THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

OIKJI0TOJI®

(DICLOTOL®)

CKnao:
ditoua pevosuHa: aueknodenak (aceclofenac);
1 came (1 r rpanyn) mictTuTh areknodpenaxky 100 wmr;

0OnoMidicHI peyo8uHU: caXapo3a, CaXapuH HATPilo, KPEMHIiI0 DioKCcHU KOnoimHuM 6e3BOOHUH,
apoMaTH3aTOop alleIbCUH, TIIPOKCUIIPOIIIMETUIILIEII0/103a, KPOXMaJlb KyKYPYA3sIHUI
IpexeaTUHI30BaHUY, KUCJIOTa JIUMOHHA.

Jlikapcbka ¢popmMa. ['panynu.

OcHogHi ¢izuko-ximiyHi 81acmueocmi: 6ini abo Maiixke 6ini rpanynu.

®dapMakKoTepaneBTHUYHA Irpyna.

HecTtepoigui npoTu3amnanbHi Ta TpoTupeBMaTHYHi 3acobu. IToximHi OI[TOBOI KMCIOTH Ta CIOPigHEH]
peuvoBunu. Kog ATX MO1A B16.

Papmakono2iuHi e1acmueocmi.
dapmakoOuHamika.

AneknodeHax - 1e HeCTepOigHuH 3acib i3 mpoTU3ananbHUM i 3HeO0II0BATbHUM e(hEeKTOM.
BBaxka€eThcs, 10 MexaHi3M [il IIbOro MpernapaTy 3aCHOBaHUY Ha iHTi0OyBaHHI CUHTE3Y
IIpOCTarIaHgUHY.

dapmakoKiHemuxka.

AGcop0iris

[Ticnst nepopasibHOTO MPUUOMY allekinoheHaK MIBUIKO BCMOKTYEThCS, oro 6ionoriyHa mOCTYIHICTh —
Mmaiixke 100 %. MakcuManbHa KOHIIEHTPAIlisS yV IJ1a3Mi KPOoBi JocsATaeThC Ipubnu3Ho yepes 1,25-3
TONMHMY IIiCNIs MpuiioMy. B:KMBaHHS 1Ki YIIOBiJIbHIOE BCMOKTYBaHHS, ajie He BIJIMBAE Ha MOTO CTYIIiHb.

Po3mopin



AneknodeHak 3HAUYHOI Mipoio 3B'sA3yeThCs 3 Oinkamu mina3mu (> 99,7 %). AueknodeHak MPOHUKAE Y
CUHOBia/IbHY PiAMHY, [e KOHLIEHTpalis fnocsrae npubnusHo 60 % KoHLeHTpalii y maa3Mi KpoBi.
06’eM posmnopiny — npubnausso 30 .

BuBenennsa

CepepHiu nepioq HamiBBUBEAEeHHS CTaHOBUTSH 4-4,3 rogunau. KimipeHC CTaHOBUTH D JTTPiB 3a TOAUHY.
[Tpubu3HO ABi TPETUHU MPUUHSTOI 03U BUBOOUTHCS i3 Ceuelo, IepeBaxKHO V BUTISII KOH IOTOBAHUX
rinpokcumeTabomiTi. Tinbku 1 % OgUHUYHOI IEPOPAIbHOL 03K BUBOOUTHCS Y HE3MIHEHOMY BUTJISIMI.

AneknodeHnak, iMmoBipHO, MeTaboidyeThest 3a mormomorow CYP2C9 no ocHoBHOro metabomity 4-OH-
ateksiodeHaKy, KiliHiuHa [is aKoro HeicToTHa. [JuknodeHaxk i 4-OH-nuknodeHak Oynu BUSBIIEeH]
cepen 6araTbox MeTabOITiTiB.

Oco6nuBi rpynyu naieHTiB
Y mauieHTiB NIiTHBOTO BiKy He BUSBJIEHO 3MiH ()apMaKOKIHETUKY aleKI0(peHaKy.

Y nmarieHTiB 3i 3HUXKEHOI0 (QYHKIII€I0 TeYiHKY BiI3HA4asI0Cs NOBINbHIIE BUBEIEHHS alleKIopeHaKy
iCyIs MPUIOMY OOHOPA30BOl M03U. Y HOCHiIXKeHHSX Ipu Oararopa3oBomy mpuiiomi 100 Mr momeHHO
pi3HuIi y hapMakOKiHETHYHHX [TapaMeTpax MixX IallieHTaMH i3 IUPO30M IIeYiHKHY JIETKOr0 Ta
CEeperHbOro CTYIEeHs i 3MOPOBUMEU NOOPOBOIBISIMU HE OYII0.

Y nauieHTiB 3 1erkuM abo cepefHiM CTyIeHeM HUPKOBOI HEJOCTATHOCTI KJTiHIYHO 3HAYYIITUX
BigMiHHOCTEM y papMaKOKiHEeTHI Iics MpuitoMy OgHOPa30BOl 103U He CIIOCTepiranocs.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

* OCTe0apTPUT, PEBMATOIMHUN aPTPUT, aHKITO3UBHUM CIIOHAMIOAPTPUT Ta iHIIM 3aXBOPIOBAHHS
OTIOPHO-PYXOBOT'0 allapary, I0 CYIIPOBOMXKYIOThCS 00jieM (HalpuKiaf, IIevy0sI0naTKOBUI TepiapTpuT
Ta iHIII 103acyTrI000Bi IPOSBY PEBMATU3MY).

* TIpu cTaHax, 1[0 CYIPOBOAXKYIOTHCS 00JieM (BKITIOYHO 3 00JIeM Yy ITOIIepeKOBOMY Bifmisi, 3y0HUM
00J1eM, IEPBUHHOIO TUCMEHOPEEIO).

IIpomunoka3aHHs.
AneknodeHak NPOTUIIOKa3aHUM:

* MallieHTaM i3 TimepuyTIUBICTIO OO alleKodeHakKy abo [0 OyOb-IKOro OOMOMiXKHOT0 KOMITOHEHTa
npenaparty (guB. po3gin «Ckiam»);

* TallieHTaM, y SKUX alleTUICAIiIIIOBa KUCIoTa a0o iHIIi HeCTEPOifHi MpoTu3amnaibHi 3acobu
(HIT33) cipuyuHSIOTh Hanagy acTMU, 6POHX0CIa3M, TOCTPUM PUHIT, aHTIOHEeBPOTUYHUM HaOpsSK abo
KPOIIMB AHKY, @ TaKOX IallileHTaM i3 rinepyyT/JuBIiCTIO OO0 LUX IIperaparis;

* IallieHTaM 3i ITYHKOBO-KMIIKOBOIO KPOBOTeYelo afo nepdopallieio BUpa3ky B aHaMHe3i,
IIOB'I3aHUMM 3 MOIIEePedHbOI0 Tepatmieo HII33;



* MalfieHTaM i3 CyIyTHBOIO MENTUYHOI0 BUPa3Koio abo KpoBOTEeYel0, y TOMY YHCIIi B aHaMHe3i (IBa
abo Ginbllle OKpeMUX JOBEeIeHUX ei30u PO3BUTKY BUpPa3Ku abo KPOBOTeUi);

* IaIfieHTaM i3 TOCTPOI0 KPOBOTEYEl0 ab0 3aXBOPIOBAHHSAMY, ITI0 CYIIPOBOMKYIOTHCSI KDOBOTEYEIO
(remodinis abo mopyIIeHHs 3rOPTaHHS KPOBi);

* TallieHTaM i3 3aCTilHOI0 CepIleBOI0 HedoCTaTHICTIO (GyHKITioHanbHuM Knac II-IV 3a NYHA),
imemiyHOI0 XBOPOOOIO CEPIIsT, 3aXBOPIOBaHHSAMYU IepudepuyHUx apTepiit abo i3
11epeOpoBaCKyISPHUMYU NOPYLIIEHHSIMY;

* malieHTaM i3 1epeOpPOoBaCKYIAPHUMU 3aXBOPIOBAHHSIMH, SIKi IIepeHecsy iHCyIbT ab0 MaloTh eni3onu
TPAH3UTOPHUX iMMEMIYHUX aTak;

* IalieHTaM 3 ileMiuHo0 XBOpo0OI0 CepIs, SKi MaloTh CTEeHOKapMilo abo nepeHecnyu inhapKT
MiOKap[a;

* IU1s1 MiKyBaHHS Nepionepauiiioro 600 IpyU a0PTOKOPOHAPHOMY LIyHTYBaHHi (a0 npu
BMKOPUCTAHHI amapaTty IMTYyYHOTO KPOBOOOiry);

* MallieHTaM 3 TSKKOIO ITeYiHKOBOI0 a00 HUPKOBOIO HEMOCTATHICTIO;
* y Iepiofg rogyBaHHs I'PYALAL0;
* B OCTAHHI! TPUMECTD BaTiTHOCTI;

* maIfieHTam BiKoM 710 18 pokiB.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
HocmipxeHb B3a€EMO[Iil He TPOBONUIIY, 38 BUHATKOM B3a€MOIil 3 BappapruHOM.

AneknodeHak MeTabosi3yeThCs 3a momomMorow nutoxpomy P450 2C9 i gaHi in vitro mokasyioTh, 110
aneknopeHak Moxe OyTu iHri6iTopoM 11H0r0 hepMeHTy. TaKUM YMHOM, PU3UK papMaKOKiHETUYHOI
B3AEMO[Iil MOXK/IMBUY IIPK OMHOYACHOMY IIPUIoMi 3 HeHiTOIHOM, ITUMETUIUHOM, TOJIOyTaMimoM,
¢beninbyTa3zoHOM, amiogapoHOM, MiKOHa30J10M i cynbbhadeHasomoM. K i y pa3i 3acToCcyBaHHS iHIINX
HIT33, 30inpiuryeThcst pu3ukK papMaKOKiHEeTUYHOI B3a€EMOIil 3 iHIMMMU IIpernapaTaMy, SKi BUBOOATHCS
3 OpraHi3My IIJITXOM aKTHBHOI HUPKOBOI CEKpellil, TAKUMHU SIK MeTOTPEeKCaT i mpemnapaTH JIiTiio.
AneknodeHak MaizKe TIOBHICTIO 3B'I3YETHCS 3 aTbOYMiHOM I1JIa3MM, TOMY MOKJIMBa B3aEMOTIS 3a
TUIIOM BUTICHEHHS 3 iHIIMMU MperapaTaMy, SKi 3B’sI3yI0ThCS 3 OiTKaMHu.

Yepes HeCTauy JOCHigXKeHb (hapMaKOKiHETUYHOL B3a€EMOIil allekKyIodeHaKy HuXK4e3a3HauyeHa
indopMallia rpyHTyeThCS Ha gaHuX mnpo inmi HI133.

Ci0 yHuKkamu 00HO4YacHO20 3aCMOCYBAHHSA:

Metotpekcat. HIT133 iHriOyioTh KaHaIblIeBY CEKPeIlil0 METOTPEKCATy; KpPiM TOro, MOXKe
crocTepiraTtucs HeBenrvka MeTaboiyHa B3aEMOZIS, 110 IPU3BOAUTD N0 3MEHIIEHHS KITipeHCy
MeToTpeKcaTy. ToMy IIpu 3aCTOCYBaHHI BUCOKHX 003 METOTPEKCATY CJIif 3aBXKOU YHUKATU
npusHavenns HII33.

Cepuesi raiko3uay, ourokcud. HI133 MOXKyTh ITOCUIIOBATU CePLEBY HEJOCTATHICTh, 3HUKYBATU
MBUKICTh KIyO6oukoBoi ¢inbTpatil (IIIK®) Ta iHridyBaTy HUPKOBUI KITipEHC TiKO3UMIB, 1110



IPU3BONUTH 0 30ilbIlIeHHS PiBHSA TJIIKO3UAIB ¥ IIa3Mi KpoBi. Criifg yHUKaTH OGHOYACHOTO
3aCTOCYBaHHS, IKIIO HE IPOBOOUTHLCS YaCTUM MOHITOPUHT KOHI[EHTPAIlil AUTOKCHUHY.

[Ipenapatu miTito Ta gurokcuH. [eski HI133 iuribyoTh HUPKOBUYM KIiPEHC MiTii0 i AUTOKCUHY, 110
IPU3BOAUTH 10 30iNbIIeHHST KOHI[EHTpallil B CUpoBaTLi KpoBi 060X pedyoBuH. Ciig yHUKATH
OHOYACHOI'0 3aCTOCYBaHHS, SIKILO HE IPOBOJUTHCS YaCTUU MOHITOPUHT KOHLIEHTPALiM JIiTit0 i
OUTOKCHUHY.

AnTtukoaryngaaTu. HI133 inribyioTs arperaiito TpOMOOLHXTIB i IOMIKOAXKYIOThH CIU30BY 000I0OHKY
[IUTYHKOBO-KUIIKOBOTO TpakTy (IIIKT), 1m0 Moxke mpu3BeCTH A0 MOCUNIEHHS il aHTUKOATyJISHTIB i
30iNTBINUTY PU3UK IITYHKOBO-KHIIIKOBHAX KPOBOTEY Y IAIi€HTIB, SIKi IPUUMalOTh aHTUKOATyJISHTH.
Cnip yHMKaTH OIHOYACHOT'0 3aCTOCYBaHHS alleKIopeHaKy Ta TepopaJbHUX aHTUKOATyJISHTIB
KyMapUHOBOI TPYIIH, TUKJIOMIANHY Ta TPOMOOJITHKIB i remapuHy, KO He IIPOBOOUTHCS PETENTbHUN
MOHITOPUHT CTaHy Nalli€HTa.

XiHomoHoBi anTHOiOTHKH. [[OCTiAKEHHSI Ha TBAapHWHAX IOKa3yoTh, o HI133 migBuiyoTh pu3uK
CyZIOM, TIOB’SI3aHMX i3 3aCTOCYBaHHSM XiHOIOHOBUX aHTHOIOTUKIB. ITarienTy, sgki npuiimatots HII33 i
XiHOJIOHOBi aHTUOIOTUKY, MAIOTh MiABUILIEHUN PU3UK PO3BUTKY CYLOM.

AuTrTpOMOOIIMTAPHI 3ac00M Ta CeNeKTUBHI iHTiGITOPY 3BOPOTHOTO 3axomueHHs cepoToHiny (CI33C).

[Tpu ogHO4YacHOMY 3acTocyBaHHi 3 HITI33 36inbiryioTs pu3uk kpoBoTedi 3i IIKT (ouB. po3min
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

KombiHauii, u,o sumazaroms nidbopy 003u i 0bepexcHocmi npu 3acmocy8aHHi:

Mertotpekcart. Cnif BpaxoByBaTu MOXKIUBY B3aemopito HII33 Ta MeToTpekcaTty, HaBiTh IIPU HU3BKIU
Io3i MeToTpeKcaTy, 0COOMMBO y MAIliEHTIB i3 mMOpyIIeHHIMHU GQYHKIIII HUPOK. [Ipy 0HOYACHOMY
IIPUHOMI CITifi KOHTPOIIOBATH NMOKa3HUKHY QyHKIil HUPOK. [ToTpibHa 00epexHicTh, akiio HII33 Ta
MeTOTpeKcaT NMPUUMalu IPoTIroM 24 rOOvH, OCKIIbKY KOHIIEHTPAaIlisl MeTOTpeKcaTy MoXKe
30iMBIUTHUCS, 1110 30iTBIIUTE TOKCUYHICTh JAHOTO ITperapary.

[TuknocnopuH, TakposniMyc. [Tpu ogHodacHOMy mpuriomi HIT33 3 muknocrnopuHOM ab0o TaKpoJliMyCcoM
CJIi[l BpaXxOByBaTH PU3UK MifBUIEHOl HE(POTOKCUUHOCTI Yepe3 3HUIKEHHS YTBOPEHHS HUPKOBOTO
IpPOCTalUKIIiHYy. TOMy IIpM OGHOYACHOMY IIPUMOMI CIIifi peTebHO KOHTPOIIOBATH ITOKA3HUKY (QYHKITI1
HUPOK.

Inmi ananeretuku, HI133, BKII0YA0YM CeNeKTUBHI iHTi6iTOPY ITMKII00KCcUTeHa3u-2. Cril yHUKaTH
OJHOYACHOT'0 3aCTOCYBaHHS ABOX abo Oinbire HII33 (y TOMy 4mCIIi alleTUIICATiIUIIOBOI KUCIIOTH),

TOMY IO Iie 30i/IbIIIye YaCTOTy BUHUKHEHHS O0IYHUX SBUILI.

Midenpucron. HI133 He cnip npuiiMaTté npoTtsarom 8-12 mHIB micnisa npuiioMy MipenpucToHy,
OCKiJIbKM BOHM MOXKYTb 3MeHIIUTU e(eKT MipenpucToHy.

KopTtukocTepoinu. 3pocTae pu3uK BUHUKHEHHS BUpPa3Ku abo kpoBoTedi 3i IIKT (muB. po3min
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

Hiyperuku. AueknodeHax, sKk i inmi HI133, Moxke mpurHidyBaTé aKTUBHICTD OiypETHUKIB, MOXe
3MeHIIyBaTH OiypeTudHul epekT pypoceMiny Ta OymMeTaHily i aHTUTiNEepTeH3UBHUM edeKT Tia3ufmiB.
OpgHoYacHe 3aCTOCYBaHHS 3 Kajil30epiralouuMu giypeTUKaMu MOXkKe IPU3BECTU 0 30iIbIIeHHS
BMICTY KaJiio; 0TxKe, He0OXiTHO PeryaspHO KOHTPOJIIOBAaTH BMICT KaJlilo ¥ CUPOBATIIi KPOBi.

AuTHrinepTeH3uBHI npenapaTi. HI133 M0oXyTh TaKOXK 3MEHIITyBaTH e(PEKT TinOTeH3UBHUX
npenaparis. OgHoYacHe 3acTocyBaHHS iHTiOiTOpiB ATI® ab60 aHTAroHiCTiB PELENITOPIB aHTi0TEH3UHY




IT i HIT33 Moxe mpU3BECTU [0 MOPYLIeHHS (PYHKII1 HUPOK. PU3UK BUHUKHEHHS T'OCTPOI HUPKOBOI
HEIOCTaTHOCTI, sSiKa 3a3BUYalt Ma€ 000POTHUYU XapaKTep, 3POCTa€E y AeSKUX MallieHTiB i3
TOpYIIeHHAMH GYHKIIII HUPOK, HAIPUKJIIAM y JIiTHIX a00 3HeBOOHEHUX MallieHTiB. ToMy mnpu
OomHOYaCHOMY 3acTocyBaHHi 3 HII33 cyig moTpuMyBaTucs 00epexkHOCTi, 0COOIHMBO IiTHIM MallieHTaM.
[TalieHTH TOBUHHI CIIOXKMBATU HEOOXiOHY KilbKiCTh piguHu i mepebyBaTH Iif BiATIOBITHUM HaTISIgOM
(KOHTPOBL QYHKIIII HUPOK Ha MOYaTKy OJHOYACHOTO 3aCTOCYBaHHS i MepPioguyHo y Ipoleci
JIIKyBaHHS).

AneknodeHak He BIJIMBaB Ha KOHTPOJIb apTepiallbHOT0 TUCKY IIPH OQHOYAaCHOMY 3aCTOCYBaHHI 3
O6eHmpodTya3umoM, Xo4a He MOKHA BUKJTIOYUTH B3aEMOIil 3 iHIIMMHU [iypeTHKAMH.

TimornikeMiuni 3acobu. KmiHiuHi mocmigKeHHS MOKa3yooTh, 110 AUKI0(QeHaK MOXKHa 3aCTOCOBYBATH
Pa30oM i3 mepopaabHUMU TiMmOTTiKeMiyHUME 3acobaMu 0e3 BIIIUBY Ha iX KiiHiuHui edekT. OmHaK €
OKpeMi NOBifOMJIeHHS IIPO TiMOTrIiKeMivHi Ta rinepriikeMiuHi epeKTy npenaparty. TaKuM YWMHOM, IpU
IpUOMI alleKiodeHaKy CIifi IPOBECTH KOPEKIIiIo [03 IpenapariB, SKi MOXKYTh BUKIUKATH
TiMnorikeMimw.

3upoBynuH. [Ipu ogHOYacHOoMy npuiiomi HI133 Ta 3uoByiuHY 3pOCTa€ pU3UK reMaTOoJIOTigHOl
TOKCUYHOCTI. € fmaHi mpo 30inbllleHHs pU3UKy BUHUKHEHHS reMapTpo3iB i remaTom y BIJT ()
NallieHTiB i3 reModinieio, IKi OTPUMYIOTh 3UOBYOUH Ta i0ympodeH.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Crig yHMKaATHA OOHOYACHOTO 3aCTOCYBaHHS Mpemapary aneknodpenaky i HII33, Bkmtodatoun
CeJIeKTHBHI iHTi0iTOpH IMUKIIOOKCUTeHA3H-2.

He6axaHi eekTu MOXKHA 3BECTH [0 MiHIMyMY 3a paXyHOK HETPUBAJIOTO 3aCTOCYBaHHS HUXKYO1
e(eKTUBHOI 103U M1 KOHTPOJII0 CUMIITOMIB (OUB. po3min «Crmoci6 3acToCyBaHHS Ta HO3U» Ta HUXKYE
pusuky, noB’'s3aHi 3i IIKT Ta cepiieBo-CyquHHOI CUCTEMOIO).

Bnaus Ha wayHKoso-Kuwkosut mpakm (LIKT)

KposoTeua, Bupa3ka abo nepdopamis IIIKT 3 netanpbHEM HACTiZKOM CIOCTEPIiraaucs Mpy IPHHoMi
Bcix HII33 y Oynmp-sikuil mepiof NiKyBaHHS, SIK 3a HasBHOCTI He0e3MMeYHUX CUMIITOMIB, TaK i 6e3 HUX,
He3aJIexXHO BiJl HasIBHOCTI B aHaMHe3i Cepi03H0I racTPOiHTeCTUHAIIBHOI ITaTOJIOT .

Pu3uk KpoBOTeUi, yTBOPEHHS BUpa3ku i nepdopartii IIKT 3pocTae 3i 30inbuenasM gqo3u HII33 y
TIallieHTIB i3 BUPa3Koi0 B aHaMHe3i, 0COOJIMBO SKII[O0 BOHA CYIIPOBOIKYBasiacs KpOBOBUIUBOM abo
nepdopatlieto (quB. po3min «IIpoTUoka3aHHsA»), Ta ¥ JiTHIX namieHTiB. [lum naiiestam ciifg
npuiiMaT MiHiManbHy epeKTHBHY [03y IpenapaTy. IM HeobxigHa KoMOiHOBaHa Tepais i3
3aCTOCYBaHHSIM IIpenapaTiB-IPOTeKTOPiB (HampuKiaz, Mi3omnpocTost abo iHribiTopu MpoTOHHOI
TIOMIIM), TaKOXK IofibHa Teparis HeoOxifHa malieHTaM, SKi 3aCTOCOBYIOTh HEBEJIHMKI J031
aleTUIICAIIIIAIIOBOI KMCIOTH a0 iHIMX ImpenapariB, SKi HeraTUBHO BIINIMBalTh Ha cTaH KT (gus.
po3min «B3aemMopist 3 iHIMMMY JTiIKApChKUMHU 3acob0aMu Ta iHIIi BUOKW B3aEMOMIiN»).

[TamienTn i3 3axBoproBaHHaMu KT, B TOMy YuCIIi ITAlli€HTH JIITHHOI'O BiKy, IIOBUHHI IOBIOMIIATH
npo Oynb-gKi He3BUUHI cuMIToMH, 11oB’s13aHi 3i [IIKT (0co011BO MITyHKOBO-KUIIKOBY KPOBOTEYY), Y
TOMY YMCJIi Ha TI0YaTKOBOMY eTami nikyBaHHS. Oco6m11Bol 00epekKHOCTi CITifl JOTPUMYyBaTUCh
malieHTaM, SKi O0HOYaCHO MPUKMAalOTh IIpenapaTy, 10 MiABUILIYIOTh PU3UK BUHUKHEHHS KPOBOTEYl
abo BUPa3KH, TaKi K CUCTEMHi KOPTUKOCTEPOINX, aHTUKOATYISHTY (HapUKIIak, BaphapuH),
CeJIeKTUBHI iHTi0iTOpU 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHiIHY ab0 aHTHArperaHTy (Taki K



alleTUIICAJIIIIAIIOBA KUCI0Ta) (IUB. Po3Mmin «B3aeMomis 3 iHIMMHU JTiKapCbKUMM 3aco0aMu Ta iHIIi
BUMIM B3aEMOTIN»).

[Tpu BuHUKHEHH] KpoBoTedi abo Bupa3ku LIKT y marfieHTiB, gKi npuiiMaioTh anlekiodeHak, TiKyBaHHS
HeOOXiTHO TPUTTUHUTH.

Cepueso-cyOuHHi i yepebposackyaspHi epekmu

[Ing nalieHTiB 3 apTepianbHOIO TinepTeH3ieio Ta/abo 3aCTiMHOIO CEPLIeBOI0 HEIOCTATHICTIO JIETKOT0
abo moMipHOTO CTyneHs HeoOXigHi BiATIOBIGHUY MOHITOPUHT Ta 0COONIKBI BKa3iBKH, TOMY 110
TIOBimOMJISINIM IIPO 3aTPUMKY PiiMHU B opraHi3wmi i HabpsKax, acorifioBanux i3 mpuiiomom HII33.

HepmocTtaTHRO maHUX OJIS BUKJIIOYEHHS JAHOTO PHU3HUKY IIpA HprIOMi aU;eKJ'IO(beHaKy.

Kniniuni mocmigXeHHS Ta emifeMionoriuHi maHi moka3yioTh, 1m0 geski HI133 (oco6muBo mpu mpumioMi
BHCOKMX [I03 i TPHBAJIOMY 3aCTOCYBaHHi) Helro 30i/bLIyI0Th PU3KK apTepiaTbHUX TPOMOOTHYHUX
SIBUI (HampukJiap, iHpapKT Miokapaa abo iHCYTIbT).

[TanmieHTaM i3 3aCTiHOIO CePLEBOI0 HEeHOCTaTHICTIO (PpyHKIioHanpHUY Kitac [ 3a NYHA), i3
(dbakTOpaMu pU3MKY O/ CEPLIEBO-CYAUHHOI CUCTEMHU (HAIIPUKIIaM, apTepiaabHa rinepTeHsis,
rinepimigeMis, 1yKpoBuii miabeT i KypiHHS) CHifl JOTPUMYBATHCS 0COGIMBOI 00E€PEXKHOCTI ITPH
npuiioMi areknoperaky. OCKilbKY HECIPUATINBUY BIIJIUB Ha CEPLIEBO-CYIUHHY CUCTEMY 3POCTa€
pa30M i3 MiABUIIEHHAM [I03H i TPUBAJIOCTI JIiIKyBaHH, CIIif 3aCTOCOBYBaTH MiHiMaNbHy e(eKTUBHY
1000By 103y IPOTATOM SIKHAaUKOPOTIIOTO Iepiony MiKyBaHHS. HeoOXiHICTh y mOganbIoMy
CHMIITOMaTUYHOMY JIiKyBaHHI MalfieHTa Ta e(eKTUBHICTh Tepallil CJIifi IepioguYHOo NeperaafgaTUucs.

AneknmodeHax Ccitif 3aCTOCOBYBATH 3 00EPEXKHICTIO i i peTeIbHUM MeIUYHUM HarjIsI[oM IalieHTaM
i3 11epeOpPOBaACKYITPHUM KPOBOBUIMBOM B aHAMHE3I.

ArneknmodeHax Citif 3aCTOCOBYBATH 3 00EPEXKHICTIO i Imif peTeTbHUM MeOUYHUM HarJIsaooM MallieHTaM
IIpY HaBe[leHUX HUXK4Ye CTaHax (OCKiJIbKM iCHYE 3arpo3a 3aroCTPEeHHS 3aXBOPIOBaHHS) (IUB. PO3Mis
«ITobOiuHi peakirii»):

- CUMIITOMH, 110 CBif4aTh IIPO HasgBHICTH 3axBoproBaHH4 LIKT, BKIOUa04Yu WOTr0 BEPXHi 1 HUXKHI
Bigminu;

- HAsIBHICTh B aHaMHe3i BUpa3Ku, KpoBoTedi ab6o mepdoparii [IIKT;
- BUPa3KOBUH KOJIIT;
- xBopoba KpoHa;

- CXHAJIbHICTh 00 KPOBOTEY, CUCTEMHUM 4epBoHUY BoBYaK(CYUB), mopdipis Ta mopyuieHHS reMoIoesy i
remMocCTasy.

Bnaue Ha neyviHKy i HUpPKU

[Tpuitom HII33 Moxke CIPUYMHUTHU 00303aIeKHy PeAyKIi0 YTBOPEHHS IIPOCTarjiaHAuHy 1 parnToBy
HUPKOBY HELOCTATHICTh. BaxK/IMBICTh IpOCTarIaHOUHIB 151 3a0e3nedyeHHsI HIPKOBOTO KPOBOTOKY
CJIi[l BpaxOByBaTH IIPU 3aCTOCYBaHHI IIpenapary NallieHTaM i3 IopymeHHAME QYHKIIl ceplis, HUPOK
abo neuinky, ocobaM, SKi OTPUMYIOTh [AiypeTHKH, MallieHTaM IicJIs XipypriYHoro BTPy4YaHHS, a TaK0X
JIITHIM malfieHTaM.



Cnip goTpuMyBaTuCs 00epeKHOCTI IPU 3aCTOCYBaHHI IIpeliapaTy MNallieHTaM i3 MopyLIIeHHIMU
GbyHKIII meviHKy i HUPOK JIerKoro abo MOMipHOTO CTYIEHS, a TAKOXK IMallieHTaM 3 iHIIMMY CTaHaMH,
110 CYIPOBOAXKYIOTHCS 3aTPUMKOIO PIOWHY B OpraHi3mi. Y 1ux naiieHTiB 3acTocyBanHs HII33 moxe
IIPU3BECTH [0 NMOPYILIeHHS (QYHKII1 HAPOK i 10 3aTPUMKH piguHU. TaKOXK CIIifl JOTPUMYyBaTUCS
00epexKHOCTI IPU 3aCTOCYBaHHI arleknodeHaky IallieHTaM, SKi npuiitMaloTh OiypeTuku, abo ocobam
i3 mipBUIIeHNMM pU3UKOM rinmoBosiemil. HeoOxigHa MiHiManbHa e(peKTHUBHA [103a i peTyIsIpHUun
MeIUYHUUM KOHTPOJIb 3a (PYHKIIi€I0 HUPOK. ABuilla 3 00Ky HUPOK 3a3BUYall MUHAIOTh MiCs
IPUIUHEHHS IPUIOMY alleKIT0peHaKy.

3acTocyBaHHA aneKnopeHaKy CIIiJ MPUIUHUATH, SKIIO BiAXUIeHHS ITOKAa3HUKIB QYHKIII eYiHKY Bif
HOpMHM 36epiraroThCst a60 IOCHITIOIOTHCS, PO3BUBAIOTHCS KITiHIYHI CHMIITOMHU 3aXBOPIOBaHb INEYiHKH
a00 BUHUMKAIOTH iHII MPOsiBY (e03uHOGIis, BUCUTIAHHS). [€TaTUT MOXKe PO3BUHYTHUCS 6e3
IpOApOManbHUX cuMITOMIB. 3acTocyBanHsa HII33 y mamieHTiB i3 me4yiHKOBOO mopdipiero Moxke
CIIPOBOKYBaTH Harlaf,.

I'inepuymausicmb ma wKipHi peakyil

dx i immi HII33, aneknodbeHak MOXe CIPHUYNHUTH alePriyHi peakiril, BKIII0Yayu
a"adinakTruHi/aHadinmakTOImHI peakiiii, HaBiTh SKIO MPemapaT IPUUMalOTh BIepie. TSIXKKi IMIKipHi
peaxtii (mesiKi 3 HUX MOXKYTb IIPU3BECTH [I0 JIETAIbHOT'0 HACifIKY), BK/II04Ual04u eKC(oiaTuBHUN
nepmaTut, cuHapoM CTiBeHca-[[2KOHCOHA Ta TOKCUYHUY ellilepMaibHUuY HEKPOJIi3, MiCIsI MIPUAOMY
HIT33 cnmocTepiranucs gyxe pigko (muB. po3min «ITo6iuni peakirii»). HaBului pu3uK BUHUKHEHHS
[[MX peakliil y Malli€HTiB CIIOCTEPIraeThCs Ha MOYATKY 3aCTOCYBaHHA IIpenapaTy, TaK0XK PO3BUTOK
1uxX HeOaxkaHUX Peaklliil CIIOCTepiraeThCs MePeBakKHO IPOTITOM TIEPIIOr0 MiCSI ITPUHOMY
npemnapary. [Ipy BUHUKHEHHI IMKipHUX BUCHUIIaHb, VIIKOMXKEHDb CTM30BO1 000JI0HKY ITOPOXKHUHYU POTa
abo iHIIMX 03HaK TiNepyYyTIUBOCTI CIIifi IPUINHUTH IPUIUOM alleKIoheHaKy.

B oco6nmuBUX BUNAgKaX, IPX BiTPSHIN BiCIli MOXYTh BUHUKHYTU YCKIagHEHHS: Cepio3Hi iHdekil
mKipy i M'AKUX TKaHUH. Ha 1ie#l 9ac He MoxKHa BUKJ04YaT ponb HII33 y noripmenHi nepebiry mux
inpexuiv. TomMy ciif yHUKaTU NpUOMy allekiao(eHaKy Ipy BiTPSIHIN BicIIi.

CucmemHull yepgoHutl sogyak (CUB) ma 3miwaHe 3ax80pOBAHHSA CNOAYYHOI MKAHUHU

Y nauienTis i3 CYB Ta 3MiltaHUMH 3aXBOPIOBAHHSMU CIIOJTyYHOI TKAHWHY IiABUINYETHCS PU3UK
PO3BUTKY aCeNTUYHOTO MeHIHTiTY (muB. po3min «I1o6iuHi peakiii»).

I'emamoso2iuHi nopyweHHA

AneknodeHak MOXKe BUKJIMKATH 000pOTHE iHTiOyBaHHS arperatlii TPOMOOIUTIB (QUB. PO3Min
«B3aemMopis 3 iHMMMY JTiKapChbKUMK 3ac00aM¥ Ta iHII BUAM B3aEMOIii»).

ITopyweHHs 3 60Ky Ouxa/nvHOi cucmemu

Cnip goTpuMyBaTHCcs 00epeKHOCTI pu MpuitoMi Impernapary mnalieHTaM i3 6poHXiaTbHOIO aCTMOIO, B
TOMY YMCJIi B aHaMHe3i, ocKinbky npurioM HI133 MoxkKe CipoBOKyBaTH PO3BUTOK PAIITOBOTO
OpoHXOCIIa3My y TaKUX NAlli€HTiB.

ITayieHmu AiMHbO20 BiKYy

Cnip goTpuMyBaTuCs 00epeKHOCTI IpK 3aCTOCYBaHHI IIperaparTy MallieHTaM JIITHBOTO BiKYy (BiKOM Bif
65 pOKiB), OCKINIbKYM ¥ HUX YacCTillle BUHUKAIOTh 00iuHi siBUIa (0co0IMBO KpoBOTeYa, mepdopatiis
ITKT) npu nputiomi HIT133. YcknagHeHHS MOXKYTh OyTH JleTalnbHUMU. TaK0XK, NiTHI allieHTH YacTiine
CTpaX[aloTh Bifl 3aXBOPIOBaHb HUPOK, ITe4iHKU ab0 CepIieBO-CYAUHHOI CUCTEMH.



Tpusase 3acmocy8aHHs

Bci mamienTy, ki 3acTocoBy0Th HI133 npoTsAroM TpuBanoro 4acy, MOBUHHI 3HAXOAUTHUCS IIif
peTenpbHUM MeIUYHUM HarIsAg0M (3arajlbHUN aHasli3 KpoBi, GyHKIIOHATbHI IeYiHKOBI Ta HUPKOBI
TECTH).

JlonomidcHI pe4o8uHu.

Lle#t mikapcbku# 3aci6 MicTuth MeHIe 1 Mmonb (23 Mr)/mo3y HaTpiio, TOOTO IPaKTUYHO BiTbHUY Bif
HaTpilo.

Y pasi BcTaHOBNIEHHS HEIIEPEHOCUMOCTI JesIKUX IYKPiB He0OXiIHO IPOKOHCYIbTYBaTHCS 3 JIiKapeM,
TIEPII HiXK MpUAMATH el JTiKapchbKui 3acib, OCKimbKY Le JTikapchKUM 3acid MiCTUTH caxapoay.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb
HeMae maHuX NMpo 3aCTOCYyBaHHS allekJIodeHaKy y mepiof BariTHOCTI.

[HribyBaHHS CMHTE3y IIpOCTarIaHOUHy MOXKe HeCIPUSATIIMBO BIIJIUBATH Ha repedir BariTHOCTI Ta/abo
PO3BUTOK eMOpioHa/mIoa.

IaHi enmigeMionoriyHuX OOCigXKeHb BKa3yl0Th Ha 30i/IbIIeHHS PU3UKY BUKUIHS, PO3BUTKY IIOPOKY
cepld i raCTPOIIK3KCY MiCIs 3aCTOCYBaHHSA iHTi0iTOPiB CUHTE3y NMpOCTarjiaHAUHY Ha paHHIX eTamax
BariTHOCTi. AGCONMIOTHUY PU3UK PO3BUTKY ITOPOKY CEPIIst 3pOCTa€e 3 MeHI HiX 1 % mo npubnusHo 1,5
%. Pr3uK 30inbuIyeThCA 31 30i/IbIIEHHSAM OO3H i TPUBAIOCTI TiKyBaHHS.

Y TBapuH npuiioM iHri6iTOpiB CHHTE3y IMpOCTarjlaHAUHY IIPU3BOAUTD [0 Ipe- i mocTiMIIaHTalifHO]
3aruberi njaoga Ta JeTanbHOCTI eMOpioHa i mnoma. Takox 30iNbIIYETHCS KiNbKICTh BUAAKIB Pi3HUX
Bajl, Y TOMY YHCIIi 3 00Ky CepIlieBO-CyOAUHHOI CUCTEMHU, V TBAPUH, SIKi OTPUMYIOTH iHTi6iTOpU CUHTE3Y
IIPOCTArJIaHOUHY IPOTATOM OPraHOTeHEe3Yy.

[ToynHatouu 3 20-ro TUXKHS BariTHOCTI, 3aCTOCYBaHHS alleKyIoheHaKy MOXKe CIPUYNHUTH
oJlirorigpaMHiOH BHACHiOK OucYHKIII HUPOK 1iofda. Lle MoxKe cTaTucsl HEBAOB3i Mic/g OYaTKY
JIiKyBaHHS Ta 3a3BU4ai € 000POTHUM IIiC/Isl IPUNMHEHHS JTiKyBaHHSA. KpiM TOrOo, € OBiIOMIEHHS IIPO
3BYKEHHS apTepiaibHOI MPOTOKM IiCIIs JIiIKYBaHHS y OPYTOMY TPUMECTPi BariTHOCTI, GinbIIicTh 3
SIKUX [IPOULIIY IiC/IA NPUIUHEHHS JIiIKyBaHHS. TOMY IIPOTATOM II€PILIOTO Ta APYIOr0 TPUMECTPY
BariTHOCTI JJikI0TON" He CIIif IpU3HadaTH, OKPIiM BUIAMKIB KPalHL0I HEOOXigHOCTI. Ko
aleksiodeHaK 3aCTOCOBYETLCS KiHKOIO, IKa HaMaraeThCs 3aBariTHITH, a00 MIPOTSATOM IEPIIOTo YK
IPYTroro TPUMECTPY BariTHOCTI, J03a MOBMHHA OyTH SIKOMOTA HUXKY010, @ TPUBAJIICTh JIIKYBaHHS -
SIKOMOT'a KOPOTIINM.

IIomoJioroBuii MOHITOPHUHT OJIITOTiApaMHIOHY Ta 3BY2KeHHSM apTepianbHOI IPOTOKHU CJIifi PO3T/ISHYTH
Iicys BIUIMBY alleKiodeHaKy MPOTATOM KiTbKOX [HIB, MOoYKWHAa04y 3 20 TUKHS BariTHOCTI.
3acToCcyBaHHS JIIKApCHKOro 3acoly MikmoTon® ciiif IPUIMHUTH, SKIO BUSIBIEHO OJirorigpaMHioH a6o
3BYKEHHS apTepianbHOl IPOTOKH.

[TpoTSroM TPEeThOT0 TPUMECTPY BariTHOCTI BCi iHTiGiTOPU CMHTE3y IPOCTarIaHOuHY:

- MOXKYThE BIITIMBATHU Ha I, Mal4u CepUeBo-JIETEHEBY TOKCUYHICTh (HepenqaCHe



3BYXKEHHS/3aKPUTTS apTepiasbHOI IPOTOKK Ta JIeTeHeBa TilepTeH3is);

- MOXKYTh BIIMBATH Ha IUIi[l, CHPUYMHSIIOYN OUCOYHKIIII0 HUPOK, sTKa MOXKe PO3BUHYTHUCS [0
HHUPKOBOI HEJOCTATHOCTi 3 MAJIOBOAASM (OUB. BUIIIE).

Y XkiHKY (B KiHIIi BaTiTHOCTI) Ta HOBOHAPOAXKEHOT0 IIpeapaT MOXe BIIJINBATHU:

- Ha TPUBAJICTh KPOBOTEUi Yepe3 aHTHUarperauiiHui eQexT, IKUil MoXkKe PO3BUHYTUCS
HaBiTh MiC/IST 3aCTOCYBaHHS OyXKe HU3bKUX J03;

- Imperapar Moxe iHri0yBaTH CKOPOYEHHS MaTKH, IIPU3BOASIYY [0 3aTPUMKHU II0JIOTiB abo
3aTAXKHUX ITOJIOTIB.

TakuM 4MHOM, 3aCTOCYBaHHS aleKIopeHaKy IPOTUII0Ka3aHo B TPETHOMY TPUMECTPi BariTHOCTI (OUB.
po3minu «IIpotunoka3anusa» Ta «OCOONIMBOCTI 3aCTOCYBaHHS»).

[lepion rogyBaHHA TPYOOI0

HewMmae indopmaliii mpo NpoHUKHEHHS anekiodeHaKy B rpygHe Monoko. OnHaK He Big3Hadanocs
IIOMITHOT'0 IPOHUKHEHHS MideHOro pafioizoTonoMm (C14) aueknodeHaky B MOJIOKO LIypPiB.

dx i inmi HI133, aneknodeHak y He3Ha4yHil KiTbKOCTI BUMINAETHCA ¥ TPyAHE MOJIOKO, TOMY IIpernapar
IIPOTUIIOKA3aHO 3aCTOCOBYBATU XKiHKaM y Iepiof rogyBaHHS I'PYAMII0, 1100 YHUKHYTH HebaKaHOoTo
BIIJIUBY Ha HEMOBJIS.

DepTUNLHICTh

AneknodeHaxk, gK i iHii iHTi6iTOpU CUHTE3Y IMKIJIOOKCHTEeHa3H/IIPOCTarjIaHInHy, MOXKe 3HUXKYBaTH
(bepTUNbHICTh TOMy HEe PEKOMEHAYETHCS XKiHKaM, SKi IIJIaHYIOTh BariTHICTh. KiHKaM, IKi MalOTh
TPYOHOIII i3 3a4aTTAM a00 MPOXOOATh HOCTIIXKEHHS GHePTUIBHOCTI, CJIif MPUITMHUTH 3aCTOCYBAHHS
anexkyIopeHaKy.

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

[TamieHTH, y IKUX CIIOCTEPIraloThCS TaKi SABUINQ, SK CTaOKiCTh, 3aTaMOPOYEHHS, BePTUT0 abo iHIIi
CUMIITOMH 3 OOKY IIeHTpabHOI HepPBOBOI cucTeMu, Ipu npuiiomi HII33 He MOBUHHI KepyBaTu
aBTOTPAHCIOPTOM a0o0 iHMKUMHU HeOe3MeYHUMM MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

Cnoci6 3acToCyBaHHS

HiknoTon®, rpaHyny, IpU3HAYeHHUH Ui BHYTPIIIHLEOTO 3aCTOCYBaHHs. BMICT OGHOTO cale
po3uuHuTHU B 40-60 M1 (ml) Bogu i ompaldy IpUUHSTH.

OnHovyacHe BXKUBAHHS 1Ki YIIOBIIbHIOE MBUAKICTH abcopO1iii Ail040i peYOBMHY, ONHAK HE 3HUKYE
cryminb abcop6buii 3i IIIKT.

ﬂ,O3yBaHHH



[ToOiyHi peakiiii MoXkKHa 3BECTU [0 MiHIMyMy, SIKIIO 3aCTOCOBYBaTH HallMeHIITy e(eKTUBHY 03y IIpU
HaWMeHII! TPUBalIOCTi MpuUitoMy mpemnapary, sika HeoOxXigHa A1 KOHTPOJII0 CUMIITOMIB (OUB. PO3Min
«0Oc06IMBOCTI 3aCTOCYBaHHS»).

[Tlopocrni. PekoMeHmoBaHa q03a CTAHOBUTH OfIHE callle 2 pa3u Ha moOy (omHe callle BpaHIl i ogHe —
BBEUepi).

[MarieHTy MiTHLOTO BiKY. 3a3BUYail 3HUKEHHS NO3U He MOTPi0He, OOHAK CIIif] BpaXOBYyBaTH 3amo0ixKHi
3axonH, 3a3HaueHi y po3nini «OcobauBOCTi 3aCTOCYBaHHS».

Criig peTenbHO CIOCTepiraTé 3a CTAHOM TaKUX MAIli€HTIB, TOMY IO Y HUX YaCTillle BUHUKAITh
nopylIeHHA QYHKIN1 HUPOK, MEeYiHKH, CEPLIEBO-CyAUHHI TOPYILIEHHS, TAKOX BOHH YacCTillle OTPUMYIOTh
CYIYTHIO Tepallilo iHIIKX 3aXBOPIOBaHb, 110 MigBUIIYE PU3UK PO3BUTKY CEPHO3HUX HACIIOKIB
no0iyHuX peakiii. [Ipu HeoOxigHOCTI npu3HadeHHs HII33 ix moTpibHO 3aCTOCOBYBATH Y MiHiMaIbHUX
[03ax i MPOTIroM MaKCUMalIbHO KOPOTKOTO Yacy. 3a3Buual, 3HUKEHHS 003U He noTpidHe. Crin
PEeTENbHO CIIOCTEPIraTH 3a MallieHTaMy OIS CBOEYACHOTO BUSIBIIEHHS IITYHKOBO-KHIIIKOBOI KPOBOTEY
Ha TJ1i Tepamnii HI133, a TakoXK JOTPUMYBATUCS PEKOMEHMAIliN, OMucaHux y po3mini «Ocob6nmuBoCTi
3aCTOCYBaHHSI».

[TeuiHKOBa HEOOCTATHICTD. [IJIsT MALiEHTIB i3 MEYiHKOBOIO HEIOCTATHICTIO JIETKOTO ab0 IOMipHOTO
CTyIIE€HS CJIifi 3MEHIIUTH [03y alleknodeHaky. PekoMeHgoBaHa moyaTKoBa fo3a cTaHoBUTH 100 Mr Ha
no6y (muB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).

HupkoBa HegocTaTHiCcTh. BigcyTHs iHopMalis npo Te, 110 NalieHTaM i3 HUPKOBOIO HEJOCTATHICTIO
JIETKOTO CTyIleHsI HeoOXigHa KOPeKIlis no3u aleknodeHaky, ofHaK UM IallieHTaM CJIif
NOTpUMyBaTUCS 00ePeKHOCTI IIPU 3aCTOCYBaHHI npenapaty (AuB. po3nin «OcobauBoCTi
3aCTOCYBaHHS»).

Himu.
Besneka Ta epeKTUBHICTh 3aCTOCYBaHHS alleKI0odeHaKy [iTAM Ta MifJliTKaM He BCTaHOBJIEHi, TOMY

I[ell IpenapaT He peKOMEeHI0BaHUY [JIg 3aCTOCYBaHHS Liil BIKOBIi# I'PyIIi (AUB. PO3MiN
«IIpoTUNOKa3aHHS»).

Ilepedo3yeanHns.
Hemae maHux npo nepeno3yBaHHA alleKI0(QeHaKOM Y TIOOUHH.
Mooicausi cumnmomu

TonoBHu# 6intb, HymoTa, 6/1F0BaHHS, OiNlb Y MITYHKY, 3allaMOPOYEHHS, COHNIUBICTh, moapa3uenHs KT,
IIJTYHKOBO-KHUIITKOBa KPOBOTEYa, Hiapesi, He30pieHTallisd, 30yKeHHs, KOMa, I3BiH y ByXaXx,
apTepiasibHa IiNOTeH3is, IPUTHIYEeHH QUXaHHs, BTpaTa CBIMOMOCTI, CyIOMH. Y BUANAOKaX TAKKOIO
OTPYEHHS MOXKYTh BUHMKATHU TOCTPA HUPKOBA HEIOCTATHICTh Ta ypaxXeHHs QYHKIII MeYiHKH.

JlikysaHHA

JlikyBaHHS$ roctpux oTpyeHb HI133 monsirae y 3acTocyBaHHi aHTalUfiB (Ipy HeoOXimMHOCTI) Ta iHIIO1
MigTPHMYBaIbHOI CUMIITOMATUYHOI TEpalil TaKUX YCKIIagHEHb, SIK apTepiajbHa TinoTeH3is, HUPKOBa



He[IOCTATHICTh, CyIOMH, ITogpa3HeHHs cnu30B01 o0onouky IIIKT i mpurHiyeHHsS OUXaHHS.

JIikyBaHHSI TOCTPUX OTPYEHD IIPU MIPUKOMI alleKTopeHaKy BCepeuHy IoJsIrae y 3amnobiranti
BCMOKTYBAHHIO [IpenapaTty 3a JOIOMOTO IPOMUBAHHS IIJTyHKA Ta 3aCTOCYBaHHSI aKTUBOBAHOI O
BYTi/ns (IOBTOPHI J03K) Y HAUKOPOTIIXY TepMiH micns nepeno3yBanusa. PopcoBaHuil fiypes, miamis
abo remormepdysisg MoXKYyTb OyTH HeIOCTAaTHLO e(peKTUBHUMHU [Jis BuBemeHHsT HII33 yepe3 BUCOKUM
cTyminb 3B’si3yBaHHs HII33 3 GinkaMu Ta eKCTEHCUBHUYN MeTa0oJIi3M.

Opuak HeoOXimHO 3a6e3MeYnUTH XOPOollle CeYOBUIITEHHS.
[ToTpi6HO peTenbHO KOHTPOIIOBATH (QYHKIIiI0 HUPOK i MeUiHKH.

Cnip criocTepiraTul 3a MalieHTOM NPUHAWMHI YOTUPYU TOOUHY MiCIg IPUHUOMY IOTEHLINHO TOKCUYHOL
KiJIbKOCTI Ipemnapary.

Y pasi yacTtux abo TpUBaNUX Cy[IOM CJIifi 3aCTOCYBATH [ia3ellaM BHYTPIIIHbOBEHHO. [HIIi 3ax0qu
MOXKYTh OyTH IT0OKa3aHi 3a7Ie3KHO Bif KJIiHIYHOTO CTaHy IalIliEHTa.

ITo6iuni peakuii.

Il nyHKOBO-KUWKOBUL mpakm: HalyacTie mobiuni peakiril 6ynu nos’g3aHi 3i HIKT. ITpu npuiiomi
HIT33 M0XyTh BUHUKATU LIIYHKOBO-KHUIITKOBI BUpa3Ky, epdopatiii abo MITyHKOBO-KHAIIKOBI
KPOBOTEeUi, iHOMi neTanbHi, 0c00MMBO B 0Ci0 MTHLOTO BiKy (OuB. po3min «Oco6nmuBOCTi
3acTocyBaHHs»). [Ipu 3actocyBanti HII33 moBigomisiiau npo Hy#OTY, 6JII0BaHHS, fiapeio, METEOPHU3M,
3arop, JAUCIeIcito, 6iflb y MWIMYHKY, MeeHy, 6/1I0BaHHS KPOB'10, BUPA3KOBUM CTOMATHUT, 3aTOCTPEHHS
KOJIiTy Ta XBopo6y KpoHa (guB. po3min «Oco6auBOCTI 3acToCyBaHHS»). Piflie cocTepiraBcst racTpur.

Cepueso-cyouHHi ma uepebposackyasapHi nopyweHHs. Y 3B’g3Ky i3 3actocyBanusaM HII33
TIOBiIOMJISINIM TIPO PO3BUTOK HAOPSKY, apTepianbHy TiepTeH3iio Ta CEPIeBY HEOOCTATHICTh.

AneknodeHak BONOIIE CTPYKTYPHOIO i MeTaboIiuHO0 CIIOPiIHEHICTIO 3 AUKIIOhEeHAKOM, SKHUH, K
CBiIYUTH BeJIMKa KiJbKICTh KITIHIYHUX Ta eIMifileMioIoTiYHuX AaHuX, Oello 30i/IbLIyI0Th PU3UK
3arajibHUX apTepiajbHUX TPOMOOTUYHUX SIBUII (HalpHUKiIafA, iHpapKTy MioKapaa a0bo iHCYNbTY,
0CO0NIMBO P IIPUKOMI BUCOKUX 103 a0 IIpU TPHBaJIOMY 3aCTOCyBaHHi). EmigeMionoriyni maHi Takox
BKa3YIOTh Ha 30ibIIeHHS] PU3UKY I'OCTPOTO KOPOHAPHOTO CUHAPOMY Ta iH(apKTy MioKapaa,
IIOB’S13aHOTO i3 3aCTOCYBaHHSAM allekyiodeHaKy (muB. po3minu «IIpoTunoka3anHs» i «Oco6IuBOCTI
3aCTOCYBaHHS»).

I'inepuymausicmb ma wkKipHi peakyii: mpu 3actocyBanHi HI133 MOXKIHBUYM PO3BUTOK HeCHeIUpidHUX
aJIepriyHuX peakiil, 0 IPOSBIAIOTECS y BUTIAMLL aHaQiTaKTUYHUX Peaklliii, peaKTUBHOCTI
IUXabHUX LIIISXiB, BKIII0OYAI0YW acTMY, IIOTipIneHHs mepebiry actMu, 6poHxocna3My abo JUCITHOE,
Pi3HUX IMIKIpHUX peakiiiii, y TOMY YXCJIi BUCUTIaHb Pi3HUX TUIIIB, CBepOEXKY, KDOIIUB SHKY, IIyPIIypPH,
aHrioegeMu, pifire — eKcdosiaTUBHOTO i 6YTbO3HOT0 JepPMATHUTY (B TOMY YKCIIi emiflepMaTbHOTO
HEKpOJIi3y Ta MyJIbTU(QPOPMHOL EPUTEMH).

Hespo02iuHi nopyweHHs ma po31adu 0p2aHie Yymms: HEBPUT 30POBOTO HEPBA, BUIMIAAKU
aCeNTUYHOI0 MEHIHTITY (0COOMMBO y NALiEHTIB 3 ayTOIMyHHUMHU TIOPYIIeHHSMU, TakuMu gk CUB,
3MilllaHe 3aXBOPIOBaHHS CIIOJTyYHOl TKAHWHY) 3 TAKUMU CUMIITOMaMHu, SK OHIMiHHS (PUTiHICTB)
M’s3iB IWi, raps4Ka, e30pieHTallisd, CIIyTaHiCTh CBiMOMOCTI, rasioluHallii, He3myKaHHS.

I'emamo02iuHi nopyweHHA: arpaHyJIOLUTO3, allJlaCTUYHA aHEMis.



KniniuHi mocmigXeHHS Ta emifeMionoriuHi maHi MoKa3yoTh, 1m0 meski HI133 (oco6muBo mpu mpumioMi
BHCOKMX [I03 i TPHBAJIOMY 3aCTOCYBaHHi) Helro 30i/bLIyI0Th PU3KK apTepiaTbHUX TPOMOOTHYHUX
SIBUIIN (Hampukian, iHpapkT miokapaa abo iHCYbT) (OuB. po3min «OcoGIUBOCTI 3aCTOCYBAHHS»).

Y tabmuni Hux4Ye nobiuHi peakiil, Ipo SKi MOBIKOMISAIN IPHU 3aCTOCYBaHHi aleKI0heHaKy,
3rpyIoBaHO 3a CUCTEMaMU OPTaHiB i 3a 4aCTOTOI0 BUHUKHEHHS: AyxKe 4dacTi (=1/10); gacTi (=1/100,
<1/10); mewacTi (21/1000, <1/100), mooguHOKi (=1/10000, <1/1000), pinkicHi (<1/10000).

Kmnac cuctem opraniB Yacri Heuacri [TooguHOKI Pigkicui <1/10000
3a MedDRa =1/100, =1/1000, =>1/10000, <1/1000
<1/10 <1/100
3 6OKy cucTeMu aHeMis NpUTrHiYeHHS QyHKIIl
KPOBOTBOPEHHS i KICTKOBOTO MO3KY,
niMbaTHIHOL CUCTEMU TpaHyJIOLUTOIeHis,
TPOMOOLIUTOIEHis,
HEUTPOIIEHis,
reMOJIiTUYHa aHeMisg
3 60Ky iMyHHOI a"adinakTuuHi
CHACTEeMU peakxitiil (BK/II049anyu
II0K),
rinepyyTIuBICTh
[Topywienas rinepkamiemis
MeTaboi3My Ta
Xap4yBaHHS
[TcuxiuHi MOpPyIIEHHS femnpecis, He3BU4anHi
cHU, 6€3COHHS
3 60Ky HEPBOBOI 3arnaMopo-4YeHHs napecTesis, TpeMop,
CACTeMU COHJIUBICTH, TOJIOBHUMU
6inb, muCreB3is
(po3nmagu
CMaKOCIIPUUHATTS)
3 6OKy opraHiB 30py IIOPYLIEHHS 30pY
3 60Ky OpraHiB Clyxy i BEPTHUTO, [I3BiH y ByXax
piBHOBaru
3 6oKy cepist cepiesa BiIUyTTS cCepueOuTTS
HeIOCTaTHICTb
3 6OKy CcynouH apTepianbHa rimepeMisi, IPUIIUBY,
rinepTeHsis, BaCKYJIIT
noripimeHHs nepeodiry
apTepianbHOI
rinepreHsil
3 6OKy mIUXanbHOI 3aguIlKa OpOHXOCIa3M, CTPUIOP
CHACTEMHU Ta
CepenoCTiHHSA
3 GOKY ILITYHKOBO- nucterncisi, 6ib MeTeopu3M, MeJIeHa, IUTYHKOBO- CTOMATUT, KPUBaBe
KHUIIKOBOTO TPAKTy  y KHUBOTI, racTpUT, KUIITKOBi BUPa3Ky, 6mroBaHHS, epdopatiii
HYy[OTa, Oiapes 3armop, remMopariyHa fiapesi, KHIIEYHUKY,
OmI0OBaHHS,  TaCTPOiHTECTHHAJIbHA LIUTYHKOBO-KUIIKOBI
BUPA3KOBUU TreMmoparis KPOBOTEUi,
CTOMAaTUT 3aroCTPEHHS XBOpoOu

KpoHa Ta BUpPa3K0BOr0O
KOJIiTy, TaHKpPeaTUT



3 OOKy MeyYiHKH i MigBUIIEHH S

2KOBYOBHUBIOHUX AKTHBHOCTI

IIJISIXiB IIe4YiHKOBUX
dbepMeHTiB

3 OOKy WIKipu Ta
HiAmKipHOl
KJIITKOBUHU

3 00Ky HUPOK i
CEeYOBHUIIIBHOI
CHCTEeMHU

3arasbHi po3nangu Ta
MiclieBi peakiril

PesynrraTu
nmabopaTOPHUX
IOOCIHiIKeHb

cBepOixX, QHTiIOHEBPOTUYHUMI
BUCHII, HaOpsK
IepMaTuT,

KpOIIUB' THKA

IigBUIIIEHHS
KOHIIeHTpallii
CEYOBUHU Y
KPOBIi,
IigBUIIIEHHS
BMICTY
KpeaTHHiHY B
KpPOBI

THwWi nobiuHi epekmu, siki cnocmepizaromucs npu 3acmocysavHi HI133

PinkicHi:

VIIKOIOKEeHHS MeYiHKU
(BKIIOYAIOUM TeIIaTHT),
MiOBUIIIEHHS
aKTHBHOCTI JTy2KHO1
dbocdaTasu B KpPOBi,
KOBTSHHUIIS

ypIypa, eK3ema,
TSKKi peakiiii 3 60Ky
IIKip# Ta CIIM30BUX
000JI0HOK (BK/IIOUAIOYU
curapomM CriBeHCa-
II>KOHCOHA Ta
TOKCUYHUN
elnifepMaibHuU
HEKPOJIi3)
HepPOTUYHUM
CHHIIPOM, HUPKOBa
HeIOCTaTHICTb

HaOpsK, migBUIlleHA
CTOMJIIOBAHICTB,
CymoMu M's3iB (y
HOTax)

30i/IBIIeHHS MacH Tina

ITopyweHHs 3 60KY HUPOK i ceyosug8iOHUX Wwasxie: iIHTepCTUllianbHuN HeQpPHUT.

ITopyweHHsa 3 60Ky wKipu ma niOwkipHoi KaimkoguHu: 6yIb03Hi peakilii, BKII0Ya04Yl CUHIPOM
CriBeHca-[I2KOHCOHA i TOKCUYHMY ellifepMabHUN HEKPOJIi3 (IyxkKe pigko), ¢poToceHcubimizaris.

B oco6nuBux BUlaikax CIIOCTepiranucs cepio3Hi mkipHi iHdekuii Ta iHbeKil M’ IKUX TKAHUH TIPU
npuiiomi HIT33 mig yac 3aXBOPIOBaHHS BiTPSTHOIO BiCIIOI0 (IMB. TAK0XK po3minu «OcoOIuBOCTI
3aCTOCyBaHHS» Ta «B3aeMofiis 3 iHIMMMU TiKapChKUMM 3aco6aMu Ta iHII BUAM B3aEMOMii»).

[ToBigoMIIEHHS IIPO Him03pPIoBaHi m0o6ivHi peakirii

[ToBimoMneHnHs npo nobiuHi peakilil micnis peecTpariii TikapchbKoro 3aco0y Mae Benuke 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIiBBIIHOILIEHHS KOPUCTh/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUMIAAKHU Iif03PI0OBaHUX MOOIYHMX Peakllii Ta
BiICyTHOCTi e(peKTUBHOCTI JIiIKApChKOT0 3aC00y uepe3 ABTOMATH30BaHy iHpOpMalliiHy CUCTEMY 3
dbapMakoHarnsAmy 3a nocunaHHsAM: https://aisf.dec.gov.ua.



Tepmin npudamuocmi.

3 POKH.

YMmoBH 30epiraHHsi.
30epiraTu npu Temnepartypi He Bute 25 °C.

30epiraTu y HeIOCTYITHOMY [JISI OiTeH MicCIii.

YnakoBka.

[To 1 r rpanyn y caiue. I[To 20 calle y KapTOHHIN yIIaKOBIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHHUK.
KYCYM XEJITXKEP I1BT JITH/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls IpoBaJIXKeHHs HOro Tis/IbHOCTI.

[TmoT Ne M-3, [apop Cnemren Ikonomik 3oyH, ®ens-1l, ITitamnyp, Hict. [Ixap, Mapxes [Ipagem, [Tin
454774, Tapgisa/

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh, Pin
454774, India.



