MnaH ynpaBniHHA pU3nKamm BAT «l'egeoH Pixtep»
KBAMATE/1®, TabneTku, BKpUTi NAiBKOBOO 060/10HKOW, Mo 20 mr

KBAMATE/1®, TabneTku, BKpUTi NAiBKOBOIO 060/10HKOW, Mo 40 mr

KBAMATE/®, niodinizat ana po3unHy ans iH’ ekuini no 20 mr

Bepcia 0.1 Big 16.12.2019

Pe3ome mu1any ynpaBJ/iiHHSI pU3HKAMH

JJISL JIIKAPCbhKOTO 3aC00y
KBAMATEJI®, Ta0/ieTKH, BKPUTI ILIiBKOBOIO 000J10HK010, 10 40 Mr

VY mnani ynpasminas puszukamu (ITYP) Bu3HaueHi BakJIMBI PU3UKH, OB ’s3aHI 13 3aCTOCYBAaHHSIM
nikapcekoro 3aco0y Ksamaten®, TabneTku, BKPUTI IUTIBKOBOIO 000710HKO0, 1o 40 Mr, 3acobu ix
MiHIMi3alil Ta OTPUMaHHS JOJATKOBOI iH(oOpMaIii Npo pPHU3MKH Ta HEBH3HAYEHOCTI 100
JKapChKOTO 3ac00y (BimcyTHs iHpOpMaItis).

Y KOpoTkiii XapakTepucTHii Jikapcekoro 3acoby (KXJI3) Tta iHCTpykmii isi MEIUYHOTO
3acTOCyBaHHA Jikapchkoro 3aco0y (IM3) Kpamaren®, TabneTku, BKPHTI IUTIBKOBOIO OGONOHKOIO,
no 40 Mr mpencTaBlieHO OCHOBHY i1H(OpMAIIO A MEIUYHUX TMPAIiBHUKIB 1 MAI€HTIB II0A0
HaJIS)KHOTO 3aCTOCYBAHHS I[LOTO JIIKAPCHKOTO 3ac0o0y.

Baxnui HOBI mpobnemu 6e3mexu Ta/abo 3MiHU 10 TOTOYHOI iH(popMallii 3 6e3rmeku Oyae BKIFOYEHO
1o oHopieHoro IIVP mus njikapchkoro 3aco0y Ksamaren®, Ta6neTkm, BKPHTI IUTIBKOBOIO
000JI0HKOI0, 110 40 MT.

I. Jlikapcbkuii 3aci0 Ta iforo 3acToCyBaHHS

Jlixapchbkuit 3aci6 KamaTen®, TabneTku, BKPUTI MITIBKOBOIO 000I0HKOI0, 10 40 MT 3apeecTpoBaHHiA
JUTSI 3aCTOCYBaHHS 32 TaKUMHU TMOKa3aHHSAMHU: TOOpOSKiCHA BUpa3Ka MUTYHKY, NMENTHYHA BHpa3Ka
JIBAHAIIATHIIAION KHWIIKA, CTaHW TiNepcekpenii, Taki 5K cuHIpoM 3oJuriHrepa-Emmicona,
ractpoe3odareanpbHa peduIIoKCHa XBopoOa, 3amoOiraHHs acmipainii KHCIOro BMICTY UHUTYHKY
(cuaapomy MeHaenpCOHa) MpU MPOBEICHH] 3arajibHO1 aHecTe3ii (MMOBHUM MepeNTiK MOKa3aHb JIUB. Y
KXJI3 ta IM3).

Jlixapcekuit 3aci6 KamaTen®, TabneTky, BKPUTI TTiBKOBOIO 000NOHKOIO, O 40 MT MiCTHTB Jil0uy
peuoBHHY (PaMOTHIUH 1 MPU3HAYCHUH TS IEPOPATIBHOTO IPUIOMY.

II. Pusuxu, noB's3aHi 3 JiKapcbKuM 3ac000M Ta 3ax0Au 3 MiHiMi3auii a0do
MOAAJIBIIOI XaPAKTEPUCTUKH PU3UKIB

BaxxnuBi pu3MKH, MOB’SI3aHi i3 3aCTOCYBaHHAM JiKapchkoro 3acoby Ksamaten®, TabneTkn, BKPUTI
TUTIBKOBOIO 000JIOHKOFO, 10 40 Mr, 3axo/ay 3 MiHIMI3alil TaKUX PHU3UKIB 1 MPOMOHOBAHI MOJANBIIII
JIOCITIHKCHHSI PU3HKIB, TIOB'SI3aHUX 3 JIIKAPCHKUM 3aC000M, HABEJCHO HIKYE.

3axogamMu 3 MiHiMi3alii 11eHTH(IKOBAHUX PHU3UKIB, IMOB’A3aHUX 13 3aCTOCYBaHHAM JIKApPCHKUX
3ac001B, MOXKYTh OyTH:
* OcobOmuBa iHdopmarlis, Taka SK 3aCTEPEKCHHS Ta PEKOMEHJAIlli MO0 HAaJIEKHOTO
3actocyBanHs y IM3 ta KXJI3, mo nmpu3HaueHi Jyisl MaIieHTiB, JTiKapiB Ta (hapMalieBTiB;
*  BaxumBi pekoMeHalii mo/10 nakyBaHHA JIKapChKOTO 3aco0y;
* 3apeectpoBaHa ¢opMa BUITYCKY — KUIBKICTh I030BAaHUX OJWHHIIL YIIAKOBKH PO3POOJICHO
TaKUM YUHOM, 11100 320€3MeUnTH KOPEKTHE 3aCTOCYBAaHHS JTIKaPChKOTO 3ac00y;
» Kareropist BiAMycKy JIKapchKOro 3aco0y — Iie crmoci® HaJaHHS JKapChKOro 3acoly
MaIieHToBi (3a perentom abo 6e3), MOXKe JOMOMOITH MiHIMI3yBaTH PU3UKH.
Pa3zom 1 3aX0/11 CTAHOBJIATE PYMUHHI 3AX00U 3 MIHIMI3ayii pusuxie

JlonatkoBo 10 IMX 3aXOAiB, Ha IMOCTIHHINA Ta peryispHiii OCHOBI 30MpaeThCS Ta aHAI3Ye€THCS
iHpopMarlis moA0 MOOIYHMX peakiliii, BKIOYHO 3 OI[IHKOI PEryJspHO OHOBJIIOBAHOTO 3BITY 3
oesneku (PO3bB); Takum 9rHOM, Y pa3i HEOOXiTHOCTI Oyle BKHUTO HeraHux 3axomiB. Lli 3axomu €
CKJIQJIOBOIO pYMUHHOI QisIbHOCMI 3 (hapmaKoHazisnody.



11.A Ilepenik eaxcnueux puzukie ma eiocymuvoi inghopmauii

BaxnuBi pusuKM, MOB’A3aHi 3 JiKapchbkuM 3aco0om Ksamaten®, TaGneTku, BKPUTI ITIBKOBOIO
000J10HKOI0, TI0 40 MI — 1€ PHU3HKH, AKi MOTPEOYIOTh CIEMiaIbHUX 3aXOJIB 13 yNpaBIIiHHSI HUMHU
JUISL TIOJAJIBIIOTO JIOCHIHKeHHS a0o MiHIMi3alli pU3MKy 3 METOI Oe3MeYHOro 3aCTOCYBAaHHSA
JKapCchKOTO 3ac0o0y. BakimBi pH3WMKKM MOXKHA BBAKATH 1IEHTU(IKOBAHUMHU a00 TOTCHI[IHHUMH.
InentudikoBani pu3MKu — 1€ MpoOIeMu Oe3MeKH, A AKUX ICHYE TOCTaTHHO JO0KAa3iB 3B’S3KY 13
3aCTOCYBaHHAM Jikapchkoro 3aco0y Ksamaten®, TabneTku, BKPUTI IUTiBKOBOIO 000JIOHKO0, 110 40
mr. [ToTeHIiitHi pu3nku — 11e MpoOIIeMHu OE3MeKH, s AKX MOXKIIUBHUI 3B’ S130K 13 BUKOPUCTAHHSIM
IILOTO JIIKAPCHKOTO 3acC00y Ha OCHOBI HasBHUX JIaHUX, aje Iei 3B’ 530K Ie He OyB BCTAHOBJICHUH i
notpebye mofanbiioi oOuiHkW. BimcyTHs iHbopMalis cTocyeThes 1HopMmamii 3 Oe3neku
JKapChKOTO 3ac00y, IO BIJICYTHS HA 1€ MOMEHT Ta SIKy HEOOXiqHO 310paT (HampuKiam, TPUBAIC
3aCTOCYBaHHS JIKapChKOTO 3ac00Y).

IlepeJik BaXJIMBUX PU3UKIB Ta BiACYTHBOI iHGopMmamii

Baxumsi ineHTHdiKOBaHI
PH3HKH

#1. TlopymeHHS 3AaTHOCTI KepyBaTH aBTOTPAHCIOPTOM abo
YIPaBJIATH 1HIIUMH MEXaHi3MaMH BHACIIJIOK TOJIOBHOTO OO0
a0 3amaMopoyUeHHs

Baxcibl HOTCRLIAHI PHSHKH | 4 BincTpouena qiarHocTHKa HOBOYTBOPEHb LILTYHKY

#3. 3acTOoCyBaHHS y MAII€HTIB 3 TOPYIICHHAM (DYHKIIIT HUPOK

BincyTns inopmarris Hemae

II.LB  Pe3tome saxcnugux pusuKie

Baxusi inenTugikoBani pusuku: #1. IlopyumieHHs 31aTHOCTI KepyBaTH aBTOTPAHCIIOPTOM
a00 ynpaBJ/siTH IHIIMMHU MeXaHi3MaMM BHACJIII0K I'OJIOBHOT0 00110 200 3an1aMOpPOYeHHS

Jloka3u 070 3B’ 53Ky PU3UKY
13 3aCTOCYBaHHSM IpenapaTy

["onoBHuii 6111b 1 3amamMopoueHHs € piakicHum (Big >1/10 000 go
<1/1000) moGiyHNM e(heKTOM MPH BHYTPIITHHOBEHHOMY BBEJICHI
dbamMoTUIUHY 1 MOIIMPEHOI MOOIYHOI pEaKIi€lo Mpenapary
(Bix >1/100 mo <I1/10) mpm mepopaJbHOMY MpPHUHOMI
dbamoruauny. He3Baxaroun Ha Taky 4acTOTy, TOJIOBHHUI OLIb 1
3aIaMOpOYCHHS TOTpPeOyIOTh yBaru. Peakiii IeHTpaIbHOT
HEpPBOBOI CHCTEMHM MOXYTh BIUIMBAaTH Ha 3/IaTHICTh KEPyBaTH
aBTOTPAHCTIOPTOM Ta YIIPABISATH IHITUMU MEXaHI3MaMH.

DaKTOpU PU3UKY Ta TPYNH
PU3UKY

He Bimomo. ImentudikoBani ¢akropu, cTtaHu, abdo
3aXBOPIOBAHHSI, IO MIABUIIYIOTH IIeH PU3HK, BIJICYTHI.

3axoau 3 MiHIMi3alii pU3HKiB

PyTunHI 3aX011 3 MiHIMi3aIli1 PU3HKIB:

* Pozmin 4.7 ta 4.8 KXJI3 (Tabmerku, BKPHUTI IJIIBKOBOIO
000JI0OHKOI0)

e Posmin 2 Ta 4 IM3 (tabneTku,
000JIOHKOI0)

* Ilpenmapar BiAmyCKaeThCs TUIBKU 3a penentoM (Ayis 000x
TKapChKUX QPopM).

JoaTkoBI 3aX0/11 3 MiHIMi3allil PUHKIB:

JlonaTkoBUX 3aX0/iB 3 MiHiIMi3allii pU3UKIB HE MIPOMOHYETHCS.

BKpUTI TUTIBKOBOIO

Baxxnusi noreHuiiini pusuku: #2. Bincrpouena 1iarHOCTHKA HOBOYTBOPEHb HLIYHKY

Jloka3 B3a€EMO3B 3Ky PU3UKY
3 TKapChKUM 3aC000M

HOBoyTBOpeHHH IUTYHKY € OOJHUMHU 3 HeOaraTbox 3JI0SKICHUX
HOBOYTBOPCHDbL, MJIA SAKUX BHU3HAHO BAXIIMBY eTionorquy POJIb




in¢ekmiitanx arentiB. ladexuis Helicobacter pylori (H. pylori)
€ OCHOBHOIO MPUYMHOIO paKy NUTYHKY. Takox Bipyc Emmreiina-
Bbappa BusiBisierbes y 2—16% aneHOKapIMHOM HUTYHKY B YCbOMY
CBITI’.

CuMITOMH paKy HIUIYHKY MOXYTh OyTH NMPHUXOBaHI y 3B’SI3KY 3
MO3UTUBHOIO IMHAMIKOIO BUPa3KH HUIYHKY.

HaiOurbm po3MOBCIO/KEHI MMOYATKOBI CHUMIITOMH 3JIOSKICHUX
OyXJIUH [UTYHKY 1 CUMIOTOMH BHUpPa3Kd HUTYHKY HEMOXKIIHMBO
YiTKO pO3pi3HUTH. OCHOBHMMH CHMIITOMaMH HOBOYTBOpPEHBb
IUTYHKY € BTpara Bard i OUTb y »KWBOTI BHACIIJIOK aHOPEKCIi,
HYJIOTH, BIAYYTTS [IBUAKOTO HACH4YEHHs Ta/abo mucdarii.
OpHak, BHpa3Ka MUIYHKY TaKOX MOYKE MPOSBIATUCS y BUTIISAIL
TSOKKOTO U(y3HOro abaoMiHANBEHOTO 000, aHOPEKCli, HyJOTH
1 6moBoTH. TUM He MEHI, TaKOXX MOXYTh OyTH MPHUCYTHI Taki
CHMIITOMH, SIK KpOBOTedYa, OJIFOBaHHS KpOB'I0 abo MeleHa
(4opHUH, NIHOTTENOAIOHUH CTINIEIB).

Sk HacmioOK, MO3UTHBHA peakilis Ha JIKyBaHHS IIIJTYHKOBOI
BUPa3KH (PAMOTHIMHOM HE BHUKIIOYAE 3JIOSKICHY MyXJIHHY
Ty HKy >,

dakTopu Ta rpynu pU3MNKY

[TamieHTH, sSIKI MarOTh XPOHIYHI CKaprd 3 OOKY IIIyHKOBO-
KHIIIKOBOTO TPAKTY 1 SKUM IMOKa3aHO JIIKyBaHHS ()aMOTHIUHOM.
[TamienTn, sixi nepenecnu iHdexuiro H. pylori panime.
INamieHTH, gKi MalOTb CIOAaKOBI abo0 1miOmaTH4HI 3I0AKICHI
3aXBOPIOBaHHS MITYHKY B aHAMHE3I.

3axoau 3 MiHIMI3aIlil pU3UKIiB

PyTuHHI 3ax014 3 MiHIMI3a1lii pU3HKIB:

*  Posnain 4.4 KXJI3 (mys 060X Jikapcbkux Gopm)

*  Po3ain 2 IM3 (ans 060x Jgikapcbkux Gopm)

» IIpemapar BimmmycKaeTbcs TUTBKH 32 penenToM (st 000X
TKapChKUX QPopM).

JlonaTkoBi 3axX0/¢ 3 MiHIMi3allii PU3HKIB:
JlonaTkoBUX 3aX0/iB 3 MiHiIMi3allii pU3UKIB HE MTPOMIOHYETHCSI.

BaxxiuBi noreHuiitHi pu3uku

#3. 3acTocyBaHH# Y NALEHTIB 3 MOPYMIEHHAM (PYHKIiII HUPOK

Jloka3 B3a€MO3B’ 13Ky PU3UKY
3 JTKapChKUM 3aC000M

®aMOTUIMH BUBOJUTHCA TOJOBHUM YMHOM MIISXOM HHUPKOBOL
exckpenii (65-70 %). Awntaronictu H2-peuentopiB MOXyThb
BIUIMBATH HA CEKpPELil0 KpeaTuHiHy i, SK HaCIiJOK, MOXKe
BiOyBaTHCS iABUILIEHHS PiBHS KpeaTHHIHY B cupoBartii Ha 0,4-
0,5 mr/man. SIkmo KIIipeHC KpeaTWHiHy CTaHOBHUTH < 30 MII/XB,
MOTPiOHO 3MEHIIIUTHU JI03Y Mperapary.

daktopu Ta rpyNnu PU3MNKY

[TarienTH 3 TSHKKUM nopyieHHsIM QyHKIiT Hupok. OcobauBo,
KOJIU KJTipeHC KpeaTuHiny <30 MJI/XB 1 piBEHb CHPOBAaTKOBOTO
kpeatuHiny > 3 mr/100 ma® 7.

3axoau 3 MiHIMI3aIlil pU3UKIB

PyTuHHI 3aX01M 3 MiHiMIi3allil pU3HKIB:

*  Poznain 4.2 ta 4.4 KXJI3 (TabieTKu, BKPUTI TTIBKOBOIO
000JI0OHKOIO)

* Posznin 2 Ta 3 nuctka-BKIaIKu (TaOJETKH, BKPHUTI ILTIBKOBOIO
000JIOHKOI0)

» Ilpemapar BigmycKaeTbcs TUTBKH 32 penenToM (st 000X
TKapChKUX QPopM).

JlomaTKoB1 3aX0M 3 MiHIMi3alll pU3HUKIB:
JlomaTkoBUX 3aX0/iB 3 MiHIMIi3allii pU3UKIB HE MTPOMIOHYETHCSI.




1I. C. Ilnhan nicaapeecmpauiiinozo po3eumiy
I11.C.1 JocnioscenHs, wo € ymogow OmpuUManHs peecmpayiiiHo2o noceioyeHH s

Hemae creniaibHUX 00OB’SI3KOBUX JOCHIIKEHb JUIs JiKapchkoro 3aco0y Ksamaren®, raGierkw,
BKPHUTI TUTIBKOBOIO 000JI0HKOIO, M0 40 Mr, a0o JOCHTIKEHb, NMPOBEICHHS SKUX € YMOBOIO JUIS
OTPUMAaHHS PEECTPALIIHOTO MOCBITYCHHS.

11.C.2  [nwi 0ocniodcenHs 6 pamKkax niany po3pooKu nicasapeccmpayiiiux 00CiioNceHb

Jlikapcwkuii 3aci6 Kpamaten®, TabneTku, BKpUTI MIIiBKOBOIO 000JI0HKOIO, 110 40 Mr He moTpebye
MIPOBEICHHS JKOTHUX JAOCIHIHKEHb.



