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PE3IOME IIVIAHY YIIPABJIIHHA PUBNUKAMMU

HEJICTA® BIJ{ BOJIIO B I'OPJII
JbOASTHUKH 110 8,75 Mr, o 12 1boasAHUKIB y OJticTepi, mo 1 daicrepy y nmaumi

Mixcuapoona nenamenmosana nazea: Qnypoinpogen

Ile pe3rome TUTaHy yOpaBIiHHS pU3UKaMH i Jikapcbkoro 3aco0y Lesicta® Bin 6010 B ropui,
JbOJASHUKHU 10 8,75 mr.

VY naHomy miiaHi yrnpaBiliHHS pU3UKaMH HaBEeIEHO 1H(OPMALiI0 PO BAXKIUBI PU3UKH, OB’ sA3aHI 13
3aCTOCYBaHHSIM JIIKAPCHKOTO 3ac00y, 3aXO0JM II0A0 MiHIMI3allil IUX PU3HKIB, a TAKOXK IPO T, 5K
OyIe OTpUMaHO JOAATKOBI JlaHl IIOAO PHU3UKIB Ta HEBU3HAYeHOCTEH (BiACYTHBOI iH(opmarii),
OB’ SI3aHUX 13 3aCTOCYBAHHSIM IIHOTO JIIKAPCHKOTO 3aC00Y.

3axoou 3 ynpaeninmsa pusukamu BKIIOYAIOTH PYTHHHI 3aX0oad 3 (apMakOHArIsAAy, Taki sK
MOHITOPUHT IMOBIIOMIIEHb PO MOOIYHI peakiii, aHaii3 CUTHaNIB O€3MeKH, MiATOTOBKA PETyISPHO
OHOBJIIOBAHUX 3BITIB 3 0O€3MEKH Ta OHOBJICHHS IHCTPYKLIi JUIsi MEJUYHOTO 3aCTOCYyBaHHS, Yy pasi
HEeOoOX1IHOCTI.

JlogaTkoBUX 3aX0JiB 3 MiHIMi3amii pHU3HUKiB Hapa3i He epeadavyeHo.

KopoTka xapakTepucTHKa JIIKapChKOro 3aco0y Ta IHCTPYKIlS JUISI MEIMYHOTO 3aCTOCYBaHHS
MICTATh Ba)JIMBY iH(oOpMaliio A MEAUYHUX MPAIIBHUKIB 1 MAIiE€HTIB IIOAO MPaBHIBHOTO
3acToCcyBaHHs Jikapchkoro 3aco0y IeaicTa® Bin 60110 B ropJi, 1boaaHuKky no 8,75 mr.

[e pe3tome TuTaHy yIpaBiIiHHS pU3UKaMU Oy/ie OHOBIIIOBATHUCS Y pa3l MOSIBU HOBUX CYTTEBHX JAHUX
no10 mpodinro Oe3neKu JTiKapchkoro 3aco0y. Bakmuei HOBI mpoOieMu abo 3MiHHM /10 HasBHUX
PHU3UKIB OyAyTh BiI0OpakeH1 y BiAMOBITHUX OHOBJICHHSX IUIAHY YIPABIIHHS PU3HKAMU.

I Jlikapcbkuii 3aci0 Ta ii0ro npu3HaYeHHs

Hexicra® Bix 6010 B ropJii, aboassHuku no 8,75 Mr 3apeecTpoBaHUil /Uil KOPOTKOTPUBAJIOTO
CUMIITOMaTUYHOI'O MOJIETTLIEHHS OO0 B TOPJIl Y JOPOCIUX Ta AiTel BIKOM BiJ 12 poKiB.

[Ipenapar mictuTh (aypOinpodeH [k Jirody peuoBHHY Ta 3aCTOCOBYETHCS MEPOpaibHO y (hopMi

JILOJISTHUKIB I10 8,75 MT.

I1. Pu3uku, moB’si3aHi 3 JikapcbKkuM 3aco000M, Ta 3aX0M AJI4 iX MiHiMi3anii a00 mogaabIIOro
BHBYCHHS

Hwxue HaBeZJeHO BaXXIIMBI PU3MKH, OB’ A3aHi 13 3acTocyBaHHIM npenapary Leaicta® Bin 60110 B
ropJii, JJbOJASIHUKHU M0 8,75 Mr, a Takox 3aX0/I{ 1100 iX MIHIMI3allii Ta 3aIlJIaHOBaH1 JTOCIIIKEHHS
JUISL OTPUMAaHHS JOJaTKOBOI 1H(OopMalii 1010 IUX PU3HKIB.

3axou U1 MiHIMi3allil pU3KKiB, BU3HAYEHUX IS JIIKAPCHKUX 3aC001B, MOXKYTh BKJIIOUATH:
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. iHpopMalio B IHCTPYKIII JUIsI MEAMYHOTO 3aCTOCYBAaHHS JIIKAPCHKOTO 3aco0y, 30KpemMa
MOTIEPEPKEHHS, 3aCTEPEIKEHHS Ta PEKOMEH Iallii 010 MPaBUIBHOTO 3aCTOCYBAHHS;

. MapKyBaHHs BTOPMHHOI Ta MEPBUHHOI YMAaKOBKH, 13 3a3HAYEHHSM JIKapchbkoi ¢opmu,
J03yBaHHS, YMOB 30€piraHHs Ta 1HIIOI BaKIUBOI iH(OpMaIlii 1yst 6e31meYHOro 3aCTOCYBaHHS;

. HaJIe)KHE TaKyBaHHS, 10 BiANOBiAAa€ KypCOBIM /1031, IO B CBOIO YEpry, MiHIMI3y€e pU3UK
MTOMMJIKH TIPH 3aCTOCYBaHHI.

VYci BuIe3a3HaueHi 3aX0AH € YaCTHHOK PYTUHHHX 3aXO0JIiB 3 MiHIMIi3aIlil pU3HUKIB.

Kpim Toro, iHdopmariiss mpo moOiuHI peakiii 30MpaeThCs Ha IMOCTIHHIA OCHOBI Ta PETyJSPHO
aHaJI3y€eThCs, 30KpEMa Yepe3 OLIHKY PeryJsipHO OHOBIIFOBAHUX 3BITIB 3 O€3MEKH.

SAxmo BaxiuBa iH(opMmaris, sSKa MOXE BIUIMHYTH Ha O€3MeYHe 3acTOCYyBaHHS IIperapary
Hexaicra® Bix 6010 B ropJi, 1boassHuKU 1o 8,75 Mr, Hapa3i BiJICYyTHS, BOHA HaBe/IeHA HIDKYE B

PO3ALIL «BIACYTHS 1HPOpMAITiSN.

IL.A. Ilepenik Ba:kJIMBHX PU3UKIB Ta BiACYTHbOI iHGopManii

Baxxmsi pusuku sikapebkoro 3aco0y Llesicta® Bix 60110 B ropJii, JboaaHuKH 1o 8,75 Mr — 11e
TaKl pU3HKH, sIKI TOTPEOYIOTH CIEialbHUX 3aXO0JIB 3 YIPAaBIIHHS PU3UKAMH, CIIPSIMOBAHHUX Ha iX
nojasbllle BUBYEHHS a0o0 MiHIMI3aIil0 I TOro, Ho0 mpemapar MoXHa Oyno Oe3neyHo
3aCTOCOBYBATH.

BaxxnuBi pu3MKu NOAUISIFOTHCS HA 11€HTU(IKOBAHI Ta MOTEHIIIHHI:

. InenTudikoBani pu3nku — e HebakaHi eeKTH, A SIKUX ICHYye JOCTAaTHIN J0Ka3 3B’A3KY
13 3acrocyBanHsM mnpenapaty Lleaicra® Bin 60110 B ropJii, JboasiHuku no 8,75 mr.

. [ToTeHiiHi pU3NKKA — 1€ PU3HMKH, MO0 SIKUX TEepen0adacThCsi MOXKIUBHUHU 3B’A30K 13
3aCTOCYBaHHSIM JIIKApChKOTO 3aco0y Ha TiJICTaBl HAsABHUX JaHUX, MPOTE II€H 3B’S30K IIe HE
JoBelleHu# 1 moTpelye MoAaIbIIOl OIIHKH.

. BincytHs iHGopManis — 1e Ti aclekTH npodisito Oe3neku mnpemnapary, o0 SKUX Hapasi
Opakye AaHUX, 1 111 JaH1 He0OX1THO OTpUMATH (HAIIPUKJIIAJ, 111010 TPUBAJIOTO 3aCTOCYBaHHS, IEBHUX

rpyH Mali€HTIB TOIIO).

OcHoBHI npodemu 0e3nexn

Basxcnuei ioenmugpixkoeani

e Biacyrni
pu3uKu
Basicnuei nomeHuiiHi

e BiacytHi
pu3uKu
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Biocymnsa ingpopmauin e Biacyrus

I1.B Pe3ioMe BasKJIMBUX PU3HKIB

Indopmaris 3 O6e3nexu B 3ampornoHoBaHiil iHpopmauii nmpo JI3 Hemicta® Bix 6o B rop.i,

JIbOASTHUKU 10 8,75 Mr y3ro/pkeHa 3 peepeHTHUM J1KapChbKUM 3ac000M.

I1.C Ilian micasipeecTpaniiHOr0 pO3BUTKY

II.C.1 JocaigxeHHsl, IKi € YMOBAMHU Pe€CTPALIHOIO NOCBIA4YeHHA

BincyTHi mocnmipkeHHS, SKi € yMmMOBaMH peectpamii a0o cHemiadbHUMH 3000B’SI3aHHIMH IS

npenapary Hesaicra® Bin 00110 B ropJi, Jb0asiHUKH 110 8,75 mr.

II.C.2 Inmi goc/aizKkeHHs y paMKax MicJIsApeecTPaliiHOro mJIaHy poO3BUTKY

BincyTtHi mocnimkenHs, HeoOXinHi s npenapary Lemicta® Bin 6o.a10 B ropJi, Ib0AAHUKH 10

8,75 Mr y paMkax micisipeecTpaliiHOro miaHy po3BUTKY.




