THCTPYKIIA

IJIs1 METHYHOI'0 3aCTOCYBaHHSsI JIIKAPChKOI'0 3aC00y

®EPUHXKEKT"®

(FERINJECT®)

Cknao:
0it04a pevyosuHd: 3ami30 y BUTIAML 3ajTiza KapOOKCHMAIbTO3H;
1 M7 po3uuny micTuTh 180 Mr 3amiza KapOOKCHMaIbTO3H, 0 eKBiBasieHTHO 50 MT 3ai3a;

0onomidcHI peyo8uHU: HATPilo TiZPOKCHU[ Ta KHCJIOTa XJIOPUCTOBOHEBA (71 KopuryBaHHs pH), Boma
OIS iH €eKITiN.

JlikapcbKka popMa. Po3unH a4 iH'ekuii Ta iHPy3ii.
OcCHo8HI (pi3uko-XiMi4Hi 8/1acmMuBoCcMi: HETIPO30PUYM BOOHUY PO3YUH TEMHO-KOPUYHEBOT'O KOILOPY.
dapMakoTepaneBTHYHA IrPyna. AHTHaHeMidHi 3aco0u.

IIpenmapartu 3axi3a. [IpenapaTu 3a1i3a OJ11 NapeHTEPaILHOrO
BBeneHHs1. Koo ATX Bo3A C.

®Papmako102iuHi 8 1acmueocmi.
Mexanism 0ii

[Ticns BHYTPIIIHROBEHHOTO BBEJEHHS KapOOKCUMaIbTO3HUM KOMIIJIEKC 3ali3a IepeBaxkHO



3aCBOIOETHCS PETUKYIIOEHOOTENIalIbHOI CUCTEMOIO MMEeYiHKY, KICTKOBUM MO3KOM Ta CeJIe3iHKOIO.
3a/1i30 BUKOPUCTOBYETHCS TOJIOBHUM YHUHOM [IJIsI CHHTE3Y IreMorio0iHy, a Takoxk Miorno0iHy Ta
3asi30BMicHUX (PepMeHTIB, a TAKOXK 3as1i30 36epiraeThcs y MediHIli K IeloHOBaHe.

dapmakoOuHamika.

Po3unn npenapaty ®eprHKEeKT® MICTHTB 3a/1i30 y cTabilbHOMY CTaHi - B KoMItekci 3aniza (II1),
KUY CKJIafla€ThCs 3 MOJIIHYKJIeapHOro sigpa rifpokcuny 3amnisa (III) 3 ByrneBogHUM mojIiMepoM, 1110
TIoCcTayva€ 3aji30, € IPUAATHUM [0 BUKOPUCTAHHS Ta TPAHCIOPTYBaHHS 3aJli3a B OpraHiaMi, Ta 6inky,
10 [ETOHYIOTh 3a7i30 (TpaHchepuH Ta GepuTuH). Y gocnimxensi i3 *Fe- ta *Fe-MiueEuM
npenapaToM PeprHKEKT® 3a Y9acTIO 6 Mal[i€HTiB i3 3ami30ediluTHO0 aHeMieo abo HIPKOBOIO
aHeMieio 6yy0 BUSIBIIEHO 3acBOEHHS 61-99 % 3amiza epurpourTamMu dyepe3 24 oHi micns BBeOeHHS
mpenaparty. Y NalieHTiB i3 3a/mi300eiuTHOI aHeMi€ 3aCBOEHHS CTaHOBUIO 91-99 %, a y nauieHTiB
3 HUPKOBOIO aHeMietwo - 61-84 %.

ity BikoMm 1-17 poOKiB

Y npocnekTuBHOMY (hapMaKOoKiHeTHYHOMY/(hapMaKOoguHaMIiYHOMY mociigxkeHHi pa3u 2 (1VIT13036)
35 miTen y rpymnax 3 IOCJIiIOBHMM BBEIEHHAM 03 OTPUMYBaJIM JIIKyBaHHS LIJIIXOM
BHYTPIITHEOBEHHOT'O BBEIEHHS OJHOPA30BUX [103 TiIKapChKOI0 3aco0y ®epuHKEKT® 7,5 MT 3ami3a/KT
(n = 16) Ta PepunxexT 15 Mr 3aniza/kr (n 19) (MakcuMasbHa Jo3a CTaHOBUTH 750 Mr 3aimisa). Ha
35-i1 meHb micns iH'eKIlil cepeqiHe MigBUIEeHHS (cTaHmapTHe BigxuneHHs [CB]) remornobiny
ctanoBuo 1,9 (1,38) r/on npu 3acTocyBaHHi 7,5 Mr 3aii3a/kr Ta 2,8 (1,15) r/on npu 3acTocyBaHHi 15
Mr 3amiza/kr. HacuuenHs QpepuTuHy Ta TpaHC)epHUHY TaK0XK 30iNmbIIyBanocs 3aekKHO Bifl 03MH.

EdexTuBHICTb Ta 6e3MeKy BHYTPIIIHLOBEHHOT0 BBEIEHHS JIKapChKOro 3aco0y ®epuHKeKT"
IIOPIBHIOBAJIU 3 Tepali€lo TepopalbHUMU IIpernapaTaMy 3a1i3a y IPOCIeKTUBHOMY BiIKPUTOMY
IOCTiAKeHH] 3 mapanenbHuMu rpynamu gas3u 3 (1VIT17044). Copok pitelt i3 3amizoge@inuTHOO
aHEeMI€I0 Pi3HOi eTioIoril OTPUMyBaK 2 J03H JTiKapChKOro 3acoby ®eprHKeKT" mo 15 Mr 3asisa/Kr
KOXHa 3 iHTepBajsioM 7 OHiB (MaKCHMallbHa OJJHOPA30Ba M03a CTaHOBUTEL 750 Mr), a 39 miTen
OTPUMYBAaJIU CyNibdaT 3aji3a nepopanbHo NpoTaroM 28 nHiB. CemMepo AiTel, sKi HaleXHUM YUHOM He
BiIIOBiNIM Ha Tepallilo nepopaabHUM IIpenapaToM 3ali3a, TaK0oXK OTPUMYBaU 2 J03U JIIKapChKOT0
3acoby DepHHKEeKT® y PO3LIMPEeHOMY OOCIifXKeHH] 3 opHiew rpynot (1VIT18045).

B ocHOBHOMY mOCTiIKeHHi criocTepiranaocs KIiHiYHO 3HaYyIlle MigBUIIEHHS PiBHS reMoriobiHy B
000x rpymax nikyBaHHs. CepenHeE MigBUILIeHHS PiBHS reMorio0iHy (3a METOOOM HalMeHIIHNX
KBagparTiB) ctaHoBuio 2,22 r/mi (95 % IOI: 1,69-2,75) micis 3acToCyBaHHS TiKapChKOro 3aco0y
QepurxexT® Ta 1,92 r/mm (95 % [I: 1,43-2,41) micna Teparmil nepopaabHIMH IpenapaTaMy 3aji3a
6e3 CTaTUCTUYHO 3HAYYIIOL Pi3HULI MiX IrpynaMu JTiKyBaHHSA. TakKUM YMHOM, TepPBUHHA KiHIlEBa
TOYKa JOCHiXKeHHs He Oyra focAarHyTa. [ligBUINEeHHS BTOPUHHUX KiHIIEBUX TOYOK (PiBeHb PepuTuHy
Ta HaCHM4YeHHS TpaHChepHuHy) OyI10 GilbIIMM IPK 3aCTOCYBaHHI JIIKApCHKOro 3aco6y PepuHKeKT",
HiX IicJig Teparil mepopalbHUM IIpernapaToM 3aji3a. Y po3umpeHoMy OOCTigKeHHi cepefHe
nigsuiieHHs [CB] piBHS reMorno0iny micis 3akiH4eHHS OCHOBHOT'O IOCTim»XKeHHs cTaHoBuio 0,7
(1,19) r/mn.

dapmakokiHemuxka.

Po3noodin

ITicns BBeeHHS pa30Bol 1031 npenapaty PepuHKeKT , iKa MicTUTh Bif 100 go 1000 Mr
3asli3a, maii€eHTaM i3 3ami3ogeiuTHOI aHEMi€I0 MaKCUMallbHi PiBHI 3arajabHOTO 3a1i3a B
cupoBarTIii KpoBi Big 37 mo 333 MKI/MII gocsAranucs nporaroM 15 xsunuH Ta 1,21 rogunu



BigmoBigHO. O6’€M PO3MOMiNy LIEeHTPaIbHOTO KOMIIAPTMEHTA BifillOBigaB 00’€My Ija3Mu KPOBi
(mpubnu3Ho 3 ).

I[To3uTpoHHO-eMicifiHa ToMorpadis mokasana, 1o 3aJ1i30 pafioMiueHoro npemnapary ®epuHKeKT"
BUBOIUTHCS 3 KPOBI, MOTpAIJIsie 4O KiCTKOBOT'O MO3KY Ta PeTUKYI0eHA0TeNlialbHOl CUCTEMU EeUiHKN
Ta CeJIe3iHKHU.

Memaboism

Kap6okcrManbTO3He 3aj1i30 TOJIOBHUM YMHOM IIOTIMHAETHCS PETUKYI0EHIOTENTiaIbHOI0 CHCTEMOIO
MIeYiHKM, KICTKOBOTO MO3KY Ta HE3HAYHOI0 MipOI0 CENIe3iHKOI0 1 pO3MafaeThCs Ha TiAPOKCHUT 3ali3a Ta
BYTJIEBOOY, IIPUYOMY 3a1i30 3B’'SI3y€ThCSA, GOpMyI0du GEepUTUH. 3a1i30 CTa€ JOCTYIIHUM AT
epUTPOII0e3y Yepe3 TpaHCPepuH, SKIIO 1ie € HeoOxigHuM. ByrieBogHi TPOOYyKTH PO3Mady SBISIOTH
00010 MaJTbTOTETPA03Y, MaIbTOTPHO3Y, MaIbTO3Y Ta T'IIOKO3Y.

Eaiminauis

[Ima3MaTUYHUM KJIipeHC BBEAEHOTO 3aJjli3a IMIBUAKUY, 3 KiHI[€BUM I1ePioioM HalliBBUBEOEHHS Bif 7 [0
12 roguH Ta cepefgHiM YacoM yTpuMaHHA npenaparty Big 11 mo 18 rogus. BuBeneHHd 3aiza HUPKaMu
Oy10 He3HAYHUM.

Kinemuka y ocobausux 2pyn nauieHmia
Iimu eikom 1-17 pokia

dapMaKOKiHETHKY BBeIeHOI BHYTPIIIHbOBEHHO KapOOKCUMaIbTO3] 3aJli3a JOCIiAXKyBalu y OiTen
BikoM Big 1 pOKYy i3 3ami3omedinuTHOIO aHEMIEIO Y
(bapmakoKiHeTHYHOMY/(papMaKogruHaMiuHOMY AociifxeHHi ¢a3u 2 1VIT13036 i3
3aCTOCYBaHHSIM OOHOPA30BUX 103, 1110 OYJI0 MOIIOBHEHO MOMYIALiMHUM (papMaKOKiHETUUHUM
aHaJIi30M, SKUH BKJIIOYaB NOAATKOBI BUOIPKOBI (hapMaKOKiHeTUYHi 3pa3Ky 3 KJIiHIYHOTO
pnocnigxeHHs pa3u 3 1VIT17044. GPapMakoKiHETUYHI BIaCTUBOCTI IpU PiBHI fo3u 15 Mr
3asi3a/Kr (MakcuMalibHa OfTHOpPa30Ba 403a CTaHOBUTH 750 Mr) O6ynau momiOHUMU A0 TaKUX y
IOPOCUX MAIliEHTIB 3 mediluTOM 3asi3a, IKi OTpUMyBaJii PpeKOMEH0BaHy 003y AJIs
nopocnux. PiBeHb 3a1i3a B CUpOBATIIi KPOBI IMiABUINYBaBCS MPOIOPILIINHO OO0 HO3U IIPU
3aCTOCYBaHHI OMHOPa30BUX A03 7,5 Mr 3ai3a/Kr Ta 15 Mmr 3amiza/kr. Ilicnisa BBegeHHA
O[[HOPA30B0]I 031 JIiKapCchKoro 3acoby ®epunkekT” 15 Mr 3aji3a/Kr MacH Tina
(MakcuManbHa J03a CTaHOBUTH 750 MT') cepegHill MaKCUMallbHUM PiBEHDb 3arajbHOTO 3ai3a
B cupoBatii KpoBi 310 Mkr/mn Bu3Havascs dyepe3 1,12 rogunu. Kinnesuii nepion
HaliBBUBEOEeHHS CTaHOBUB 9,8 roguHu, a 06’eM PO3MOOiNy, po3paxoBaHUl 3a JaHUMHU
MOMyIAIINHOTO0 (h)apMaKOKiHETUYHOTO aHami3y, ctaHoBuB Bif 0,42 mo 3,14 1.

IMopyweHHA pyHKUII neviHKu

HocifgKeHHs 3a y4acTO [TAlli€eHTIB 13 IIeYIHKOBO HEeOCTATHICTIO HE IIPOBOIUIIUCS.

KriniuHi xapaKTepUCTHKH.
Iloka3anusa.

3acTocyBaHHA IIpenaparTy MoKa3aHe MallieHTaM Y pa3i HeJoCcTaTHLO1 e(eKTUBHOCTI,



Hee(eKTUBHOCTI a60 HEMOXKJIMBOCTI ITepPOPaIbHOTO IPUHOMY 3aJ1i30BMiCHUX IIpenaparis,
HaIpPUKIIa[, Y 3B’A3Ky 3 HEIIePeHOCHMICTIO TIepopasibHUX IpemnaparTiB 3aisa abo 3a HasgsBHOCTI
3aXBOPIOBaHb IITYHKOBO-KUIITIKOBOTO TPAKTY (TaKUX SIK BUPA3KOBUU KOJIIT), KO IIepOpPaIbHi
IIpenapaTty 3ajida MOXKYTb CIIPOBOKYBATHU 3aTOCTPEHHS XBOp0oOH, ab0 3a YMOBH PE3UCTEHTHOTO 1O
Teparil 3anizogediUTHOTO CTaHy, KOJU € Til03pa, 10 IpernapaTy 3ali3a He 3aCTOCOBYIOThCS
HaJIeXKHUM YMHOM.

IIpomunoka3aHHsA.

- linep4yyTnuBiCTh A0 aKTUBHOI PeUYOBHMHHU ab0 iHIIMX KOMIIOHEHTIB IIpemapary;
- aHeMis 6e3 migTBepAXKeHoro nediuuTy 3amila;

- HasBHICTh O3HAK IIepeHaCUYeHHSs OpraHi3My 3a1i30M;

- | TpuMecTp BariTHOCTI.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

[TpemapaT He CIif 3aCTOCOBYBATH OJHOYACHO i3 3aJ1i30BMiCHUMHU IepOpabHUMU 3ac00aMH, OCKITbKU
abcopO1ist 3ai3a, 3aCTOCOBYBAHOTO BHYTPIIITHLO, 3HUKYETHCA (OUB. po3min «OcoOnMuBOCTI
3aCTOCYBaHHS»).

Oco6 1ueocmi 3acmocyeaHHsi.

®eprHKEKT® CIIif] 3aCTOCOBYBATH JIMILE TOMi, KOJIK MiarHo3 3a1i30fediliuTHOrO CTaHy BCTAHOBJIEHO
Ta MiATBEPHXKEHO BiANOBiAHUMYU JTa00PaTOPHUMHU JOCTiAXKEHHIMY (HalpyUKilaf, BU3HaUeHHs PiBHA
TaKMUX ITIOKa3HUKIB, K PiBeHb PEPUTHHY B IIJIa3Mi KpPOoBi, HacudeHHA TpaHchepuny (TSAT),
remorno6in (Hb), reMaToKpuT, KinbKiCTh €PUTPOITUTIB, cepenHiii 06’em eputporutie (MCV) ta
cepepHiii BMicT reMorno6iny B eputporuTax (MCH)).

Peaxkuii 2inepuymausocmi

BHyTpilIHbOBEHHE 3aCTOCYBaHHS IIperapariB 3aji3a MOXe IPU3BECTU [0 BUHUKHEHHS peakLii
rinepyyTNIMBOCTI HeranHoro TUmny (aHadilakTUYHUX peaklliit), 10 MOXKYTb OyTH JIeTaTbHUMH.

[ToBimOMIIANIOCS PO BUHUKHEHHS TaKUX pPeakliy HaBiTh y BUNA[KaX, KOJIU IOIePeIHE 3aCTOCYBaHHSA
IIpenaparis 3aji3a 41 DapeHTepaIbHOT0 BBeNeHH Ipoxoauio 6e3 ycknagHeHb. Hagxonunu
TIOBiIOMJIEHHS IIPO peakllil Tinep4yTIUBOCTI, Ki MOTJIM IPOrpecyBaTy g0 cuHppomy KoyHica
(rocTpui anmepriyHuil cia3M KOPOHAPHUX apTepil, 10 MoXkKe NPU3BECTH 0 iHPapKTy MioKapaa, OUB.
po3pin «ITo6ivyHi peakwii»). JlikyBaHHs npenapaToM OepuHKeKT® Ma€ IpU3HaYaTH YeProBuil JIiKap
JIULIe MiC/Is TOYHOTO BU3HAUYEHHS [T0Ka3aHHS.

®epUHKEKT  MOXKHA BBOIUTH JIMIIE 3a YMOBH, 10 MeJUYHUI epCOHA, SKUI Ma€ HaBUYKH
OILIiHIOBAHHS Ta MiKyBaHHS aHa(inaKTUYHUX peakllii, TOTOBUY OO0 HETalHUX [il, Ta 3a HasABHOCTI
IPUMIIIeHHs, HaJeXKHUM YUHOM 00JITaHAHOT0 3aco0aMu [JIsl IPOBENeHHST peaHiMaIliiHUX 3aX0iB.
[Iepen KOXXHUAM 3aCTOCYBaHHAM IIpenapary (DepI/IH}KeKT® CJIi OIIMTATH IIAllicHTa 00



OTIePeIHLOTO BUHUKHEeHHS MO0IYHUX peaklliid, OB’ I3aHUX i3 3aCTOCYBAHHSM IIperaparTiB 3asisa
IJIST BHYTPIIIHOBEHHOT'0 BBEOEHHS.

TUMOBMMU CUMIITOMaMH FOCTPUX Peaklill rinepyyTINBOCTI € 3HUKEHHS apTepialbHOTO THUCKY,
Taxikappis (HaBiTh aHainaKTUYHMIM 1I0K), PECIiPATOPHI CHUMIITOMU (BKJII0Yaouyd OpPOHXOCIIa3M,
HaOpSIK ropTaHi Ta ¢papuHreanbHuil HaOpPSK), CAMOTOMYU 3 OOKY LITYHKOBO-KUIIIKOBOTO TPAKTY
(Bkmroyaroun abmomiHanbHi cria3mu, 6710BaHHS) ab6o cuMIToMu 3 60Ky MIKipu (BKITI0OYal0Yn
KPOIIKB'THKY, EPUTEMY, CBEPOiXK).

CraH KOXKHOTO IallieHTa CJIifi peTeTbHO KOHTPOJIIOBATH II0A0 OYOb-IKUX IIPOSBIB peakiii
Tinep4yyTIUBOCTI IPOTATOM BBEEHHS i IoHaWMeHIIe 4yepe3 30 XBUNUH MiCII KOKHOTO
IapeHTepasbHOr0 BBEIEHHS 3aJ1i30BMiCHUX IIpenapaTiB. [Ipu BUHUKHEHH] OyOb-IKUX alepridHux
peaxiiii abo 03HaK HETEePeHOCHMOCTI ITif Yac BBEJEHHS IIperapary JIiKyBaHHS CJIif] HeraHo
IPUNUHUTH.

IIns1 eKCTPeHoi Teparil rocTpux aHaiTaKTUYHUX Peakllii peKOMEHIYEThCS HacaMIepe[ afipeHalliH,
3TifHO i3 CyYaCHUMU HaCTaHOBaMU [JIs1 HaJaHHs HeBiAKIJIagHOI JOIIOMOTH Ta iH(popMallieo
BHPOOHMKA JTiIKapChKOTO 3aco0y, i uiile MOTiM - aHTUTiCTaMiHHi TpemapaTy Ta/abo KOPTUKOCTEPOIAU
(MaloTh Ii3HINIKMYT TOYaTOK Mil).

Pigko crmocTepiranacst nuxoMaHKa a00 CIIOBibHEHi anepriuni peakirii (i3 3aTpUMKOI0 Ha KijTbKa TOOUH
a00 HaBITH OHIB).

Pu3uk BUHUKHEHHS peaklii rinepyyTINBOCTI € BUIIUM Y Malli€eHTIiB i3 HagBHOIO aJlepri€lo,
BKJTIOYAlOYX HEIIePEeHOCUMICTh JTiKapChKuX 3ac00iB, TSAXKKUM nepedir OpoHxianbHOI acTMM B aHAMHE31,
€K3€eMOI0 Ta iHIuMHU (popMaMu anepril, a TaK0XK y MAI[i€HTIB 3 iIMyHOJIOTIYHUMHY Ta 3amnalbHUMU
3aXBOPIOBaHHAMMY (HaIpUKIIaZ, CUICTEMHUI Y4ePBOHUY BOBYAK, PEBMATOINHUN apTPHT).

I'inogpocpamemis/einopocpamemiuHa ocmeomanauis

3acToCyBaHHA ITapeHTepaJbHUX IIpernapariB 3aii3a MoXe CIPUYUHUTHU TinodpocdaTeMito, 1110
B Oi/TbIIIOCTI BUMAIKIB € TUMYACOBOIO Ta IMPOTiKae 0e3 KITiHiYHUX cuMITOMIB. [ToBimoMIsIn
Ipo okpemi Bumaaku rimodocdaremii, mo motpedyBaia MeIUYHOI TOIIOMOTH, TOJIOBHUM
YHMHOM Y TallieHTiB 3 (paKTOpaMu PU3MUKY Ta IIiCJIg TPHBAJIOTO 3aCTOCYBaHHS OilbII BUCOKUX
[o3.

Y micnsipeecTpalliiHui mmepiod MOBiqOMIISIIM PO BUIMlagKu rinodocdaTemil 3 KIiHiYHUMEI
IpOsiBaMH, 1110 MTPU3BOAUIIA A0 rimodgocdaTeMiyHOl 0CTEOMAJSIIil Ta TEPeIoMiB, SIKi
noTpelOyBasny KIHIYHOT0 BTPy4YaHHS, y TOMY YHCIIi XipypriyHoro BTpy4aHHs. [1anieHTiB crif
indbopMyBaTu Ipo HEOOXiMHICTL 3BePHEHHS [I0 JIiKaps y pa3i mosiBu apTpa’rii abo 60110 B
KiCTKax.

3a mallieHTaMu, SKi OTpUMYIOTh 6araTopa3oBi MiBUINEHI J03U B paMKaX JOBIOTPUBAJIOTO
JIIKyBaHHS 1 9Ki MaioTh ()aKTOpU PU3MKY (Hampukiag aedinut Bitaminy D, nopyieHHS
BCMOKTYBaHHS KaJbIlifo Ta ¢pocdaTiB, BTOPUHHUM TileplapaTupeo3, CllafkoBa reMopariyia
TeJleaHTieKTa3is, 3amajabHe 3aXBOPIOBAaHHSA KUIIEYHUKY Ta OCTEONOPO3), CIIifl CIOoCTepiratu
00 BUHUKHEHH rinogochaTeMigHOl 0CTeoMarsllil, BKIYal09u KOHTPOJIb CHPOBATKOBOTO
piBHa docdartis. Y pasi cTiiikoi rimodpocdaremii nikysanHsa npenapatoM OeprHKEKT® CIIif
IIePErJISHYTHU.

ITeyiHkosa abo HUpKoea HedocmamHicme



[NTanieHTaM i3 nopymeHHAMY QYHKIIIl IeYiHKY NTpenapaTy 3aji3a [jis apeHTepaJbHOT0 BBeIeHHS
CJIi[l 3aCTOCOBYBATH MiCJISI PETEIBHOL OIIHKY CIIiBBiIHOIIEHHS KOPUCTL/PU3HUK.

Cnip yHMKaTH TapeHTepalbHOT0 BBEJEHHS 3a/li3a NallieHTaM i3 mopyIeHHIMy QyHKIIii TeYiHKHY,
IPUYMHOIO SIKOI € TepeHacuYeHHs 3a/1i30M, 0CO0IMBO ¥ BUMIaAKaX Mi3HbOI IKipHOI mopdipii, Ta mpu
OymIb-IKOMY TOCTPOMY TOPYIIEHH] 3 O0KY IeYiHKHU.

Heo0xifmHO peTenbHO KOHTPOJIIOBATH PiBEHb 3ai3a i YHUKHEHHS TepeHaCUuYeHHs 3ajTi30M.
Ingexuii

3ai30 Oy mapeHTepasbHOTO BBEIEHHS 3aCTOCOBYIOTh 3 06€PEekKHICTIO MallieHTaM i3 rocTpoio abo
XPOHIYHOIO iH(eKIIie0, GPOHXIATPHOI aCTMO0, eK3eMOI0 a60 aTOMiYHO aneprien. PeKOMeH0BaHO
NPUIMHUTY JIiKyBaHHs IpenapatoM OeprHKeKT  HallieHTaM i3 GakTepieMi€ro, 10 TpuBae.

Excmpasasauis

Crip yHUKaTU TapaBeHO3HUX BUTOKIB. Lle MOXe CIpUYMHUTH IIOApa3HeHH IIKipU Ta JOBrOTPUBaie
3abapBreHHs MicHs iH'ekIil/iH¢y3il B Kopu4HEeBUil KOip. Y pa3i napaBeHO3HOTO BUTIKAHHS
JNiKapChKOro 3aco0y ®eprHKeKT® CIIif HeraiHo MPUIKHUATH MO0 BBEIEHHSI.

IHwi KomnoHeHMu

1 M mpenapary depuHXKeKT" MOXe MiCTUTH 110 5,5 Mr (0,24 MMoib) HaTpito. Ile Heo6xinHO
BpPaxOByBaTH Ialli€eHTaM, SIKi JOTPUMYIOThCS JIETH 3 KOHTPOJIEM HaTpiio.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

Bazimuicms. Ha choropHi € oOMekXeHa KiJTbKiCTh JaHUX KOHTPOJIbOBAHUX KITIHIYHUX JOCTiIXKEeHb
IIJ0JI0 3aCTOCYBaHHSA IIpernapaTy (DepI/IH}KeKT® BariTHUM XiHKaM. [JOCHigKeHHS Ha TBapUHaX CBidYyaTh
IIPO PENPOAYKTUBHY TOKCUYHICTh. CIlif OI[iHIOBATH CIIiBBIOHOIIEHHS PU3UK/KOPUCTH IIepen
3aCTOCYBaHHSM IIperapaTy IPOTSATrOM Iepiofy BariTHOCTI, OCKiIbKY peakllil TinepuyTIUBOCTI MOXKYTh
HECTH 0COONTMBUY PU3MK /I MaTepi Ta AUTHHH (OuB. po3in «OcoBIUBOCTI 3aCTOCYBAHHS»).

I[IpenapaT ®epuHKeKT® IPOTUIOKA3aHO 3aCTOCOBYBATH y | TPHMECTPi BariTHOCTI (UB. PO3is
«IIpotunoka3anHusa»). MoxnuBe 3acTocyBaHH4 npenaparty y 1l Ta III TpumecTpax BariTHOCTI JIUIlIE
CTporo 3a nmokasaHHAMHU. [Ipu 3acTtocyBaHHi npenapaty B II Ta III TpuMecTpax BariTHOCTI Cif
BpPaxOBYBAaTH HaHi 010 MacH Tijla [0 MOYATKY BariTHOCTI AJIs PO3PaxXyHKy HeoOXigHOiI KibKOCTi
3asi3a, 100 YHUKHYTH Iepefio3yBaHHs. [Ipu 3acToCcyBaHHi y mepion BariTHOCTI 0COGIHBY yBary Ciim
IPUTIIATH BUSBIEHHIO O3HAK peakli rinepyyTInBOCTI.

[Ticns BBeOeHHS MTapeHTepalbHUX IIperapariB 3aii3a Moxke BUHUKHYTHA OpaguKapAis miioaa, 1o
3a3BUYal Ma€ TPAH3UTOPHUY XapaKTep i € HaCIigKOM peakilil rinep4yTauBocTi y MaTepi. [Tig yac
BHYTPIIIHLOBEHHOT'0 BBEEHHS MMapeHTepabHUX MpenapariB 3a1i3a BariTHUM CITi[l peTEJIbHO
KOHTPOJIIOBAaTH CTaH HEHAPOAKEHOI IUTUHU.

I'odysaHHs 2pydoto. IcHye HEBeNUKUY KITIHIYHUY OOCBIZ 3aCTOCYBaHHS IpenaparTy Iif 4ac rogyBaHHS
rpynmio. KriniuHe mocmimkKeHHS moKasaslo, 10 MOTPAIUITHHS 3ali3a i3 JIikapchKoro 3aco0y
®epUHKEKT® [0 IPYAHOro MoJoKa ayxe Mane (< 1 %). OTXke, MalIoiMOBIPHO, 10 3aCTOCYBAHHS
JNIKapChKOro 3aco0y PeprHKEKT® CTAaHOBUTHME PU3HUK [JI JUTHHY Ha TPYOHOMY BUTOINOBYBaHHI.



@epmubHicmyp. KTiHIYHAX JaHKX IIOM0 BIUIMBY mpenapaTy PeprHKeKT" Ha GepTUIbHICT HeMae. Y
MOCTIIXXKEHHSX Ha TBApMHAX 3aCTOCYBaHHA JIIKapChKOro 3aco0y ®epuHKeKT" He BUABUIIO XKOITHOTO
BIIJIUBY Ha (EePTUIBHICTE.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

BigmoBigHi mocmifKeHHS BiACyTHi. BriuB Ha IIBHOKICTL peakliiii Ipy KepyBaHHI aBTOTPAHCIOPTOM
abo iHIIMMU MeXaHi3MaMU MaJI0¥MOBipHUMU.

Cnoci6 3acmocyeaHHss ma do3u.

ITig yac i micis KOKHOrO BBE[EHHs JTiKapChKoro 3aco0y ®eprHKeKT® CIIif| CIoCTepiraTu 3a CTAaHOM
Malli€HTiB OO0 BUHUKHEHHS 03HaK Ta CUMIITOMIB peakliil TinepyyTIuBOCTI.

deprHKEKT® MOXHA BBOOMTH JIMIIE 3@ YMOBH, [0 MEJUYHHUI IIepCOHAJI, IKMH Ma€ JOCBIif
OILIiHIOBAHHS Ta NiKyBaHHS aHa(iNaKTUYHUX peakllii, TOTOBUY M0 HETAaWHUX [il, i 3a HaIBHOCTI
IPUMIIIIEHHS, HaJTeXKHUM YMHOM 006J1agHaHOT0 3aco6aMu M7 IPOBeNeHHs KapaiopeclipaTOpHUX
peaHiMaliiHUX 3aX0MiB. 3a CTAHOM IAIi€HTIB CITiJ CITOCTEpiraTH 100 IMPOSBiB MOGIYHUX peaKIlii
moHakiMeHIe mpoTsaroM 30 XBUIMH IIiC/Is KOKHOTO BBe[IeHHS JIIKapChKOT0 3aco0y ®epuHKeKT® (OuB.
po3min «Oco6IMBOCTI 3aCTOCYBaHHS»).

Hopocaai

o3 YBAHHA

Ilo3yBaHHS NiKapChKOTro 3aco0y PeprHKeKT® IPOBOAUTLCA Y AeKiNbKa eTamiB: [1] BU3HAUeHHA
inguBimyanbHOI moTpebu y 3amisi, [2] po3paxyHOK i BBeeHHS 103 3aii3a Ta [3] mepeBipka 3amacis
3aJ1i3a micns NOoIOBHEHHS.

Kpok 1. Po3paxyHok HeobxiOHOi Kiabkocmi 3ani3a

[HOuBimyanbHY KilbKiCTh 3a/1i3a, HEOOXiIHY M7 IOTMOBHEHHS 3allaciB 3aji3a i3 3aCTOCYBAHHSIM
NiKapCchKOro 3acoby ®eprHKeKT", MOXKHa BU3HAYMTH Ha OCHOBI MaCH TiNla Nali€HTa Ta PiBHA
remorno6iny (Hb). [Totpeby B 3ami3i cnig Bu3Havyatu 3a ¢hopmynoio ['aH30Hi (muB. Tabnumio 1) abo 3a
CITPOILIEHOI0 CXeMOI0 N03yBaHHS (OUB. TaOMUIO 2).

Bukopucrauus ¢gopmynu I'aH30HI peKOMEeHAYETLCS AJIS MAlliEHTiB, IKUM MOTPiOHa 034, aflanToBaHa
mo ixHiX iHOUBigyanbHUX IOTPe6, HAIPHUKJIIAf MallieHTaM i3 HEPBOBOIO aHOPEKCi€lo, KaxeKCi€elo,
0XUpPiHHAM abo BariTHUM XiHKaM. [Jediuut 3aniza moBuHeH OyTU MiATBepAXKEHN Tab0paTOPHUMU
OOCIimXKeHHAMY (IuB. Po3Min «OcoOIUBOCTI 3aCTOCYBAHHS»).



Tabmuisa 1

Bu3naueHHs notpebu B 3anisi 3a popmyrnoio 'aH30HI

Maca Tina Hb (r/mom)

[xr] 6 7,5 9 10,5

30 18 M (900 mr) 16 My (800 mr) 14 M (700 mr) 12 My (600 mr)
35 24 mi1 (1200 mr) |22 My (1100 mr) |20 M (1000 mr) |16 M (800 mr)
40 26 M (1300 mr) |24 mmm (1200 mr) |20 mm (1000 mr) |18 M1 (900 mr)
45 28 My (1400 mr) |26 M (1300 mr) 22 mmm (1100 mr) |18 mm (900 mMr)
50 30 M (1500 mr) |28 mim (1400 mr) |24 M1 (1200 mr) {20 M1 (1000 mr)
55 32 My (1600 mr) |28 mu1 (1400 mr) |24 M (1200 mr) |20 M (1000 Mr)
60 34 M (1700 mr) |30 My (1500 mr) |26 M (1300 mr) |22 mm (1100 mr)
65 38 My (1900 mr) |32 M (1600 mr) |28 M (1400 mr) |24 mm (1200 Mr)
70 42 mi1 (2100 mr) |36 M1 (1800 mr) 32 M1 (1600 mr) |26 Myt (1300 Mmr)
75 44 v (2200 mr) |38 M1 (1900 mr) |32 mu1 (1600 mr) |28 M (1400 mr)
80 46 mi1 (2300 mr) 40 mm (2000 mr) |34 mit (1700 mr) |28 M1 (1400 mr)
85 48 mn (2400 mr) |2 mm (2100 mr) |36 mm (1800 mr) |30 M1 (1500 mr)
90 50 M (2500 mr) K4 M (2200 mr) |36 M1 (1800 mr) |30 M1 (1500 Mmr)

Hb - remornobin

[Tpu Maci Tina < 66 KT po3paxoBaHy 3arajbHy KyMYISTUBHY I03Y CJIil OKPYTIMTH Y MEHIINH OiK 10
Hanomuxumx 100 Mr 3asiza.

[Tpu Mmaci Tina > 66 po3paxoBaHy 3arajabHy KyMYyJISTUBHY A0O3Y CIIif OKPYTJIUTHU y Oinbmunii Oik 70
Hanbmxyux 100 Mr 3aisa.

®opmyna ['aH30HI:

3aranmpHu gediuut 3amisa [Mr] 3aranbHa KyMyNIsTHBHA f03a [Mr] =
Maca Tina® [kr] x (uinvoBuit piers Hb™ - daxtuunuit pisers Hb) [r/mn] x 2,4™ nemoHoBaHe
3amizo® [mr].

@ [t alieHTiB i3 HagMipHOI MaCO Tijla PeKOMEHAY€EThCS BUKOPUCTOBYBATH ileaibHy Macy

Tina, OIS BaTiTHUX — Macy Tina o BariTHOCTI. € pi3Hi crmocoOu Bu3HAYEHHS ifeaibHOI MacH Tina,
HaIIpUKiaj po3paxyHOK MacH Tifa, 110 BigmoBifae iHpekcy Macu Tina (IMT) 25: igeanbHa Maca Tina =
25%(3picT y MeTpax)’.

(B) CTaHpmapTHUM LinTbOBUY piBeHb reMornobiny ans dopmynu I'an3oHi ctaHOBUTH 15 /0. B
0CcoOIMBUX BUIIAOKAX, HAIPUKIIAM [JIS BaTiTHUX, CJIif BCTAHOBJIIOBATH HUKYMH I[iTbOBUM PiBeHb
reMorno0iny.

EdexTuBHICTE NiKyBaHHS CJliJ KOHTPOJIIOBATH 3a pe3y/ibTaTaMU aHali3iB KpoBi. [J19 JOCATHEHHS
I[iTbOBOTO PiBHSA TeMoTJI00iHy MoxKe OyTH HeoOXimHUM KOPUTYBaHHS KyMYJISTUBHOI 103U 3ali3a.

(©) IIns mepepaxyHKy reMorio6iHy B MMOJIb/JT Ha T/OJ1 CJIifl TIOMHOXKUTH ITOKa3HUK
reMorno0iHy B MMOJIB/NT Ha KoeditieHT 1,61145.



(D) KoedimienT 2,4 = 0,0034 x 0,07 x 10 000.

0,0034: BmicT 3amisa y remorno6ini cranoButs 0,34 %.
0,07: 06’em kpoBi 70 mn/Kr Mmacu Tina ~ 7 % Bim Macu Tina.

10 000: koediuieHT ans nepeBegeHHs «r/mn» y «Mmr/m» (1 r/gm = 10 000 mr/m).

(E) JIns malieHTiB i3 Macolo Tifa > 35 KT KiIbKIiCTh JeI0HOBAHOT0 3ajli3a CTaHOBUTL 500 Mr
abo Ginmbie. BemnunHa nenoHoBaHOTOo 3aiiza 500 MT BifnoBimae HUKHIN MeKi HOPMHU AJIs XKiHOK i3
HU3BKMMHU aHTPOIIOMETPUYHUMHY XapaKTePUCTUKaMH («MiHiaTIOPHI XKiHKW»). [lesKi mociOHuKH
PEKOMEHAYI0Th BU3HAYaTH OENOHOBaHe 3ajli30 i3 po3paxyHKy 10-15 Mr 3anmiza/Kr Macu Tina.

Tabmnuig 2

Bu3HaueHHs MOTpebH y 3ai3i 3a CIIPOIIEHO0 CXeMOI0 NO3YBaHHS

Hb Maca Tina mamieHTa

T/ MMOJIb/TI < 35 kr 35 KT - < 70 KT =70 Kkr
<10 <6,2 500 mr 1500 mr 2000 mr
10-< 14 6,2 - < 8,7 500 mr 1000 mr 1500 mr
=14 > 38,7 500 mr 500 mr 500 Mmr

Kpok 2. Po3paxyHoK i 88e0eHHA MAKCUMAAbHOI 003U 3a1i3a

QepHHKEKT® CIIif] BBOLUTH V BiTIOBiIHKX [03aX 3aJIeXHO Bifl BU3HaueHoI HeoOXifHOI KiTbKOCTi
3ami3a. 3aCTOCOBYBATH, SIK ONMMCAHO HUXKYE.

OpHOpa30Ba 103a TiKapChKoro 3acofy PeprHKeKT® He IOBHHHA ePeBUINYBaTH TaKi BeIUYMHM:
15 Mr 3amiza/Kr Macu Tina (pu BBeAEHHI IIITXOM BHYTPIlIHbOBEHHOI iH'€K11ii) abo
20 Mr 3asisa/Kr Macu Tina (Ipy BBe[eHHi IIJITX0M BHYTPIITHROBEHHOI iHPy3il), abo
1000 mr 3amiza (20 M1 TiKapceKoro 3aco0y ®epuHKEKT").

MakcuMasbHa PEKOMEHI0BaHa KMy ISTUBHA [03a JTIKapCHKOT0 3ac00y PepuHKEKT® CTAHOBUTh
1000 mr 3amiza (20 M7 miKapchKoro 3aco0y depuHKeKT") Ha TUXKJEHb. JKII0 KyMyJIATHBHA J03a
3ani3a nepesuinye 20 Mr 3aniza/kr Macu Tina abo 1000 mr 3anisa y nikapcbkoMy 3acobi
OepuHKEKT®, J03y CIIiJ PO3/I/IMTH Ha [Ba BBEIEHHS 3 iIHTEPBAJIOM IOHAMMeHIIe 1 THXK/EeHb.

Kpok 3. Ilepesipka 3anacig 3aai3a nicaa NONOBHEHHA

3a/Ie’kHO Biff CTaHy KOHKPETHOT'O MallieHTa JIiKapio CJIifl MPOBOJUTH ITOBTOPHI 00CTEXKEHHS
(BKJTIOYAIOUM aHAasi3u KpoBi). PiBeHb reMoriobiHy cllig IOBTOPHO BU3HAYATH He paHillle HiX yepes 4
TUKHI TiCJIS OCTAaHHBOTO BBE[IeHHS JIiKapChKoro 3acoby ®epruHKeKT”, mob 6yI0 [OCTaTHLO Yacy s
epUTPOIOe3y Ta YTUIi3allii 3asisa. AKIo namieHT moTpedye MomaIbIIoro MOIOBHEHHS 3aIaciB
3ani3a, motpedy B 3ai3i ciig nepepaxyBaTy 3a ¢popMyIio0 [aH30HI YU 3@ CIPOIIEHOI0 CXEMOIO
NO3yBaHHS.



Cnocib ssedeHHA

QepUHXKEKT® BBONSAThH BUK/IIOYHO BHYTPIIIHLOBEHHO:

Yyac poLenypu reMopianisy.

LIJISTXOM iH' €Kil abo

missxoM iHgy3ii, abo

y HEPO3BENEHOMY BUTTISAMI HIISXOM iH €KIlil 6e3mocepeqHbO Y BEHO3HY YaCTUHY [iasizaTopa I

QeprHXKEKT® He MOXHa BBOIUTH BHYTPIIIHLOM 13080 a60 MifIIKipHO.

ITig yac Ta micns 3acTocyBaHHA mpernapaTy PeprHKEKT  CIIf CIIOCTepiraTé 3a CTaHOM Ial[i€HTiB
1010 BUHUKHEHHS CUMIITOMIB rinepuyTnuBocTi. HeoOximHO 3a0e3mneynTy MpoBeOeHHS BigIoBiIHOI

HeBigKnagHol Tepartrii (muB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).

BHympiwHb08eHHa iH’ €KUiA

depuHKeKT® MoXe OyTH BBe[EHWH HIIIX0OM BHYTPIIIHLOBEHHO] iH €KIlii HEPO3BENEHOT0 PO3YHHY.
MakcuMarbHa JOMyCTUMa OJHOPa30Ba J03a CTaHOBUTH 15 MT 3ami3a/Kr Macu Tina i He IOBUHHA
nepesuiyBatu 1000 mr 3amisa. IIIBUAKiCT: BBeIEeHHS OUB. y Tabnuii 3.

Taonuusa 3

[IIBuAKiCTL BBEIEHHS [JIg BHYTPIIIHROBEHHOI iH €KIIii JTiKapChKOT0 3aC00y DepUHKEKT®

HeoOxigHuit 06’'eM EKBiBaJIeHTHa [03a 3ajli3a [IIBUOKiCTL BBEIEHHS/

TikapCchbKOTro 3aco0y MiHIMaJTbHUM Yac BBeeHHS

DepUHKEKT®

2 mo 4 M1 100 mo 200 Mr HeMae BUMOTH 1110710
MiHiMaJTbHOT'O YaCy BBEEHHS

>4 mo 10 mn > 200 o 500 mr 100 mr 3ami3a/XBUIHHY

> 10 mo 20 M1 > 500 o 1000 mr 15 xBUIUH

BHympiwHb08eHHa iHpy3ia

®epuHKeKT® MoXe OyTH BBe[EHWH IIIIX0OM BHYTPIIIHLOBEHHOI iHQY3ii, i B IbOMy pasi ioro
HeoOXiTHO PO3BOAUTH. MaKcUMaIbHa JOMyCTHMa OOHOpPa30Ba A03a CTaHOBUTH 20 MT 3a1i3a/Kr Macu
Tina i He moBuHHA nepesumryBaT 1000 Mr 3amiza. s indy3id nikapchkuii 3aci6 GepuHKeKT® CIif
PO3BOIUTH TinbKU cTepunbHUM 0,9 % (M/00) PO3YMHOM HATPil0 XJIOPUAY, SIK ITOKa3aHOo y Tabnuili 4.
[TpumiTka: oist 3abe3nedeHHs cTabiMbHOCTI He IONYCKAETLCS PO3BEIeHHS JTIKapChKOT0 3aco0y
®epuHKeKT® M0 KOHIIEHTpAIlii MEHII HiXK 2 MT 3a/i3a/MI (He BpaxoBy4YHd 00’'€eM PO3UKUHY
3aJi3a KapOoKCUMabTO31 V (h1akoHi). [JogaTKoOBO 100 PO3BEIEHHS 1IbOT0 JTIKapChKOTO
3aco0y nepeq BBEOEHHSAM [AUB. HAXKYe «IHCTPYKILil 3 TOBOIKEHHS».

Tabmnuiga 4



[11aH pPo3BEEHHS TiKapChKOro 3aco6y OepruHKEeKT® IS BHYTPIIIHbOBEHHOI iHbY3il
y

. L, MaxkcuManbHuR 00°'eM
HeoOxiguuii 00’eM o . ,
) . .__ |ctepunbuoro 0,9 % MiniMaIbHUY Yac
TikapCchbKOT0 3ac0o0y ExBiBasIeHTHA [03a 3ai3a .
® (M/006) po3unHy HATpil0 |BBENEHHS
DepUHKEKT
XJIOpULY
Hemae BUMOT'H IIONO
2 o |4 mn 100 o 200 mMr 50 M MiHIMaJIbHOT'O Yacy
BBEIECHHS
>4 mo |10 mn >200 |[mo |500 Mr 100 mn 6 XBUJINH
> 10 mo |20 mn > 500 [mo 1000 mr 250 M 15 xBUNMMH

IHcmpyKuyii 3 no8o0xceHHA
®nakoHY IPU3HAYEHI TiMBKU AJISI ODHOPA30BOI'0 BUKOPUCTAHHS.

[Tepen 3acTOoCyBaHHSIM IIpenapaTy He0OXiMHO Bi3yaslbHO MEPEBipUTH (PIakKOHU Ha HASIBHICTh BUOUMUX
YaCTOK Ta IOLIKOAXKEHbD.

Crnig BUKOPUCTOBYBATH TiIbKU (JIaKOHU 3 OMHOPIAHUM PO3YMHOM 0€3 BUIUMUX YACTOK.

deprHKEKT® MOXHA 3MilllyBaTH TiTbKK 3i cTepunbHuM 0,9 % (M/06) po3YMHOM HATPiI0 XIOpuay. IHmi
BHYTPIIITHEOBEHHI PO3UMHY [JIT PO3BEIEHHS Ta JTiKapChKi 3aco0M HE MOXXKHA BUKOPHUCTOBYBATH Yepe3
PU3MK YTBOPEHHS ocany Ta/abo B3aeMogmii.

Ocobausi epynu nauieHmis

Limu sixom 0o 1 poky

EdekTuBHICTE Ta Ge3neKa 3aCTOCYBaHHS JIIKAapChKOro 3aco0y PeprHKeKT® OiTsM BikoM f1o 1
POKY He [OCTiIXKyBaIuCs, TOMy HEe PEKOMEHAYETHCS 3aCTOCOBYBATH JIiKapChKUH 3aci0 miTsam
1Ti€l BiKOBOI KaTeropii.

Ilimu gikom = 1 poky

Jlikapcekuit 3aci0 DepuHKeKT® He CXBAICHUH OIS 3aCTOCYBaHHA OiTaM BikoM Bif 1 mo 18
POKiB yepe3 00MeXeHiCTh TaHuX.

PexkoMmeHpallil 100 f03yBaHHS He MOXYTh OyTH HagaHi. HasiBHiI Ha ChOTOAHI JaHi 1070
3aCTOCYBaHHS AiTSM OIMCAHO B po3finax «®apMakonoriydi BmacTuBocTi» Ta «I1obiuni
peaxiii».

ITauieHmu 3 XPOHIYHUM 3aXB0PHBAHHAM HUPOK, sIKi nompebyroms 2emo0dianisy

[71g nauieHTiB i3 XpOHIYHMMU 3aXBOPIOBAHHSIMU HUPOK, SIKi IOTPeOyIOTh TeMofiiani3ly, MaKCuMabHa
[03a, 110 BBOOUTHLCS, He MOBUHHA nepesutnyBaT 200 Mr 3amiza 1 pa3 Ha m006y.

EdekTuBHICTL Ta 6e3leKa 3aCTOCyBaHHS JIIKapChKOro 3aco0y epuHKeKT® [HiTAM i3 XpOHIYHUMH
3aXBOPIOBaHHSIMU HUPOK, 5IKi TOTPeOYIOTh TeMOofiani3y, He JociigKyBanucs. ToMy He
PEKOMEHIyETLCS 3aCTOCOBYBATH JIIKAPChKUE 3aCi6 PepUHKEKT® [HiTAM i3 XpOHIYHUMHE
3aXBOPIOBAHHSMH HUPOK, SKi MOTPeOy0Th reMomiatiay.



ITayieHmu 3 nopyweHHAMU 3 BOKY neviHKu

BifcyTHiit MoCBif 3acTOCyBaHHS TiKapchKoro 3acofy PepuHKeKT® MalieHTaM i3 IOpYIIeHHIMH
GYHKIII TeYiHKHU.

Himu.

EdekTuBHICTh Ta Ge3MeKa 3aCTOCYyBaHHA mpenapaty ®eprHKeKT® OiTIM He HOCTiIXKYBalhcs, TOMY
He PeKOMEHIYETHCS 3aCTOCOBYBATH IIpenapar IallieHTaM i€l BikoBol KaTteropii. HasgBHi Ha cboropmHi
MaHi 00 3aCTOCYBAHHS IiTSAM OMKMCAHO B Po3finax «®apMaKoJIoTiuHi BnacTUBOCTI» Ta «I1o0iuHi
peaxirii».

Ilepedo3yeanHns.

BunagkoBe IepeBullleHHS 3arajibHOI KyMYJISTUBHOI 103U, HEOOXimHOI g KOpeKIIil mediuTy 3aisa y
malieHTa, MOXKe IIPU3BECTH 10 HaKONWYeHHS 3ajli3a B MOro 3alacax i B KiHIIeBOMY HaCJgKy — [0
reMOCHIEPO3Y B TAaKWX MallieHTiB. [IboMy MOXKHa 3amno0irTy UIIsxXoM IPodinakKTUYHOTO KOHTPOITIO
IIapaMeTpiB 3aTi3a — CHPOBATKOBOT'0 PepPUTHHY Ta HAaCH4YEHHS TpaHchepuHy. HebaxkaHe
HaKONWYEeHHS 3aJIi3a CJIif JIiKyBaTH BiAIIOBITHO O CTAHOAPTHOL MEIWYHOL IPAKTUKHY.

ITo6iuni peakuii.

[Tpo HaBeneHi HUXK4Ye MO6iIUHI peakilil MOBIJOMIISIN Y KITiHIYHUX OOCITigKEeHHAX 3a y4acTio 9456
IOPOCIIUX TALiE€HTIB Ta 82 miTell BikoM = 1 pOKy, IKUM 3aCTOCOBYBAJIU JIiKapChKUM 3aci0
®epUHKEKT , a TAKOX IIif] 9aC I0CTMapKETUHTOBOT0 3aCTOCYBaHHS.

HebaxaHi e(peKTH 3a 4aCTOTOI0 BUHUKHEHHS KJIacu(iKyloTh 3a TaKUMHU KaTeropiamu: gacto (< 1/10
— = 1/100), HeuacTo (< 1/100 — = 1/1000), pigko (< 1/1000 — = 1/10 000) Ta HEeBimomoO (He
MOXKHa OLIHUTH Ha OCHOBI HassBHUX JaHUX). [10 HauOinbIn yacTux HebakKaHUX pPeakIlin
HasiexkaTh Hy[OTa, peakilis B MicIi iH’ekuil/indys3ii, rimodocdaTemisi, ronoBHuM 6inb,
rimepemis 06MuYYs, 3allaMOPOYEHHS, apTepiaibHa TilepTeH3is.

o HalbinbIl BaXK/IMBUX CEPHO3HUX MOOIYHUX peaklliii, BAHUKHEHHS SKUX acOLil0BaIoCh i3
3aCTOCYBaHHAM IpenapaTy PepuHXKeKT , HaJleXkaTh Peakllil rinepyyTIMBOCTi, SKi € HeYaCTUMH (IHUB.
HUXK4e peakllii 3 60Ky iMyHHOI cuCTeMH).

Haii6inbi cepiio3HUME MOOIYHUMY peakIisiMu Oynu aHadimakTUYHI peakiril (pigko): MoBiqoMIIsIIN
IIPO NeTanbHi BUIaAKH.

Y KIiHIYHYX JOCTigXKEHHSX V Malli€HTIB i3 BUSIBIEHUM 3HUXKEHHSIM CHPOBATKOBUX PiBHIB (hocdaTiB
HaWHWXYi TOKA3HUKYN BU3HAYAIUCS MPUOIU3HO Yepe3 2 TUXKHI. YV GinbIIOCTi BUMTaAKiB TOKAa3HUKH
HOPMaJli3yBaJucs 00 MOYaTKOBUX 3HAUYEHb NIPOTAroM 12 TUXKHIB MiCNs JIiKyBaHHS IIpernapaToM
DeprHKEKT".

[Tpodins 6e3mexu y miTedt BikoM 1-17 pokiB BUBYaIX y HaBeleHUX HUXKYe OOCITiIKeHHX.

Y npocnekTUBHOMY (hapMaKOKiHETHYHOMY/(apMaKOAMHaAMIiYHOMY HociigKeHHi pa3u 2 (1VIT13036)



35 miTeu y rpymnax 3 IMOCITiTOBHMM BBEIEHHAM 03 OTPUMYBaIM JTiKyBaHHS LIJIIXOM
BHYTPIIIHEOBEHHOT0 BBe[IeHHs OIHOPA30BHUX [103 JTiKapChKOro 3acoly ®epuHKeKT" 7,5 MI 3ai3a/Kr
(n = 16) Ta PepurKekT® 15 Mr 3amiza/kr (n = 19) (MakcuMasbHa f03a CTaHOBHUTL 750 Mr 3amiza). He
CIIOCTEpiranocs Heo4iKyBaHUX MOOIYHUX peakllii Ha JTiKapChKUH 3aci0 MOPIiBHSIHO 3 TOPOCIUMU.
Haii6inbin yacTuMu MOGIYHUME peakilisMu OyIu 1o 2 BUMIQKHY MipeKcii Ta BUCUITY IPU 3aCTOCYBaHHI
NiKapChKoro 3acoly ®epuHKeKT" y f03i 7,5 MT 3ai3a/KT Ta 00 3 BUIAAKU PUHOpel Ta KPOIHB’ THKH,
a TaKOX II0 2 BUMAAKM Iipekcii Ta iHeKIlil BepxHiX AuXaJbHUX IIJIAXiB IPU 3aCTOCYyBaHHI
NiKapChKoro 3acoly PepuHKeKT" y f03i 15 Mr 3asisa/Kr.

Y npoCneKTUBHOMY BiIKPUTOMY OOCIIiIKEHHI 3 apasienbHuMu rpynamMu pasu 3 (1VIT17044) 40
[iTell OTPEMYyBaIK 2 HO3M JTiKapChKoro 3acofy ®epuHKeKT” mo 15 Mr 3aii3a/Kr KOXHA 3 iHTepBaioM
7 oHiB (MaKcHMalbHa OMHOPa30Ba J03a cTaHOBUThH 750 Mr). He crocTepiramocs HeOYiKyBaHUX
no0iYHMX peaklliy Ha JIiKapchKUM 3aci0 MopiBHSAHO 3 gopocnuMu. HanGinbin yacTuMu nobiyHuMuU
PeaKIlisiMy IiCJIsl BHYTPIIIHEOBEHHOI Tepamii IiIkapChbKuM 3ac060M PeprHKEKT® Gy
rinodocdaTemisi/3HnKeHHS piBHS HocdaTiB y cupoBaTili KpoBi (n = 5), 6/10BaHHS (N = 2), TOJIOBHUN
0inb (n = 2) Ta KponuB'sHKa (n = 2).

[Tpu nab6opatopHoMy GioXiMiYHOMY HOCIigKEeHHiI BUSIBIEHO IOTEHIIINHO KITIHIYHO 3HAYYIITY
rinodochaTeMiio y 8 maIieHTiB, SKi 3aCTOCOBYBaNIH JTiKapChKHil 3aci6 PeprHKeKT® (y ToMy 4mcri 4 i3
3apeeCcTPOBaHUX BUITAAKIB MOOiUHUX peakiint). Haltuuxxuuii piBeHb ¢ocdaTiB 3a3BuYall BU3HAUYABCS
yepe3 2 TUXKHI NicNg Io4YaTKy Tepamil i B OCHOBHOMY HOpPMaJli3yBaBcd Ha 35-U OeHb HiC/Isa Io4aTKy
nikyBaHHA. Yci Bunagku rinodocdaremii 6ynu 6€3CUMITOMHUMU.

IuB. Tak0XK po3ain «Ocob6nMMBOCTiI 3aCTOCYBaHHS».
3 boky imyHHOI cucmemu

HeuacTo: peaxkilil rinep4yTauBOCTi HeralHOTO TUMY (aHadinakTHYHA Peakilis) MOXYTh IPU3BECTH [I0
JIeTalbHOTO HACTIAKY (OuB. po3min «Oco0auBOCTI 3acTOCyBaHHS»). CUMIITOMY aHaiTaKTUUHUX
peaxilii BKII04aloTh HUPKYISTOPHUYN KOJAIIlC, apTepianbHy TinoTeH3iio0, TaxikapAilo, pecripaTopHi
cuMnToMu (6poHXOCIa3M, HabpPsK ropTaHi, GapuHTeanbHUM HAOPSIK), CUMIITOME 3 O0KY HITYHKOBO-
KHIIKOBOT'0 TPaKTy (abmomiHamnmbHi crta3mu, 67110BaHHS), CUMIITOMU 3 00Ky LIKipH (KPONUB'STHKA,
epuTteMa, cBepOix).

Memabosi3m ma nopyweHHs Xapyy8aHHs

Yacro: rinodocdaTemist (Ha 0cHOBI 1ab0paTOPHUX AaHUX).
3 6oky ncuxiku

Pimko: Big4yTTa TPUBOTH.

3 boky Hepeosoi cucmemu

YacTo: ronoHu# 0itb, 3aIaMOPOYEHHS.

HewacTo: cioTBOpEHHS CMaky (OUCreB3is), mapecTesis.
HesigoMo: BTpaTa CBiOMOCTI.

3 boky cepus

HeuacTo: Taxikapmis.



3 60Ky cyOuHHOI cucmemu

YacTo: apTepiasibHa rinepTeH3sis, IPUIIUBU.

HeuacTo: apTepianbHa rinoTeHsis.

Pigko: 3armaMopo4YeHHsI, BTpaTa CBimoMocTi, (iebiT.

3 60Ky duxaabHOI cucmemu, opaaHie 2pyoHOI Kaimku ma cepedocmiHHA
Heuacro: 3apuika.

Pigko: 6porxocmnasm.

3 6okxy mpasHoi cucmemu

YacTo: HynoTa.

HewacTo: abmoMiHanbHUY 6intb, OTI0BaHHS, 3aII0p, diapesi, QUCIIEICis.
Pigko: MmeTeopusmM.

3 60Ky neviHKU ma oHco84YHO20 Mixypa

Heuacro: migBuilleHHS piBHS anaHiHaMiHOTpaHcdepasu (AnAT), migBUllleHHS PiBHA
acnaptataMiHoTpaHcdepasu (AcAT), migBullleHHS piBHA raMma-Tinytamintpanchepasu (y-I'T),
migBUIIEHHS PiBHS MykHOI hochaTtasu (JIO), migBuiiieHH piBHA MakTaThgerigporenas3u (JIOT).

3 60Ky wkipu ma nidwKipHUX MKAHUH

Heuacro: BucunanHs (BKII0Ya€ TaKi peakllil: epuTeMaTO3HUY, TeHepali30BaHul, MaKy/IbO3HUH,
MaKyJI0manyab03Hul, cBepbsaunii Bucui), cBepbix, Kponus' THKa, epUTEMA.

Pigko: aHTioHEeBPOTHYHUIM HAOPSK, BimmaneHe 3HeOapBIeHHS IKipH, OITigicTh.

HesBimomo: mepmaTuT, HaOPSIK 00IAYYS,

3 6oky KicmkoB0-m’A30801 cucmeMu i CnoAYy4YHOI MKAHUHU

HewacTo: apTpasnris, Mianris, 6inb y KiHmiBkax, 6inb y criuHi, M'30Bi cia3mu.

Hesigomo: rinogocdaTemiuna ocTeoMansIis.

3azanvHi nopyweHHA ma peakuii y Micui 8e0eHHA

YacTo: peakiiil y micIi iH’eknii/iHdy3il (BKI0Ya04u Taki CHMIITOMH, K 0inb, remMaToMa, 3MiHa
KOJIbOPY (TTOTEHIIINHO TPHBaja), eKCTpaBasallis, mofpa3HeHHs, GrebiT Ta mapecTesis B MicIIi
in’ekuii/indy3ii).

HeuacTo: mipekcisi, BTOMITIOBaHiCTh, 03HO00, 0inb y rpyasx, nepudepuuynuit Habpsk, Oinb,
He3[yKaHHS.

Pinko: rpumononi6Hi 3aXBOpIOBAHHS (3 TOYATKOM Y IEPiof Bil HEKiTbKOX TOOWH [0 OEKibKOX OHiB).

ITogidomaeHHs npo ni0o3prosaHi nobiuHi peakuyii



[ToBimomneHHs mpo Mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IMBe 3HAYEHHS.
Lle ma€e 3MOr'y MPOBOOUTH MOHITOPUHT CITiBBiIHOIIEHHS KOPHUCThL/PU3UK IIPHU 3aCTOCYBAHHI IIOTO
JiKapchKOro 3acoby. MeguuHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TAKOX MallieHTaMm abo ixHiMm
3aKOHHUM IIpe[CTaBHUKAM CJIif] TIOBiTOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX MOOIYHUX Peakilii Ta
BifiCcyTHOCTI e(peKTHUBHOCTI TiKapChKOT0o 3aco0y yepe3 aBTOMaTU30BaHy iHdopMalliiHy CUCTeMY 3
(dapMaKoHarnsany 3a nocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKHU.

YmoBu 30epiranns. 30epiraTy B opuriHaibHill yakoBii npu temnepaTtypi He Buine 30 °C. He
3aMOpoXKyBaTHU. 36epiraTu y HeJOCTYITHOMY IS HiTed micii!

HecymicHicme.

QepUHKEKT MOXKHA 3MIIIyBaTH TiNbKH 3i cTepuabHuM 0,9 % PO3YMHOM HaTpiio xaopuay. CyMiCHICTE
i3 KOHTeliHepaMH, BUTOTOBJIEHUMHU 3 MaTepiasiB, KpPiM IIOTieTUNIEHy Ta CKJla, He BUBYEHa.

YnaxkoBka. ITo 2 Mt a6o 10 mn y prnakoni. [To 1 a6o 5 ¢rakoHiB y KapTOHHIN KOpPOOLIi.

Kareropisi Bignmycky. 3a peLemnToM.

BupoOHHK.

Bidop (Intepremnn) [uk., [lIseninapisa/Vifor (International) Inc., Switzerland.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MiCIsi IPpOBaJIXKeHHs MOro JisIbHOCTI.

Pexenmtpacce 37, 9014 Ct. I'annesn, [IBewnnapisi/Rechenstrasse 37, 9014 St. Gallen, Switzerland.


https://aisf.dec.gov.ua/

