THCTPYKIIA

IJIs1 METHYHOT'0 3aCTOCYBaHHSsI JIIKAPChKOI'0 3aCO0y

BEHO®EP®

(VENOFER®)

CKnaao:

ditoua pevosuHa: 1 mn po3unnHy MictuTh 20 Mr 3ami3a (y Burnsmi 3amisa (III) rigpokcup caxapo3HOTO
KoMmIiekcy — 540 mr);

0onoMmidicHI peyo8uHU: HATPIlO TiZPOKCHU, BOofa [JIS iH'€KIIii.

JlikapcbKa ¢popMa. Po3uuH 151 BHYTPIIIHBOBEHHUX iH EKIIIH.

OCHOBHI (pi3uKk0-XiMi4HI 8/1aCMUBOCMI: BOGHUU PO3UYNH KOPUYHEBOTO KOJIbOPY.

dapMakoTepaneBTHYHA IrPpyna. AHTHaHeMiYHi 3aco0u.
IIpenapartu 3a1i3a. Kog ATX BO3A C.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

AKTHBHHU} KOMIIOHEHT JIiKapchKoro 3acoby Benodep® caxaposa 3aiiza CKIafgaeThCs 3 6araTosgepHux
1eHTpiB 3ami3a (III) rimpokcuny, 0ToYeHNX 330BHI BEJIUKOIO KiTbKiCTI0O HEKOBAJIEHTHO 3B’ I3aHUX
MOJIeKyN caxapo3u. CepenHsl MONEKyIgpHa Maca KOMILIEKCY CTaHOBUTL IpubnusHo 43 k]la.
BaratospepHul IIeHTpP 3ajli3a Ma€ CTPYKTYPY, MOAiOHY OO CTPYKTYPH LIEHTPY (PEPUTHHY, TKUU €
dizionorivrum 3anizoBmicHEM npoTeinoM. KoMmnekc po3po6ieHuil TakKuM YMHOM, 11100 3aCBOIOBaHE
3aJ1i30 KOHTPOJILOBAHO AOCTABIIANIOCH 0 OiNKiB, 1110 3a6€3Meuy0Th HOT0 TPAHCIOPTYBaHHS Ta
30epiraHHs B OpraHiami (TpanchepuH Ta GepUTHH BimIIOBITHO).

[Ticns BHYTPIIHBOBEHHOTO 3aCTOCYBaHHs OaraTosiiepHUN IeHTP 3aJli3a 3 KOMIIJIEKCY 3aXO0ILTI0EThCS
IlepeBaxKHO PETUKYJIO-eHO0TeliabHO CUCTEMOIO IIEYIHKY, CeJIe31HKM Ta KiCTKOBOro Mo3ky. Ha
IPYTOMYy eTalli 3a/1i30 BUKOPUCTOBYETHLCS AJISI CHHTE3Y reMornobiny, Miormobiny Ta iHIIMX
3asi3oBMicHUX (epMeHTiB ab0 30epiraeThCs y MediHlli y BUTIAA1 pepuTuny.



dapmakoKiHemuka.

Po3nodia. Ouinka GpepoKiHeTHKY caxapo3y 3aji3a, mo3HadeHoro “Fe ta *’Fe, mpoBomumacs y

6 malLieHTIB 3 aHEeMi€l0 Ta XPOHIYHOI HUPKOBOI HEOCTATHICTI0. [IpoTsarom nepmux 6—8 rogus “Fe
3aXO0ILTIOETHLCS IIEYiHKOIO, CeJIe3iHKOI0 Ta KiCTKOBUM MO3KOM. PamioakTHBHE 3aXOIJIEHHS 3ajli3a
BinOyBa€eThCs B MaKpodarax peTUKyJI0-eHA0TeiaIbHOl CUCTEMH CEJIe3iHKHU.

[Ticns BHYTPIITHROBEHHOTO BBEIEHHS 3[OPOBHMM JOOPOBOJIBIISIM Pa30BOi MO3H JIiIKapChKOTO 3aC00y
BeHO(bep®, mo mictuth 100 Mr 3a1i3a, MakcUMallbHa 3arajibHa KOHIIEHTpallid 3aji3a y CUpoBaTLi
KPOBi crocTepiranacs 4epe3 10 XBUNIUMH ITiCISI BBEIEHHS Ta [0cCsArajla CepeIHbOTro 3HaYeHH T

538 mMmonb/n. O6’eM pO3MOLiNY B IleHTpaIbHiM KaMepi BignoBifaB 00’eMy B Myia3Mi KpOBi (IpubInu3HO
3 nmiTpu).

Memaboanism. Tlicns in’eKirii caxapo3a Maiixke MOBHICTIO pO3MafaeThcs, i 6araTosmgepHU EHTP
3as1i3a 3aXOIUTIOETHCS IEPEBaKHO PETUKYJIO-eHOOTEIiaTbHOI0 CUCTEMOI0 ITEUiHKH, Cele3iHKY i
KiCTKOBOTO MO3KY.

[IpoTsiroM 4 TUXKHIB MiCJIS BBeIEHHS 3aCBOEHHS 3ajli3a epUTPOLUTaMU KOJIUBAETHCS Bif 68 % mo
97 %.

BusedeHHs. CepemHs MOJEKYJIIpPHa Maca KOMIIJIEKCY CaXapOo3| 3ajlida CTaHOBUTHL Mpubnu3Ho 43 k]la
i € MoCUTDH BeNMMKOIO, 11100 YHUKHYTH BUBEEeHHS HUPKaMU. BuBeleHHs 3ajTi3a HUPKaMU IIPOTITOM
nmepmux 4 roguH micns ig’ekiril 100 Mr 3amiza cTaHOBUTH MeHIe 5 % BBemeHoi mo3u. Yepes

24 romvHU 3arajibHa KOHIIEHTpAIlis 3ajli3a B CUPOBATIli KpPoBi Oy/ia 3MeHIlIeHa [0 T0YaTKOBOTO PiBHSA
(mepeq BBEOEHHSIM), a BUBEJIEHHS CaXapo3u HUPKAMM CTaHOBUJIO MPUOMU3HO 75 % BBeIEHOI 03M.

dapmakoKiHemuka 8 oOKpeMux 2pynax nayieHmia. [1oci HEBIOMO, YU BIIJIMBA€ HUPKOBA Ta IIe4YiHKOBa
He[IOCTATHICTh Ha (hapMaKOJIOTiuHi BIacTUBOCTI 3ami3a (III) rimpokcun caxapo3HOro KOMITJIEKCY (OUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

KitiHiuHi XapaKTepHuCTHKH.
Iloka3anusa.

3acTocyBaHHS JTiKapChKOTo 3aco0y ImoKa3aHe MallieHTaM 3 fediluToM 3ai3a y pa3i HeeeKTUBHOCTI
ab0 HEMOXKJIMBOCTI IIEPOPaIbHOT0 IPUMOMY 3aji30BMiCHUX IIpelapariB, HapUKIIan:

- PHU HEIIePEeHOCUMOCTI IIepopabHUX IIpenapaTiB 3ami3a;

- 32 HasIBHOCTI 3amaJIbHUX 3aXBOPIOBAHb LIIYHKOBO-KUIIIKOBOTO TPAKTY (TAKWX SIK BUPA3KOBUM KOJIIT),
KOJIU IlepopasbHi TpemnapaTu 3aii3a MOXKYyTh CIIPOBOKYBATH 3aTOCTPEHHS XBOPOOU;

- IpH 3a7i30meiIUTHHUX CTaHaX, Pe3UCTEHTHUX N0 Tepallil, KOJIx KOHTPOJIb IIUX CTAHIB 3a OIIOMOT 00
IIepopaibHUX IIperapaTiB 3ajli3a HeJOCTaTHIM.

BeHO(bep® CJIiZ 3aCTOCOBYBATH JIMILIE TOAi, KOJIU ITI0Ka3aHHs I'PYHTYIOTHCS Ha BiIOBIAHUX
OOCIimXKeHHAX. BinmoBimHuMy mabopaTOPHUMY aHalli3aMK € BU3HAYEHHS PiBHS TaKUX IMMOKAa3HUKIB, K
reMorno0iH, pepuTHH CUPOBaTKU KPOBi, HaCHUeHHS TpaHC(epuHy.



IIpomunoka3aHHs.

- Bigoma rimepuyT/iuBiCTh 10 aKTUBHOI PeYOBUHU ab0 [0 iHIINUX KOMIIOHEHTIB TiKapChKOT0
3aco0y;

- aHeMis, He IIOB’g3aHa 3 JedilluToM 3ai3a (HampuKiaj, TeMOTiTUYHa aHeMis,
Merano6acTHYHa aHeMist BHACIiOK HeJJOCTATHOCTI BiTaMiHy B,,, TOPYyIIEeHHS epUTPOIIOE3Y,
rimomnnasisi KiCTKOBOT0 MO3KY, aHEMisI, CIIPUYXHEeHa OTPYEHHSIM CBUHIIEM);

- IlepeHaCU4YeHHs OpraHi3My 3aji3oM (reMoxpoMaTos, reMocuzepo3) abo CriafiKoBi MOPyLUIEHHS
NOTJIMHAHHA 3ajli3a (CugepoaxpecTUyHa aHeMis, TajlaceMis, MKipsgHa nopdipis);

- [ TpuMecTp BariTHOCTI.

B3aemodisa 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Bernogep® nokasaHuii TUIIE y pa3i HEMOKIIMBOCTI 3aCTOCYBaHHS IIEPOPaIbHUX IIpernapaTis 3a1i3a
a0 HemocTaTHLOI e(PeKTUBHOCTI TaKoi Teparii. B ocTaHHbOMY BUITAAKY HE CJIifi OMHOYACHO
3aCTOCOByBaTH Benodep® i3 3a1i30BMiCHUMH IepopaIbHAMH 3aco0aMu, OCKiIbKY abcopOLis 3aisa,
3aCTOCOBYBAHOI'0 BHYTPIIIHLO, 3HUKYETHCS.

Oco06.1ueocmi 3acmocye8aHHs1.

BHyTpilIHbOBEHHE 3aCTOCYBaHHS IapeHTepaJIbHUX IIpernapariB 3ajida MOxXe IPU3BECTHU 10
BUHUKHEHHS peakiliii TinepyyTIuBOCTi HeTalHOoTo TUMy (aHadinakToigHux/aHadimakKTHYHUX
peaxiliit), 10 MOXKYTb OyTH NeTanbHUMU. [T0BimOMIISIIOCS ITPO BUHUKHEHHST TaKUX Peaklliit HaBiTh y
pasi, Koy nonepenHe 3aCTOCYBaHH IIpenaparTiB 3ajli3a [Jisd apeHTepalbHOr0 BBeIeHHS IIPOXONUIIO0
6e3 ycknagHeHb. Haxooumy moBiIOMIEHHS PO peakllil rinepuyTIUBOCTI, SKi MOTJIM IPOrPeCcyBaTH
no cuaapomy KoyHica (rocTpuid anepriyHui cria3M KOPOHAPHUX apTepil, 1[0 MOXKe CIPUYUHUTHU
indapkT Miokappa). ITamieHTaM, y SKHAX CIIOCTepiraaucs peakiiil rinep4yyTauBOCTI IPK 3aCTOCYyBaHHi
meKcTpaHy 3aiisa, Berodep® Moxe OyTH 3aCTOCOBAHHMI JIUIIE y pas3i KpaiHbol HEOOXiMHOCTI i 3a
YMOBU CyBOPUX 3aCTEPEXKHUX 3aXOfiB.

JlikyBaHHs npenapatoM BeHodep® Mae mpu3HAYaTH JIiKYIOUKH TiKap JIUIIE Ticas TOYHOTO
BU3HAYEHHS MOKa3aHHS.

Benodep® MoxHa BBOLUTH JIUIIE 3a YMOBH, III0 MEOUYHUN II€PCOHAJI, SKUU Ma€ HaBUYKU
OLIiHIOBaHHA Ta JIIKyBaHHS aHa(iIaKTUYHUX peakliid, TOTOBUY 00 HEeralHUX [ili, Ta 3a HasgBHOCTI
IPUMIIEeHHS, HaJle2KHUM YUHOM 001afHaHOoro 3acobaMy 71 IPOBENEHHS peaHiMallilHUX 3aXO0[iB.
Tlepen KOXKHUM 3aCTOCYBaHHSM JIiKapchKoro 3acoby Berodep® citif [iecnpsaMOBaHO ONMTATH
nalieHTa II0/I0 TOoNepPefHbOT0 BUHUKHEHHS MOOIYHMX peakllil, OB’ sI3aHUX i3 3aCTOCYBaHHIM
IIperapariB 3ajli3a [Jis BHYTPIIIHbOBEHHOT O BBEIEHHS.

TUNoBUMY CUMIITOMaMU I'OCTPUX PeakKlliil rinepuyTIUBOCTI €: 3HUKEHHS apTepiaJlbHOTO TUCKY,
Taxikapmis (Ta HaBiTh aHaGITAKTUYHKUH II0K), PECIipaTOPHi CUMITOMH (BK/II0Yar4yu OPOHXO0CIA3M,
HaOpsK ropTaHi Ta papuHreanbHUN HAOPSK), CUMITOMH 3 OOKY ITYHKOBO-KMIIKOBOT'O TPAKTY
(Bkmroyaroun abmomiHamnbHi cria3mu, 6710BaHHSA) ab60 cuMITOMY 3 6OKY IMIKipH (BKITI0OYal04n

KPOIIUB STHKY, eEpUTEMY, CBEPOiXK).



KoxHoro natieHTa ciif 00CTeXUTH I0A0 Oyab-IKUX CUMIITOMIB ITOOIYHUX peakllii MPOTSITOM Ta
moHaMeH1Ie yepes3 30 XBUIUH MiCIIST KOXKHOTO BHYTPIIIHHOBEHHOTO BBEIEHHS 3a/1i30BMiCHUX
npemnapariB. [Ipy BUHUKHEHHi OyIb-IKUX alleprivHuX peakiii abo 03HaK HEeIepeHOCUMOCTI i Yac
BBE[leHH [Ipenapary JIiKyBaHHS CJIii HeralHOo IIPUIIMHUTH.

[l11s1 eKCTpeHol Teparil rocTpux aHadinakTuuHUX/aHahiTaKTOIGHUX PeakIliii PEKOMEHAYEThCS
HacaMIlepeq afpeHaliH, Hanpukiag 0,3 Mr BHYTPIIHbOM 3080, 1 JIMIIe IIOTIM aHTUTICTaMiHHI
mpenapaTy Ta/abo KOPTUKOCTEPOINY (MalOTh Mi3HIIUHK TOYATOK Mii).

Bucokuii pu3uK BUHUKHEHHS peaklid TrinepyyTINBOCTI y Nalli€HTiB i3 HasgBHOIO alepriero,
BK/TI0HAI0YH HEeIIePEeHOCHMICTh JTiKapChKOTO 3aco0y, TAKKUM Iepebirom OpoHXiaabHOI aCTMHU B
aHaMHe3i, ek3eMol0 Ta iHmuMy HopMaMu aTollil, @ TAKOXK Y MAI[ieHTiB 3 iIMyHOJIOTiYHUMHU Ta
3anajabHUMU 3aXBOPIOBaHHAMU (TaKUMU K CUCTEMHUM YePBOHUY BOBYAK, PEBMATOINHUN apTPHT).

[TapeHTepanbHe BBeIeHHS IIpenapaTy 3ali3a nalieHTaM 3 AUCHYHKIIEI0 TeYiHKY MOXKIIUBE JIUIIE
IIiCJIs PeTeJIbHOI'0 aHali3y CIiBBITHOIIEHHS PU3UK/KOPUCTL. CIIifi YHUKATU IapeHTePaIbHOro
BBeIeHHS ITpelaparTiB 3ajli3a MallieHTaM 3 JUCQPYHKIIEI0 IeYiHKY, KON epeHacuyeHHs 3aJ1i30M
MOXKe CTaTHU IIPOBOKYIOUNM (HhaKTOPOM. 3 METOI0 YHUKHEHHS IlepeHacuueHHs 3a/1i30M
PEKOMEHAYEThCS IPOBOAUTY PETEIbHUM Harsa[ 3a PiBHEM 3ajli3a B OpraHiami.

Y nami€eHTiB 3 mifBUIIIEHUM PiBHEM (DepUTHUHY lTapeHTepabHe BBeIeHHS 3a/i3a MoXKe HeraTUBHO
BIIJIMHYTH Ha Mepebir OakTepianbHOl abo BipycHOI iHpeKIIii.

[TapeHTepasnbHi 3a/1i30BMiCHI IpenapaTH ciifi 3 06epekHiCTI0 3aCTOCOBYBATH MalliEHTaM 3 TOCTPOIO
Y1 XPOHIYHOI0 iH(PEKIIi€IO.

Y nami€eHTiB i3 XpOHIYHOIO iH(DEKIIIE€I0 CITif IPOBOAUTH OLHKY CIIiBBIZHOIIEHHS KOPUCTH/PU3UK.
PeKOMEHMIyETLCS IPUIMHATH 3aCTOCYBaHHS JIIKapCchKoro 3acoby Berodep® mamieHTaM i3
OakTepieMiero.

CIlifi yHUKATH IapaBeHO3HHUX BUTOKIB, OCKIJIbKM MOTPAIIAHHA JiKapchKoro 3acoby Berodep® Ha
MicIle iH'€KIlil MOXKe NIPXU3BOAUTH [0 BUHUKHEHHS 0010, 3amajieHHs, HeKpOo3y TKaHWH i IOTeHIiHO
TPUBAJIOTO 3abapBIeHHS IIKipU ¥ KOPUYHEBUM KOIip. Y pa3i mapaBeHO3HOr0 BUTIKAHHS IIperapaTy
CJIil HeTalHO MIPUNIMHUATY BBeeHHS. [loTemnep y KIiHIYHUX JOCIiAXKEeHHX i3 3aCTOCYBaHHIM
NiKapchKoro 3aco6y Benodep® He Gyi0 BUABIEHO HEKPO3Y TKAHHUH.

3HUKEHHS apTepialbHOr0 TUCKY 3a3BUYail CIIOCTePiraeThCs P 3aCTOCYBaHHI IpenaparTis 3ai3a
IJIsT BHYTPIiIIHbOBEHHOT'0 BBefeHHs. ToMy citif 3 06epekHICTIO 3aCTOCOBYBATH IIpemapar.

Crip IposiBIATH 0COOIMBY 00epeXHICTh IPK 3aCTOCYBaHHi JTikapchKoro 3aco0y Benodep® mamieHTam
i3 MeYiHKOBOI0 HEJOCTATHICTIO, IEKOMIIEHCOBAHUM IIMPO30M IEYiHKH, EMileMiYHUM T'ellaTUTOM,
xBopo0Ooto Ocnepa — Paumio — Bebepa, indekLiiHUME 3aXBOPIOBAHHSIMM HUPOK B TOCTpiX dasi,
HEKOHTPOJIbOBAHUM TilleprapaTupeoifi3MoM.

Bernodep® MiCTUTEL 10 7 MI HaTpio B 1 My, 1m0 ekBiBanenTHO 0,4 % Bim pexoMengoBaHoi BOO3
MaKCHMaJIbHOI T0O0BOi HOPMHU CIIOKKMBAHHS HATPIiO M7 JOPOCIIOl JIIOMUHHU 2 T.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

HepocTaTHbO mJaHUX IIOJ0 3aCTOCYBaHHSA 3ali3a CaXxapO3HOI'0 KOMIIJIEKCY BariTHUM XKiHKaM y [
TpUMecCTpi BariTHoCTi. [laHi 00 3aCTOCYBaHHs JIiIKapChKOro 3aco0y Berodep® BaritHuM xinkaMm y II



ta I1I TpuMecTpax BariTHOCTI (303 mOBiZOMIIEHHS IIPO Pe3y/IbTaTH BariTHOCTI) I0Ka3a/u BifiICYTHICTh
He0akaHOTo BIIJIUBY Ha 3J0POB’S MaTepi Ta HOBOHAPOMXKEHOI AUTUHHU.

HoTtemnep HeBigoMo, yu 3aisa (III) rigpokcun caxapo3HuM KOMIIJIEKC JIiIKapChKOTo 3aco0y Bernogep®
IIPOHUKAE Yepe3 IJIalleHTy. 3alli30, 3B’s13aHe 3 TpaHChHePUHOM, IPOHUKAE Yepe3 ITalleHTapHUN
6ap’ep. 3aini3o, 3B’s13aHe 3 TaKTOHEePUHOM, TPOHUKAE B IPYOHE MOJIOKO.

HOCJ’IiJI}KeHHH IDOOO BIIJIMBY Ha piBeHB 3amisa Y HOBOHAPOOZKEHNX HE ITPOBOOUIIUCE.

Jlikapcekuii 3aci6 BeHodep® IpOTUIIOKa3aHO 3aCTOCOBYBATH Y | TPMMeCTpi BariTHOCTI (JUB. PO3ia
«IIpotunoka3annusa»). MoxnuBe 3acTocyBaHH4 npenaparty y 1l Ta III TpumecTpax BariTHOCTI IuIle
CTPOro 3a ITOKa3aHHSIMH.

Crip OUiHIOBATH CIiBBIIHOLIEHHS PU3UK/KOPUCTH I1eper 3aCTOCYBaHHAM IIpenapaTty IpoTATroM
Iepiofy BariTHOCTI, OCKIMBKY peakliil TrinepyyTauBOCTI MOXKYTh HECTU IIEBHUYU PU3UK AJIS MaTepi Ta
muTuHY (TUB. po3min «OcobIuBOCTI 3acToCcyBaHHS»). CIIil BpaX0BYBaTH AaHi IIIOA0 MacH Tina [o
IIOYaTKY BaTiTHOCTI Ol po3paxyHKy HeoOXimHOI KiTbKOCTi 3a/i3a, 1100 YHUKHYTH ITepefo3yBaHHS.

[laHi 110710 eKCKpellil 3aj1i3a B 'PyIHEe MOJIOKO JIOAWHY IiC/Is BHYTPIIIHBOBEHHOT'O BBEIEHH S
caxapo3u 3ayida ooMexeHi. [Tig yac kmirigyHOro mocmimxkenHs 10 300poBUX XKiHOK i3
3ani3ogeiquTHUM CTaHOM, Ki TOAyBasu rpynnio, orpuMyBanu 100 mr 3anmisa y ¢popmi caxapo3HOT0
KoMm1iekcy. ITicisg 9oTUpbOX OHIB NTiKyBaHHS IMOKA3HUK BMICTY 3ajli3a y TPyIHOMY MOJIOlLi He OyB
MigBUIIEHNM Ta He BiAPI3HSABCA Bifl TAKOr0 B KOHTPOJIbHIM rpymi (n = 5). He MoXHa BUKITIOYaTH
BILIMB 3aJ1i3a, 1[0 HaAXOAUTh 3 TPYIHUM MOJIOKOM MaTepi, Ha HOBOHAPOAXKEHOI'0/HEMOBJIS, TOMY CIIif
OLIIHIOBATY CIIiBBiIHOLIEHHS PU3UK/KOPUCTh 3aCTOCYBaHHS IIpernapary.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

BipmoBipgHi mocmigKeHHS BifCcyTHi. BIIMB Ha MIBUAKICTh peakliil Mpy KepyBaHHI aBTOTPAaHCIIOPTOM
abo iHIIMMK MeXaHi3MaMH{ MaJIOMMOBIpHUM. Ajle y pa3i po3BUTKY MOOIYHUX peakIlii, TaKuX SK
3araMOpPOYEeHHS, CIIyTaHICTh CBiTOMOCTi a60 ImepefHEeNPUTOMHUM CTaH, ITiC/Is 3aCTOCYBaHHS
Ipernapary CIif yTpUMaTHCS Biff KepyBaHHS aBTOTPaHCIOPTOM ab0 po0OTH 3 iHIIMMHK MeXaHi3MaMu
00 3HMKHEHHS CHMIITOMIB.

Cnoci6 3acmocyeaHHsi ma do3u.
Bernogep® BBOIUTLCS TiTbKK BHYTPIIIHEOBEHHO IIOBIILHO.
3acib He Tpu3HAUYEHUY OJIS MigMIKipHOTO a00 BHYTPIIIHHOM 30BOT'0 BBEIEHHS.

BeHO(bep® CJIiZf 3aCTOCOBYBATH JIMIIE TOAi, KOJIU II0Ka3aHHs I'PYHTYIOTHCS Ha BiTIOBIAHUX
OOCIimXKeHHAX. BinnmopimHuMy mabopaTOPHUMY aHalli3aMy € BU3HAYEHHS PiBHST TaKUX IMMOKA3HUKIB, SIK
remorno6iH, GepuTUH CUPOBATKH KPOBi, HACUUEHHS TpaHC(epHUHY.

ITig yac Ta micns 3aCTOCYBaHHA JTiKapchKoro 3acoby Berodep® ciif cnocTepiraTu 3a malieHTaMy Ha
IpegMeT O3HaK Ta CUMIITOMIB peaklid rimepuyTiauBocTi. HeoOxigHO 3a6e3mneyn Ty IPOBEeHHS
BiATIOBigHOI HEBigKITamHOl Teparil (quB. po3min «Oco0IMBOCTi 3aCTOCYBAHHS»).



3aranbHy KyMYyISTHBHY [03Y IIpelapaTy CJIif po3pax0oByBaTH [AJIs KOXKHOIO MallieHTa iHAMBiAyanbHO i
He TepeBUIyBaTH ii. [[03y po3paxoByIOTh 3 OTJISAY Ha Macy Tifla MallieHTa Ta ITOKa3HUK PiBHSA
reMorno0iny.

Y pasi, konu moBHa HeoOxigHA 403a MepeBUIllye MaKCUMalbHO 103BOJIEHY OfHOPa30By #o3y 200 Mr
(onst in’exil) a6o 500 Mr (mns iHGY3ii), peKOMeHAYETHCS BBOOUTH IIPerapaT YacTHHAMH.

Po3paxyHok do3u.

3aranbHy KyMYJIATHBHY 03y JTiKapChKOro 3aco0y BeHobep®, eKkBiBaieHTHy 3araibHOMy AediluTy
3aji3a (Mr), BU3HA4alOTh 3 ypaXyBaHHSIM IOKa3HUKA piBHA remornobiny (Hb) Ta macu Tina. o3y
IIpenapaTy po3pax0BYIOTh iHAMBIgyaIbHO BiIIIOBIAHO [0 3arajabHOTO AediluTy 3aji3a B OpraHiami
XBOporo 3a ¢hopmyinoio ['aH30Hi:

3aranpHui gedinut 3amisa (Mr) = Maca Tina (kr) ~ (HopManbau# piBeb Hb (r/mn) — piBers Hb
namienTa (r/mn)) ~ 2,4 memoHOBaHe 3ai30 (Mr).

[Ing nauieHTiB 3 MacoIo Tila MeHIIe 35 KI: HOpManbHUM piBeHs Hb - 13 r/om, KinbKicTh
IeIoHOBAHOTI0 3aji3a - 15 Mr/Kr Macu Tina.

Ins mattienTiB 3 Macolo Tina Ginbiie 35 Kr: HopManbHUi piBeHb Hb - 15 r/m, KinbKicTsb
IeIroHOBaHoro 3aji3a - 500 Mr.

* KoedimienT 2,4 0,0034 0,07 “ 1000 (BmicT 3amiza 8 Hb = 0,34 %, 06’eM kpoBi = 7 % Bif Macu Tina,
koedimiert 1000 = mepeBeneHHs «T» B «Mr») X 10.

3aranbHuil 06'eM Benodepy®, saxuit =  3aranpHuy gedinuT 3amisa (Mr)
HeoOximHOo BBeCTH (B MJI) 20 Mr 3amiza/mn
Tabmus 1

3aranbHa §03a JTikapchKoro 3aco0y Berodep® (M), IKy HeoOXiTHO 3aCTOCOBYBATH, BPaXOBYIOUH Macy
Tina Ta piBeHb Hb marieHTa

Maca 3aranepHa go3a JiKapceKoro 3aco6y Berodep®
Tina (20 Mr 3amiza/mi) Oy BBEeOEHHS

(xr) Hb 6,0 r/on Hb 7,5 r/on Hb 9,0 r/on Hb 10,5 r/on
10 15,0 mn 15,0 mnn 12,5 mn 10,0 mn
15 25,0 M 22,5 M1 17,5 mn 15,0 mn
20 32,5 M 27,5 M1 25,0 mn 20,0 mn
25 40,0 mn 35,0 M1 30,0 mn 27,5 M1
30 47,5 mn 42,5 mn 37,5 M1 32,5 M
35 62,5 M 57,5 Mn 50,0 mn 45,0 mn
40 67,5 M 60,0 mn 55,0 M 47,5 mn
45 75,0 M 65,0 M1 57,5 M1 50,0 mn
50 80,0 mn 70,0 M 60,0 mn 52,5 Mn
55 85,0 mn 75,0 M1 65,0 M1 55,0 M
60 90,0 mn 80,0 mn 67,5 M1 57,5 Mn
65 95,0 M 82,5 M1 72,5 M1 60,0 mn
70 100,0 mn 87,5 M1 75,0 M1 62,5 M1
75 105,0 mn 92,5 M1 80,0 mn 65,0 M

80 112,5 mn 97,5 M1 82,5 M1 67,5 M



85 117,5 mn 102,5 mn 85,0 mn 70,0 mn
90 122,5 M 107,5 mn 90,0 mn 72,5 M1

Tabmuiga 2

HeoOxiguuit pieesbs Hb 3amexkHo Big Macu Tia marjieHTa

Maca Tina HeoOxigauit Hb
< 35 KT 13 r/on
= 35 Kr 15 r/gn

Insg nepepaxyuky Hb (mM) B Hb (r/mn) nepinuii noka3HuK Tpeba NOMHOXKUTY Ha 1,6.

fAxkmo HeoOxifHa 3arajibHa [03a IepPeBUIye MaKCUMaJIbHO AOMYyCTUMY pa3oBy mo3y 200 mr (iH’ekiris)
abo 500 wmr (iudys3ist), To BBeOeHHS MOTPiOHO 3[iMCHIOBATH 3a KiJlbKa IIPHUHOMIB.

CmaHdapmHe 003yY8aHHA.

HOopoci: 5-10 mi nikapcekoro 3aco0y Berodep® (100-200 mr 3amisa) 1-3 pa3u Ha THXAeHb. Yac
3aCTOCYBaHHS Ta Koe(illieHT pO3BeIeHHS OUB. HUXKYE.

ity Big 3 pokiB: € nuite oOMezKeHi maHi PO 3aCTOCYBaHHS IpemapaTy miTaM. Y pasi KimiHigyHoi
HeoOXiHOCTi peKOMeHIy€EThCS BBOAUTH He Ginbme 0,15 M1 nikapchkoro 3aco6y Berodep® (3 mr
efleMeHTapHOro 3aii3a) Ha 1 KT Macu Tina He Ginbine 3 pa3iB Ha TUXKAEHb. Yac 3aCTOCYBaHHS Ta
Koe(DiIlieHT po3BeieHHS OUB. HAXKYE.

MakcumanvHa nepeHocuma paszoea abo mudicHesa 003d.

I[Topocii.

Ins in’ek1ilt MaKCcuMallbHa ITepeHoCHMa 1034, SIKy BBOOSATH He Oinbie 3 pa3iB Ha TUKOEHD,
cTaHoBUTH 10 M1 nikapcekoro 3aco0y Berodep® (200 Mr 3amiza), TPHBaJIiCTh BBE[CHHS — HE MEHIIe
10 xB.

s ingysii MakcuManbHa IepeHocuMa [03a, SIKY BBOASATH He Oinblie 1 pa3y Ha TUXKIEHD, IS
TalieHTiB i3 Macoio Tina Ginmeire 70 kr — 500 Mr 3amiza (25 M niKapchkoro 3aco0y Benogep®),
TPUBAMICTh BBEEHHS — IOHaWMeHIne 3,5 TOOUHY;

OJI TaIlieHTIB i3 Macoro Tina 70 Kr i HuK4Ye — 7 MT 3ami3a Ha 1 Kr Macu Tija, TPUBAliCTh BBEIEHHSI —
IoHauMeHIIe 3,5 TOOUHH.

Cnip cTporo mOoTpMMyBaTUCS Yacy BBeOeHHs iH(y3il, HaBiTh AKIIO MAI[iEHT He OTPUMY€E MaKCHMaIbHOI
IIepPeHOCHMOl pa30Boi 103M.

Y pasi HegoCsATHEeHHS MOJIMIIIEeHHS TeMaTOJIOTiUHUX ITOKa3HUKIB (MigBUIIEHHS PiBHSA reMoriobiHy
npubnu3no Ha 0,1 r/mnm KpoBi Ha meHb abo mpubausno Ha 1,0-2,0 r/om yepe3 1-2 TUXKHI micns
MI0YaTKy JiKyBaHHS) CJIiT IeperasgHy Ty M04YaTKOBUY [iarHO3 MalliEHTa Ta BUK/IIOYUTH HasIBHICTh
CTiKOl KPOBOBTPATH.

3acmocy8aHHA.



Benogep® MoXHa BBOIUTH JIHIIE BHYTPIIIHLOBEHHO, [IIXOM KPAIIMHHOL iHQY3ii, HOBINLHOI iH’€KIIil
abo 6e3nocepenHBO y BEHO3HY OiNAHKY anapaTa AJid giasiay.

Bernodep® He MOXKHA BBOOUTH BHYTPILTHEOM s130B0 200 MifIIKipHO.

Ao HeoOxigHa 3arasibHa 03a EPEBUIYE MaKCUMalbHY [IOIYCTUMY Pa30BY [03Y, TO 3arajbHy
no3y Tpeba po3miNnuTH Ha KilbKa IPUNOMIB.

BHympiwHb08eHHe KpanauHHe 88e0eHHA.

BesnocepenHbo mepef BBeeHHIM JIiKapchKuii 3aci6 Benodep® HeoOXinHO PO3BOAUTH JIKIIE ¥
crepunbHOMYy 0,9 % PO34MHi HATPilO XJIOPUAY 3a CXeMOI0, 3a3HaYeHOI0 B Tabmu1li 3.

Tabmnuig 3

Ilo3a ITo3a miKapchkoro [MakcuManbHuK 00'eM  [MiHiManbHUR Yac
TIiIKapChKOTr'0 3aco0y Berodep® |crepuibHOro 0,9 % BBEIICHHS
3aco0y (m1) PO3YMHY HATPiIo

Bernodep® XJIOPUY ISt

(Mr 3amiza) PO3BEMEHHS

50 mr 2,5 M 50 mn 8 XBUJIMH
100 mr 5 MII 100 mn 15 xBunnH
200 Mr 10 mn 200 mn 30 XBUIMNH
300 mMr 15 mn 300 mn 1,5 roguun
400 mr 20 Mn 400 M1 2,5 TOOuHU
500 Mr 25 M 500 mn 3,5 roguHu

BuympiwHbo08eHHe 88e0eHHA.

Bernogep® MoxXHa BBOIUTH BHYTPIIIHLOBEHHO IUIAXOM MOBINMBHOL iHQYy3ii 3i mBUAKiCTIO 1 M
HEpPO3BeJEeHOI0 PO3YMHY 3a XBUJIMHY, ajle MaKCUMaIbHUN 06’'€M PO34YMHY He Ma€ IepeBUIyBaTH
10 M1 mikapcekoro 3aco6y Benodep® (200 mr 3amiza) 3a 1 in’ekiio.

[Ticns iH’exuii pyKy maifieHTa ciig BUTATHYTH. CIlif yHUKATHU TapaBeHO3HUX BUTOKIB, OCKiTbKU
TIOTPAIISHHS JTIKapChKOTO 3ac00y BeHO(bep® Ha Miclie iH’€eKIIii MOXe MIPU3BOIUTH 10 BUHUKHEHHS
007110, 3amasieHHsT, HEKPO3y TKaHUH Ta 3abapBeHHS IIKipU Y KOPUYHEBUHN KOJIp (OUB. pO3Mdin
«OCc06IUBOCTi 3aCTOCYBaHHS»).

IH’exuiliHe s8edeHHsA Yy 8eHO3HY OiAsHKY 0iani3HOI cucmemu.

BeHO(bep® MOXKHa BBOOUTH 0€3M0CepeiHb0 ¥ BeHO3HY [AiNITHKY Aiaji3HOI CUCTEMHU MPOTATOM CeaHCy
reMofiamni3y, CTPOT0 JOTPUMYIOUNCEH IIPaBUJI IPOBEJEeHHS BHYTPIIIHHOBEHHOI iH’ €KIIil.

Himu. 3 Ornsny Ha HeJOCTaTHICTh JaHUX He PEKOMEHOYETHCS 3aCTOCYBAaHHS JIIKapCHKOI0
3aco0y Berodep® mis nikyBaHHS [iTell BIKOM 10 3 POKIB.



Ilepedo3yeanHs.

[Iepeno3yBaHHSI MOXKe MIPU3BECTHU OO TOCTPOr0 IIepeHaCuYeHHs OpraHi3My 3a1i30M, [0 MOXKe
IIPOSIBUTHUCS SIK TeMOoCunepos. [lepeno3yBaHHs CIif IiKyBaTH, 3a PillleHHSIM JIiKaps, pe4OoBUHaMHU, K1
3B’A3YI0Th 3a1i30 (xenaTu), abo BigIOBIIHO [0 CTAaHAAPTHOI MEIUYHOI TPAKTUKH.

ITo6iuni peakuii.

o HalyacTimmx nNo0iYHUX peaklil, sSKi CIocTepiraaucs mif 9ac KIiHiYHUX BUIPOOyBaHb
NiKapchKoro 3aco0y Berobep®, HaleKuUTh MUCreB3is, SKa BUHMKAJIA 3 4aCTOTOM 4,5 Bunaaky Ha 100
oci6. [To iHmux yacTux HebGaXKaHUX peaklliii HanexkaTh Hy[I0Ta, apTepianbHa TinoTeH3is, apTepiaabHa
rineprensis, 6inb y Mmicri iHGY3ii, 1110 BUHUKaNMM 3 4acToToo Bifg 1 mo 2 Bumaakis Ha 100 ocib.

o HalbinbII BaXKJIMBUX CEPHO3HUX MOOIYHUX peakKllili, BAHUKHEHHS SKUX acOLil0BaIoCh i3
3aCTOCYBaHHSM JIiIKapCchKoro 3aco0y BeHodep®, HanmexaTh peaklil rinep4yTauBOCTI, IKi BAHUKAIHA 3
yactoToio 0,25 Bumanaky Ha 100 ocib mig yac KminiyHUX mocnigxkeHb. Peakiil rimepuyTauBoCTi
HerapHoro Tuny (aHaginakToigHi/aHadiakTU4Hi peakilil) BUHMKaIN PifKo. 3araioM
aHaginakToifHi/aHadimakTUYHI peakilil — 11e AyKe cepio3Hi Mo0iYHi peakii, 1110 MOXKYTh
IPU3BOIUTH [0 JIETATbHUX HACTIAKIB (IuB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS» ). CUMITOMHU
BKJIIOYAlOTh HUPKYJIATOPHUN KOJIAIlC, apTepialbHy rinoTeH3it0, Taxikapaio, peclipaTopHi CUMITOMU
(6porxocmasmM, HaOpsK ropTaHi, papuHreanbHUN HAOPSK TOIIO), CUMIITOME 3 60Ky IIJTYHKOBO-
KHMIIIKOBOT'O TPaKTy (abmomiHanbHU Oinb, O1I0BAHHS TOIO), CUMIITOMM 3 00Ky IIKipH (KPONUB'STHKA,
epuTteMa, CBepOixK TOIIO).

HaBepeni Huxk4e mobiuHi peakuii Oymu 3apeectpoBaHi y 4064 y4acHUKIB KITiHIYHUX JOCITIIZKEHD Y
9aCoBOMY 3B’5I3KY 3 BBe[JleHHAM JIiIKapChKOro 3aco0y Berodep®, Ha mifcTaBi 4oro MoXHa IPUIYCTUTH
IPUYMHHO-HACTiKOBUM 3B’930K. HebOaxaHi eeKTH 3a 4aCTOTOI0 BUHUKHEHHS KTacu(]iKyOTh 3a
TAaKMMHM KaTeropismu: yacto (Big * 1/10 mo = 1/100), HeyacTo (Big < 1/100 mo = 1/1000) Ta pigko (Big
< 1/1000 go = 1/10 000).

3 6oky imyHHOI cucmemu.

HeuacTo: peaxkiiii rinepyyTIuBOCTi.

3 6okxy memaboaizmy ma Xapuy8aHHs.

HeuacTo: mifBuIeHHS piBHSA (EPUTUHY ¥ CUPOBATLi KPOBI.
3 6oky Hepsogoi cucmemu.

YacTo: gucressis, 3anaMOpPOYEeHHS.

Heuacro: ronoBHui# 6inb, mapecTesis, rimecresis.

Pigko: BTpaTa CBiZOMOCTi, COHJIUBICTb.

3 boky cepus.

HeuacTo: apTepianbHa rinoTeHsis Ta KOjallc, Taxikapmis.

Pigko: mpuckopeHe cepreOuTTs.



3 60Ky cy0uHHOI cucmemu.

YacTo: apTepianibHa rinoTeH3is, apTepiaibHa rinepreHsid.
HewacTto: mpumnnusu, ¢pebiT.

3 60Ky duxaabHOI cucmemu, opaaHie 2pyoHOI KaimkKu ma cepedoCmiHHA.
HeuacTo: 3apguika.

3 60Ky HUPOK i ceuosudinbHOI cucmemu.

HeuacTo: xpomatypis.

3 60Ky mpasHo20 mpakmy.

Yacro: HynmoTa.

Heuacro: 6roBanHS, abgomiHambHuM Oinb, miapesi, 3amop.
3 60Ky neviHKU ma Hco84HO20 Mixypd.

Heuacro: migBuilleHHS piBHS alaHiHaMiHOTpaHCcdepasy, MiIBUILIEHHS PiBHS
acnapTaTaMiHoTpaHc(depasy, TiABUIEHHS PiBHS ramMMa-TiyTaMinTpaHchepasi.

Pigko: migBullleHHS PiBHS JTaKTaTAETiApPOreHa3u B KPOBI.

3 60Ky wKipu ma niOWKipHUX MKAHUH.

HewgacTo: cBepOixk, BUCHII.

3 60Ky Kicmkogo-m’s3080i cucmemu i cnoay4HOi MKAHUHU.

HeuacTo: M’5130Bi crta3mu, Mianrist, apTpanris, 6inb y KiHiiBKax, 6inb y CIIUHI.
3azanvHi nopyweHHA ma peakuii y mMicli 86e0eHHA.

Yacro: 6inb y Micni in’exnil/ingysil.

Heuacro: 6inb y rpyasix, 03H00, acTeHis, BToMa, nepudepuynuil Habpsk, Ginb.

Pigko: migBUIlleHHA HOiTIMBOCTI, TMXOMAaHKa.

1 Hattyacrimre crioctepiratoTbcs mobiuni peakiiii: 6inb, eKcTpaBa3sallisi, mogpa3HeHHs, peakllii B Micii

BBE[IeHHS, 3MiHa KOJIbOPY IIKipHu, TeMaToMa Ta cBepbix y micti iH’eknii/indyaii.

Y moOpoBinbHO HaflaHUX 3BiTaX IOCTMAPKETUHTOBUX JOCITIIKEeHb IOBIIOMIISAIOCS PO TakKi HebaxkaHi
peaxiiii:

YacTOTa HeBigoMa: 3aThMapeHHS CBimoMocTi, Opagukapmist, TpoM60¢iesiT.

[ToBigoMIIeHHS PO Migo3pioBaHi m0o6iuHi peakiii



[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
(dbapMakoHarnsany 3a nocunaHHaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKHU.

He 3acTocoByBaTu JliKapCchKui 3acib micig 3akiHuyeHHS TepMiHy MPUAATHOCTi, 3a3Ha4YeHOoro Ha
YIIaKOBIII.

ITicas po3kpumms amnyau — 3 MiKpo6ioJIoriyHOi TOYKM 30PY MpemaparT Cllif 3aCTOCOBYBATH
HerarHo.

ITicas po3gedeHHA (izion02iyHUM PO34UHOM — (i3uKo-xiMiuHa cTabibHICTh MIPX KiMHATHIH
TeMIlepaTypi CTaHOBUTH 12 roguH.

YmoBu 30epirannsi. 36epiraTé B OpuriHanbHil yakoBIli npu TemnepaTypi He Buiie 25 °C.

He 3amopoxyBaTu. 36epiraTé y HemOCTYITHOMY [AJiS AiTel Micii!

Hecymicnicms. Besodep® MoxHa 3MilllyBaTH TiNbKK 3i cTepuabHEM 0,9 % PO3YMHOM HATPIIO
XJIOPUMY B aCENITUYHUX YMOBax. HigKUX IHIIUX PO34YUHIB [JId BHYTPIIIHEOBEHHOI'O BBEEHH i
TepaneBTUYHUX IIpelaparTiB JofaBaTy He CIIifl, OCKiJIbKY iCHye PU3UK NpenuniTalii #/abo iHmol
(bapmareBTU4HOIL B3aeMofii. CyMiCHICTh i3 KOHTeliHepaMHu 3 MOJIieTUIIeHY i MOMiBIHIIXIOPUAY He
BUBYEHA.

YnakoBka. [To 5 My B amnynax. ITo 5 aMyn y KapTOHHi# KOPoOIIi.

Kareropis Bigmycky. 3a peLenTtom.

Bupo6nuk. Bipop (InTepremnn) IukK., IlIBeinapis / Vifor (International) Inc., Switzerland.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tisl/IbHOCTI.
Pexenmrpacce 37, 9014 Cr. I'annes, lIBerinapis / Rechenstrasse 37, 9014 St. Gallen,
Switzerland.



