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PE3IOME IIVIAHY YIIPABJITHHA PUBUKAMMU JJIA JIKAPCBKOI'O 3ACOBY

L-TUPOKCHH 100 BEPJIIH-XEMI,
Ta0JeTku mo 100 Mkr

(MHH: j1eBOTHPOKCHH HATPi10)

Le pestome 1utany ynpasiiaas pusukamu (ITYP) ans nikapeskoro 3aco0y L-Tupokcun 100 bepmin-
Xewmi. B ITYP neranpHO onucaHi BaXXJIMB1 pU3HKHU 1A JTiKapchkoro 3aco0y L-Tupokcun 100 bepmin-
XeMmi, SIKUM YMHOM IIi PU3MKH MOXYTh OyTH MiHIMi30BaHI Ta CIOCOOM OTPHUMAaHHS IOJAaTKOBOI
iH(OopMaItii mpo pU3HKHU IILOTO JIKAPCHKOT0 3ac00y Ta HEBU3HAYECHOCTI (BiICYyTHS 1H(OpMaItis).

KopoTka xapaktepuctuka jnikapcbkoro 3aco0y (KXJI3) Ta iHCTpyKIii 111 MEIUIHOTO 3aCTOCYBAHHS
(IM3) mnikapcbkoro 3acody L-Tupokcun 100 bepnin-Xemi, HamgarOTh BaXIHBY 1HGOpMAIIiLO,
HEOOXI1JIHy CHeIiagicTaM CUCTEMH OXOPOHHM 370POB’sI Ta MAIlEHTaM I HOTO HAJIEKHOTO.

BaxxnuBi HOBI mpobsieMu abo 3MiHU 70 MOTOYHUX OyAyTh BKJIOUYEHI B oHOBIEHI pemakitii [TYP L-
Tupoxcun 100 bepnin-Xewmi.

I.  Jlikapcekmii 3aci0 Ta MeTa HOro 3aCTOCYBaHHS

L-Tupokcun 100 bepnin-Xemi npu3HadeHUH 151 3aCTOCYBaHHS 3a TAKWUMH ITOKa3aHHSIMH:

* 3aMicHa Teparisi THPEeOiTHUMU TOPMOHAMH IIPHU T1IMOTUPE03i Oy 1b-SIKOi eTi0Noril

* IIpodinakTrka penuauBy 300a MIiCHs pe3eKIlii 300a 3 eyTUPEOiTHUM CTaHOM (DYHKIIIT IIUTOBUTHOT
3aJ031

» JloOposikicHuMiA 300 3 €yTUPEOITHUM CTaHOM (PYHKITIT IIIUTOBHUIHOT 3271031

 JlonoMmixHuU# 3aci0 Ui TAPEOCTATUYHOI Tepaii rinepTHpeo3y Micis JOCITHEHHS €yTHPEOiJHOTO
(YHKIIIOHATIBHOTO CTaHY

» CympecuBHa Ta 3aMiCHA Tepartisi TPy paKy IMUTOBUIHOT 371031, 31€0UIBIIOTO MiCIs THPEOTAEKTOMIT
* Sk miarHOCTWYHMI 3aci0 MpU MPOBEICHHI TECTY TUPEOiMHOI Cympecii

(moBHUMI mepernik MoKa3aHb N0 3acTocyBaHHA Mictuthes y IM3). Jlikapcekuii 3aci® MICTHTH
JIEBOTUPOKCUH HATPIIO K IF0YY PEYOBHUHY 1 3aCTOCOBYETHCS Y BUTJISA/II TAOJIETOK.

II. Pusuxm, noB'sizaHi 3 JikapcbKUM 3ac000M, 3aX01H 3 MiHIMi3anil pU3UKIB Ta MOAAJbIION
XapaKTePUCTUKU PU3UKIB

BaxxnuBi pusuku s stikapebkoro 3aco0y L-Tupoxcun 100 Bepnin-Xewmi, pazom i3 3axomamu Jyist
MiHIMi3aIlli TaKMX PHU3UKIB, a TAaKOX 3aIllPOIIOHOBAHI JOCTIIKEHHS 3 METOI TJIMOIIOTO BUBYEHHS
TaKUX PU3MKIB HAaBE/IECH]I HUXKYE.

3axoau A MiHIMI3aIl1 pU3UKIB 3aCTOCYBaHHS JIIKAPCHKUX 3aC001B BKIIFOYAIOTh:

* BusHaueny iHQopMmaliio, HanpuKIa[g MONEpe/PKEHHs, 3amoOKHI 3axX0qu Ta TOpagd LI0A0
MPaBUJILHOTO BUKOPHCTAHHS B 1HCTPYKIII I MEIUYHOTO 3aCTOCYBaHHS JIIKapChKOro 3acoly /
KOPOTKIii XapaKTepHCTHIIl JIKapChKOro 3aco0y, apecoBaHi MalieHTaM 1 MEAUYHUM TPAIliBHUKAM;

* BaxumBi mopaau Ha MapKyBaHHI YITAaKOBKH JIIKApCHKOTO 3ac00y;

* Po3mip ynakoBKM, HampUKJIaJI: KUIBKICTh KalCyJl B YIAKOBII BHOpaHO TaKUM YHHOM, II00
rapaHTyBaTH, 110 JIIKK OyAyTh BUKOPUCTaH1 IPABUIIBHO;

* IIpaBoBmii cTaTyc JNIiKapchbKOro 3aco0y — KaTeropis BIAMYCKY JKapChKOro 3aco0y MAalli€HTy
(mampukitaz, 3 abo 6e3 perenTa) MoKe JOIOMOTTH MiHIMI3yBaTH MOTO PU3UKH.

Beci 111 3aX0/111 pa30M CTAHOBIISATE PYMUHHE 3AX00U 3 MIHIMI3ayii pU3UKI6.

OKpiM IIUX 3aXOJdIB MOCTIHHO 30MPAETHCS Ta PETYJSIPHO aHAI3YEThCs 1HGOpMAIisl Tpo HebakaHi
peaxiiii, BKIIFOUHO 3 OIIHKOI0 PeryisipHo OHOBIIOBAHOTO 3BITY 3 Oe3meku Jikapchkux 3aco6iB(PO3b),
1100 3a HEOOX1AHOCTI HETaHO BXKUTH BIIMOBITHUX 3ax0/iB. L1l 3aX0/11 CTaHOBIATH PYTHHHI 3aX0IH
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bapmakoHarsiy.

ILA. Tlepeik BaxJIMBUX PU3UKIB Ta BiICyTHHOI iHGopmamii
BaxuuBi pusuku s sikapeskoro 3aco0y L-Tupokcun 100 bepmin-Xemi - 1e pusukH, sKi
MoTpeOyIOTh CHeIiaTbHUX 3aXOJIB 3 YHPABMIHHSA PHU3UKAMU JUIsl TIOJAJBIIOr0 BUBUYEHHS abo
MiHiMi3alil pu3uKy, 00 JiKapchKuil 3aci0 MoxHa Oyno Ge3nedHo mpuiMaTH. BakIuBi pu3uKu
MOKHa PO3IIHIOBATH 5K 1IeHTU(]IKOBaHI a00 MOTEeHIIHHI. [neHTrdiKOBaH1 pU3HKHU - 1€ TTPoOIeMHU,
JUISL IKMX € TOCTaTHI JI0Ka3M 3B'sI3KY 13 3aCTOCYBaHHM JlikapchKoro 3aco0y L-Tupokcun 100 bepain-
Xewmi. [loTeHiiHI pU3UKHU - 1€ TPOOJIEMH, IS STKMX MOXKJIMBHH 3B'S30K 13 3aCTOCYBaHHSIM ITUX
TKapChKUX 3aC00IB HA OCHOBI HAsIBHUX JIaHUX, ajie IIeH 3B'30K Ie HE € BCTAHOBIIEHUM 1 OTpelye
MoAAIIbINO1 OIiHKK. BincyTHs iHdopmaliis — 1ie iHopmaris 3 Oe3MeKu JTiKapchKoro 3acody, ska
3apas3 BIJICYTHS 1 moTpeOye 30upaHHs (HapUKIIal, 1aHi I[0J0 TPUBAJIOTO 3aCTOCYBAHHS JIIKAPCHKOTO
3aco0y);

IlepeJsik Ba:xKJIMBHUX PU3MKIB Ta BiICYyTHBOI iH(opmanii

Baxnusi ineatudikoBani | CyauHHMIA KOJANC Y HETOHOIICHINX HOBOHAPOHKCHUX
PU3UKH
Baxxnusi noreHIiiini Jucbananc TOPMOHIB IIMTOBHUIHOI 3aJl03M, CHPUYUHEHHMA
pU3UKH NIEPEX0/I0M 3 OJTHOTO Tpenapary, 10 MiCTHTb JICBOTUPOKCHH, Ha
IHIIMK  (BKIIIOYHO 3 HOBOIO ()OPMOIO BHUIYCKY, HOBUM
MapKyBaHHsIM a00 HOBHMH yMOBaMH 30€piraHHs TOI'O CaMoOro
npenapary)

BiacyTtHs iHpopMmalris Biacythi

IL.B. Pe3roMe Ba:kJIMBHUX PU3UKIB
Baxusi inenTndikoBani pusuku
CyAuHHHI KOJIAIIC Y HeJOHOIEHNX HOBOHAPOIAKEHUX

Jlokasu 3B's13Ky PU3HKY 13 KoHcynbTallis KOMIIETEHTHOTO OpPTaHy
JTIKapChKUM 3ac000M (PSUSA/00001860/201901)
Menuyna nitepaTypa
®axkTopu pU3MKY Ta IPyNH Henonomieni HoBoHapoxkeHi. Jlyke HU3bKa Maca Tijla Ipu
[97371:9% HapopreHHi (<1 500 r)

3axo/u 3 MiHIMI3awii pu3uKiB | PYTHHHI 3aX0/11 3 MiHiIMi3allii pU3HKIiB:

Po3zoin IM3 «Ilobiuni peaxyii»

Po30in IM3 «Ocobrusocmi 3acmocy8antsy, y aKOMY HAOAHO
pexkomeHOayii w000  MOHIMOPUHSY — 2eMOOUHAMIYHUX
NOKA3HUKIE

Jluwe 3a peyenmom nixaps

JonaTkoBi 3axoau 3 MiHiMizaii pusukiB: Hemae

BaximBi moreHuiiiHi pusuKu

JAucbdananc ropMOHIB IIUTOBHU/IHOI 32J103M, CHPUYHHEHUH IepPexXo/10M 3 OTHOT0
npenapary, o MiCTHTb JIeBOTHPOKCHH, HA iHIIMI (BKJIIOYHO i3 HOBOIO (hopMOIO
BHIIYCKY, HOBUM MapKYBaHHSIM 200 HOBUMH YMOBaMH 30epiraHHs TOro caMoro
npenapary)

Jlokasu 3B'sI3Ky pU3HUKY i3 KoHcynpralliss KOMIIETEHTHOTO OpraHy
3aCTOCYBaHHSM JIIKaPChKOTO .
MenuuHna niteparypa
3aco0y
dakTopH pU3HKY Ta Ipymnu [lepexin 3 oHOTO Mpemnapary, Mo MiCTUTh JIEBOTUPOKCHH, Ha
PU3HKY THIIHIA
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3axoau 3 MiHIMI3aIli1 pU3UKIB

PyTuHHI 3aX0111 3 MiHIMI3aIIi1 pU3UKIB:

Po30in IM3 «Ocobausocmi 3acmocy8anusny, y AKOMY HAOAHO
peKomeHOayii wWooo pemenbHO20 MOHIMOPUHZSY, GKIIOUHO 3
KMIHIYHUM — ©  OIONO2IYHUM —~ MOHIMOPUH2OM — NPOMS2OM
nepexionozo nepiooy

Jluwe 3a peyenmom nikaps

JlomaTkoBi 3ax0/1u 3 MiHIMI3aIlli PU3HKIiB:

Ingpopmayitine nogioomnenus 0Jisk MEOUYHUX NPAYIBHUKIB
(DHPC)

Ingpopmayitinui aucmox nayicuma (PIS)

BincyTns indgopmanis
Hemae

I1I.C. Ilnan micasipeecTpaniifHOr0 pO3BUTKY

II.C.1 Jlocnioscenns, wo € yM0OBOH OMPUMAHHA PEECMPAYIUHO20 NOCEIOYEHHS

BiacyTHi mocmimKkeHHs, SKi € yMOBaMH JIJIs OTPUMAaHHSI PEECTPAIifHOTO TOCBIAYeHHS a00
0c00IMBHM 3000B's13aHHAM JUIs JiKapcbkoro 3aco0y L-Tupoxcun 100 bepuin-Xewmi.

11.C.2 [Hwi 0ocniodicenus y niaui niciapeecmpayiitnoco po3eumKy
BiacyTHi BUMOTH 110,10 POBEICHHS TOCIIIIKEHB JiKapchkoro 3aco0y L-Tupokcun 100 bepiin-

Xemi.
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