1/26/2022 12:07:46 AM

.thmx

IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

BOJ/TFOBEH
(VOLUVEN®)
Cknag:
Aitodi peqosuHK: 100 M1 po3UMHY MICTUTL 6 T rigpokcieTunosoro kpoxmanto 130/0,4 1 0,9 r HaTpito xnopuay;
AOMOMI>KHI PEYOBMHU: KMCNOTa XNOPUCTOBOAHEBA PO3BEAEHA, HATPItO FigpOKCKA, BoAa ANs iH EKLIN.
EnekTponitu: Hatpi (Nat) — 154 mmons/n, xnop (Cl-) — 154 mmons/n.
TeopeTtunyHa ocmonapHicte 308 mOcm/n, pH 4,0-5,5, TuTpoBaHa KMCMOTHICTL < 1,0 mmonb NaOH/n.

NikapcbKa thopma. Po3urH ans iHhy3ii.
OCHOBHI (hi31KO-XiMiYHi BNaCTVBOCTI: NPo30puit abo 3nerka onanecLeHTHUIA po3yrH, 6e36apBHMIN abo 3nerka
YXOBTYBATOr 0 KO/bOPY.

dapmakoTepaneBTUYHa rpyna. KpoBo3aMiHHMKM Ta nepdy3iliHi po3yunHu.
Kog ATX BO5A AQ7.

dapMako/oriyHi BnacTmneoCTI.

dapmakogrHamika.

Nikapcbkuid 3aci6 BontoseH sBsie CO600 KONOIA 419 NONOBHEHHS 06’ €My KpOBI, (hapMaKo/oriyHi BNacTUBOCTI
AKOro, Taki K 36i/bLUeHHA BHYTPILLIHLOCYAMHHOIO 06°eMy i reMoAuntoLisa, 3anexartb Bif MONSAPHOro
3amiLLeHHs rigpokcietunosumn rpynamu (0,4), cepeaHbol MonekynspHot macu (130000 [a), KoHueHTpauil (6
%), a TaKoX Bif A03W | LWBMAKOCTI iHQy3ii. igpokcietunosuii kpoxmans (FEK 130/0,4), WO MiCTUTbCA B
npenapati BonoBeH, OTPUMYIOTb 3 KPOXMa/I0 KYKypYyZ3uW BOCKOBOI CTWUINOCTI, MOro CTyniHb 3aMilLeHHS
(cniBBigHOWeHHsA C2/C6) cTaHOBUTL NPUG/IM3HO 8-12.

IHy3ia 500 mn BontoseHy npoTarom 30 XBWAWH A06POBOMLLUAM CNpUYMHANA NnaTonofibHe 36iNbLUEHHS
06’emy nprnbam3Ho Ha 100 % Bij BBeAEHOr0 06°eMy, SKMiA 36epirascs NpnbaM3HO Bif 4 [0 6 roavH.
TepaneBTUYHWIA epeKT npenapaTy BontoBeH Npu 3anoBHEHHI 06’€My LIMPKYOKOYOI KpoBi cTaHOBMTb 100 % i
36epiraeTbCs He MeHLUe 6 roguH.

dapmakoKiHe TVKa.

dapmakOoKiHETMKaA TiPOKCIETUIOBOrO KPOXMa/IK0 Mae KOMMIEKCHUI XapakKTep i 3a1eXWTb Bif MONEKYNSPHOT
Macu, a TaKoXX MepeBaXkKHO Bif CTYMeHA MOMIPHOro 3aMilLeHHs | XapakTepy 3amilleHHsa (cniBBigHOLWEHHA C2
/C6). Tlicnd BHYTPILWHLOBEHHOIO BBEAEHHS MOJIEKY/IM MACOK HVDKYE HUPKOBOrO Mnopora BWBEAEHHS
60000-70000 [Oa BMBOAATLCS 3 OpraHiaMy 3 ceyetd, B TOM 4Yac SK OinblUi MOMEKYNN PO3LLENIHOHTHCA
0-amifiasoro naasMu KpoBi, NepLL HiXK NPOAYKTW po3najy TakoXx 6yaLyTb BUBEAEHI HAPKaMM.

CepefHa MonekynspHa maca BontoBeHy y nepuli XBUIUHW Nicns iHY3ii CTaHOBMTL Y Na3mi KPOBI in vivo
70000-80000 [a i 3anunLIaETbCs BUILLE Mopora BUBeAeHHSA NPOTAroOM YCbOro nepiogy /ikyBaHHS.

O6’em po3noginy ctaHoBMTL 6/13bK0O 5,9 niTpa. Yepes 30 XBUAMH NicAsA 3aKiHYEHHA iHQY3iT piBeHb nNpenaparty
BontoBeH y nnasmi KpoBi CTaHOBUTb We 75 % Bif MakCMMaslbHOT KOHLUEHTpauii. Yepe3 6 roguH piBeHb
npenapaTty B MnsasMi KpoBi 3HWKYETbCA A0 14 % Bif MakcMManbHOT KOHUeHTpauii. Mpu ogHopasoBomy
BBefeHHI 500 mn BontoBeHy MONeKy v rifgpoKCieTUI0BOro KpOXMasIto NOBHICTIO BUBOAATLCA 3 OpraHiaMy yepes
24 TOAVHN.

Micnsa BeBeaeHHs 500 mMn nikapcbKoro 3acoby BontoBeH MOro KipeHc y nniasmi Kposi ctaHoBUTb 31,4 MN/XB,
npu LboMy 3HadeHHsa AUC (nnowa nif hapMakoKiHETUYHOK KPYBOHO "KOHLEHTpaLis — yac") ctaHoBuTb 14,3
mr/mMn/rof, Wwo cBigunTb MPO HeNiHiHY (hapMaKoKiHeTUKY. [icna ogHopa3oBoro BeeaeHHs 500 mn npenaparty,
3Ha4eHHs nepiofly HaniBBMUBEAEHHS 3 NNa3MU KPOBI CTAHOBNATb: ty/p o = 1,4 T4, ty/o 3 = 12,1 rog.


mailto:

Mpun BBeAeHHI aHanoriyHmMx Ao3 (500 ma) AobpoBonbUAM 3i CTabifIbHOK HMPKOBOK HEAOCTATHICTHO Bij
MOMIPHOTO A0 TSHKKOro CTyrneHs 3HadyeHHs AUC nomipHo 3pocno B 1,7 pa3a (95 % fosipunii iHTepsan Big 1,44
[0 2,07) y nauieHTIB 3 KMIPeHCOM KpeaTuHiHY < 50 M/I/XB NOPIBHAHO 3 MaLieHTaMu 3 KNipeHCOM KpeaTUHIHY =
50 mn/xB. Ha KiHLeBWUiA nepiog HaniBBMBEAEHHS Ta MaKCUMaslbHY KOHLEHTPAL,it0 rigpOKCieTUIOBOro KpOXMasto
CTyniHb HWPKOBOI HEAOCTATHOCTI He BNAMHYB. lpu KnipeHci KpeaTuHiHy = 30 mn/xB 59% npenapaty
BUABNAETLCA Y Cedl, NOPIBHAHO 3 51 % npw KNipeHci KpeaTuHiHy Big 15 fo < 30 Ma/xs.

HagiTb nicns BeegeHHst 500 M1 Ha f06Y po34MHY TiAPOKCIETUIOBOrO KPOXMasO, WO MICTUTLCA Y BostoBeHi,
340pOBUM [06POBONbLAM MPOTAroM 10 AHIB, 3HAYHOI 0 HAKOMUYEHHS Npenapary B MaasMi KpoBi He Bigoynocs.
[Micna Heo4HOPa30BOro BBEAEHHSA NiKapPCbKOro 3acoby BontoBeH y fo3yeaHHi 0,7 r/Kr macu Tina Ha [eHb
NpoTAromM 18 AHIB Yy pamKaxX eKCnepuMeHTIB Ha TBapuHax (Lyypax) vepe3 52 AHi nicns oCcTaHHLOro BBEAEHHS
CrnocTepiranocs HakonMuyeHHs npenapaty y TkaHuHax 0,6 % Bij 3arasibHOT BBeEHOI 403uM npenapary.

B pamkax e oAHOro (hapMakoKiHETUYHOrO LOCMIIKEHHA BOCbMU CTabisIbHUM MauieHTaM, AKi MoTpebytoThb
Aiani3y, 3 TepMiHa/IbHOK CTafliet0 XBOPOOU HMPOK BBOAMNACA pa3oBa Ao3a 250 mn (15 1) NEK 130/0,4 (6 %).
3,6 1 (24 %) po3n NEK 6yno BMBeLeHO NPOTAroM 2-rogvHHONO Aianisy (3 notokom fianizaty 500 mn Ha
XBW/IMHY i 3 3acTocyBaHHAM fianizatopa HD Highflux FX 50, dipmn Fresenius Medical Care, HimeuunHa).
Uepes 24 rognHn cepefHa KoHueHTpauis MEK B nnasmi KpoBi cknana 0,7 mr/mn. Yepes 96 rogmH cepefHs
KOHUeHTpauis MEK B nna3mi kposi ctaHoBunia 0,25 mr/mn. 3actocyBaHHa MEK 130/0,4 (6 %) npoTunokasaHo
nawuieHTam, siKi NOTPebyOTb Aianisy.

TOKCWYHa fiisi Npy TPUB/IOMY BBEAEHHI

Mpw BHYTPILUHLOBEHHIN IH(Y3iT rifAPOKCIETUI0BOro KPOXMasHO, L0 MICTUTLCA B NiKapCbKoMy 3ac0o6i BosoBeH,
y A03yBaHHI 9 I Ha KiforpaM Macu Tina B AeHb, WO BBOAWIAcA Llypam i cobakam MpoTsrom 3 Micsuis,
TOKCUYHUX e(DeKTIB BUAB/IEHO He 6Y/10.

30i/bLUEHHA HABaHTaXXEHHA Ha HUPKW, MeyiHKy Ta MeTabosni3M rigpOKCIETUNOBOro KPOXMallo Yy
PETUKYNO-eHAOoTEeNIaNbHIA CUCTEMI NPU3BOAUAM A0 Hei3ioNoriyHMX CTaHiB TBapuH MPOTArOM nepiogy
TeCTyBaHHS.

HaliMeHLLa TOKCMYHa Ao3a rigpoKCieTUNOBOro KPpoXMasto, WO MICTUTLCS B JliKapCbKOMY 3aco6i BostoBeH,
CTaHOBUTb 6Bifiblle O I Ha Kifiorpam Macu Tifia B feHb, i, OTXKe, MiHIMyM Y 5 pa3siB nepesuLlye MakCUMasIbHY
TepaneBTUYHY [03Y.

PenpoAyKTBHA TOKCUYHICTb

igpoKcieTMNI0oBUIA KpOXMasb, WO MICTUTLCS B NiKapcbKoMy 3ac06i Bo/toBeH, He MaB TepaTOreHHOro Br/MBY Ha
LLYpPIB i KponukiB. EmM6pioneTasnbHi e(heKTn cnocTepiranmncs y KpoaukiB Npy BBeAeHHI 5 r fitoyoi peyoBMHN Ha
Kinorpam mMacuv Tina B fAeHb. JlikyBaHHS nif yac BariTHOCTI Ta B nepiog nakrauii npu3seno 4o BTpaTu Baru i
3aTPUMKWN PO3BUTKY Yy MOTOMCTBA LUYpiB, AKi OTPUMYBa/IM L KiNbKICTb MpenapaTty y BUrnagi 60/0CHOT
IH’EKUIT. Y MaTepuMHCbKMX oOpraHiamax Oynn BWUSB/IEHI O3HAKW MepeBaHTaXEHHS 06°emMoM. [loCnigKeHHSs
(hepTUNBLHOCTI TBAPUH, AKI 3a3Ha/IM NPSMOrO B/IMBY Npenapary, He NPOBOANINCS.

PapMaKOKIHETUYHI [JaHi WOoA0 XBOPUX i3 MEYiHKOBOK HeAOCTaTHICTIO abo mefiaTpuyHUX Ta repiaTpuydHmX
navuieHTiB BiACYTHI. Bnaue cTaTi Ha (hapMaKOKIHETUKY NiKapcbKoro 3acoby BostoBeH He 6yB BUBYEHWIA.

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.

linoBonemisi, CNpuUYMHeHa TFOCTPOKD KPOBOBTPATOK, Y BMMafKaX, KOMM 3aCTOCYBaHHS OAHMX TiflbKu
KpUCTa0IfiB BBAXXAETHCA HEAOCTATHIM.

IMpoTnnNoKasaHHA.
He 3acTocoBYBaTV NPW CENCUCI, HUPKOBI HEAOCTATHOCTI Ta NaLieHTaM Y KPUTUYHOMY CTaHi.

MigsuLLEHa YYTAMBICTb A0 AiK0YMX PeHOBMH abo A0 6yAb-AKOT 3 JONOMIKHUX PEYOBUH, 3a3HAYEHMX Y
po3gini «Cknag»

- Cencuc
- Onikn
- TlMopyLeHHs QyHKLUIT HUPOK abo NpoBefeHHs 3aMiCHOT HUPKOBOT Tepanit

- BHyTpilwHbOYepenHa abo BHYTPILLHLOMO3KOBA KPOBOTEYA



- TlayieHTn B KPUTUYHOMY CTaHi (K NpaBuno, Ti NauieHTw, AKi NoTpebytoTb rocniTanizayii y BigLineHHs
peaHimauii Ta iIHTEHCUBHOT Teparii)

lneprigparavis

- Habpsik nereHis

- [Herigpatauist

- TsKKa rinepHatpiemis abo TshKKa rinepxsiopemis
- TKKI NOpyLUEHHS DYHKLIT NeYiHKN

- [ekomneHcoBaHa cepLeBa HeoCTaTHICTb

- TsHKKe NOPYLLEHHS 3ropTaHHs KPOoBi

- naLLiGHTI/I 3 TpaHCM/TaHTOBaHNMW OpraHaMu

B3aemogis 3 iHLUMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

JocnimpKeHHs B3aEMOZIT 3 IHLLIMMW NiKapCbK1MKM 3ac00amy He NPOBOAWNCS.

3a MOXNMBOCTI CNif, YHMKATK 3MiLLYBaHHSA 3 IHWNMMW NIKAPCbKUMK 3acobamn. FAKLLO Y BUHATKOBUX BUMaAKax
HEMOX/IMBO YHWUKHYTU 3MIiLLYyBaHHA NliIKApCbKMX 3ac00biB, HEOOXifHO 3BepTaTy yBary Ha iX CYMICHICTb (He
MOBMHHO CnocTepiratuca NOMYTHIHHA abo BUNagaHHsA ocafy), AOTPUMaHHA TirieHIYHMX HOPM MPU BBEAEHHI
npenaparis i iX peTefibHe 3MilLyBaHHS.

Oc06/1MBOC T 3aCTOCYBaHHS.

Y 3B’513KYy 3 HEOE3MeKOK BUHUKHEHHS a/lepriyHmMX peakuiii He0O6XiAHWI YaCTUA KOHTPO/b CTaHy NauieHTa, Kpim
TOro, MOYMHATKU iH(Y3iK0 npenapaty Heo6XigHO 3 HM3bKOK LWBUAKICTIO. BUHWKHEHHSA aHaginakTUYHUX
/aHa(hiNakToOIAHMX peakLiid, Takux $SIK FinepyyTAMBICTb, FPUNONOAIGHI cMMNTOMK, GpaduKapgisa, Taxikapgis,
OpoHxocnasm, HekapiafbHWUIA HabpsAK nereHis, MOB’A3yBaiM 3 PO3YMHAMM, WO MICTATbL TifpPOKCIeTUNIOBUIA
KpOXmMasb. FAKLWO BUHWUKAM peakuii rinepyyTanBOCTI, BBeAEHHS npenapaty CAif HeraHO NPUNVHUTKL Ta
NPOBECTU BIAMOBIAHI NiKyBanbHI Ta MNiATPUMYHOYI 3aX0AK, MOKN CUMNTOMM HE BYayTb YCYHYTI.

XipypriyHi BTpy4YaHHs i TpaBMu

Ha ueli yac BIiACYTHi HafiiiHi [OBrocTPOKOBI AaHi W0A0 6e3nekn 3acTocyBaHHA TEK y nauieHTiB, SKUM
BUKOHYETLCSA XipyprivyHe BTPyYaHHSA Ta Y NauieHTIB 3 TpaBMamu.

Mepen npusHadeHHam [EK Takum  XBOpMM HEOOXiAHO pETeNbHO 3BaXWUTU OYiKyBaHY KOpPUCTb Ta
HEBM3HAYEHICTb LLOLO [OBroCTPOKOBOI 0e3nekn, a TakoX PO3rNsaHYTM MOX/IMBICTb albTePHATUBHOIO
NiKYBaHHS.

HeobxifHa peTenbHa nepeBipka MokasaHb [0 3acTocyBaHHA MEK 3 MeTOHO NOMOBHEHHA 06’emy. TakoX
NOTPiGeH MOHITOPUHI reMoAVHaMIYHNX NapameTpiB A/1 KOHTPOO Ta PerytoBaHHA 06°eMy Ta [O3W.

Y KOXHOMY pa3i Cflif YHUKaTU nepeBaHTaXKeHHA 06’emoM (rinepBosiemil) BHACMiLOK Mepefo3yBaHHSA abo
3aHafiTo BMCOKOT LUBMAKOCTI iH(DY3iT. o3y NiKapcbKoro 3acoby NoTpibHO NigbupaTi 3 06epeXxHICTIO, 0CO6/IMBO
AN NaLiEHTIB i3 3aXBOPHOBAHHAMM NereHb i CepLeBO-CYANHHOT cuctemMn. HeobXiHWMIA 4aCTWIn KOHTPO/b BMICTY
e/IeKTPONITIB B CUPOBATL KPOBi, BOAHOI0 6asiaHcy i (hyHKLIT HUPOK.

3actocysaHHa npenapaTis MEK npotunokasaHo nauieHTam 3 MopyLleHHAM (YHKUIT HAPOK | nauieHTam, fKi
OTPMMYIOTb 3aMiCHY HUPKOBY Tepanito. [pu nepLumx 03HaKax ypaxeHHs HUPOK 3acTtocyBaHHA EK HeobxigHO
MPUMUHATH.

Mosigomnanocs NPo BUNagKK NiABULLEHOT NOTPe6K y 3aMiCHIN HUPKOBIW Tepanii y nepiog Ao 90 gHiB nicns
3acTocyBaHHs po3unHiB MTEK. Tomy peKoMeHZ0BaHWIA KOHTPO/Ib (PYHKLIT HUPOK Y NaLieHTiB NPOTAroM MiHiMyMm
90 fHiB.

Cnip, f[oTpuMyBaTUCA 0COBNMBOT 0OEPEXHOCTI NPU NiKyBaHHI NaLieHTIB 3 0OMEXEHHAM (YHKLUIT NeviHKn abo
nawieHTIB 3 MOPYLUEHHAMY 3ropTaHHA KPOBI.

BupaxeHoi remoamniouii, NoB’A3aHoi i3 3aCTOCYBaHHAM BUCOKMUX 403 po3umHiB MEK, cnif yHMKATK TakoX npu
NiKyBaHHI NawieHTIB 3 rinoBONEMIEHD.

Y pasi NoBTOPHOrO BBEAEHHA He0obOXifHO peTefibHO KOHTPO/OBATU MapameTpy 3ropTaHHsA Kposi. Mpy nossi
NepLUnX 03HaK MOPYLUEHHSA 3ropTaHHA KPOBI NiKyBaHHSA i3 3aCTOCYBaHHAM po3unHiB MEK cnig npynuHuTy.




AKWO nauieHT notpebye onepauil Ha BIAKPUTOMY cepui 3i LWITYYHUM KPOBOOGIrom, 3aCTOCYBaHHA PO3YMHIB
"EK He peKomMeHA0BaHO Yepe3 pu3nK PO3BUTKY CUJIbHNX KPOBOTEY.

Y pasi TSKKOT Aerigparauii croyaTtky npyM3HavaloTbCA PO3UMHIN KPUCTA/OILIB. AK Npasunno, NoTpibHO BBOAUTY
[OCTaTHLO PIAVHK, W06 YHUKHYTU 3HEBOAHeHHSA. Oco6MBY yBary cnif npuginatyv nadieHTam 3 nopyLleHH M
06MiHY eNleKTPOoNiITIB.

KniHiyHa ouiHka i nepioguyHi nabopaTtopHi AOCNILXKEeHHA HeoOXiAHI ANA KOHTPOM GanaHcy piguHu,
KOHLEHTpaL|iii eNeKTPONITIB Y cpoBaTLi KPoBi, hyHKLIT HUPOK, KMCNOTHO-OCHOBHOIO 6anaHcy Ta napameTpiB
Koarynsuii nig yac TpmBanol napeHTepasibHOT Tepanil 1 y pasi, AKLWO CTaH naljieHTa BMMarae Takoi ouiHku. Ha
e 4ac BifACYTHI HafiiHi AaHi LWofo 6e3nekn [OBroCTPOKOBOrO 3acTocyBaHHA EK nauieHTam nicns
XipypriyHnX BTpyYaHb i NalieHTam 3 TpaBMaMMm.

Mepes npusHadyeHHsM [EK TakuM XBOpUM HEOOXILHO peTesibHO 3Ba&XWTWU OYiKyBaHy KOpPUCTb Ta
HeBM3HaYeHICTb LWO040 [AOBroCTPOKOBOI 6e3nekn, a TakKoX PO3rNsaHYTU MOX/IUBICTb aflbTEPHATUBHOIO
NiKYBaHHS.

[o6oBa [03a NiKapCbKOro 3acoby BosOBEH 3a/eXWTb Bif Barv nauieHTa i MoXxe MICTUTK Binblie 1 MMOSb
(6inbwe 23 mMr) HaTpito. Lle HeobXiHO BpaxoByBaTH, AKLWLO MaLieEHT AOTPUMYETLCS AIETU 3 KOHTPO/bOBAHUM
BMICTOM HaTpito.

3acTocyBaHHs y nepiof BariTHOCTI abo rofyBaHHs rpyasto.

€ [eaki aaHi KNiHIYHUX JOCNigpKeHb NPO 3aCTOCyBaHHSA Pa3oBoil [03M NiKapcbKoro 3acoby BosoBeH BariTHUM
npy MPOBeEeHHI KecapeBOro pPO3TWHY 3 BUMKOPUCTAHHAM CMiHa/IbHOI aHecTesii. Yactota BUHWKHEHHS
apTepiasibHOT TiNOTeH3ii y rpyni 3actocyBaHHs BonoBeHy Oyna 3HAYHO HMXKYOK MOPIBHAHO 3 TPynoko
3acTocyBaHHA KpucTanoigis (36,6 % T1a 55,3 % BIiANOBIAHO). 3araoM OLiHKA MapameTpiB e(eKTUBHOCTI
rnokasana 3Ha4Hy KOpPMCTb JTiKapCbKOro 3acoby BontoBeH nNpu npoinakTuLi aptepianbHOT rinoTeHsii, a Takox
NPV BUHUKHEHHI TSHXKKOT apTepiasibHOT rinoTeH3ii NOPIBHAHO 3 KOHTPO/IbHOKO rPynoto, B SKi 3aCTOCOBYBa/IACS
KpucTanoign.

BigHocHO 6e3nekn nikapcbKoro 3acoby BontoBeH Ans nauieHTOK He 6yN0 BUABIEHO HEraTUBHOIO BMJIMBY,
TaKoX He ByNno BUAB/IEHO HEraTUBHOIO BMNMBY Npenapary Ha HOBOHaPOLXKEHMX.

JocnimpkeHHs Ha TBapMHaxX He BUABUAN NPAMOro abo ornocepefKoBaHOr0 HECMPUATIMBOTO BI/IMBY Ha repebir
BariTHOCTI, PO3BMTOK eMbOpioHa/nnoAa, NoONOrK i NOCTHaTa/lbHUIA PO3BMTOK. TakoXX He CroCTepiranocs 03Hak
TepaToreHHOCTI.

BontoBeH MOXHa 3acTOCOBYBaTW Yy Nepiof BariTHOCTI TiNbKWM Yy BUNafgKax, KOAM OYiKyBaHa KOPWUCTb Bif
NiKyBaHHSA NepeBaXkye MOX/IMBUIA pU3UK 415 NI04A.

3a BMHATKOM KecapeBoro po3TuHy, HeMae iHhopMau,it Mpo 3acTocyBaHHA BostoBeHy nif vac nosoris. BontoseH
C/lif, 3aCTOCOBYBaATU, SKLLO Lie crnpasgi NOTPiGHO.

Hesigomo, un npenapar NPOHUKAE Y MaTePUHCLKE MOSIOKO. EKCKpeLis riapoKCIeTUN0BOrO KPOXMaso B rpyaHe
MOJIOKO Ha TBapuHax He focnimkysanacs. PilLeHHs MPO NPOLOBXKEHHA/NMPUNUHEHHS TPYAHOr0 BUrOA40BYBaHHS
abo npo NpPOLOBXEHHSA/MPUNNHEHHA Tepanii i3 3acTOCyBaHHAM npenapaty BonoBeH cnig npuimatn 3
ypaxyBaHHAM KOPWCTI Bif rPyAHOr0 BUrOLOBYBaHHSA 419 AUTUHW Ta KOPUCTI Bif NIKYBaHHSA i3 3aCTOCYBaHHAM
npenapaty BosoBeH a/1s matepi.

Ha cborogHi faHi Npo KNiHiYHWIA JOCBif 3aCTOCYBaHHSA NpenapaTy BontoBeH B nepiof nakTawil BiACyTHI.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
BonoBeH He BnAMBaE Ha LWBMAKICTb peakuii Npu KepyBaHHI aBTOTPaAHCMOPTOM abo po6oTi 3 IHLWMMU
MexaHi3mamu.

Cnocib 3acTocyBaHHA Ta [03Mu.

TiNbKN 419 BHYTPILLUHLOBEHHOIO BBEAEHHS.

J0o3a Ansg Aopocnux.

MakcumasnbHa f060Ba [03a /likapcbKoro 3acoby BontoBeH ctaHOBUTL 30 MA/KI Macu Tina.

3acTocyBaHHA rigpokcieTunosoro kpoxmanto (MFEK) mae 6yt o6mexkeHe Mo4vaTKoBOK (pa3oro cTabinizauii
reMofMHaMiKu i He NOBMHHO MepeBuMLLYBaTN 24 FOAVH.

Mepwi 10-20 mn po34mHy NOTPIGHO BBOAWUTM MOBINbHO. MauieHT Mae 3HaXOAUTUCH Mif NUILHUM Harnsa4om
yepes MOXXIMBI aHaiNaKTUYHI/aHathiNaKTOIgHI peakLii.

[ob6oBa [03a Ta LWBMAKICTL IHQY3IT 3anexaTb Bif 06’€My KpPOBOBTpaTW, MIATPUMKM ab0 BiJHOBMIEHHS
remoAmvHamikuy Ta Big remogunntouii (edpekTy po3daBneHHs).




MoTpi6bHO 3aCTOCOBYBATU HaMMEHLLY e(eKTUBHY 03y npenapaTy. Mig yac nikyBaHHS NOTPIGHO OpieHTyBaTUCA
Ha pe3ynbTaT¥ MOHITOPUHTY FreMOAMHAMIKK, | K TiNIbKW LiNbOBI reMoAgnHaMiyHi napaMeTpu 6yayTb AOCATHYTI,
iH(DY3ito cnig NpUNUHUTIA. He MOXHA NepeBuLLYBaTU PEKOMEHA0BaHY MakCUMasibHy 1060BY A03Y.

3 MiKp06ionoriyHoi TOUKM 30pYy NiKapCbKMiA 3acib cnif BUKOPUCTATW HeraliHo. AKLLO MiKapCbKWii 3aci6 He byae
BMKOPUCTAHO BiApasy, BiANOBiAaibHICTb 3a TEPMiH | YMOBW 36epiraHHs Micna BigKPUTTS YMNakoOBKM Hece
KOpWCTYBau.

MpoAyKT cnif, BUKOPUCTOBYBATW Bifpa3sy Nicns BIAKPUTTA.

aiTn.

[OaHi npo 3actocyBaHHA TEK fitam obmexceHi. 3 i€l npuumHM 3acTocyBaHHA npenapatis MEK y wiid rpyni
nawuieHTiB He PEKOMEH0BaHO.

NepenosyBaHHS.

AK | Npu BBeAeHHI [HLWMX MNna3Mo3aMiHHMX PO34YMHIB, Mepefo3yBaHHA BoMOBEHY MOXe NPU3BeCTU [0
MepeBaHTaXeHHs CUCTEMW KPOBOOOITY (Hampuknag, [0 HabpsaKy nereHis). Y LUbOMY BMNafKy IHQY3it0
Heo6XigHO HeramHo NPUNUHUTY i, AKLWO NOTPIGHO, BBECTM AiYPETUK.

Mo6iyHI peakuii.

[N OUiHKM 4aCTOTU BUHMKHEHHS MOBIYHMX e(DEKTIB BUKOPUCTOBYETLCS TakKa Knacuikauis: ayxe yacTo: = 1
/10; vacto: = 1/100 i < 1/10; iHogai: = /1000 i < 1/100; pigko: = 1/10000 i < 1/1000; gyxe pigko: < 1/10000,
yacToTa HeBifoma (OLiiHKa He MOXe ByTU NPOBeAeHa 3a HAAsBHUMW JaHUMW).

3 60Ky KpoBi Ta nimgaTWyHOI cucTemun. Pigko (Npy BUCOKMX A03ax): NpW BBEAEHHI TifpOKCIeTUIOBOro
KPOXMa/to yepe3 eeKTn po3BefeHHA MOXYTb CMOCTepiraTucs NopyLUeHHs 3ropTaHHsA KPOoBI, AKi 3a1exars Bif
[03K.

3 60Ky iMYHHOT cucTeMu. PigKo: nikapcbKi 3acobu, Wwo mictate MTEK, MOXyTb CpUUMHUTK aHadinakTUYHi
/aHahinakToigHi  peakuil (rinepyyTamBicTb, Cnabki rpunonofibHi cuMmnToMun, Opagukaphis, Taxikapgis,
6poHxocna3m, HekapAiabHNIA HAOPAK NereHiB). AKLLO BUHUKAW peakuii rinepyyTanBOCTI, BBEAEHHS Npenaparty
CNifi Hera’HoO MPUMUHUTK Ta NPOBECTW BIAMOBIAHI NiKyBa/bHI Ta MiATPUMYHOYI 3aX0A4M, MOKA CUMMTOMU He
OyfyTb YCYHYTI.

3 60Ky LWKipy Ta NiAWKIpHOT KNiTKOBUHK. YacTo (3aneXHO Bif [03M): TpuBasie BBEAEHHS BUCOKMX [A03
riZIPOKCIETWUIOBOr0 KPOXMASTHO MOXKE CMPUYNHUTI CBEPOIX.

CBepbixk MOXe 3’ABUTUCS Yepe3 KinlbKa TUKHIB MiCNsA OCTaHHbOT iHQY3iT | 36epiratucs NpoTAarom AeKiibKoX
micauiB.

3 60Ky renaTobiniapHoi cucTemu. YactoTta HeBiJOMA: YPaXKEHHS NMeYiHKM.

3 60Ky HMPOK Ta CeyoBUBILHMX LLNAXIB. YacToTa HeBiOMa: ypaXKeHHS HUPOK.

Jocnigp>keHHs. YacTo (3a1exHo Bif fo3n): nig vac BBefeHHs TEK mMoxke nigBuilyBatucs piBeHb aminasv B
CUpoBaTL,i KPOBI, LLIO MOXe BMN/IMHYTW Ha BU3HAYEHHS fiarHO3y NaHKpeaTuTy.

MigBULLEHHA PIBHA aminasu BifOYyBaeTbCA Yepe3 YTBOPEHHSA (DePMEHT-CYOCTPaTHOrO KOMM/eKCy aminasu Ta
MEK, Wwo 3yMOB/KOE MOBI/IbHY eniMiHaLit0 | He MOBWHHO PO3rNAfaTUCA AK AiarHOCTUYHWUIA  KpUTepii
naHKpeaTuTy.

YacTo (3anexxHo Bif A03K): NMpM BUCOKMX A03aX e(eKTN Po3BefeHHS MOXXYTb MPM3BEeCTU A0 BiAMOBIAHOMO
PO3BefEeHHS KOMMOHEHTIB KPOBI, TaKUX AK (DAKTOPW 3ropTaHHA KPOBI Ta iHLWWI BI/IKM N1a3mMy KPOBI, 3MEHLLEHHS
remMaToKpuTy.

MoBigOMMEHHSA NPO NiJ03ptoBaHi NOBIYHI peakuit

[MoBiAOMNEHHS MPO MiA03PHOBaHI NOGIYHI peakuii nicna peecTpauii NiKapcbKoro 3acoby € Baxxnmeum. Lie fae
3MOry MpOAOBXYBaTU KOHTPO/b CMIiBBIAHOLLIEHHS KOPUCTL/PU3NK NPW 3aCTOCYBaHHI JIIKAPCbKOro 3acoby.
MeanyHi NpauiBHUKN NOBWMHHI NOBILOMAATY NP0 6yab-AKi Nif03ptoBaHi NO6IYHI peakuii BIAMNOBIAHO A0 BUMOT
3aKOHO/aBCTBa 3 (hapmaKoHar sy .

TepMiH NpUAaTHOCTI.
3 poku.

YMOoBW 36epiraHHs.
36epiraty y 3axuLLeHOMY Bif CBiTNna Micui npy Temnepatypi He Bulle 25 °C. He 3amopoxysatu! 36epiratv y
HeAOoCTYNHOMY ANs AiTel micy,i.



YnakoBKa.

MonieTnneHoBMin thnakoH no 500 m.

Miwok Freeflex® 3 gpoma noptamu no 250 mn.

Miwok Freeflex® 3 gsoma noptamu no 250 mn, no 30 MiLLKIB Y KOPOOLi i3 KapTOHY.

KaTteropis Bignycky.

3a peLenTom.

BupobHuMK.

®pe3seHiyc Kabi JounaHg MvbX.

Micue3HaxomkKeHHs BUPoOHMKa Ta 1A0ro agpeca Micus NPOBapKeHHS Aisi/IbHOCTI.
®peseHiyclitpacce, 1, 61169 dpigbepr, HimeuumHa.

3asdABHUK.
®pe3seHiyc Kabi foiunaHg M6X.

Micue3HaxoLKeHHS 3asBHMKa.
Enb3e-KpboHep-wwiTpacce 1, 61352 bag Mombypr, HimeuunHa.



