB, Cyno3uTopii pekrasnbHi o 0,6 r, BUKJIaZIEHO HUXKYE.

3axoau 3 MiHIMI3alli1 pU3UKIB, BA3ZHAYEHI JIS JIIKAPCHKUX 3aC001B, MOXKYTh BKJIIOYATH:

e CrnemianbHy iH(OpMaIio, Taky K MONEPEPKCHHS, 3aCTEPeXEHHS Ta PEKOMEHMAalii 00
MPaBUIILHOTO 3aCTOCYBaHHS, B [HCTpyKIii y1st MeuuaHOTO 3acTocyBanHs Ta KXJI3, mpusHaueHux st
NAIlI€HTIB Ta CHEIIaJICTIB y Tajly3i OXOPOHH 3710POB’s;

e BaxxniuBa iH(opMallisi Ha YIaKoBIIl JTIKAPCHKOTO 3aco0y;

e Jlo3BOJIEHUH PO3Mip YHAKOBKH — KUIBKICTh JIIKAPCHKOTO 3ac00y B YMAKOBII 00paHa TAKUM YHHOM,
abu 3a0e3MneunTy MpaBUIIbHE 3aCTOCYBaHHS Mpernapary;

e Kateropisi BIAIyCKy JIIKAPCHKOTO 3ac00y — METOJ] OTPUMaHHS JIIKApCHKOTo 3aco0y MalieHTOM
(To0TO, 3 260 O3 penenty), SKui MOXKe MIHIMI3yBaTH MOB’s3aHi 3 HUM PU3UKH.

Bci pa3om 111 3aX0/11 CTAaHOBJISITH PYTUHHI 3aX0H 3 MiHIMI3allii pU3HKIB.

Ha nonatok 1o nux 3aXofiB MOCTIHHO 30UPAETHCS Ta PETYISPHO aHATI3Y€EThCS 1H(GOPMAILTiS PO
no6iuHi peakii, Bkaoyatoun omiHky PSUR (perynspHo OHOBIIOBaHOTO 3BITY 3 O€3mekw) Ta
TiSUTBHICT 3 BUSIBIICHHS CUTHAJIB 3 O€3MeKH JiKapchkoro 3acoly, abu, 3a moTpedu, MokHa OyIo
3acTocyBaTH HeraitHi 3axoau. Li 3axoau € pyTHHHOIO AISUTHHICTIO 3 (hapMaKOHATIIsA Y.



II.A Cniucok Ba:KJIMBMX PU3HKIB Ta BiACYTHBHOI iHpopmanii

Baxnupi pusuku mis npenapaty [ minepuHoBi cymo3uTopii [Tk aiss MaitoKiB, CYIO3HTOPIT
pextanpHi o 0,6 T — 11e pU3KKH, SKi MOTPeOyIOTh CHeNiadbHOI TiSUTBHOCTI 3 YIPABIiHHSI HUMH IS
MOJAJIBIIIOTO JOCTIHKeHHS a00 MiHIMiIZalii pu3uKy, a0u meu Jikapcbkuil 3acid Oyno Oe3medHo
3aCTOCOBYBATH.

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

InenTudikoBani pu3nkH — 11 pakTopu HeOe3neKH, 010 AKUX ICHYIOTh JOCTAaTHI CBITYCHHS 3B’ A3KY
13 BUKOPUCTAaHHSAM TmpernapaTry [JinepuHoBl cymo3uTopii [JIIuK mis MajiokiB, CyHmO3UTOPIl
pexranpHi mo 0,6 .

[ToTenmilini pu3uku — 1e (akTopu HEOE3MEKH, MI0JI0 SIKUX 3B 30K 3 BUKOPHUCTAHHSM I[HOTO
JIKapChKOTO 3aC00Y MOMIIUBHIA, BUXO/SIUY 3 HASBHUX JAaHUX, aJie TAKUH 3B'S30K I1I€ HE BCTAHOBIICHUI
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 ineHTH(iKOBaHI PUUKU - T'imepuyTnueicth
- Tlopymenns 3 00Ky KUITKIBHUKA

BaxnuBi moTeHIiiHI pU3UKN - BingcytHi

Biacyrtas inpopmarrist - Bincyras

I1.B Pe3omMe BaJIMBUX PU3HKIB
[adopmaris 3 6e3nexn y 3anmponoHoBaHii iHdopmariii mpo JikapchKuii 3acid BignmoBigae iHbopmarlii
pedepeHTHOTO JIIKapChKOTo 3ac00y.

I1.C IlicnspeecTpauiiiHuii J1aH po3podKu

II.C.1  [dochaimxeHHsi, NpPOBeJeHHH fKHUX € YMOBOK, BH3HAYEHOW Yy
peecTpaniiiHOMY MOCBiTYeHHI

JlocnikeHb, MPOBEICHHS IKUX € YMOBOIO, BU3HAUEHOIO Y peeCTpaliifHOMy IMOCBiAYeHH], 460
CreliaIbHUM 3000B’sI3aHHAM 070 Tpenapary [JinmepuHoBi cymo3utopii [mnuk mjis Maiiokis,
cymno3uTopii pextanbHi o 0,6 T, HeMae.

I1.C.2 Inui gocaigxeHHs y micJasipeecTpaliiHoOMy IUIaHi po3po0Kku
Hemae Takux gociipKeHs o0 npenapaty [ ninepuHoBi cyno3uTopii I TiuK A1 MamioKiB, Cymo3uTopii
pektanbHi o 0,6 T, IpoBeneHHS SIKMX OW BUMAarajioch.
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