PE3IOME IIJIAHY YHPABJIIHHSA PU3UKAMM nuist rpoMaicbKOCTi JTiKAPCHKUX
3ac00iB ®EPBEKC, nopomok ajist opaisHOro po3duHy (ascorbic acid / paracetamol /
pheniramine maleate): ®EPBEKC JIJIA JITEH

VI.1. EXEMEHTH JUIS1 3BEJEHOI TABJUIII

VI.1.1. 3Begena Tabaunus npodiem de3nexkn

OcHoBHI npo0JieMu Oe3neKkn
Baxuusi ineHTH(IKOBaHI pU3NKH . NOpYIIEHHS 3 OOKY MEeYiHKU

. peaxuii TinepYyTIUBOCTI

. B33a€MOJIISl 3 AaHTHKOATyISTHTaMHU
BaxnuBi moTeHIiiHI pU3UKU . HedpodmiTia3

. 30LIBIIEHHS CEaTHBHOTO e(heKTy
Bincytns indopmartis BIJICYTHSA

VI1.2. EJIEMEHTH PE3IOME JJISI TPOMAJICBKOCTI

VI1.2.1. Ornsaa enigeMiosiorii 3aXBOpOBaHHS

PuHiT, puHOQapuHTIT, 3acTyAa Ta PUNONOAIOH] 3aXBOPIOBaHHS — 1€ AYX€e MOIIMPEH] CTaHH,
SIK1 TIOTEHIIMHO BIUTMBAIOTH HAa BC1 BEPCTBU HACEJIEHHS, 1 0COOIMBO JITEH B MEPioJl XOJIOIHOT
noroad. CUMIITOMH JaHUX 3aXBOPIOBaHb, BKIIIOUAIOUM BUJUIEHHS 3 HOCA, YXaHHS, FOJIOBHUN
OUIb Ta JMXOMAaHKY, 3MEHIIYIOTh SKICTh XHUTTS MAlllEHTa, MOPYILIYIOTh COH, MPU3BOIATh 10
BTpAaTH Mpale3/1aTHOCTI Ta 3HUKEHHIO 3/1aTHOCTI /IO HABYaHHS y LIKOJISPIB.

V1.2.2. Pe3ome pe3y/1bTaTiB JiKyBaHHS

EdexTuBHICTh 3acTOCYBaHHS MapaieraMmoily + ackopOiHOBOi KMCIIOTH + (peHipaMmiH Maeaty
U 3MEHIIEHHS CHMIITOMIB BIJIJIE€HHS 3 HOCA, YXaHHS, TOJOBHOTO OONIO Ta MIIBUILEHHS
TeMIIepaTypy NpU MPOCTYAHUX 3aXBOPIOBAHHAX, PUHITI, pUHO(APUHTITI Ta TPUMONOAIOHMX
3aXBOPIOBAHHSX MIATBEPPKEHO YMCICHHUMHU KIIIHIYHUMU JOCITIKEHHSIMH Ta JITEpaTypHUMHU
OIVISIIaMU TP PI3HUX CTaHaX. 3aBASKH TPHUBAJIOMY TEPIOAYy Ta MIMPOKOMY BHKOPHCTAHHIO
naHol koMOiHalii Oy OTpUMaHi YMCIIEHH] JjaHi, sKi BKa3yloTh Ha Oe3omacHUi npodias mpu
BHKOPHUCTAHHI 3T1THO PEKOMEHIAIIISIM.

VI1.2.3. HeBinomi naHi mono epeKTUBHOCTI JTiKyBaHHS

[Tapameramon + ackopOiHOBa KHCIOTa + (QeHipaMiHy Majieary CXBaJieHI Ui JIiKyBaHHs
BUJIJIEHHSI 3 HOCA, YXaHHS, TOJIOBHOTO OO0 Ta MiJBUILIEHHS TEMIEepaTypH Tijia, TPOCTYIHUX
3aXBOPIOBaHb, PUHITY, pUHO(GAPUHTITY Ta TPUIONONIOHUX 3aXBOPIOBaHb Y JOPOCIUX (BIKOM
BiJ 15 poKiB i cTapiue), a TakoX y BHUIIJKaX 3acTyId Ta pUHO(GApUHTITY y AiTel y Bill BiJ 6
POKIB, IX KOPUCTP PN BUKOPUCTAHHI MPU JJAHUX TIOKAa3aHHIX IUPOKO BU3HAHA. BukoprucTaHHs
JMaHo1 KOMO1HaIIT JIIKapChbKUX 3ac001B CIIiJT yHUKATH B TIEP10J] BariTHOCTI Ta JIAKTaIIii.



VI.2.4. Pe3rome npo0iem Oe3nexku
BAYKJIMBI IIEHTU®IKOBAHI PUBUKN

Pu3uk

Ilo Bizomo

3ano0izkHi 3axonn

Ilopymenus 3
MEYiHKU

00Ky

3acTocyBaHHS Mpemnapary MOXe
MaTH TeMaTOTOKCHYHY JIif0, sKa
HIPOSIBIISIETHCS BITIYTTSIM
TSDKKOCTI B TIpaBoMy miapedep’i,
3arajbHOO CJ1a0KICTIO,
3HIDKCHHSIM  areTuTy. Y KpOBI
MOXKJIMBO — TIJABUINCHHS  PIiBHS
TpaHcamiHa3 1 O11ipyOinHy.
ﬂMOBipHiCTL TOKCUYHOTO BILJTUBY
HAa TMEYiHKY 3pOCTa€ y MAIliE€HTIB 3
XPOHIYHMMHU TeMaTUTaMU Ta Y
Malli€HTIB, SAKI  3JI0BXUBAIOTh
AJIKOTOJIEM.

I[Ipu mnpusHavyeHHi mpemnapara
[aIi€HT IIOBHHEH oyt
poiH(GOPMOBaHHUM, IO MPHU TOSIBI
CUMIITOMIB  YPOKCHHSI TEYIHKH
C TPUNMHUTUA JIKyBaHHA 1
3BepHYTHCS 110  Jikaps. Y

[Mall€HTIB 3 XPOHIYHUMU
3aXBOPIOBAHHSAMM  TCYIHKA B
aHaMHe31, a TaKoXX Y TMalli€HTIB
CXHIIBHUX 110 3JI0BKMBaHHS
AJIKOTOJIIO, PU3HAYCHHS
npenapary MOYKJTHBE ITiCIIs

BCeOIYHOT OLIHKH CITiBBITHOIIICHHS
KOPUCTh-PU3HUK.

Peaxinii
rinep4YymIMBOCTI

Po3BuTOK anepriyHuX peakiiii
MOKE Oytu 00yMOBIIeHUI
1HUBIYaTbHOIO MiBUIIIEHOIO

Po3Butok  anepriuHux
peaxiiii monepeauTu
HEMOXKIIUBO.




Yy TIUBICTIO
npernapary.

1o

KOMIIOHEHTIB

[IpoTre MOXHA 3MEHIIUTH PHUZHK
PO3BUTKY CEpHO3HUX aJepridyHUX
peaKIliii, NUIsIXOM BiTOOpaKeHHS
MONEPEDKEHb B I1HCTPYKINT IS
MEIMYHOTO  3aCTOCYBaHHS  y
po3aiiax:

[TpoTunoxazaHHs.

[TixBumena Yy TJIUBICTh 1o
KOMIIOHEHTIB npemnapary; [1o6iuni
peaxiii:

3 6oky  imyHnmoi  cucmemu:
a"aginmaxcis, aHa(iIaKTHIHUT
110K, HIKipHi peaxiii
rinepuyTInBOCTI, BKJIIOYAIOUHN
cBepOK, BHCHMIIAHHA Ha MIKIpi 1
CIIM30BUX OO0OJOHKaX (3a3BUYaAi
€pPUTEMATO3HE, KpOIUB’SHKa),
aHT10OHEBPOTUYHU I HaOpsIK,
MYJIBTH(OPMHA epuTeMa
(Brumrogaroun cuHapom CriBeHca-
JIxoHCOHA), TOKCUYHUMN
eniiepMabHAA HEKPOJIi3
(cunapowm Jlaiiemna).

[Tamient IIOBUHEH OyTH
npoiHdopMoBaHUil 10 TIPHU MOSIBI
Oy/lb-SKHX TPOSIBIB  aJepPridyHUX
peakuiii  mpuiioM  mpemnapary
NOBUHEH OyTH MpUIIMHEHUH 1
NAIl€eHT MOBUHEH 3BEPHYTHUCS 10
JKaps.




Bzaemonisa
AHTUKOATYJITHTAMU

OnHouacHe BUKOpUCTaHHs | [ 3amobiranHs  HEOOXiITHO
BapdapuHy 1 mNapaueTaMmoly € | MOHITOPMTH HOPMH MiKHapOIHOTO
4acTuM, a MOTCHLINHA B3A€EMOALL | HOPMOBAHOTO  CITIBBIAHOIIICHHS

MDK ~ JIIKapCbKUMH  3aco0amMu (INR) [POTATOM nepiony
BIOMA. IIpore salallbHy HaCTOTY | onpouacoro  3actocyBamHs 3
KJIIHIYHO 3HAYUMOI  B3aeMOnii
aHTUKOAryJIssHTOM, a  TaKoX
BCTaHOBUTH BaKKo. Pesynprarom .
nporsroM 1 TwkHA  micas

Takol B3aeModil € 30UIBLIEHHS .
MIPUITMHCHHS TKyBaHHS

PU3UKY KPOBOTEYI y MAI[IEHTIB ITi]|
Yac JIKyBaHHS. [1apaleTaMOoIIOM.

MexaHisM 11i€i  B3aeMofii  HE
Bu3HadeHo. [lapameramon (abo
Horo MeTaboiTH) MOXKE 3aBaKATH
depmenTam, siki OepyTh ydacTb y
cuHTe3l (hakTOpiB  Koaryssmii,
3ajexHux Big  Bitaminy K.
ABTOpPH  TIOBITOMJISIFOTH, IO
JOCIIDKEHHS In Vitro IoKasaju,
10 TokcuaHuid MeTabomit NAPQI
nepemkomkae aisiMm VKD-kap6 ta
VKOR. fIk MOXJIHMBE MOSCHEHHS -
napaneramos PK B3aemonii Ha
piBui 1uToxpomy P450 (CYP)
2C9, mo  Opu3BOAWTH MO

3HWKECHHS MeTabomi3My

Bapdapuny.

BAKJIMBI HOTEHIIVMHI PUZUKHA

Pusux o Bigomo (y ToMy 4YuHCJi OOIPYHTYBAHHS, YOMY BBAaKAETHCH
NOTEeHWiiHUM PU3UKOM)
Hedpomnitiaz Ackop0iHOBa KHCJIOTa YacTKOBO MeTaboli3yeTbcss 0 LIaBIEBOi

KHCJIOTH, 110 BEZIE /10 MOTEHLIHHO MiJIBUIEHOT KOHLIEHTpALlil OKcaJaTiB
y HUPKax.

YactoTa BUHUKHEHHS KAMEHIB B HUPKaX (OKcalaT Kalbllilo), OB’ s13aHa
3 CHOXHMBAHHSAM acKOPOIHOBOI KHMCJOTH, € HEBU3HAUEHOIO, OCKUIBKU
pe3yabTaTH KIIHIYHOTO JOCIIHKEHHS € HemocaiioBHUMU. HasBH1 1aHi
CBiuaTh, IO YTBOPEHHS OKcajJaTy 3 acKOpOiHOBOI KHCIOTH €
HaCHMYEHHM TIPOIIECOM 1 HE 3pOoCTa€ MPONOPLIHHO [0 03U
acKOpOIHOBOT KHCIIOTH.

[Tepen mowyarkom Teparii acCKOPOIHOBOIO KHUCIIOTOO CIIiJT TMTPOBOJUTH
3’gCyBaTy, Y4 Ma€ Malli€HT B aHaMHe31 Oy/ib-sIKE 3aXBOPIOBAHHS HUPOK
ab0 KaMeHIB y HUPKax.




301IbIICHHS
CeaTHUBHOTO e(eKTy

[ToBimomisiocst, MO0 ceaamist croctepiraerbes y Outbm HiK 50%
MAIi€HTIB, M0 NPUHAMAIOTh TEPANEeBTUYHI 03U MEPIIoi TeHepaii
a"TurictaMinHuX mnpenapariB. Cy0’€KTHBHO, MOBIIOMIISIIOCH, IO
YacTOTa COHJIMBOCTI OIiHIOEThCS Onmu3bko 40% mnpu npuiiomi 3
xJopheHipaMIHOM.

[ommpenictp cenamii, HMOBipHO, Oyae BHIE Yy MOMYJIALINAX,
gymmBimux 10 BmumBy I[[HC Hi-aHTuricTaMiHHMX mpenaparis
MIEPIIOTO MOKOIIHHS, TAKUX SIK JIFOU IMOXUJIOTO BIKY, KIHKH, 0COOH 3
HEBEJIMKOI0 Macow Tina. J[iTh MOJOAIIOr0 BiKy TakKoX OCOOIMBO
Yy TJIUBI 10 HECTIPUSATIMBUX €(PEKTIB aHTUTICTaMIHHUX MTperapaTis.

BIACYTHS IHOOPMAILIA

BincytHs.

VI.2.5. Pe3iome 3axoiB 3 MiHiMi3anil pu3HKiB ISl KOKHOI IP00J1eMu 0e3neKu

Jlanuii mikapchKuil 3aci®d Mae 1HCTPYKLIIO JUIsI MEAMYHOTO 3aCTOCYBaHHS, sika 3abe3redye
JiKapiB, (hapMaIeBTiB Ta IHIIMX MEIMYHUX MPAIliBHUKIB, MALI€HTIB TOKJIAIHOIO 1HPOPMAITIEIO
PO T€, IK BAKOPUCTOBYBATH LIEH JIKApChKUH 3aci0, BKa3yIOTHCS MOXKIINBI PU3UKH 1 HAJTAFOThCS
pexoMeHaamii mo iX MiHiMi3amii. Pexomenpmamii maHi B OMX JOKyMEHTaX (aKTUYHO €
PYTHHHUMHU 3aX0/IlaMU 3 MiHIM3allil PU3UKIB.

Januii mikapcbkuil 3aci6 He moTpelye Oyab-sSKHUX IOAATKOBUX 3aXOiB HIOAO MiHiMizamii
PH3HKIB.

VI.2.6. Ilnan  micasipeecTpamiiHOrO  PO3BHUTKY  (3aIIaHOBAaHI  3axooM Yy
nicjasipeecTpauniiiHomy nepiosai)

Bci ckimagoBi gaHOro NiKapchKoro 3acoly € 1o0pe BUBYEHMMHU 1 HE BUMAraroTh JOJATKOBHX
JOCHIJKEeHb B MicCIspeecTpaliiiHoMy nepiosi






