Ckian

Oitoua pevyosuHda: 3aji30 y BUTJISAOI 3ali3a KapOOKCUMalbTO3H;

1 mn po3uuny MicTuth 180 Mr 3amida KapOOKCHUMaIbTO3H, III0 €KBiBaJIEHTHO
50 Mr 3ai3a;

OONOMINCHI peyo8UHU: HATPIIO TIOAPOKCHUI Ta KUCJIOTa XJIOPUCTOBOOHEBA (I
KopuryBaHHda pH), Boga myid iH’eKIin.

JIikapcbKa ¢opMma

Po3uuH Oms iH'ekniv ta iHQy3in.

OCHOBHI (pi3uKO-xiMiuHI 81acmuBoCmMi: HEIPO30PUM BOOHUYM PO3YHUH TEMHO-
KOPUYHEBOI'O KOJILOPY.

®apMakKoTepalneBTHUYHA Irpymna

AnTuaHeMiuHi 3acobu. [IpenapaTtu 3ai3a. [Ipenapatu 3ajisa ons
rnapeHTepanbHOro BBegeHHs. Kog ATX BO3A C.

®apMaKo/JI0riuHi BJIaCTUBOCTI

MexaHism Oii

[Ticrss BHYTPIiITHBOBEHHOTO BBeAEHHS KapOOKCUMAJIbTO3HUMN KOMIIJIEKC
3aJ1i3a InepeBazxkKHO 3aCBOIETHCSA PETUKYJIOEHAOTEIia/IbHOK CUCTEMOIO
[IeYiHKH, KICTKOBUM MO3KOM Ta CEJIE3IHKOI0. 3a/1i30 BUKOPUCTOBYETHCHA
TOJIOBHUM YMHOM [JIsI CUHTE3y reMorjaobiHy, a TaKoxXK Miorjiob0iHy Ta
3a/1i30BMicHUX (DEPMEHTIB, @ TaKOXK 3aJ1i30 30epiraeThcs y MediHIli K
OeroHOBaHe.



dapmakoOuHamikd.

® MicTuTs 3ami30 y cTabiTbHOMY CTaHi - B

Po3uuH npemnapaty PepuHKEKT
KoMIieKci 3ami3a (III), skui cKinama€eThCcs 3 MOJIIHYKJIeapHOT o Aapa

rimpokcuny 3amisa (III) 3 ByrinmeBogHUM IIOJIiIMEPOM, III0 IIOCTavYae€ 3aji3o0, €
IIPUOATHUM IO BUKOPUCTAHHSA Ta TPAHCIIOPTYBaHHS 3ajlida B OpraHi3mi, Ta
OinKH, 110 OEeIIOHYIOTh 3a/1i30 (TpaHcdepuH Ta GEePUTHH). Y OOCITiOXKeHHi i3

59Fe- Ta °2Fe-miuenum IpenapaToM (DepI/IH}KeKT®

3a y4acTro 6 IallieHTiB i3
3anizonedinmuTHOI aHeMiel0 abo HUPKOBOIO aHEMi€l0 OyJI0 BUSIBIIEHO
3aCBO€HHSA 61-99 % 3asiza eputpounuTtaMu 4yepe3 24 OHi Iiciasa BBeOeHHS
mmpenapary. Y HallieHTiB i3 3ami30eiliuTHOIO aHEMIEI0 3aCBOEHHS

cTa"HoBUIJIO 91-99 %, a y mamieHTiB 3 HUPKOBOIO aHeMi€lo - 61-84 %.

Hitu BikoM 1-17 pokKiB

Y npocnekTuBHOMY (papMaKOKiHETUUHOMY/(papMaKOOUHAMIYHOMY
pocrnigxeHHi ¢pas3u 2 (1VIT13036) 35 giten y rpynax 3 mOCHIiTOBHAM
BBEIEHHSAM 003 OTPUMYBAJIM JIIKyBaHHS LIJISIXOM BHYTPIIIIHHOBEHHOI'O
BBEEHHS OIHOPA30BUX 103 JIIKAPCHKOTO 3aCco0y q)epI/IH}KeKT® 7,5 MT
3aii3a/kr (n = 16) ta CDepI/IH}KeKT®15 MT 3aii3a/kr (n = 19) (MakcuMaIbHA
mo3a ctaHoBuTh 750 Mr 3amisa). Ha 35-11 meHs micns iH’eK1Iil cepenHe
miaBuIlleHHs (CTaHOapTHe BimxuneHHs [CB]) remornob6iHy cTaHOBUIIO

1,9 (1,38) r/on npu 3acToCcyBaHHi 7,5 Mr 3ami3a/kr Tta 2,8 (1,15) r/on ipu
3acTocyBaHHI 15 Mr 3amisa/Kr. HacuueHHsS pepuTHHY Ta TPpaHCHEPUHY
TaKO03K 30i/IbIIIyBaJIOCs 3aJIeKHO Bif JO3MU.

EdekTuBHICTE Ta 6€31€Ky BHYTPIITHLOBEHHOT O BBEJEHHS JIIKapChKOT O

3aco0y (DepI/IH}KeKT®

IIOPiBHIOBAJIM 3 Tepalli€lo IepopabHUMU
rperaparaMu 3ajli3a Y IPOCIHEKTUBHOMY BIOKPUTOMY OOCIIIAXKEHH] 3
napanenbHuMU rpynamMu ¢pas3m 3 (1VIT17044). Copoxk miten i3
3asi3omediUTHOI0 aHEMIEI0 Pi3HO1 €Ti0NIO0ril OTPUMYyBalIu 2 O03U

JIIKapChKOT0 3aco0y dDepHH>KeKT®

no 15 Mr 3asi3a/Kr KoxHa 3 iHTepBajioM 7
OHIB (MaKCcUMaJlbHa OOHOpPa30Ba Jo3a CTaHOBUTH 750 Mr), a 39 giten
OTpUMYBaNu Cynb(daT 3aiida nepopanbHO IIpoTarom 28 gHiB. CeMepo miTen,
Kl HaJIe2KHUM YMHOM HeE BIAOIIOBIJIM Ha Tepalilo mepopajJbHUM IIpernapaToM

3ai3a, TaKOX OTPUMYBAIX 2 MO3M IiKapChKOIro 3aco0y d)epHH}KeKT@ y



PO3IIMPEHOMY OOCIiAXKEeHHI 3 ogHielo rpymnoro (1VIT18045).

B oCHOBHOMY HOOCHIOXKEHHI CIIOCTEPIrayocs KIIIHIYHO 3HaYYyIlle HiABUIIIeHH A
piBHS reMoriobiHy B 000X rpyrmax JIikyBaHHsA. CepeOHeE ITigBUIIEHHS PiBHSA
reMoryio0iHy (3a MeTOaoM HaWMeHIIINX KBagpaTiB) cTaHoBuio 2,22 r/on (95
% II1: 1,69-2,75) micsnsa 3acToCyBaHHS JTiIKapChKOTO 3aco0y CDepI/IH}KeKT® Ta
1,92 r/gn (95 % [1: 1,43-2,41) nicnsg Tepamil nepopaJlbHUMM IIpellapaTaMu
3ai3a 0e3 CTaTUCTUYHO 3HAUYIIOl Pi3HULI MiXK IpylaMu JIiKyBaHHSA. TakKum
YMHOM, IIEPBUHHA KiHIleBa TOYKa MOCIiIXKeHHsa He OyJia DOCATHYTa.
[ligBUIlleHHS BTOPUHHUX KiHII€BUX TOYOK (piBeHb (DEePUTUHY Ta HACUUYEHHA
TpaHcdepuHy) OyI0 OiNbIINM IIPU 3aCTOCYBaHHI JIiIKApPChKOT0 3aco0y

q)epI/IH}KeKT®

, HiXK ITic/is Teparlril mepopalbHUM IIpellapaToM 3aii3a. Y
PO3IIMPEHOMY OOCHIIXKEeHHi cepenHe mipBuitieHHs [CB] piBHS remornobiny

IIicJIsI 3aKiHYEeHHSI OCHOBHOT'O OOCiigxXeHHs ctaHoBuio 0,7 (1,19) r/omn.
DapMaKoKIHemuKa.

Po3noodin

[Ticris BBemeHHS pa30BOl 403U IIpelapaTy CIDepHH}KeKT®

, IKa MICTHUTBD BI[
100 mo 1000 mr 3ami3a, marieHTaM i3 3ani3ome@ilIuTHOI aHEMIEO
MaKCHMaJIbHI PiBHI 3arajbHOr0 3aji3a B CHpoBaTIil KpoBi Big 37 mo 333
MKTI'/MJI gJocsirajaucs npotsaroM 15 xBunuH ta 1,21 roguau BigmoBigHo. O6’eM
PO3MOMOiNy IIeHTPaIbHOTr0 KOMIIapTMEHTA BiAoBigaB 06’eMy I1a3Mu KPOBi

(mpubnu3HO 3 1).

[To3uTpoHHO-eMicCifiHa ToMorpadis rmoka3asa, I0 3aj1i30 pagioMideHOoro

®

npernapaty PepuHKEKT = BUBOOUTHCS 3 KPOBI, IIOTPAIIA€ OO KICTKOBOTO

MO3KY Ta PETUKYJIOEHOOTENiaIbHOl CUCTEMU MTE€YiHKM Ta CEeJIe3iHKHU.
Memab6oaizm

KapOokcuManbTO3HE 3a/1i30 TOJIOBHUM YMHOM IIOTJIMHAETHCS
PETUKYJIOEHOOTETia/IbHO CUCTEMOIO EeYiHKM, KICTKOBOTO MO3KY Ta
HE3Ha4YHOI0 MipOI0 CeJIe31HKOIO 1 po3naJaeThCd Ha rigpOKCHU[ 3ajli3a Ta
BYT'JIEBOOU, IPUYOMY 3ajli30 3B’SI3yY€ETHCS, QPOopMy0dn pepuTuH. 3ali30 cTae
OOCTYIIHUM [IJISI EPUTPOIIOE3Y Uepe3 TpaHC(epUH, SKIIO Ile € HeOOXigHUM.



ByrneBonHi IpPOAyKTH PO3Ianay SBISIOTh COO0I0 MaJIbTOTETPAO03Yy,
MaJIbTOTPUO3Y, MaIbTO3y Ta I'TIOKO3Y.

EaimiHnauis

[Ina3dMaTUUYHUM KJIIPEHC BBEAEHOI0O 3ajli3a IIBUAKHWU, 3 KiHIIEBUM IIePiogoM
HalliBBUBEOEHHS Big 7 0o 12 roguH Ta cepegHiM 4acoM yTpUMaHHS
npernaparty Big 11 go 18 roguH. BuBegeHHs 3aiida HUpPKaMu 0yJio
HEe3HaYHUM.

KiHemuka y ocobiusux 2pyn nauieHmia
Ilimu 8ikom 1-17 pokia

dapMaKOKiHETHUKY BBEIEHOI BHYTPIIITHbOBEHHO KapOOKCUMAaIbTO3M 3ai3a
OOCIIiOXKyBallu y OiTeu BiKOM Bif 1 pokKy i3 3ami3oae@iliuTHOIO aHEMIE Y
apMmakokiHeTUUYHOMY/(papMaKOOUHAMIYHOMY OOCHIOXKeHHi pa3u 2
1VIT13036 i3 3acToCcyBaHHSIM OTHOPa30BUX A03, 110 OyJI0 JOIIOBHEHO
MMOMYJIALUIMHUM (papMaKOKIiHETUYHUM aHalli30M, SKUM BKII0UYaB JOOAaTKOBI
BIUOipKOBi (papMaKOKiHETHYHI 3pa3KM 3 KITIHIYHOTO mociigXkeHHs ha3u 3
1VIT17044. ®apMaKOKIiHETUYHI BIIaCTUBOCTI IPU PiBHI 403U 15 Mr 3ami3a/Kr
(MakcuMaJibHa OJHOpPa30Ba [103a CTaHOBUTL 750 Mr) Oysu nomiOHUMU [0
TaKUX Y OOPOCIUX Malli€eHTiB 3 AediuuToM 3asi3a, AKi OTPpUMYyBalu
PEKOMEHOOBAaHy OO3Yy OJid mopociux. PiBeHb 3ai3a B CUPOBATIII KPOBI
IIiABUIIYBaBCS HIPOIOPLIINHO A0 JO3U IPU 3aCTOCYBaHHI OOHOPA30BUX O03 7,5
MT 3aii3a/Kr Ta 15 Mmr 3amnisa/Kkr. Ilicinss BBeOeHHS OQHOPa30BOl 403U
JIIKapCbKOT0 3aco0y d)epHH}KeKT@ 15 Mr 3amni3a/Kr macu Tina (MakcuMallbHa
mo3a CTaHOBUTH 750 MTI') cepenHili MaKCUMaJIbHUM PiBeHb 3arajJbHOT0 3aji3a
B cupoBaTLi KpoBi 310 MKr/mi Bu3HadaBcs yepe3 1,12 rogunu. KiHiieBuu
repioq HaIliBBUBEEeHHS CTaHOBUB 9,8 roguHu, a 06’eM pO3MOIiny,
pO3paxoBaHUM 3a JaHUMM IONYISLIMHOT0 PapMaKOKIHETUYHOIO aHali3y,
ctaHoBuB Big 0,42 go 3,14 1.

ITopyweHHA pyHKUIT neviHKu

HocCmigXKeHHA 3a y4acTIO Ialli€HTIB i3 Ie4YiHKOBOI HEOOCTaTHICTIO He
IIPOBOOUIINCS.



IToxa3zaHHA

3acTocyBaHHS ITpenapaTy II0Ka3aHe IallieHTaM y pa3i HeJ0CTaTHHOI
e(peKTUBHOCTI, Hee(peKTUBHOCTi ab0 HEMOXKIUBOCTI IEPOPaIbHOTO IIPUUOMY
3aJI130BMICHUX IIpenaparTiB, HaIllpUKJaf, V 3B 43Ky 3 HEIIEPEHOCUMICTIO
IIepopanbHUX IIpenaparTiB 3ajriza ab0 3a HaABHOCTI 3aXBOPIOBaHb IIIITYHKOBO-
KMIIIKOBOT'O TPAKTYy (TaKuX sIK BUPA3KOBUU KOJIIT), KOJIU IIepopasibHi
IIperapaTy 3ajli3a MOXKYTh CIPOBOKYBATH 3arOCTPEHHS XBOpoOu, abo 3a
YMOBH PE3UCTEHTHOI0 [0 Teparril 3aji30aediiuTHOTO CTaHy, KOJIM € Mifgo3pa,
1110 IIpenapaTy 3ajli3a He 3aCTOCOBYIOTHCS HaJIe’KHUM YMHOM.

HpOTHHOKa3aHHﬂ

[inmepuyTIuBiCTbL MO aKTUBHOI PeYOBUHU ab0 iHIINX KOMIIOHEHTIB
npenapary;
aHeMis 6e3 migTBepaKeHoro nedinuTy 3anisa;

HasBHICTH O3HAK IepeHaCUYEeHHS OpraHi3My 3aJIi30M;

I TpuMecTp BariTHOCTI.

B3aemonisi 3 iHNIMMH JTiKapChbKHMH 3acCo00aMHu

[IpemapaT He CIIif 3aCTOCOBYBATU OJHOYACHO i3 3aJ1i30BMiCHUMHU
IIepopanbHUMHU 3aco0aMM, OCKiTbKM aOCOopOIlis 3ajri3a, 3aCTOCOBYBAHOT'O
BHYTPIIIHBO, 3HUKYETHCS (OAUB. Po3aisT «OCOOIUBOCTI 3aCTOCYBaHHS»).

Oc006/71MBOCTi 11010 3aCTOCYBaHHS

q)epHH}KeKT@

CJIi 3aCTOCOBYBATH JIUIIIE TOM1, KOJIU OlarHO3
3as1i304eiIUTHOTO CTaHy BCTAHOBJIEHO Ta HiATBEPOKEHO BiAIOBITHUMU
71ab0pPATOPHUMU OOCIIIXKEeHHIMHU (HalpUKiad, BU3HAYEHHS PiBHS TaKUX
IIOKa3HUKIB, K piBeHb (PEPUTUHY B IIJIa3Mi KPOBi, HACUUYEHHS TpaHCPEPUHY

(TSAT), remormno6in (Hb), reMaTOKpPUT, KiJIbKiCTh €EPUTPOLIUTIB, CEpenHil



06’em eputpouuTiB (MCV) Ta cepenHiii BMiCT reMorno0iHy B epUTPOLIUTax
(MCH)).

Peaxkuii einepuymausocmi

BHyTpilTHEOBEHHE 3aCTOCYBaHHS IIperapariB 3ajli3a MOXKe IIPU3BECTU [0
BUHUKHEHHS Peakllii rinepyyTIUBOCTI HeraHOro Tuny (aHagilaKTUYHUX
peaxiiiii), 110 MOXKYTb OyTU TeTalbHUMH.

[ToBimOMIISI/IOCS PO BUHMKHEHHS TaKUX peakllii HaBiTh Y BUIafKaX, KOJIU
IIoIepefHe 3aCTOCYBaHHs IIpernapariB 3aj1i3a oy IapeHTeparlbHOr 0
BBEeJIeHHS ITpoxonuio 6e3 yckilagHeHb. Hagxoounu moBimoOMI€HHS IIPO
peaxkiiil Tinep4YyTINBOCTI, IKi MOTIHM IIPOTrpPecyBaTH OO0 CUHOApoMy KoyHica
(rocTpuu ajepriyHui Cclia3M KOPOHapHUX apTepiy, 110 MOXKe IPU3BECTHU [0
iHpapKTy MioKapma, ouB. po3min «[1o0iuHi peakirii»). JIikyBaHHS

®

IIpeinapaTomM q)epI/IH}KeKT Ma€ IIPpU3Ha4YaTHu t-Iepl"OBI/II‘/JI J'IiKap JINIIEe HiCas

TOYHOI'O BUSHAYEHHY IIOKA3aHH/I.

(DepI/IH}KeKT®

MOXKHa BBOOUTH JIMIIIE 3a YMOBH, 1110 MEOUYHUM II€PCOHAT,
SIKMM Ma€ HaBUYKM OLIIHIOBAHHS Ta JIIKyBaHHA aHa(@iIaKTUYHUX pPeakilii,
TOTOBUM OO0 HETAaMHUX [iM, Ta 3a HaABHOCTI IIPUMIIIIeHHS, HAaJIe2KHUM YUHOM
o6Jy1amHAHOT0 3acobaMu [Jjisi IPOoBedeHHs peaHiMalliiHUX 3axomdiB. ITlepen

® CJILI OIIUTATHU IIallleHTa

KOXKHUM 3aCTOCYBaHHAM Ipenapaty PepruHKeKT
1000 ITOTIePeOHbOT0 BUHMKHEHHS ITO0IYHUX peakliii, OB’ a3aHUuX i3

3aCTOCYBaHHAM IIperaparTiB 3ajii3a OJid BHYTPIIIHbOBEHHOI'O BBEIE€HHSI.

TUIIOBUMY CUMIITOMaMU I'OCTPUX Peakllii rirnepuyTIUBOCTI € 3HUXKEHHS
apTepialbHOrO TUCKY, TaxXikapaisa (HaBiTh aHa@iTaKTUYHUY II0K),
pecIipaTopHi cCUMIITOMU (BKJTIoUalouud OpPOHXO0CIIa3M, HaOpsK ropTaHi Ta
(apuHTreanbHUM HaOPSAK), CUMOTOMHU 3 OOKY IIITYyHKOBO-KHUIIIKOBOTO TPAKTy
(BKJTIOUaloum abmoMiHabHiI cma3mu, OI0BaHHsI) a00 CUMITOMHU 3 OOKY IIKipHu
(BKITIOYAlO4YM KPOITUB STHKY, EPUTEMY, CBEPOiXK).

CTaH KOXKHOTO TMalliEHTa CJIi peTeNbHO KOHTPOJIIOBATH IIOA0 OyIOb-IKUX
IIPOSBIB peakllii rinepyYyTJINBOCTI IPOTATOM BBEAEHHS 1 IIIOHaAUMEHIIIe 4yepe3
30 XBUJIMH TiCJIA KOXKHOIO ITapeHTepPaIbHOTrO BBEEHHS 3aJIi30BMICHUX
npenapartiB. [Ipy BUHUKHEHHI OyIb-IKUX aJleprivHuUX peakiliii abo o3HakK



HEIIePEeHOCUMOCTI IIifl YaC BBeeHH4 IIpenapary JIIKyBaHHSA CJIig HerauHo
IIPUIIUHUTH.

II71s1 eKCTpeHol Teparlil TocTpux aHadilaKTUYHUX pPeakilii peKOMEHOY€ETbCSI
HacaMIlepen afgpeHallid, 3rigHo i3 CyYyaCHMMU HaCTaHOBaMU [Jid HaJaHHSA
HeBiOKJIagHOI JOIIOMOTH Ta iH(popMallielo BUpOOHMKa TiKapChKOro 3acoly, i
JIMIIIE TIOTIM - aHTUTiCTaMiHHi IpemapaTy Ta/abo KOPTUKOCTEPOIon (MaioTh
III3HIMIUYA ITOYaTOK [il).

Pimko cmocTepiranacs i1uxoMaHKa a00 CIIOBiIbHEHI ajiepriuHi peaxiril (i3
3aTPUMKOIO Ha KiflbKa roguH abo HaBiTh OHIB).

PHU3UK BUHUKHEHHS peakllii rinepuyyTINBOCTI € BULIIMM Y IAILlI€EHTIB 13
HASIBHOIO aJIePTi€lo, BKIII0OYAal04YU HEeIIePeHOCUMICTh JIiIKapChKUX 3aco0iB,
TSIKKUM Iepebir OpoHXialbHOI acTMU B aHAMHEe3i, eK3eMOI0 Ta iHIITNMU
¢dopmamu aneprii, a TaKOXK y Halli€HTIiB 3 IMyHOJIOTIYHMMH Ta 3amajIbHUMU
3axXBOPIOBAaHHSMU (HAIIPUKJIad, CUCTEMHUN YEePBOHUM BOBYAK, PEBMATOIOHUM
apTPHUT).

I'inogpocchamemis/ecinopocpamemiuHa ocmeomansauis

3acToCcyBaHHs IapeHTepaJbHUX IIpenapariB 3ajli3da MOXe CIPUYUHUTHU
rimodocdaTremito, 1110 B OIIBIIIOCTI BUMAAKIB € TUMYACOBOIO Ta IIPOTiKae 0e3
KJIiHIiYHUX cuMnToMiB. [ToBigoMIIsiiu PO OKpeMi Bullagku rimodocdaremil,
1110 moTpeOyBajia MEAUYHO] JOIIOMOTH, TOJIOBHMM YWHOM Y IAIli€HTIB 3
(akTOpaMu PU3HUKY Ta ITiCJIT TPHUBAJIOTO 3aCTOCYBaHHS OilIbIIl BUCOKUX HO3.

Y nmicngpeecTpalliiHul Depiof IIOBiMOMIISAIN IIPO BUNAAKu rimogocdaremii 3
KJIIHIYHUMHU IIPOsSiBaMHu, 110 IPU3BOAMIIA OO rinodocdareMiuHOL
ocTeoMarssdllii Ta IIepeJioMiB, sIKi moTpebyBanu KIiHIiYHOTO BTPy4YaHHS, ¥
TOMY YMCIIi XipypriuHoro BTpy4daHHs. [lalieHTiB cig iHgopMyBaTu Opo
HeOoOXigHICThL 3BEpPHEHHS OO0 JIiKaps y pa3i mosiBu apTpainrii abo 60710 B
KiCTKax.

3a mallieHTaMu, siKi OTpUMYIOTh OaraTopas3oBi MigBUINEH] MO3U B paMKax
OOBTOTPUBAJIOrO JIIKYBaHHS 1 Ki MalOTh (aKTOPU PU3UKY (HallpUKJiaz
nedinuT BiTaMiny D, mopymieHHSI BCMOKTYBaHHS Kabliio Ta ¢pocdaris,



BTOPUWHHWMY TillepnapaTupeos, CllaJKoBa reMopariyHa TejieaHTrieKTasis,
3anajibHe 3aXBOPIOBaHHS KHUIIEYHUKY Ta OCTEOIIOPO03), CIIif CIIoCTepiraTtu
11010 BUHUKHEHHS rimodocdaTeMidyHOl 0OCTeoMansAllil, BKII0Yalo4u KOHTPOIb
CHUPOBATKOBOTO PiBHA ¢ocdarTiB. Y pasi cTitikol rimodocdaTemil TiKyBaHHA

®

npenapaToM PepuHKEKT -~ CJIi IeperiasHyTH.

ITeuiHkosa abo HUpKoB8a HedocmamHicmuw

[lamieHTaM i3 mopylleHHIMHU QYHKIII MeYiHKYU IIpellapaTy 3ajila gis
ITapeHTepanbHOr0 BBEOEHHS CIIifT 3aCTOCOBYBATHU MiC/IS PETENbHOI OIliIHKU
CIIIBBIHOIIIEHHSA KOPUCTL/PU3UK.

Crig yHUKaTHU [TapeHTepaibHOTrO BBEIEeHHS 3aJjli3a IallieHTaM i3
IMOPYyLIeHHAMHU (PYHKIIil MEeYiHKY, IPUYUHOIO KOl € IIepeHaCu4YeHHs 3a1i30M,
0COONMMBO y BUIIaAKaX MMi3HbOI1 MIKipHOI mopdipil, Ta mpu Oyab-IKOMY
TOCTPOMY ITOPYIIIEHHI 3 00Ky MeYiHKH.

Heo0OxinHo peTenbHO KOHTPOIIOBATH PiBEHb 3ailida AjIsi YHUKHEHHS
[IepeHaCUu4YeHHs 3aJ1i30M.

ITHpekuii

3ani3o a5t mapeHTepalbHOTO BBEIEHHS 3aCTOCOBYIOTh 3 00epeXKHiCTIO
MallieHTaM i3 ToCTPOoIo ab0 XpPOHiYHOIO iHbeKIli€lo, OpPOHXiaIbHOIO0 aCTMOIO,
eK3eMOoI0 ab0 aTOMNiYHOIO ajepri€elo. PeKOMeH0BaHO IPUIUHUTH JIiKyBaHHS

®

nmpenapaToM OepuHKEKT ~ MallieHTaM i3 6aKTepieMiero, 1110 TPUBAE.

Excmpasazauis

Crip yHUKaTU IapaBeHO3HUX BUTOKIB. Lle MOXKe CIIPUYMHUTHU II0APa3HEHHS
IIKipy Ta JOBroTpuBajie 3a0apBIeHHS Miclid iH €KIIil/iHPYy3il B KOPUYHEBUU
KOJIip. Y pa3i mapaBeHO3HOT0 BUTiKaHHS JIIKAPCHKOTO 3aC00y q)epI/IH}KeKT®

CJIiI HEeramHo IIPUIHUHUTYU MOT0 BBEOEHHH.

IHwi KoMnoHeHMuU

®

1 M npenapaty ®PepuHKEKT = MOzKe MicTuTHu 10 5,5 mr (0,24 MMOJIb)

HaTpito. Lle HeoOXimHO BpaxXxoByBaTH HalliEeHTaM, SIKi JOTPUMYIOTHCS Ti€TH 3



KOHTPOJIEM HaTpilo.
3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

BazimHicmb. Ha cborogHi € oOMezkeHa KilbKiCTh MaHUX KOHTPOJIbLOBAHUX
KJIIHIYHUX OOCJIiAXKEeHb III0N0 3aCTOCYBaHH IIpernapaTy (I)epI/IH}KeKT®
BariTHUM XKIHKaM. [JOCIigXKeHHsa Ha TBaApUHAaX CBIOAYATh [IPO PENPOAYKTUBHY
TOKCHUYHICTB. CIIifl OL[IHIOBATH CIIIBBIOHOIIIEHHS PU3UK/KOPUCTH IIepeqn
3aCTOCYBaHHSM IIpelapaTy OPOTATOM IepPioay BariTHOCTI, OCKIIBKY peakiiil
rirmep4uyTInBOCTI MOXKYTh HECTH OCOOTUBUM PU3UK OJISI MaTepPi Ta OUTUHU

(muB. po3gin «OcoOMUBOCTI 3aCTOCYBaHHSI»).

[Ipenapat q)epI/IH}KeKT®

IIPOTUIIOKA3aHO 3aCTOCOBYBaTHU y [ TpuMecCTpi
BariTHOCTI (OuB. po3min «IIpoTunoka3laHHa»). M0OXKJIMBe 3aCTOCYBaHHSA
npenapaty y Il ta III TpuMecTpax BariTHOCTI JIAIIIE CTPOTO 3a IOKa3aHHSAMMU.
[Ipu 3acTocyBauHi npenapaty B II Ta III TpuMecTpax BariTHOCTI CIIif
BpaxOBYyBaTH AaHi IIO0 MAaCH Tijla OO IOYAaTKy BariTHOCTI OJIsI PO3PaxXyHKY
HeOoOXimHOl KiTbKOCTi 3aii3a, 100 YHUKHYTU Iepeno3yBaHHs. [Ipu
3aCTOCyBaHHI y Iepiof BariTHOCTI 0COOIUBY yBary CJif OPUOIIATH

BHUSIBJIEHHIO O3HAK peakllii rinep4yyTIuBOCTI.

ITicnna BBemeHHA ITapeHTepabHUX IIpelaparTiB 3ajli3a MOXe BUHUKHYTUA
OpaguKapmiga miaoaa, 1o 3a3BUYail Ma€ TPAH3UTOPHUN XapakKTep i €
HaCJIIOKOM peakliil rinep4yTanBOCTi y MaTepi. [1ig 4ac BHyTPIIIIHBOBEHHOT O
BBEEHHA ITapeHTepasIbHUX IIpelapaTiB 3ajli3a BariTHUM CJIi[] peTeJIbHO
KOHTPOJIIOBATU CTaH HEHAPOOKEHOl JUTHUHHU.

I'o0yeaHHA 2py00w. ICHyE HEBEIUKUM KIIIHIYHUY OOCBiO 3aCTOCYBaHHA

Ipernapary IIif 4ac rogyBaHHA rpynnto. KitiHidyHe OOCiaXKeHHs [10Ka3alo,

III0 MOTPAIUITHHSA 3ajli3a i3 J1iKapChKOro 3aco0ly (DepI/IH}KeKT® IO TPYLHOT O

MOJIOKa Aayke Majne (= 1 %). OTke, MaTOMMOBIPHO, 1110 3aCTOCYBaHHS

JIiIKapCchbKOT0 3aco0y q)epHH}KeKT@ CTAaHOBUTHUME PUIMK [JII OJUTUHU Ha

TPYOHOMY BUTOIOBYBaHHI.

depmusavHicms. KIIIHIYHUX JaHUX IIOOO0 BIJIMBY IIpenapaTy (DepI/IH}KeKT® Ha

Q)epTHHBHiCTL HeMac€. Y OOCHiIXKeHHSIX Ha TBdaPHWHaAX 3aCTOCYBAHHIA

JIiIKapCbKOT0 3aco0y d)epHH}KeKT@ He BUSBUJIIO JKOOHOTO BIIJIMBY Ha



(bepTUNBHICTE.

30amHicmb 8nausamu HA wWeuOKIiCMb peakuii npu KepyeaHHi
aemompaHcnopmoM abo iHWuUMuU MexaHiamamu.

BigmoBigHI mocmigkKeHHS BiACyTHi. BOnuB Ha IIBUAKICTH Peakliil mpu
KepyBaHHi aBTOTPaHCIIOPTOM abo0 iHIIMMU MeXaHi3MaMi MaJIOMMOBIpHUM.

Cmocid 3acTocyBaHHsI Ta T03H

ITig 4ac i miciast KOXKHOTO BBEOEHHS TiKapChKOTr0 3aco0y (DepI/IH}KeKT® cIig
CIIOCTEPIraT 3a CTaHOM IIAIIEHTIB I[OJ0 BUHUKHEHHS O3HaK Ta CUMIITOMIB

peakliii rinepyyTInuBOCTI.

q)epHH}KeKT@

MOXKHa BBOOUTH JIUIIIE 3a YMOBH, 110 MEOUYHUU II€PCOHATI,
SIKMY Ma€ OOCBif OLIiHIOBaHHS Ta JIiIKyBaHHS aHaiIaKTUYHUX pPeaklliy,
TOTOBUU [10 HETaWHUX [iH, 1 3a HasIBHOCTI IPUMIIIIEHHS, HaJIe2KHUM YUHOM
obnmagmHaHOTO 3acobaMu [JI MPOBeOEeHHS KapaiopecHipaTOpPHUX
peaHiMaliHUX 3aX0diB. 3a CTAHOM MAlLllEHTIB CJIi[ CIIOCTepiraTu I0no
ITPOSIBiB MOOIYHUX peakllill IoHaMeHIle MpoTAaroM 30 XBUIIHUH ITiCIIs
KOJKHOTO BBEIEHHS JIiIKapChKOT0 3aCco0y (DepI/IH}KeKT® (ouB. po3min

«OCcoOIMUBOCTI 3aCTOCYBaHHS»).
Ilopoc i

Jo3yBaHHS

Ilo3yBaHHS JTiIKapChbKOTO 3aco0y d)epHH}KeKT@

IIPOBOOUTHLCA Y OEKiTbKa
eTariB: [1] BU3HaYeHHs iHOAWBiOyalbHOl TOTPEeOU y 3aii3i, [2] po3paxyHOK i

BBEJIEHHS 003 3aji3a Ta [3] mepeBipKa 3amaciB 3ajli3a IIicisi IOIIOBHEHHS.
Kpok 1. Po3paxyHok HeobxiOHOi Kisnbkocmi 3aai3a

[HguBiOyanbHY KiNTBKICTH 3ai3a, HeOOXigHY [OJi MOIIOBHEHHS 3amaciB 3ajila
i3 3acTOCyBaHHSM JIIKapChKOTO 3aC00y (DepI/IH}KeKT®, MOXKHA BU3HAQYUTU Ha
OCHOBi Macwu Tina mailieHTa Ta piBHs remorsiobiny (Hb). ITorpeby B 3ami3i

ci1im BU3Ha4vaTH 3a popmysoro ['aH30Hi (guB. Tabnuio 1) abo 3a CIIPOIIEHOI0



CXeMOI0 MO3yBaHHS (OuUB. TaOIHUIO 2).

Bukopucrtanasa Gpopmynu 'aH30HI peKOMEHOYEThCS OIS IMalliEHTIB, SKUM

1oTpiOHa [o3a, aganToBaHa [0 IXHiX iIHOUBiAyaabHUX ITOTPED, HAITPUKIIA[

IalfieHTaM i3 HEPBOBOIO aHOPEKCi€l0, KaXeKCi€lo, OKUPIHHIM ab0 BariTHUM

XinkaM. [edimuT 3ami3a moBuHeH OyTH MiATBEPAXKEHNM Tab0opaTOPHUMU

OOCHigKEeHHSIMHU (OuB. po3min «OcobIUBOCTI 3aCTOCYBaHHS»).

Tabmuisa 1

Bu3HaueHHs 1moTpedu B 3aI1i3i 3a ¢popmyroro 'aH30Hi

Maca Tina Hb (r/gmn)

[kr] 6 7,5 9 10,5

30 18 M (900 16 mn (800 14 mn (700 12 mn (600
MT') MT’) MT') MT’)

35 24 M (1200 |22 M (1100 |20 M1 (1000 |16 M1 (800
MT') MT') MT') MT')

40 26 M (1300 |24 M (1200 |20 M1 (1000 |18 M (900
MT') MT') MT') MT’)

45 28 M (1400 |26 Mz (1300 (22 M (1100 |18 M1 (900
MT') MT’) MT') MT')

50 30 ma (1500 28 mn1 (1400 |24 mm (1200 |20 M (1000
MT') MT') MT') MT’)




55 32 M1 (1600 |28 m (1400 |24 mm (1200 |20 M (1000
MT') M) MT') M)

60 34 mm (1700 |30 M1 (1500 |26 M1 (1300 |22 M (1100
MT') M) MT') MT')

65 38 M (1900 |32 M1 (1600 |28 M (1400 |24 mm (1200
MT') M) MT') MT')

70 42 mi (2100 |36 Mz (1800 |32 M1 (1600 |26 M1 (1300
MT') MT') MT') MT')

75 44 mia (2200 |38 Mz (1900 |32 M1 (1600 |28 M1 (1400
MT') M) M) M)

30 46 mi (2300 |40 mi (2000 |34 M1 (1700 |28 M1 (1400
MT') MT) MT') MT)

a5 48 mi (2400 |42 M (2100 |36 M1 (1800 |30 M1 (1500
MT') MT) MT') MT)

90 50 mn1 (2500 44 M1 (2200 |36 M1 (1800 (30 M (1500
MT') MT) MT') MT)

Hb - remormnooin

[Ipu Maci Tista < 66 KI po3paxoBaHy 3arajbHy KyYMYJIATUBHY 003y CIIiL

OKPYIJIUTHU y MeHInM 0iK fo Haubnux4gux 100 mr 3amisa.

[Ipu Maci Tista > 66 po3paxoBaHy 3arajibHy KyMYJIATUBHY [03Y CIIif

OKPYIIUTHU y Oinbmini 0ik oo Hanbnmxkyux 100 Mr 3amiza.




®opmyna ['aH30HI:

3aranpHuu gediumT 3ami3a [Mr] = 3arajgbHa KyMyJIsTHUBHaA go3a [Mr] =

Maca Tima®) [kr] X (mimboBuI piBEHB Hb(B) - (akTMUHUU pPiBEHb Hb)(C)
[r/mn] x 2,4P) 4+ penonosane sanizo® [mr].

(A4 II71s mamieHTiB 13 HagMIPHOIO Macol0 Tijla PEKOMEHAYETLCSA
BUKOPUCTOBYBAaTH ifleallbHy MacCy Tijla, [Jisd BariTHUX — Macy Tijia oo
BariTHOCTI. € pi3Hi cmocoOu BU3HAYEHHS ifealbHOl MacH Tijla, HaIpUKJIIa
PO3paxyHOK MacCH Tija, 110 BiAnosigae iHOoekcy Macu Tina (IMT) 25: imeanbHa
Maca Tina = 25*%(3picT y MeTan)z.

(B) CTaHgapTHUM IIiTbOBUM PiBeHb reMornobiny ans ¢popmynu ['aH30HI
CTAHOBUTL 15 r/mn. B ocoOnuBuxX BUIlagKaX, HaOPUKIIad OJIs BariTHUX, CIIif
BCTAQHOBJIIOBATU HUKYUU IIITLOBUM PiBEHb TeMOTJI00IHY.

EdekTuBHICTE NiKyBaHHS CIi KOHTPOJIIOBATHU 3a pe3yJjibTaTaMU aHaJli3iB
KpOBi. [171s1 JOCATHEHHS LiJIbOBOTO PiBHA reMoriao0iHy Moxke 0yTu
HeOoOXiTHMM KOPUTYBaHHS KYMYISITUBHOI MO3U 3ali3a.

(€) I71s1 IepepaxyHKy reMori00iHy B MMOJIb/JI Ha T/OJ1 CITii IOMHOXKHUTH
ITOKa3HUK reMoryio0iHy B MMOIb/N Ha KoeditienT 1,61145.

(D) Koedinient 2,4 = 0,0034 x 0,07 x 10 000.
0,0034: BMmicT 3ami3a y reMmorjiobini ctaHoBuTs 0,34 %.
0,07: 06’em kpoBi 70 my/Kr Macu Tina = 7 % Big Macu Tina.

10 000: koeditieHT Ons nepeBeneHHs «r/on» y «Mmr/o» (1 r/gm = 10 000
MT/11).

(E) II7151 TIalflieHTiB i3 Macolo Tijla > 35 KT KIJIbKICTh OEIIOHOBAHOI'O 3aji3a
ctanoBUTh 500 Mr a6o Oinbie. BenuuunHa mermoHoBaHOTO 3aiida 500 Mr
BIAIIOBiJa€e HUKHIN MexKl HOPMU OJIA XKIHOK 13 HU3bKHUMU
AQHTPOIIOMETPUYHUMMU XapaKTepUCTUKaMU («MiHiaTIOpHI XKiHKU»). [lesaki



ITOCIOHUKY PEKOMEHOYIOTh BU3Ha4YaTU [elIOHOBaHe 3ali30 i3 po3paxyHKy
10-15 mMr 3ani3a/Kr Macu Tina.

Tabmuisa 2

BusHadyeHHA HOTpe6I/I y 3aIi3i 3a CITPOIIIEHOI0 CXEMOIO NO3YBAHHIA

Hb Maca Tina nanieHTa

r/on MMOJIb/TI < 35 Kr 350 kr - <70 kr |= 70Kr
<10 < 6,2 500 Mmr 1500 Mmr 2000 mr
10-<14 |6,2-<38,7 500 mr 1000 mr 1500 mr
= 14 = 8,7 500 mr 500 mr 500 Mmr

Kpok 2. Po3paxyHOK I 88e0eHHA MAKCUMA/AbHOI 003U 3a/i3a

®

depUHKEKT ~ CJIi BBOOUTH y BIAMOBIOHUX J03aX 3aJIe’KHO BiZl BU3Ha4YE€HO1

HeoOXimHOl KiTbKOCTi 3aii3da. 3aCTOCOBYBATH, SIK OIMMCAHO HUXKYE.

OpHopa30Ba Jo3a JIiIKapChKOT0 3aco0y CDepI/IH}KeKT® He MMOBUHHA

IIEPEBUILyBaTU TaKi BEJIMUUHMU:

e 15 Mr 3ami3a/Kr Macu Tina (IIpu BBeeHHi IIIITXOM BHYTPIiIlITHbOBEHHOIL
iH’eki11ii) ado

e 20 Mr 3ami3a/Kr Macu Tina (IIpu BBeIEeHHi IIIITXOM BHYTPIiIlIHbOBEHHO1L
iHgdy3ii), abo

e 1000 Mr 3amiza (20 M miKapChKOTO 3aCO0y q)epI/IH}KeKT®).

MakcuManbHa peKOMeHoBaHa KyMy/IsTHBHA [03a JIiIKapChKOIro 3aco0y

®

®depunkKeKT = cTtaHoBUTH 1000 Mr 3amiza (20 M miKapCchKOro 3aco0y

(DepI/IH}KeKT®) Ha TUXKOEHb. fKI0 KyMyJIITUBHA A03a 3ajli3a [IepeBUIlye



20 Mr 3amiza/kKr macu Tina a6o 1000 Mr 3ami3a y miKapcbKOMY 3aco0i

®

OepUuHKEKT —, OO3Y CIIi PO3OUJIMTUA Ha [OBa BBEOEHHS 3 IHTEPBaJIOM

HIOHAMMeHIIe 1 TUXKOEeHb.
Kpok 3. I[lepegipka 3anacis8 3a.i3a nic/a11 NONOBHEHHA

3ajiexXHO Bifl CTaHy KOHKPETHOI'O IallieHTa JIiKapio CJIig IPOBOOUTHU ITOBTOPHI
00cTexXeHHS (BKJIIOUAIOYM aHalli3u KPOBi). PiBeHb reMornobiny ciif
IIOBTOPHO BU3HAaYyaTHU He paHillle HiX yepe3 4 TUXKHI IIiCJII OCTaHHbBOT' O

® mo6 OyJ10 JOCTaTHBO Yacy OJisd

BBEIEHHS JIIKapChKOro 3aco0y PepuHKEKT
epUTPOII0e3y Ta yTUiilallil 3amida. AKINo malieHT MoTpebye MoaaabIIoro
TIOITOBHEHHS 3allaciB 3ai3a, moTpelby B 3ami3i ciim nepepaxyBaTu 3a

(I)OpMYJ'IOIO ['aH30HI 4u 3a CIIPOIIEHOI0 CXeMOIO JO3YBAaHHAA.

Cnocib sse0eHH A

®

q)epI/IH}KeKT BBOOSATH BUKJIFOYHO BHYTpiU_IHBOBeHHO:

e IIJISIXOM iH’€KIIil abo

e HUISIXOM iHQDY3ii, abo

e Y HEPO3BEJIEHOMY BUTIAMI HIJIIXOM iH’€KIIil Oe31IocepeaHbo Y BEHO3HY
YaCTUHY AlajidaTopa Mif Yac IpoLeaypu reMmomgiamisy.

®

depUHKEKT =~ He MOXKHA BBOOUTU BHYTPIITHROM I30B0O a00 MigIIKipHO.

ITig yac Ta micjisg 3aCTOCYBaHHS Ipernapary q)epI/IH}KeKT®

CJIif criocTepiratu
3a CTAHOM MAlli€HTIB 100 BUHUKHEHHSA CUMIITOMIB I'ilIepuYyTIUBOCTI.
HeoOxigHo 3a0e3neuynTy NPOBEeOeHHS BilIIOBiIHOI HEBIOK/IAAHOl Teparil

(guB. po3min «OcobGIMBOCTI 3aCTOCYBaHHS»).

BHympiwHb08€eHHA IH €KUiA

® moxe OyTH BBEOEHUM IIJITXOM BHYTPIIITHbOBEHHOI iH’ €KITil

OepUuHKEKT
HEpPO3BEeIeHOro po34yuHy. MakcruMasbHa OONyCTUMa OgHOpa30Ba no3a
CTAHOBUTH 15 MTI 3aji3a/Kr MacH Tijla i He moBuHHa nepesuinyBatu 1000 Mr

3amiza. [[IBUOKicTh BBEIEeHHS OUB. V TaOmuIIi 3.

Tabnuiga 3



[IIBuOKiCTh BBEOEHHS OJIsT BHYTPIIIIHBOBEHHOI iH €KIIi1 JIIKAPChKOTO 3aCco0y

CIDepHH}KeKT®
HeoOxiguuit 06’eM [IIBupKicTL BBEOEeHHS/
smikapcbkoro 3aco0y |ExBiBajleHTHa [03a 3ajlida [MiHiMalabHUM Yac
(DepI/IH}KeKT® BBEJIEHHSA
Hemae BuMoru mono
2 oo 4 mn (100 mo 200 mr MiHIMaJIbHOTO 4Yacy
BBEJIEHHS
> 4 oo 10 M |> 200 oo |[500 mr 100 Mr 3ani3a/XBUIMHY
> 10 |mo 20 m1 |> 500 |mo 1000 mr 15 xBunIuH

BHympiwHb08€eHHa iHpY3ia

CDepHH}KeKT®

MOzKe OyTH BBeOEeHUU LIISIXOM BHYTPIIIHbOBEHHOI iH(DY3il, i B
IIbOMY pPa3i ¥oro HeoOXigHO PO3BOAUTH. MaKcUuMalbHa OOIyCTUMa
OOHOpa30Ba mo3a cTaHoBUTH 20 MI 3ajli3a/Kr MacCH Tijla i He IIOBUHHA
repeBuinyBatu 1000 Mr 3amiza. s iHGy3ii mikapcbKuil 3acid q)epI/IH}KeKT®
CIIii pO3BOAUTH TiNnbKu cTepunbHuM 0,9 % (M/00) po3UMHOM HaTPiIO
XJIOPUMOY, K ITOKa3aHo y Tabmnwuili 4. [IpuMiTKa: Ois 3abe3nedyeHHs
cTabiIbHOCTI He OONyCKa€EThCI PO3BEeAEeHHS JIiIKapChKOro 3aco0y PepuHIKEKT
® no KOHIIeHTpallil MeHIII HiXK 2 MI 3aii3a/M (He BpaxoByio4du 00’eM
PO34YMHY 3ajiza KapOoKCcUManbTO3u y (1akoHi). [1ogaTKOBO 100
PO3BEEHHS IILOTO JIiIKapChKOT0 3acOo0y mepe BBeOeHHSIM OUB. HUXKYE

«IHCTPYKIIil 3 TOBOIXKEHHS».

Tabnuisa 4

TTy1aH PO3BENEHHS JIIKApCHKOro 3aco6y depunmkerT®

iHDY3il

0711 BHYTPIIITHbOBEHHO]



) . MaxkcuManbHUN
HeoOxigHui ]
, 00’eM
00’eM . . .
) EkBiBajleHTHa mo3a |CTEPUIIBHOTO MiHiManbHUN
JIIKapChbKOI'0O ]
3aJti3a 0,9 % (M/00) Yac BBEIEHHS
3acoby ,
® PO3YHHY HATPIiIo
OepUuHKEKT
XJI0pUOy
Hemae Bumoru
Oomo
2 mo l4mr 100 |mo 200 Mr |50 M Hon
MiHiMaJIbHOTO
4acy BBeOEeHHS
> 4 oo |10 M1 |[> 200 [mo [500 mr |100 mn 6 XBUJIUH
> 10 |mo |20 mm |> 500 |[go 1000 mr 250 M7 15 xBUnIMH

ITHcmpyKuii 3 no8OOM#CEeHH A
®dnakoHu MpU3Ha4YeHi TiIbKY AJIS OOHOPa30BOT0 BUKOPUCTaHHS.

[Iepen 3acToCyBaHHSM IIpellapaTy HEOOXigHO Bi3ya/IbHO II€PEBIPUTHU
(bmakoHU Ha HASIBHICTh BUOUMUX YaCTOK Ta IIOMIKOOXKEHbD.

Crnig BUKOPHCTOBYBATH TiNTbKYU (PJIaKOHU 3 OOHOPIOHUM PO3YHMHOM 0e3
BUOIUMUX YaCTOK.

® MmoxkHa 3MimryBaTH TinbKM 3i cTrepunbauM 0,9 % (M/00)

OepuHKEKT
PO3YMHOM HATPIiI0 XJIOpuAy. [HIII BHYTPIIIHEOBEHH]I PO3YUHU I
PO3BEEHHS Ta JIIKapChKi 3aco00M He MOXKHA BUKOPUCTOBYBATH Yepe3 PU3UK

YyTBOPEHHS ocagy Ta/abo B3aeMOil.

Ocob.usi epynu nauieHmis

Himu eikom 0o 1 poky



EdekTuBHICTh Ta 6€31€eKa 3aCTOCyBaHHS JIiIKapChbKOT0 3aco0y (DepI/IH}KeKT®

OiTSM BiKOM 00 1 pOKY He OOCIiAXKyBaJIuCs, TOMY HE PEKOMEHOY€EThCS
3aCTOCOBYBATH JIiIKapChKHUM 3acib miTsM i€l BiKoBol KaTeropii.

Limu 8ikom = 1 pokKy

®

Jlikapcbkuii 3aci6 ®epuHKEKT = He CXBaJIeHUM [JIT 3aCTOCYBaHHS OiTSIM

BikoM Bif 1 mo 18 pokiB yepe3 oOMeKeHiCTh JaHUX.

PekomeHpaliii oo mo3yBaHHS He MOXKYTh OyTU HafgaHi. HasiBHI Ha chorogHi
OaHi MIOOO0 3aCTOCYBaHHSA OIiTSIM OMMCAaHO B po3faiax «PapmMaKoiIoriyHi
BJIaCTUBOCTi» Ta «ITobOiuHi peakirii».

IlayieHmu 3 XpOHIYHUM 3aXB80PIOBAHHAM HUPOK, AKI nompebyomb
2emooianizy

I71 TallieHTIiB i3 XpPOHIYHMMY 3aXBOPIOBAHHSAMU HUPOK, SIKi TOTPEOYIOTH
reMopfiasnily, MakKCcuMaJlbHa 034, 1110 BBOOUTHCS, HE TIOBUHHA [I€PEBUIIyBaTHU
200 Mmr 3amiza 1 pas Ha mo0y.

EdekTuBHICTE Ta Oe3meKa 3aCTOCyBaHHSA JIiKapChKOTO 3aCo0y dDepHH>KeKT®

OiTSIM i3 XpPOHIYHUMHU 3aXBOPIOBAaHHSIMM HUPOK, SKi MOTpeOyITh reMofgiani3y,
He OOCIiOXKyBalucsa. ToMy He peKOMEHOYEThCS 3aCTOCOBYBATHU JIiIKapChbKUU

®

3aci6 PepuHKEKT ~ [OiTsAM i3 XpPOHIYHMMMU 3aXBOPIOBAaHHSIMUN HUPOK, SKi

IOTPeOyIOTh TeMOoiani3y.

ITauieHmu 3 nopyweHHAMU 3 OOKY neviHKu

BigcyTHi mOCBim 3aCTOCyBaHHS TiKapChKOT0 3aco0y (DepI/IH}KeKT®

MaljieHTaM i3 HOpPyIIeHHIMHU QYHKIJil IeYiHKH.

IIimu.

® OITSIM He

EdekTuBHICTh Ta 6e31eKa 3aCTOCyBaHHS IIpenapaTty ®PepuHKeKT
OOCIIIOXKyBaIuCs, TOMY HE PEKOMEHOYETHCS 3aCTOCOBYBATHU IIpernapar
MalfieHTaM Ifi€l BikoBol KaTeropil. HasgsBHiI Ha ChOTOOHI maHi 1000
3aCTOCYBaHHA OIiTSIM ONMCaHO B po3aisiax «PapmMaKoIOTriyHi BIaCTUBOCTI» Ta

«ITobiuHi peakirii».



Ilepeno3yBaHHs

BunankoBe mepeBUIIEHHS 3arajlbHOI KyMYJISTUBHOI 0031, HEOOXiIHOI s
KOpeKIlil medinuTy 3ajisa y maiieHTa, MOXKe IPU3BECTU 0 HaKOMMUYEHHS
3aJIi3a B MOT'0 3anacax i B KiHIIeBOMY HacCJIiIKy — OO0 'eMOCUepPOo3y B TAKUX
rnaimieHTiB. [lboMy MOKHa 3an0o0irTH HIJISAXOM ITPOQiTaKTUYHOTO KOHTPOIIIO
IIapaMeTpiB 3ajli3a — CUPOBAaTKOBOTO (PEepUTHHY Ta HaCUYEHHS
TpaHchepuny. HebaxkaHe HaKOITMYEHHS 3ajli3a CIIif IiKyBaTH BiAIIOBIOHO OO
CTaHOapTHOl MEeJUYHOl IPaKTUKHU.

IToGiuni epexTn

[Ipo HaBeneHi HUKYe ITOOIYHI peakilil MOBiHOMIIANN y KIiHIYHUX
OOCIIIOXKEeHHAX 3a y4acTio 9456 mopociux mnaiieHTiB Ta 82 giTeud BikoMm = 1

®

POKY, SIKUM 3aCTOCOBYBAJIU JIiKapChbKUM 3acid PepuHKEKT — , a TaKOXK ITifI

Y9acC IIOCTMapPKEeTHHIOBOT'O 3aCTOCYBaHH/.

HebaxaHi epeKTU 3@ YaCTOTOI0 BUHUKHEHHS KJTaCUDIiKyIOTh 32 TAaKUMU
KaTteropisgmu: 4acTto (< 1/10 — = 1/100), HeyacTo (< 1/100 — = 1/1000),
pigko (< 1/1000 — = 1/10 000) Ta HeBimOMO (He MOzKHa OILIIHUTH Ha OCHOBI
HasIBHUX OaHUX). 1o HaubinIbIl YacTuX HeOaKaHUX peaklliil HajlexkaTb
HYOOTa, peakilisg B Micii in’ekii/iHdy3ii, rimodochaTeMisi, romoBHUM Oifnb,
rimepemis oOnn4Ysi, 3allaMOPOYEHHSI, apTepiajbHa TinepTeH3id.

I1o HauOiNMbII BaXKJIMBUX CEPUO3HUX ITOOIYHUX peakKllii, BAHUKHEHHS STKUX
aCOILIII0BAJIOCH 13 3aCTOCYBaHHSIM IIperapary (DepHH}KeKT®, HajiexXaTb
peaxiiii rinep4YyTINBOCTI, IKi € HeyacTUMHU (OUB. HUXKYe peakliil 3 00Ky

iIMyHHOI CUCTEMHU).

Hati6inbIll cepilo3HUMHU NOOIYHMMY peakilisiMu Oynu aHadinakTU4HI peakiil
(pimKo): TTOBIMOMIISIIM PO JIeTallbHiI BUIIAOKU.

Y KIIIHIYHUX OOCJIIOXKEHHAX Yy IMAlll€HTIB 13 BUABIIEHUM 3HUXKEHHAM
CHPOBATKOBUX PiBHIB pochaTiB HaMHUKYI MOKAa3HUKH BU3HAYAIUCS
TpuOIU3HO Yyepe3 2 THUXKHi. Y OiNbIIOCTi BUNAAKiB ITOKa3HUKHU



HOpPMaJli3yBaJIuCA OO0 MOYaTKOBUX 3HAUEHDb NPOTATrOM 12 THUXKHIB MiCIIsd

JIIKYBaHHS IIpernapaToM q)epI/IH}KeKT®.

[Tpodinb Ge3mneku y miTel BikoM 1-17 poKiB BUBYAJIM y HaBeJeHUX HUXKYE
OOCHIIOXKEeHHIX.

Y npocnekTuBHOMY (papMaKOKiHETUYHOMY/(apMaKOONHAMIYHOMY
pocraimxkeHHi ¢pa3u 2 (1VIT13036) 35 miteu y rpymnax 3 IIOCIiJOBHUM
BBEOEHHSAM 03 OTPUMYBAJIU JTiIKyBaHHS IIJISXOM BHYTPIIIHBOBEHHOT O
BBeI€HHS OOHOPA30BUX 103 JIIKAPCHKOTO 3aCo0y q)epI/IH}KeKT® 7,5 MT
3ami3a/kr (n = 16) ta CDepI/IH}KeKT® 15 mr 3amisa/kr (n = 19) (MmakcuManbHa
mo3a ctaHoBUTH 750 Mr 3ani3a). He cmmocTepiranocs HeodikKyBaHUX ITOOIYHUX
peaxirifi Ha JIiKapChKUM 3acid NopiBHSAHO 3 mopocauMu. Hanbinbkll yacTUMU
IMOOIYHUMM peakilisiMu OyJIu 1Mo 2 BUNAAKU IMipeKcCii Ta BUCUTTY IIPU

3aCTOCYBaHHI JIiIKapChKOTro 3aco0y (DepHH}KeKT®

y 0o3i 7,5 Mr 3aji3a/Kr ta
1o 3 BUIIaAKU PUHOPE] Ta KPOIMB’ SHKH, a TAKOXK I10 2 BUIMIAQAKHU HipeKcCil Ta
iHQeKITil BepXHiX AUXalabHUX MIJISIXiB IPHU 3aCTOCYBAHHI TiKapChKOT0 3aco0y

(DepI/IH}KeKT® y 0o3i 15 Mr 3ami3a/Kr.

Y nIpoCrekKTUBHOMY BiIKPUTOMY HOOCJIIOXKEHHI 3 ITapajieJIbHUMU I'pyliaMu
das3u 3 (1VIT17044) 40 miTelt oTpuMyBaau 2 03U JIiIKapChbKOTO 3aco0y

CIDepHH}KeKT®

mo 15 Mr 3ami3a/Kr KoxKHa 3 iHTepBajioM 7 OHIB (MaKCHUMallbHa
OOHOpPa30Ba Ao3a cTaHOBUTH 750 Mr). He criocTepiranocss Heo4iKyBaHUX
1MoOIYHMX peaklliii Ha miKapchbKui 3acib mopiBHSHO 3 mopocaumu. HanbinbIm
YaCTUMU MOOIYHMMHU pPeakIisIMU IIicJs BHYTPIIIHEOBEHHOI Teparril
JIiIKapCbKUM 3aC000M CDepI/IH}KeKT® Ooynu rinmodocdaTremisas/3HNKEHHS PiBHSA
docdaTiB y cupoBaTiii KpoBi (n = 5), 6moBaHHA (n = 2), TOJIOBHUM 01k (n =

2) Ta KpomnuB’'sgHKa (n = 2).

[Tpu nmabopaTopHOMY 0iOXiMiYHOMY OOCHIOKEHHI BUSBIEHO MOTEHIIIMHO
KJIiHIYHO 3HauyIy rinogocdareMito y 8 mailieHTiB, IKi 3aCTOCOByBalu
JIIKapChbKUU 3acib q)epI/IH}KeKT® (y Tomy umucri 4 i3 3apeeCcTpoBaHUX
BUIIAAKiB MOOIiYHMX peakiiin). HaiHuK4uii piBeHb ¢pocdaTiB 3a3BUYaml
BHM3HAYaBCS 4Yepe3 2 TUXKHI ITiCJId IT0YaTKy Teparil i B OCHOBHOMY
HOpMaJIi3yBaBCs Ha 35-U OeHb IIC/IA I104YaTKy JIIKyBaHH. Y Cl BUIagKU
rinmodocdaremii 6ynu 6€3CUMOTOMHUMU.



IuB. Tak0oXK po3min «OCoBIUBOCTiI 3aCTOCYBaHHSI».
3 60Ky iMmyHHOI cucmemu

HeuacTo: peakiiil rinepuyTIMBOCTI HETallHOTrO TUNY (aHadimakKTU4YHA
peaxkilisi) MOXKYTb IIPU3BECTHU [0 JIETAJIbHOTO HACIIAKY (AUB. PO3MAin
«OcobmuBOCTI 3acTOCyBaHHS»). CuMOTOMU aHadinaKTUYHUX peakKlIlii
BKJIIOYAIOTh LIUPKYJIATOPHUU KOJIAllC, apTepiajibHy TillOTeH3it0, TaXiKkapmaito,
pectipaTopHi cuMniToMu (OpoHXO0CIIa3M, HaOpPSAK ropTaHi, papuHTreanbHUA
HaOpsK), CUMOTOMH 3 OOKY IIIYHKOBO-KUIIKOBOTO TPaKTy (abmoMiHaIbHIi
crma3mu, OJII0BaHHS), CAMIITOMH 3 OOKYy HIKipu (KpPOIUB ' sTHKa, EPUTEMA,
cBepOixK).

Memaboai3mM ma nopyweHHs Xap4y8aHHsi

YacrTo: rimodocdaremis (Ha 0OCHOBI Tab0paTOPHUX JaHUX).
3 60Ky ncuxiku

Pigko: Big4yTTa TPUBOTH.

3 60Ky Hepsoagoi cucmemu

YacTo: ronoBHUM 0inb, 3allaMOPOYEHHS.

HeyacTo: CHOTBOPEHHS CMaKy (OuCreB3is), mapecresis.
HeBigmomo: BTpaTa CBiIOMOCTI.

3 60Ky cepus

HeuacrTo: Taxikapmis.

3 60Ky cyOuHHOi cucmemu

YacTo: apTepiayibHa rinepTeH3is, IIPUIINBH.

HeuacTo: apTepianbHa rinnoTeH3is.

Pimko: 3amaMopo4YeHHsI, BTpaTa cBigoMocTi, ¢hiiebir.



3 60Ky OuxanavHOI cucmemu, op2aHie 2pyoHOI KAimKu ma cepedoCmiHH A
HeuacTo: 3aguInka.

Pigko: 6poHX0CIIa3M.

3 6oky mpasHoi cucmemu

YacTo: HygoTa.

HeuacTo: abmomiHanbHUM 0inib, OJII0BaHHS, 3am0p, giapes, OUCIIeICis.
Pigko: meTeopu3sm.

3 60Ky neuiHKU ma #co84YH020 Mixypa

HeuacTo: migBullleHHSA piBHSA anaHiHaMiHoTpaHCcepas3u (AnAT), migBUIIeHHS
piBHSA acnapTaTamiHoTpaHcdepas3u (AcAT), miaBUIlleHHS PiBHA raMMa-
royTaMmintpancdepasu (y-I'T), nigBuiieHHS piBHA ny2kHO1 pocdaTasu (JID),
IIiOBUINIEHHS PiBHS NakKTaToerigporexna3u (JIIT).

3 60Ky wkKipu ma nidwKipHUX MKAHUH

HeuacTto: BucunanHs (BK/II04Ya€ TakKi peakliil: epuTeMaTO3HUMY,
reHepaaizoBaHUU, MaKy/JIbO3HUH, MaKyJIOIIaIlyJIbO3HUN, CBEPOJISYUY BUCHII),
cBepOiXK, KPONIUB ' sTHKa, epuTeEMa.

Pimko: aHTiOHeBpOTHUYHUM HAOPSK, BinmasrieHe 3HeOapBJIeHHS IIKipH,
OmmimicTh.

HeBigomo: mepMaTuT, HaOpsiK o0Imyys.
3 60Ky KicmKkogso-M’ 530801 cucmemu i cnoay4yHOi MKaHUHU

HeuacTo: apTparnris, mianrisi, 6inb y KiHIliBKax, 0i1b y CIuHi, M’ 130Bi
CIIa3MHU.

HeBigomo: rinmogocdaremiuyHa oCTeOManALis.

3azanvHi nOpyweHHA ma peakuil y micui 6e0eHHA



YacTo: peakiril y Micii in’ek1ii/iHdy3il (BK/Io4aodu TakKi CUMIITOMHU, K Oifb,
remMaToma, 3MiHa KOJIbOpPY (IOTEHLIMHO TpUBaja), eKCTpaBa3allif,
roapal3HeHHs, ¢pebiT Ta mapecTtesis B Miclii iH’ekIil/iHdy3il).

HeuacTo: mipekcisg, BTOMIIOBaHICTb, 03HO0, OiNlb y TPyOsaX, MepudepudHmn
HaOpsK, 0iflb, He3ayKaHHS.

Pinko: rpunononiObHi 3axBopioBaHHS (3 MOYaTKOM Y IIepiof Bif OeKiTbKOX
TOOUH OO0 NeKiJIbKOX OHiB).

ITogidomaeHHA npo nido3prosaHi nobiUHI peaku,il

IToBimomMneHHS PO MOOIYHI peakilil MicJIsg peecTpaillil TiKkapChbKOTro 3aco0y
Ma€ BaXJIUBe 3Ha4YeHHd. lle jae 3MOry NpOBOAUTU MOHITOPUHT
CIIIBBIIHOIIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IILOT'O JIIKAPCHKOT'O
3aco0y. MennuyHuM Ta (papMalleBTUYHUM IIpalliBHUKaM, a TaKOXK HalliEHTaM
ab0 IXHiM 3aKOHHUM NpeacTaBHUKAM CJIi[] IOBIJOMIISITH IIPO yCi BUMIaOKU
ITiT03PI0OBaHUX MOOIYHMX peakiliii Ta BiICYTHOCTiI e()eKTUBHOCTI JTIKapChKOTO
3aco0y yepe3 aBTOMaTU30BaHy iHQopMalliiHy cucTeMy 3 (papMaKOHATISaOy
3a nocunaHHaM: https://aisf.dec.gov.ua.

TepMiH NpUIAaTHOCTI
3 POKH.
YMoBHu 30epiranus

30epiratu B opuUriHasbHiM yiakoBIili mpu TemmnepaTypi He Buitle 30 °C. He
3aMOpPOXKyBaTH. 30epiraTu y HeIOCTYITHOMY OIS OiTeu MicIi!

HecymMmicHicTh

q)epI/IH}KeKT®

MOXKHa 3MilllyBaTu TUIbKHU 3i cTepunbHuM 0,9 % po3ynHOM
HaTpito xmopuay. CyMICHICTE i3 KOHTEMHEPaAMU, BUTOTOBJIIEHUMU 3

MaTepiasiB, KpiM IIOJIieTUJIEHY Ta CKJla, He BUBYEHaA.



YonakoBka

ITo 2 mnm a6o 10 M y ¢pnmakoni. ITo 1 abo 5 ¢pmakoHiB y KapTOHHINM KOPOOIIi.

KaTeropis Bignycky

3a pelenToM.

BupooHHK

Bidop (Iutepueiunn) IHK., [lIBeunapis/Vifor (International) Inc.,
Switzerland.

Micrie3HaxoaKeHHsI BHPOOHHKA Ta aJpeca Miclisi IPOBadKeHHsI HOT 0
OisIJILHOCTI.

Pexenmrtpacce 37, 9014 Crt. I'annen, llIBeunapisi/Rechenstrasse 37, 9014 St.
Gallen, Switzerland.



