IHCTPYKLIA
ANA MeAUYHOrOo 3aCTOCYBaHHA NiKapcbKoro 3acoby
KCE®OKAM®
(XEFOCAM®)
Cknao:
ditoya pevyosuHa: lornoxicam;
1 tabnetka no 4 mr abo 8 mr micTuTb BiANOBIAHO 4 Mr abo 8 Mr IOPHOKCUMKamy;

00MOMIMHCHI pe4OBUHU: MarHito cTeapaT; NOBIAOH; HATPIlO KPOCKAPMEN03a; LLeNt103a MiKPOKPUCTANIYHa;
NNaKTO3a, MOHOriApaT; nosieTuneHraikonsb 6000; TUTaHy aiokena (E 171); TanbK; rinpomenosa.

NikapcbKka popma. TabneTkun, BKpUTI NNiIBKOBOK 060/10HKOIO.

OcHosHi hi3uKo-ximiyHi nacmusocmi: noBracti TabneTkun, BKpUTI NAiBKOBOO 06010HKOLO, Big, 6inoro go
*KOBTYBATOro Ko/bopy, 3 BiaTUcKom «L04» Ha TabneTkax 4 mr i «LO8» Ha TabneTkax 8 mr.

dapmaKoTepaneBTMYHA rpyna. HectepoigHi NpoTu3ananbHi Ta NpoTUMPEBMATUYHI 3acobu. OKCMKamU.
Kog ATX MO1A CO05.

dapmakonoeziyHi enacmusocmi.
®dapmakoOuHaAMIKa.

JIOpHOKCMKaM € HecTepoigHMM npoTu3ananbHMm 3acobom (HM33) 3  aHanresmBHuMM Ta
NpoTM3ananbHUMMN BNACTUBOCTAMMU | HANEKUTb [0 KAACYy OKCMKamiB. MexaHi3m Ajii NOpHOKCUKamy B
OCHOBHOMY MNOB’A3aHMN 3  iHribyBaHHAM CcMHTE3y npocTarnaHanHie  (iHribyBaHHA  depmeHTy
LMKNIOOKCUreHasu), Wo NpusBoaAnUTb A0 AeceHcubinisauyii nepudepnyHnx HounuenTopiB Ta iHribyBaHHA
3ananeHHs. TaKoXK nepenbayvaeTbCA LEHTPAsSbHUIA BMJAMB HA HOUMLENTOPWU, AKMIA He NoB’A3aHuMiA 3
npoTM3ananbHO Aieto. JIOPHOKCMKaM He BMAMBAE Ha KUTTEBO BaXK/AMBI MOKA3HMKKU (TaKi sk,
Temnepatypa Tina, 4acTtoTa JMXaHHA, 4YacToTa CepueBUX CKOPOYEeHb, apTepianbHUM TUCK, EKT,
cnipomertpisn).

AHanresmBHiI BNACTUBOCTI JIOPHOKCMKaMy 6y/M yCnilWHO NPOAEMOHCTPOBaHI Yy AEKINIbKOX KAiHIYHMX
[OCNiAXKEHHAX ¥ NpoLeci po3pobKu npenapary.

Y 3B’s3KY 3 MicLLEBUM NOAPA3ZHEHHAM LUYHKOBO-KULLKOBOIO TPAKTY | CUCTEMHOIO Y/IbLIEPOreHHOLO A€,
noB’A3aHoto 3 iHriGyBaHHAM CMHTe3y npocTarnaHauHy (PG), npuiiom NOpHOKCMKamy fiK i iHwmx HM33,
4acTo NPU3BOAUTL 4,0 PO3BUTKY LUIYHKOBO-KMULLKOBUX YCKNAOHEHD.

dapmaKkokiHemuKa.

Abcopbyia. TopHOKCMKaM LIBUAKO i MPAKTUYHO NOBHICTHO BCMOKTYETLCSA 3i LW/IYHKOBO-KMLLIKOBOMO TPAKTY.
MaKcumanbHa KOHUeHTpalis y niasmi KpoBi (Cmax) AOcCAraeTbcA 4epes 1-2 roaMHU nicna npuiiomy
npenapaty. A6costoTHa 6i040CTYNHICTL JIOPHOKCMKAmMy cTaHoBuTb 90-100 %. EdekTy nepworo
NPOXOAKEHHA He cnocTepiranoca. Mpu ogHOYACHOMY NPUMOMI NTOPHOKCUMKAMY 3 et Cmax 3HUKYETHCA
npn6an3Ho Ha 30 % Ta Tmax 36inbWwyeTbea 3 1,5 roanHn o 2,3 roguHu. Abcopbuis NopHOKCMKamy



(po3paxoBaHa BignoBigHO 40 naowi nig (papmMaKoOKIHETUYHOI KPUBOK «KOHUeHTpauin-yac» (AUC))
MOXKe 3HUKyBaTnca 2o 20 %.

Po3nodin. Y nna3mi KPoBi TOPHOKCMKAM 3HaX0AUTbLCA Y HE3MIHEHOMY CTaHi Ta Yy HeaKTUBHIN popmi cBoro
riapoKcuIboBaHOro MeTabosiTy. 38°A3yBaHHA TIOPHOKCMKamy 3 HilKamu Naasmm KpoBi CTaHOBUTL 99 % i
He 3a/eXM Tb Bif MOro KOHLEeHTpaLii. BiH TaKoXK BUABNAETbCA B CMHOBIA/IbHIN PiAWHI Nicna NOBTOPHOroO
3aCTOCYBaAHHA.

BiompaHcpopmayisi. JIOPHOKCMKAM aKTUBHO MeTabosli3yeTbCca Yy MeyiHui LWAAXOM TifpOKCUIIOBAHHSA,
nepeBaXkHO Y HEaKTUBHUMN 5-rigpoKcunopHoKcMKam. JIOpHOKCMKam niagaetbca 6GioTpaHcpopmauji 3
yyacTio ymtoxpomy CYP2C9. Y pesynbTaTi reHeTUYHOro nonimopeiamy icHytoTb 0cobu 3i cnoBifbHEHUM
Ta iHTEHCMBHUM MeTabosismomMm Lboro GepmeHTy, O MOXKEe BMPANKaATUCA Y MOMITHOMY 36inblUeHHi
piBHIB /JIOPHOKCMKAMy y Mnasmi Kposi B ocib 3i cnosinbHeHMM meTabonismom. ligpoKCMNbOBAHMMA
meTabonit He mae PpapmaKoNoriYHOI aKTUBHOCTI. JIOPHOKCMKaM NOBHiCTIO meTabonisyetbes. MpnbansHO
2/3 BMBOAMTLCA Yepes nedviHKy Ta 1/3 - HUpKaMu y BUrNAAi HEAKTUBHOI CMIONYKM.

Mpu gocnigXeHHAX Ha Mogensx TBAPUH NOPHOKCMKAM He CMPUYMHAB IHAYKLiT NeYiHKoBUX pepMeHTiB. Y
KNIHIYHWUX AOCNIoKEHHAX HEe OTPUMAHO AaHMX NPO aKyMYAALi0 SIOPHOKCUKAMy nicna H6aratopasoBoro
NPUMOMY PEKOMEHAOBAHWX [03, WO O6yno niaTBEpPAXKEHO JAHWUMKU MOHITOPUHTY 6es3nekn Ta
ebeKTUBHOCTI NiKapCbKMxX 3acobiB Npu AoCNigKEeHHAX NPoTArom 1 poky.

BusedeHHs. [epios HaniBBMBEAEHHA MOYATKOBOI pPEYOBMHWU CTaHOBUTbL 3—4 roguHu. [icns
nepopanbHoro npunomy 6amsbko 50 % BMBOAMTLCA 3 Kaiom Ta 42 % - HUPKaMK, B OCHOBHOMY Y BUTAALI
5-riapokcnnopHoKkcuKkamy. MNepiog HaniBBUBEAEHHS 5-TiApPOKCMNOPHOKCMKAMy CTaHOBUTb 6aM3bKO 9
rogMH nicns NnapeHTepasbHOro 3acTocyBaHHA npenapaty 1 abo 2 pasu Ha aoby. Hemae gokasis Toro, Wwo
LWBWUAKICTb eniMiHaLil 3MIHIOETLCA NPU 3aCTOCYBAHHI MOBTOPHMX [,03.

Y naujieHTiB NiTHbOrO BiKY (NOHaA, 65 PokKiB) KnipeHc 3HMKYETbCA Ha 30—40 %. Kpim 3HUMKEHHS KaipeHcy,
HEMAE iCTOTHUX 3MiH Y KiHETUYHOMY NPOodini TOPHOKCMKAMY Y NALLIEHTIB NITHLOrO BiKY.

Hemae icToTHOI 3MiHM KiHETUYHOro Npodinto NOPHOKCMKaMy Yy NaLLiEHTIB 3 HUPKOBOK abo Me4yiHKoBO
HeAOCTATHICTIO, 33 BUHATKOM KyMyAnAL,ii, y NALIEHTIB 3 XPOHIYHUM 3aXBOPIOBAHHAM NEYiHKK, nicna 7 gHis
Tepanii i3 3acTocyBaHHAM A0608BMX 403 12 mr Ta 16 mr.

KniHiuHi xapaKkTepucruku.
lloka3aHHA.

- KopoTKoyacHe cMMNToMaTHYHE NiKyBaHHA rocTporo 60110 1erKoro Ta NOMipHOro CTyMeHs y A0POCUX.
- CUMNTOMaTMYHe NiKyBaHHA 6010 Ta 3anaseHHs NPY OCTE0APTPUTI Y LOPOCAUX.
- CuMNTOoMaTMYHe NiKyBaHHA 6010 Ta 3aNaseHHA NpU peBMaToigHOMY apTPUTi Y 4OPOCIMX.

MpomunoKasaHHs.
- [inepyYyTAMBICTb 40 NOPHOKCMKaMy abo 40 KOMMNOHEHTIB Npenapary;
- TpombouuTONEHiISs;

- rinepyyTAMBICTb (CMMNTOMM, NOAIGHI A0 TaKMX AIK NPU acTMi, PUHITI, aHFIOHEBPOTUUHOMY HabpAKy abo
Kponue’aHui) Ao iHwwux HM33, BKAoYaoumM aueTuacaniunuioBy KUCIOTY;

- TAXKKa dopMa cepLeBOi HeAO0CTaTHOCTI;



- LWIYHKOBO-KMLLKOBI KpoBOTeUi, LepebpoBackyaAapHi abo iHWi KposoTeui;

- WWYHKOBO-KMLLKOBA KpoBoTeya abo nepdopaLis B aHaMHesi, Wo noB’A3aHi 3 nonepeaHbOO Tepani€eto
HM33;

- aKTMBHa peunamBytoya MenTuYHa BUpasKa LWAyHKa/ KpoBoTeya abo peunamneyroda nenTUYHa BUpasKa
WAyHKa/KpoBoTeya B aHamHe3i (aBa abo 6ifblie okpeMux enisogmn A0BEAEHOrO PO3BUTKY BUPasKu abo
KpoBoTeui);

- TAXKa popma neviHKoBOI He40CTATHOCTI;

- TAXKKa GOpMa HUPKOBOT HEAOCTaTHOCTI (piBeHb CMPOBATKOBOro KpeaTuHiHy > 700 MKMob/n);
- lll TpmecTp BariTHOCTI (AMB. po3ain «3acTtocyBaHHA y Nepiod BariTHOCTI abo rogyBaHHsA rpyagro).

B3aemodia 3 iHWumu aikapcoKumu 3acobamu ma iHwi eudu e3aemodili.
Mpw 0A4HOYaCHOMY 3aCTOCYBaHHi 3 JOPHOKCMKAMOM:

- UumeTtnanH: nigBuLLEHHA KOHLLEHTPALIT TOPHOKCUKAMY Yy Na3mi KPOBi, WO MOXKe 36i1blnTN PUKUK
HecnpuATAnBUX edeKTiB JIOPHOKCMKaMy (B3aemogii MiK /JIOPHOKCMKaMOM Ta paHiTuguHom abo
JIOPHOKCMKAMOM Ta aHTaLMAAMU He BUAB/IEHO).

- AHTUKoarynsHTK: HM33 MOXKyTb NigcunoBaTM Ail0 aHTUKOAryAsHTIB, Hanpwuknag, BapdapuHy (aus.
po3gin «OcobamnBoCTi 3acTocyBaHHA»). Cnig NPOBOAUTU pPeTesibHUA MOHITOPUHT PiBHA MiXKHapOAHOro
HOPMaNi30BaHOro iHAEKCY.

- PeHNPOKYMOH: 3HUKYETLCA ePEKTUBHICTb NiKyBaHHA GEHMPOKYMOHOM.

- FlenapwuH: HecTepoigHi nNpoTM3anasbHi 3acobu 36iAblYOTb PU3MK KPOBOTEY Ta BUHUKHEHHS
CNMMHHOMO3KOBOI/eniaypanbHOi remaTom MpW 3acTOCYBaHHI OAHOYACHO 3 remapuMHOM Mg, 4ac
CNUHHOMO3KOoBOI abo enigypanbHoi aHecTesil (anB. po3ain « OcobAMBOCTI 3aCTOCYBAHHAY).

- IHri6iTopn AN®: morKe 3meHLwWwyBaTUCA ais iHribiTopis AMNd.

- [diypeTvkn: nocnabneHHs AiypeTMYHOro Ta rinoOTeH3MBHOro edeKkTy NeT/NAboBUX, TiasugHux i
Kaninsbepiraoumnx giypeTukis (NiaBULLEHUI PUKK rinepKaniemii Ta HePPOTOKCMYHOCTI).

- bnokatopwu 6eTa-aapeHoOpPeLenTopPiB: 3HUKEHHSA MNOTEH3UBHOIO edeKTy.

- bnokaTopu peuenTopiB aHTiOTEH3UHY Il: 3HUMKEHHA FINOTEH3MBHOTO edeKTY.

- [INTOKCUH: 3HUKEHHA HUPKOBOFO KAipEHCY AMFOKCUHY, LLO 36iNblIyE PU3UK TOKCUYHOCTI ANUTOKCUHY.

- KopTrKocTepoian: 36inblieHHA PU3NKY BUHUKHEHHS LUIYHKOBO-KMLLIKOBUX BUPa3oK abo KpoBoTeY (auB.
po3ain «OcobaAnBOCTI 3aCTOCYBaHHA»).

- AHTMbGaKTepianbHi 3acobu rpynu xiHoNoHY (Hanpuknag, nesodp0KCaLNH, OPAOKCAUMH): NiLBULLYETLCA
PU3UK BUHWUKHEHHA CYy,0M.

- AHTUTpPOMOOUMTapHI Npenapatv (HanpuKnag, Kaonigorpenb): NiABULLYETLCA PUSUK BUHUKHEHHS
KpoBoTey (auB. po3ain « OcobAMBOCTI 3aCTOCYBaHHA»).

- IHWi HN33: NigBULLYETLCA PU3MK BUHUKHEHHA LUYHKOBO-KULLIKOBMX KpOBOTeY abo BMPA3OK.

- MeToTpeKcaT: NiaBULLEHHA KOHUEHTpaUji MeTOTpeKcaTy y CMpOoBaTLi KpOBi, WO nNpuM3BOAUTL A0
36iNbWEHHA 10ro TOKCUYHOCTI. MpKn 04HOYACHOMY 3aCTOCYBaHHI HEOOXiIAHWUIM pPeTeslbHUIN MOHITOPUHT.

- CenekTuBHI iHribiTopmn 3BOPOTHOrO 3axonneHHs cepoToHiHy (CI33C): NiaBUWEHNI PU3UK BUHMKHEHHSA
KpoBoTey (auB. po3ain « OcobAMBOCTI 3aCTOCYBaHHA»).

- Mpenapatn niTito: HM33  3HUXKYIOTb HUPKOBUW KAIPEHC AiTiI0, TaKMM YMHOM KOHLEHTpaLis
CUPOBATKOBOrO JiTiK0O MOKe NepeBuLLYyBaTN NOPIr TOKCUUYHOCTI. HeobXiAHO KOHTPO/IOBATU pPiBEHb NiTitO
B CMPOBaTLLi KpoBi, 0cO6MBO Ha NOYATKY JIiKYBaHHSA, MPU KOPUryBaHHI 4031 Ta NPUNMHEHHI /liIKYBaHHS.

- UmMKnocnopuH: niaBuLeHHA KOHUEHTPALI LMKAOCNOPUHY Yy CMPOBaATLi KpoBsi. MoXXnumee nigBuULLEHHA
HeppPOTOKCUYHOCTI LMKAOCNOPUHY, wo 3yMOBJ/IEHO epeKkTamu, onocepeAKOBaHMMU
npocrarfiaHaAnHammM HUPOK. Mpu KombiHOBaHiK Tepanii He06XiAHO KOHTPONOBATU GYHKLLiHO HUPOK.

- MoxiaHi cynbdaHinceyoBmHU (Hanpuknaa, rnibeHkNamia): NigBULLYETLCA PU3MK Finoraikemii.



- Bigomi iHgyKkTOpW Ta iHribiTopm CYP2CY isodpepmeHTiB: NOpHOKCMKaM (AK i iHwi HM33, wo 3anexaTb Big
uuToxpomy P450 2C9 (CYP2C9 i3odepmeHT)) B3aeEmogie 3 BiAOMMMU iHAYKTOpPaMK Ta iHribiTopamu
CYP2C9 isodepmeHTiB (auB. po3ain «bioTpaHchopmauia»).

- Takponimyc: NiaBULWEHUI PU3NMK HEPPOTOKCUUYHOCTI BHACMIAOK 3HUMKEHHA CUMHTE3Y MPOCTALMKAIHY B
HUpKax. lNpu KombiHOBaHili Tepanii HeobXiAHO KOHTPO/OBATM OYHKLUilO HUPOK (4MB. po3ain
«0co61MBOCTI 3aCTOCYBaHHAY).

- NemeTtpekcen: HIM33 MOXKYTb 3HUXKYBATU HUPKOBWUI KAIPEHC NemMeTpekcedy, BHaCNiAOK 4Oro
NiABULLYETbCA HUPKOBA Ta WWIYHKOBO-KMLLKOBA TOKCUYHICTb | Miefiocynpecis.

OCKiNbKM BXMBaHHA DKi yNnoBiNbHIOE abcopbLito N0pHOKCMKamy, TabneTkn Kcedokam® He cnig npuitmatu

3 Xeto y pasi HeobXxigHOCTI WBMAKOro NoYaTKy ix edeKTUBHOI Aii (nonerweHHA 60110).

Mpuitom Txki 3HUKYE abcopbuito NpnubansHo Ha 20 % Ta 36inbluye Tmax (AMB. po3ain «PapmaKonoriyHi
BNACTUBOCTI. DapMaKOKiHETUKaA).

Ocobnusocmi 3acmocyeaHHsA.

JIOpHOKCMKaM 3MeHLye arperauito TpomboumTiB | NOAOBMKYE 4ac KpooTedi. OTke, cnig 6yTn
obepeXHUMU NP NPU3HAYEHHI NaLEHTaM i3 NiABULLLEHO CXMBHICTIO A0 KPOBOTEY.

JIOpHOKCHMKam cnig, npu3HayaTU TiIbKK MicnA peTenbHOl OLHKWM O4YiKyBaHOI KOPWUCTI Big Tepanii i
MOXJ/IMBOTO PU3NKY TaKMM NaLliEHTam:

- MauieHTam 3 nopyweHHAM ¢YHKLUii HUMPOK: JIOPHOKCMKaAM Chig, 3 0bepekHicTio 3acToCoBYBaATU
naujieHTam 3 JIerkoto (piBeHb CMPOBaTKOBOro KpeaTuHiHy 150—300 MKMOo/b//1) Ta NOMIPHOK HUPKOBOIO
HEeJOCTaTHICTIO (piBEHb CUPOBATKOBOro KpeatuHiHy 300-700 MKMO/b/N) uyepes Baxk/vMBYy posib
npocTarnaHAMHIB y NiATPUML HUPKOBOIO KPOBOTOKY (AMB. po3ain «Cnocib 3acTocyBaHHA Ta A03M»). Y
pasi noripweHHA PYHKLIT HUPOK NiKyBaHHA TOPHOKCMKAMOM CAif NPUNUHUTM.

- MauieHTam nicna oBWMPHUX XipypriYyHMX BTPY4YaHb, i3 CepueBOld HeAOCTaTHICTIO, TUM, XTO NMPUAMAE
AiypeTMkn abo 3acobu, WO MOXKYTb CNPUYMHUTM  YpPaXKeHHA HUPOK, HeobXiAHO peTesbHO
KOHTPOMOBaTU GYHKLiIIO HUMPOK (AWB. po3ain «B3aemogia 3 iHWMMKM NiKapCbKMMM 3acobamn Ta iHWi
BUAN B3aEMOAiN»).

- MauyieHTam i3 NOpyWeEHHAM 3ropTaHHA KPOBi PEKOMEHAYETbCA NPOBEeAEHHA PeTesibHOro KAiHIYHOro
[OCNIAKEHHA Ta OUIHKM 1abopaTOpHUX MOKasHMKIB (Hanpwuknagh, aKTMBOBAHOIO 4YacTKOBOro
TpombiHoBOro yacy).

- MauieHTam i3 NeyiHKOBOIO HeAOCTaTHICTIO (HaNpUKNaa, LMPO3 NediHKK) Nicns 3acTocyBaHHA Npenapary
y 0o3i 12-16 mr Ha goby peKOMeHAYETbCA PErynsapHO NpoBOoAUTU NabopaTopHi TecTn y 3B'A3KY 3
MOX/IMBICTIO HaKOMWYEHHS JIOPHOKCMKaMy B opraHiami (nigeuwernHs AUC) (aus. posgin
«®apmakronoriyHi Bnactmsocti. PapmakokiHeTMKa»). Ane BiaxuneHb dapMaKOKIHETUYHUX NapameTpiB
y NALiEHTIB i3 NEYiHKOBOI HEAOCTATHICTIO NOPIBHAHO 3i 340P0BMMM A06POBONLLAMWU HE BUABJIEHO.

- Mpw TpmuBanomy nikyBaHHi (noHag 3 micauyi) 3 HM33 pekomeHAYETbCA NOCTIMHO NPOBOANTM MOHITOPUHT
®YHKUji HAPOK Ta NeYiHKK, reMaTo/orito.

- Ocobam niTHbOrO BiKYy (Bifg, 65 POKiB) pEKOMEHAYETLCA CNOCTEPENKEHHS 33 QYHKLIEID HUPOK Ta NEYiHKN.
3 obepekHiCTIO 3aCTOCOBYBATM NicAA XipypriYyHMX BTPyYaHb.

CynyTHe 3acTtocyBaHHA HIM33.

Cnig 3anobiraT ogHOYaCHOMY 3acTOCYBaHHIO JOPHOKCMKamy 3 iHwumm HM33, y TomMy uucni 3

CeNEeKTUBHUMM iHIiBITOpaMM LMKNOOKCUreHasn-2 (amB. po3gin «Bsaemogia 3 iHWKMMKM NiKAPCbKMMM

3acobamu Ta iHLLi BUAW B3aEMOAIN»).

MiHimizauis HebarkaHUX peaKuii.

HebaxaHi peakuil MOXKHa MiHIMi3yBaTM LWNAXOM MPUMOMY HalMeHLWoi edeKTUBHOI 403U npenapaTy
NPOTArOM HaliKopOoTLWOro nepioay, HeobXiAHOro ANA KOHTPOJIO CUMMNTOMIB 3aXBOPIOBAHHA (AUB. PO34in
«Cnocib 3acTocyBaHHA Ta A03M» Ta HaBeAEHi HUXKYE racTPOiHTECTUHANbHI Ta CepLEeBO-CYANHHI PUSUKHN).



LLINyHKOBO-KMLLKOBI KpOBOTEUI, BUPa3KKM Ta nepdopad;i.

Mia yac 3actocyBaHHA byab-akoro HM33 y 6yab-aKMi1 Yac NPOTArOM JliKYBaHHSA MOX/IMBE BUHUKHEHHSA (3
abo 6e3 nonepearkyBasbHUX CMMNTOMIB abO CEPMO3HUX PO3NaAiB LUJYHKOBO-KULLKOBOIO TPAKTy B
aHaMHe3si) LWAYHKOBO-KULIKOBOI KpoBOTedYi, BMpaskm abo nepdopauii, Wo MoXKe MaTu neTanbHUiA
HaCNiAoK.

PU3MK WNYHKOBO-KMLLKOBOI KPOBOTEYi, BUPa3Kku abo nepdopadii 3pocrae 3i 36inbweHHAM ao3m HM33 y
naLjieHTiB i3 BMpPa3Kamu B aHamHe3i, 0cobanBO ycknaaHeHMMKU KposoTeyamun abo nepdopatieto (ams.
po3ain «MpoTUNOKasaHHA»), a TaKoX Y MalieHTiB AiTHbOro BiKy. LlMm rpynam nauieHTiB chig 3
0c0611MBOI0 06EPEXKHICTIO PO3NOYMHATU MiIKYBAHHA MPEnapaToM Yy HaMMEHLINX TepaneBTUYHUX A03aX
(amB. po3gin «Cnocib 3acTocyBaHHA Ta A403M»).

3 obeperxHicTio cnif 3actocoByBaT HM33 ana nikyBaHHA BULLE3a3HAYEHUX FPYN NALEHTIB Ta NALLIEHTIB,
AKI nNapanenbHO NPUIAMAOTb HWM3bKI 403M aLETWUICANiLMAOBOI KMCAOTM abo iHWi npenapatu, WO
36iMbWYIOTb PU3NK BUHUKHEHHSA LUIYHKOBO-KULLIKOBUX YCKNaAHEHb (AMB. po3ain «B3aemopgin 3 iHWMMMK
NiKapCbKMMKM 3acobamu Ta iHWI BUAM B3aemogini»). [na naujieHTiB, AKi NoTpebytoTb Takoi cynyTHbOI
Tepanii, NiKkyBaHHA MOXHa NPOBOAMTU Ha TAi OAHOYACHOTO MPUIAOMY 3aXMCHWMX areHTiB (Hanpuknag,
MmisonpocTtony abo iHribiTopiB NPOTOHHOI nomnu). PeKomeHAYeETbCA MNPOBEAEHHA  KAiHIYHOro
CNOCTepEXKEeHHA Yepes peryaapHi MPOMIXKKM yacy.

MaLieHTM 3 TOKCMYHMM BMNAMBOM Ha LUJIYHKOBO-KULLUKOBMWIA TPAKT B aHamMHesi, 0c06AMBO NiTHLOrO BiKY,
MaloTb MNOBILOMUTM NpO Oyab-AKi He3BUYHi abAomiHaNbHIi cumnToMKM (0COBAMBO MPO  LWITYHKOBO-
KMLLIKOBY KPOBOTEYY) HA MOYATKOBMX eTanax JlikyBaHHS.

3 ocobnnBolo obepeHicTo cnig NpuM3HayaTM npenapaTt MauieHTam, AKI O4HOYACHO 3aCTOCOBYHOTb
NiKapcbKi 3acobu, Lo MOXYTb MifgBULLYBATU PUIMK BMHWUKHEHHA BUPA3KM YM KPOBOTEMi, HAaNpuKnag,
nepopanbHi KOPTUKOCTEPOIAWN, aAHTUKOArynsHTM — BapdapuH, CENeKTUBHI iHribiTopn 3BOPOTHOro
3aXOMN/IEHHA CEPOTOHIHY abo aHTUTPOMBOTUYHI NpenapaTM —aLeTUACaNiLMNoBY KUCNOTY (AMB. po3ain
«B3aemogia 3 iHWKWMK NliKapCbKMMM 3acobamMm Ta iHLWi BUAM B3aEMOAiN»).

Y pasi BUHUKHEHHA KpoBOTeYi abo BMPA3KKU LUNYHKOBO-KMLLIKOBOrO TPAKTY Yy MaLiEHTIB, SKi NpMiimMaloTb
NIOPHOKCMKaM, NiKyBaHHA HEOOXiIAHO NPUNUHUTK.

HMN33 cnig, 3 o6epekHicTio NpUiiMaTK NaLieHTam 3i LWIYHKOBO-KMLIKOBUMM 3aXBOPHOBAHHAMM B aHaMHe3i

(BMpaskoBuMit KoniT, xBopoba KpoHa), OCKiNbKM ix cTaH MOXKe noripwunTmcs.
MawieHTN NiTHBLOrO BiKY.

Y naujieHTiB NiTHbOrO BiKYy 36iNbLUYETbCA YAcTOTa BUHUKHEHHA MOBIYHUX peakLild nig Yyac 3acTocyBaHHSA
HM33, 30Kkpema LW/AYHKOBO-KMULLKOBOI KpoBOTeYi Ta nepdopalii, Wo MOXKe NPM3BECTU A0 NeTaNbHUX
Hacnigkis (amB. po3gin «MpoTUNnoKasaHHA»).

CepueBo-CyaAMHHWI Ta LepebpoBacKyAApHUIA BNANB.

HeobxigHo cnocTepiraTv 3a naujeHTamMn 3 apTepianbHO rinepTeHsieto Ta/abo 3acTiliHO cepLeBoto
HeAOCTATHICTIO Bi4 NIErKOro 40 NOMIPHOro CTYNeHA TAMKOCTI B aHamHe3i, ocKinbKn Tepania HIM33 moxe
CyNpOBOAKYBATUCA TAKMMM ABULLAMMU, AK 3aTPUMKA PiANHKN | HAOPAKK.

€ KniHiYHi pocnigeHHA Ta enigemionoridyHi AaHi, AKi JatoTb 3MOry NPUNYCTUTM, WO 3aCTOCYBaHHA
aeaxkunx HM33, ocobimMBo AoBroTpMBaaa Tepanis Ta BUKOPUCTAHHA BEMKUX [,03, MOXKe ByTW NOB’A3aHO 3
NiABULLEHHAM PU3NKY apTepiaibHUX TPOMBOOTUYHUX ABULL, (TAKMMMU 5K, iIHPapKTy MioKapaa Y iHCynbTy).
HefocTaTHbO AaHWUX ANA TOTO, WOB6 BUKIOUUTU TAKUN PU3UK NPU NPUINOMI TOPHOKCUKAMY.

MauieHTam i3 HEKOHTPONbOBAHOK ApPTEPIANbHOKD TiNepTEeH3i€l0, XPOHIYHOK CepueBod HeAOCTaTHICTHO,
iwemiuHo xBOpO6OLO CepLA, 3aXBOPIOBAHHAMU NepudepuYHMX apTepiit Ta/abo LepebpoBackyAApPHUMM
NOpPYLWEHHAMW NOPHOKCMKAM CAlig, NPM3HAYATU TiNbKM NiCNA peTenbHOI OUiHKM NoKa3aHb. OuiHKa TaKoX
notpibHa nepen, NpM3HAYEHHAM TPMBAJIOrO /iKYBAaHHA MaLieHTam i3 GaKTOpamu PU3UKY BUHUKHEHHS
cepueBo-CyaMHHUX 3aXBOpIoBaHb (HanpuKknag, rinepTeHsia, rinepninigemis, LyKposuii giabeT, KypiHHA).



CynyTHe nikyBaHHA HM33 i renapMHom 36inblUye pU3MK CMMHHOMO3KOBOI/enigypanbHOi rematomu npu
CNUHHOMO3KOBIN abo enigypanbHii aHectesii (AuB. po3ain «B3aemogis 3 iHWWMKW NiKAPCbKMMMU
3acobamu Ta iHLLi BUAW B3aEMOAIN»).

Po3naau 3 oKy WKipw.

Oye piako Ha ¢oHi 3actocyBaHHA HIM33 BWMHMKAIOTL TAMKI LWKIPHI peakKuii, WO BKAOYAOTb
ekchoniaTMBHUIN gepmatut, cmHapom CriBeHca — [KOHCOHA i TOKCMYHUI enigepmasibHUI HEKPONis,
iHOAl AesKi 3 HUX 3aKiH4YylOTbCA neTanbHO (guMB. po3gin «MobiuHi peakuii»). PU3MK PO3BUTKY TaKux
peakKui Halbinbl BUCOKMIM Ha MOYATKy MiKyBaHHA: y BinblIOCTi BUNAAKIB TaKi peaKuii BUHUKAIOTb Y
nepwuin micaup npunomy npenapaty. Mpuitom NOPHOKCMKaMy CAig NPUNUHUTU NPU NEepLIMX O3HaKax
LUKIPHOrO BUCUNY, YPaXKeHHA CIM30BMX 0HONIOHOK Ta iHLWIMX NPOABAX rinepyyTANBOCTI.

Posnapgm 3 60Ky opraHiB gAnxaHHA.

3acTocoByBaTM 3 0OEPENKHICTIO XBOPMM Ha OpoHxianbHy actmy abo 3 AaHMM 3axBOPHOBAaHHAM B
aHaMHe3i, OCKi/IbKM NoBigomasnoch, wo HM33 MoXKyTb NPOBOKYBaTU BPOHXOCMA3M Yy TaKUX NaLLiEHTIB.

C/CcTEMHMI BOBYAK Ta 3MilLlaHe 3aXBOPHOBAHHSA CMOJIYYHOT TKAHUHM.

3 obeperkHiCcTIO 3acTOCOBYIOTb MaLiEHTaM, XBOPUM HA CUCTEMHMUI YepBOHMI BOBYAK Ta 3MmillaHe
3aXBOPIOBAHHSA CMOJYYHOT TKAHUHW, MOKe 306i/bLIYBaTUCA PUSKK PO3BUTKY aCENTUYHOTO MEHIHTITY.

HedpoToKCcMYHiCTb.

CynyTHe nikyBaHHA HM33 i TaKponimycy morKe niaBuLLYyBaTU PUSUK HEPPOTOKCUYHOCTI BHaCNiAOK
nocnabneHHs CUHTE3Yy NPOCTALMKAIHY B HMPKax. Mpu TaKilh KOMBIHOBaHIN Tepanii HeobXiaHO peTenbHO
KOHTPOMt0BaTU QYHKLiLO HUPOK (AUB. po3ain «B3aemogis 3 iHLWMMM NikapCcbKMMK 3acobamu Ta iHWI BUAM
B32EMO/,iN»).

NabopaTopHi BigxmnaeHHs.

AK i iHWi HN33, NOpHOKCMKaM MOXKe CMPUYMHATU enisogMyHe NigBULLEHHS TpaHcamiHas, 6inipybiHy B
CUpPOBATL,i KPOBi, @ TAKOXK 36i/IbLUEHHA KOHLEHTPaLii B KPOBi CEYOBUHM i KpeaTMHiHY Ta iHWI BiAXWUNEHHS
NabopaTopHMX MOKa3HUKIB Big HOPMWU. AKLWLO BiAXWMNEHHSA NabopaTOpPHUX MOKA3HWKIB CyTTEBI Ta
TPUBAKOTb AOBIMIA Yac, NiKyBaHHA NOTPIOHO NPUNUHUTMY Ta NPOBECTM HEODXigHE AOCNIAKEHHS.

Nakro3sa.

MpenapaT MiCTUTb NakTo3y. lMauieHTam, AKi MalOTb PigKiICHY CnagKoBy HenepeHOCUMICTb FanakTosw,
3arafibHy NaKTasHy HeAoCTaTHiCTb abo nopyweHHA BCMOKTYBAHHA [/IHOKO3M-TAIAKTO3WN, He chig,
3acTocoByBaTu npenapar.

depTUnbHiCTb.

JIopHOKCKKam, K i iHWi npenapaTy, WO NPUTHiYYTb LMKAOOKCMreHasy/cMHTE3 NpocTarfaHAnHIB, MOKe
nocnabntosatv GepTUAbHICTb, TOMY MOTO HE PEKOMEHAYETHCA 3aCTOCOBYBATHM KiHKaM, AKi HamaraloTbea
3aBariTHiTU. MKiHKam, AKi MaloTb TPyAHOLWL 3 HacCTaHHAM BariTHOCTIi abo npoxoAsTb ObCTeXKeHHA 3
npuUYnHK 6e3nnigasn, HeobxigHO BIAMIHUTU NPUAOM NOPHOKCMKAMy (AMB. po3Ain «3acTocyBaHHA Y
nepiog BaritTHocTi abo roayBaHHA rpyanto»).

BiTpAHa Bicna.

Mpn HAaABHOCTI BITPAHOI BiCNM Y BUHATKOBUX BMMNAAKaX MOXKYTb PO3BUHYTUCA TAXKKI iIHPEKLINHI yparkeHHA
WKipK Ta M'SKUX TKaHMH. [JO LbOro Yacy He MOXKHa BUKAOUMTK Bname HIM33 Ha noripweHHA nepebiry
TAKUX HOEKLiHMX ypaxeHb. PeKOMEHAYETbCA YHMKATM 3aCTOCYBAHHA JIOPHOKCMKaMy MNpW HaABHIN
BiTPAHIN BicNi.

3acmocyeaHHAa y nepiod eazimHocmi abo 200yeaHHA 2pyooio.



BazimHicme.  JIOPHOKCMKam  MpoTWnoKasaHuii y  lll TpumecTpi  BariTHocTi  (aumB.  po3ain
«MpoTunokasaHHA»). KNiHIYHMX AaHUX LWOAO 3aCTOCYBAHHA NOPHOKCUKaMmy Y |-l TpumecTpax BariTHOCTI
Ta nig Yac nonoris HeEMag, TOMy NpenapaTt He PEKOMEHAYETbCA 3aCTOCOBYBaTH Y LLel nepioa,.

Hemae pocTaTHiIX AaHMX WOAO 3aCTOCYBaHHA JNOPHOKCMKAMYy BariTHMM KiHKam. [ocnigXeHHA Ha
TBApPMHAX NOKa3an PenpoayKTUBHY TOKCUYHICTb.

MPUrHiYeHHs CUHTE3y MPOCTarlaHAMHIB MOMe HeraTMBHO MO3HAYUTUCA Ha BariTHOCTI Ta/abo Po3BUTKY
embpioHa/nnoga. [aHi enigemionoriyHMx AOCAigMeHb  CBigYaTb MPO  MiABMILEHHA  PU3KKY
HEBMHOLIYBAHHA BariTHOCTI, @ TaKOX PO3BUTKY Baj Cepus MPW 3aCTOCYBaHHI iHribiTOpiB CUHTE3Y
NPOCTarfaHAMHIB HA PaHHIX TepMiHax BariTHOCTI. PU3MK 3pocTae npu 36inblUeHHi 03K Ta TPMBANOCTI
Tepanii. Y TBAPWH 3acTOCYyBaHHA iHribGITOPiB CMHTE3Yy NpocTarnaHAMHIB NPU3BOANTb A0 36ibleHHs npe-
Ta MoCTiMnnaHTauinHoi 3arnbeni nnoga Ta embpio-peTanbHOi netanbHOCTI. IHribiTopn cuHTE3y
nNpocCTarfiaHAVHIB He cAig, 3actocoByBaTth y | Ta |l TpumecTpax BariTHOCTI. 3aCTOCYBaHHA MOXKAINBE TiSIbKK
Yy pasi KpaHbOoi HeobXxigHOCTI.

MNig yac lll TpumecTpy BariTHOCTI NPW 3acTOCyBaHHi OyaAb-AKUX iHFGITOPIB CMHTE3y npocTarnaHanHyY
MOX/UBI TaKi BNAMBW Ha NAig;:

- cepueBo-nereHeBa TOKCUYHICTb (NepeayYacHe 3aKpUTTA apTepia/ibHOI MPOTOKM | nereHeBa rinepTeHsis);
- MopyLweHHsA OYHKLiT HUPOK, sIke MOXKe nporpecyBatM A0 HMPKOBOI HEAOCTATHOCTI 3 PO3BUMTKOM
oAirorigpamHioHy.

BariTHa Ta nnig HanpuWKiHLUi BariTHOCTI MOXYTb MNiAAaBaTUCA TaKMM BN/AMBAM BHACAILOK 3aCTOCYBaHHA

iHribiTopiB CMHTE3Y NpOCTarnaHAMNHIB:

- MOXAuBe 36iMblLIEeHHS TPUBANOCTI KpOBOTEYi;

- NPUTHIYEHHA CKOPOYYBa/IbHOI PYHKLIT MaTKM, WO MOXKE NPM3BECTU A0 3aTPUMKM abo 36inblueHHSs
TPUBaANOCTI NONOriB.

TaKMM YMHOM, 3aCTOCYBaHHA JIOPHOKCMKaMy npoTunoKasaHe y |l TpumecTpi BariTHocTi (amB. posgin

«MpoTMnoKasaHHAY).

Mepiod 200ysaHHA 2py00t0. Hemae AaHUX WOAO EKCKPeLil NOPHOKCMKaMy Yy FpyaHE MOJIOKO KiHOK.
BiAHOCHO BWCOKI KOHLEHTpAUii /NOPHOKCMKAMY EKCKPeTYITbCA Yy MONOKO roAaytouux LLypiB.
AOPHOKCKMKaM He c/lig 3aCTOCOBYBaTH y Nepiog, rogyBaHHA rpyaato.

depmunbHicme.

3acTocyBaHHA NOPHOKCMKaMy, fK i byab-AKoro npenapaty, WO iHribye LMKNOOKcureHasy/ cuHTes
NpocTarfaHAVHIB, MOXe NOripwnuTn GepTUNbHICTL | HEe PEKOMEHAYETbCA XKiHKam, AKi HamararTbcA
3aBariTHITU. N5 KIHOK, AKi MaloTb TPyAHOLL i3 3a4aTTAM abo AKi AocniaXKyTbea Woao 6esnniaas, cnig,
PO3rNAAHYTU MOXAUBICTb BigMIHM TOPHOKCMKAMY.

30amHicme enaueamu Ha weuOKicmb peakyii Nnpu KepyeaHHi aemompaHcniopmom abo iHwumu
mexaHiamamu. Y pasi BUHWKHEHHA 3anamopoyeHHAa Ta/abo COHAMBOCTI BHACAIQOK Npuiiomy
NIOPHOKCMKaMY He CAif, KepyBaTh aBTOTPAHCMOPTOM abo NpaLLioBaTH 3 iHLIMMM MeXaHi3Mamu.

Cnocib 3acmocyeaHHa ma 0o3u.

[nAa Bcix nauieHTiB BiANOBIAHUI peXKMM O03yBaHHA MA€E I'PYHTYBATUCA Ha iHAMBIAyanbHIlM Bignosigi Ha
NiKyBaHHA. HebakaHi edeKTM MOXKyTb OYyTU 3BeAeHi A0 MiHIMyMy npu 3acTocyBaHHi HalMMeHLWOoi
epeKTMBHOI 4,031 NpenapaTy NPOTArOM HaMKOPOTLLOTO NPOMIXKKY Yacy, AKMIA HEOBXiAHWUIA AN KOHTPOIO
cumnTomis (aAuB. po3ain «OcobaMBOCTI 3aCTOCYBaHHAY).



binb
[o3a 8-16 mr nopHoKcMKkamy Ha go6y, posnogineHa Ha 2—3 npunomn. MaKkcmasibHa pekoMeHa0BaHa
noboBa g03a CTaHOBUTbL 16 Mr.

OcTeoapTpuT i peBMaToigHUN apTPUT

PekomeHAyeTbcA noyaTkosBa A060Ba A03a 12 Mr JIOPHOKCUKaMY, PO3MNoi/ieHa Ha 2—3 Npunomu.
MiaTpymytoda 4033 He NOBMHHA NepeBulLyBaTu 16 mr Ha A006y.

Tabnetkn Kcedpokam®, BKpUTI NNiBKOBOK 06ONOHKOIO, HEOBXiAHO NMPUAMATK, 3aNMBAOYMU AOCTAaTHLOK
KiNbKiCTIO BOAM.

MauieHTM NiTHbOrO BiKy (MOHag, 65 pokis) 6e3 nopyweHHA GYHKLUji NediHkM abo HMPOK He NoTpebyoTb
KOPUIyBaHHA 403M, afe cnif 3 06epeXKHicTio 3aCTOCOBYBaTU IOPHOKCMKAM, OCKifIbKM NOBIYHI peakuii 3
OOKY LIYHKOBO-KMULLKOBOIO TPAKTY FipLUe NepeHOCATbCA L€ KaTeropieto NaLieHTiB.

Hupkosa HedocmamHicme. [MalieHTam 3 NerkMm Ta MOMIPHMM CTyneHemM HWPKOBOI HepoCcTaTHOCTI
MaKcMMasibHa peKomMeHAoBaHa [A0060Ba f[03a CTaHOBWUTb 12 Mr, po3nogineHa Ha 2-3 npuiiomu.
JIOpHOKCMKamM NPOTMMNOKAa3aHU NalieHTam i3 TAMKUM NopylieHHAaM OYyHKLUji HUPOK (auB. po3ain
«MpoTUNOKa3aHHA»).

MeyiHkosa HedocmamHicme. MNauieHTam 3 NOMiIPHUM CTyNeHeM NeYiHKOBOI He40CTAaTHOCTI MaKCMMasibHa
pekomeHgoBaHa f[0060Ba 4033 CTaHOBUTb 12 MmMr, po3nogineHa Ha 2-3 npuiiomu (guB. posgin
«0cobmBOCTi 3acTocyBaHHA»). JIOPHOKCMKAM MPOTMMOKA3aHUIM NaLiEHTAM i3 BaXKKMM MNOPYLUEHHAM
po60TH NeyiHKkK (guMB. po3gin «MpPoTUNOoKasaHHN»).

Aimu. JNopHOKCMKam He peKOMEHAYETbCA 3aCTOCOBYBaTU AiTAM BiKomM [0 18 pokiB y 3B’A3Ky 3
HEeAO0CTaTHICTIO AaHMX Woao edeKTUBHOCTI Ta 6e3neKn 3acTocyBaHHA npenapary.

lMepedo3yeaHHs.

Ha pgaHuii yac Hemae JaHWX WOAO Nepenos3yBaHHA, WO Aaau 6 3mMory BU3HAYMTU oro Hacligku abo
3anponoHyBatn cneuuoiyHe NiKyBaHHA. OfHaK OYiKyeTbCsA, WO BHACNIAOK Nepeno3yBaHHA
NOPHOKCMKAMy MOMKYTb CnocTepiraTucA Taki cMMNTOMW: HyAoTa, 61t0BaHHSA, uepebpanbHi cMMnTOMM
(3anamopoueHHs, NopyLeHHA 30pY). Y TAKKMX BUNagKaxX MOXKYTb BUHMKATK aTaKCifA (3 pO3BUTKOM KOMMU i
CYO0M), YParKeHHs NeviHKK i HUPOK; NOTEHLIHO MOXK/IMBE NOPYLUEHHA 3rOPTaHHA KPOBI.

Mpu peanbHoMy abo MMOBiIpHOMY NepenosyBaHHiI Cig NPUNUHUTA 3aCTOCYBaHHA NpenapaTy. 3aBAsKu
KOPOTKOMY Mepiogy HaniBBMBEAEHHA NOPHOKCMKAM LWBMAKO BUBOAUTbCA 3 OpraHiamy. [ianizy He
nigaaerbca. Ha aaHmMi yac cneundiyHoro aHTMAOTY Hemae. HeobxiaHO NpoBecTM 3BMYaMHI HeBigKNagHi
3axo4un. 3 ornagy Ha 3arafibHi NPUHUMNAK, TiIbKM 3aCTOCYBAaHHA aKTMBOBAHOrO BYrifiA 33 YMOBM MOro
npumomy ogpasy nicna nepeaosyBaHHA JIOPHOKCMKAMOM MOXKe MPU3BECTM A0 3MEHLIEHHA
BCMOKTYBaHHA npenapaTty. [AAa NiKyBaHHA LWAYHKOBO-KMLIKOBMX pPO3N3aAiB MOXHa, HanpuKaag,
3aCTOCOBYBaTW aHasor NpocTariaHanHy abo paHiTUAMH.

MMobiyHi peakuyii.

HaluacTiwe nobiyHi peakuii Ha HM33 6ynn nos’a3aHi 3i WAYHKOBO-KULLIKOBMM TpaKToM. Mpu npuinomi
HM33 mMoXyTb BUHMKATU NENnTUYHI BMPasKK, nepdopauis abo WAYHKOBO-KMULLIKOBA KPOBOTEYa, WO iHOA
3aKiHYYIOTbCA NeTasibHO, 0c06MBO B OCib NiTHLOro BiKy (AMB. Po3ain « OcobAMBOCTI 3aCTOCYBaHHAY).
HypoTa, 6ntoBaHHA, Aiaped, mMeTeopusm, 3anop, aucnencis, 6inb y »KUBOTI, MesieHa, rematemesuc,



BMPa3KOBUI CTOMATUT, 3arOCTPEHHSA KOAITYy Ta XBopobu KpoHa bynun 3apeectpoBaHi npu nikysaHHi HM33.
Pigle cnocTepiranuca ractpuTu.

BBaxkaetbca, wo npmbamnsHo y 20 % nauieHTiB, AKi NiKYBAaAMCA JTOPHOKCMKAMOM, MOXKYTb BUHMKATU
nobiyHi sBMwa. Hanvactiwmmm nobiyHMMK ABMLWAMKW € HYAOTa, AUCNENCiA, po3aag TpaBaeHHsA, b6inb y
XUBOTI, 6/110BaHHA, giapea. Lli cumntomum 3arasiom crnoctepiranncs meHw HiX y 10 % naujeHTis, AKi
6panu yyacTb y AOCAIAXKEHHI.

Habpsku, apTepianbHa rinepTeHsia Ta cepuesa Heg0CTaTHICTb ByauM 3apeecTpoBaHi Npwu flikyBaHHI HM33.

KniniuHi pocnigxeHHa Ta enigemionorivyHi AaHi NoKasyloTb, WO 3acTocyBaHHA aeskux HM33, ocobameo y
BMCOKMX A,03ax i Npy TpMBANOMYy NpUIOMI, MOXKe ByTM NoB’A3aHe 3 NiABULLEHHAM PU3NKY apTepianbHUX
TPOMBOTUYHMX ABULL, Hanpuknag, iHbapKTy MioKapaa abo iHcynbTy (ame. posgin «OcobnamBocTi
3aCTOCYBaHHA»).

BUHATKOBO Mig Yac nepebiry BiTPAHOI BicNM NOBIAOMNANOCA NPO CePNO3HI iHDEKLIMHI yCKnagHeHHA 3
OOKY LWKipW Ta M’ AKMUX TKAHWH.

HebaxaHi epeKTM 3a 4acTOTO BUHUKHEHHS KNacuoiKyloTb 3a TaKMMKM KaTeropismu: ayxe vacrto (>
1/10); yacTo (> 1/100, < 1/10); HeuacTo (> 1/1000, < 1/100); piaxo (> 1/10000, < 1/1000); ayse pigro (<
1/10000), HeBigOMO (4acTOTy HE MOXHa OLiHUTU 32 HaABHUMM AAHUMM).

IHgbekyii ma iHeasil.

Piako: apwuHritu.

3 60Ky Kposi ma nimghamu4Hoi cucmemu.

Piako: aHemin, TpombouuToNEHIs, NeMKoMNeHiA, NOAOBXKEHHA TPUBANOCTI KPOBOTEYi.

OyKe pigKo: ekximos. HM33 3patHi cnpuumHnt cneuymdiyHi Ana LbOro Kaacy NikapcbKkux 3acobis
NOTEHLIMHO TAXKKI reMaToNoriYHI NOpyLWeHHS, TaKi AK HEUTPONEHiA, arpaHyN0LMTO3, aniacTMYHa aHeMmis,
reMoniTMyHa aHemis.

3 60Ky iMyHHOI cucmemu.

PigKo: rinepuyTameicTb, BKAOYaOUM aHadinakToigHi peakuii Ta aHadinakcito.
MopywieHHs 06MiHYy pe4yoB8uUH.

HeyacTto: BTpaTa aneTuty, 3miHKW macwu Tina.

lcuxivyHi nopyweHHA.

HeyacTo: iHCOMHIA, aenpecisa.

PiaKo: 36eHTeXKeHiCTb, HePBOBICTb, 30y AXKEHICTb.

3 60Ky Hepsoegoi cucmemu.

YacTo: Nerkuii Ta TPaH3UTOPHUI rOIOBHUI Binb, 3aNamopoyeHHs.

PiaKo: coHNMBICTb, NapecTesin, NopyLIeHHA CMaKoBUX BiauyTTiB (AMcressis), TPemop, MirpeHs.



AyKe pigKo: acenTUYHUIMN MEHIHTIT Y MaUi€eHTIB i3 CMCTEMHMM YepBOHUM BoBYakom (CYB) Ta 3miwaHMm
3aXBOPIOBAHHAM CMOYYHOI TKaHMHM (AuB. po3ain «OcobAMBOCTi 3aCTOCYBaHHA»).

3 60Ky opaaHis 30py.

YacTo: KOH'IOHKTUBIT.

Pigko: nopyweHHs 30py.

3 60Ky opaaHis cayxy ma pisHosaau.
HeyacTto: BepTuro, Wwym y Byxax.

3 60Ky cepyeso-cyOuHHOI cucmemu.

Heyacto: cepuebuTTs, Taxikapgina, Habpsku, cepueBa HeAOCTaTHICTb, MOYEPBOHIHHA 06sMyus (gus.
po3ain «OcobAnBOCTI 3aCTOCYBaHHAY).

Pigko: rinepteHsia, NpMNAnBM, KPOBOBU/IMBU, FEMATOMM.

3 60Ky OuxasbHOI cucmemu.

HeyacTto: puHitu.

Piako: gucnHoe, Kawesb, 6poHxXocnasm.

3 60Ky mpasHoi cucmemu.

Yacro: HyzoTa, 6inb y KMBOTI, Ancnencis, giapes, 61t0BaHHA.

HeuacTo: 3anop, meTteopumsm, BigpuKKa, CyxiCTb y pOTi, racTPUTK, BUpaA3Ka WAyHKa, abaomiHanbHU 6inb
Yy BEPXHiN YaCTUHi KMBOTA, BMpasKa ABAaHAAUATMNANOI KULIKK, BUPA3KM CAN30BOI 0BONOHKN POTOBOI
NOPOXKHMHMW.

PigKo: meneHa, 61t0BaHHA 3 KPOB'to, CTOMATUT, e30¢ariT, ractpoesodareancHuin pedatoke, aucdaris,
adTO3HUI CTOMATUT, rNocuT, NnepdopaLis NenTUYHOI BUPa3KK, WAYHKOBO-KMLIKOBA KPOBOTeYa.

3 60Ky neviHKu ma ¥08408UBIOHUX WsXis.
HeuacTo: niaBuLeHHnA piBHA neviHKoBux depmeHTis (AT, ACT).

Lye pigKo: TOKCMYHA Aif Ha MeviHKy, Yy pe3ynbTaTi 4YOro MOM/AMBWUIA PO3BUTOK MNEYiHKOBOI
HeA0CTaTHOCTI, renaTUTY, }KOBTAHMWLLI, XONecTasy.

3 60Ky WKipu ma nidWKIPpHUX MKAHUH.

HeuacTo: BMCMNaHHA, cBepbiXK, NigBuLLEHE NOTOBUAINEHHA, EPUTEMATO3HE BUCMNAHHSA, KPOMNUB'AHKA,
aHrioHeBPOTUYHUI HAbpPSAK, anoneuis.

PigKo: aepmatutu, eksema, nypnypa.

OyKe piaKo: HabpsK i 6yNbo3HI peaKLii Taki AK MynbTUPopMHa eputema, cuHapom CTiBeHca-[KOHCOHa,
TOKCUMYHUI enifgepmanbHUI HEKPONI3.

3 60Ky onopHo-pyx08020 anapamy ma crnosy4Hoi MKaHUHU.



HeuacTo: apTpanris.

PigKko: BiguyTTA 6010 Y KicTKax, M’A30Bi cnasmu, mianria.

3 60Ky HUPOK Ma ce408UBIOHUX WAXis.

PigKo: HiKTypif, NOpYLIEHHA CEYOBUAINEHHA, NIABULLEHHA PiBHA @30Ty CEYOBUHMW | KPEATMHIHY B KPOBI.

Lye pigKo: JIOPHOKCMKAM MOXKe CMPUYUHUTM TOCTPY HUMPKOBY HEAOCTATHICTb Y MaLLiEHTIB i3
3aXBOPIOBAHHAMM HUPOK, LLO 3a/1€XKaTb Bif HUPKOBUX NPOCTAr/laHAMHIB Ta BigirpatoTb BaxKAUBY POJb Y
niagTPUMLI HMPKOBOrO KPOBOTOKY (AmB. po3ain «OcobnmBocCTi 3acTocyBaHHAY). HeppOoOTOKCUUHICTL Y
pisHUX dopmax, BKAOYHO 3 HedpUTaMM Ta HEPPOTUYHUM CUHAPOMOM, € epeKkTom, cneundiyHum ana
HMN33.

3az2anbHi posnadu.

HeuacTo: He3ay»KaHHA, HabpsaK 06amyus.
Pigko: acteHis.

TepmiH npudamHocmi. 3 poku.

YmoBsu 36epiraHHaA. 36epirat B opuriHaabHiN ynakosui npu TemnepaTtypi He Buwe 30 °C. 36epiratn y
HeaoCTynHoOMY ans gitei micu,i!

Ynakoska. 1o 10 TabneTtoK y 6nicTepi. Mo 1 6nicTepy B KAPTOHHI KOpobLi.
KaTeropis Bignycky. 3a peuentom.

BupobHUK. Takega MmbX, micue BupobHuuTBa OpaHieHbypr, HimeuunHa/Takeda GmbH Betriebsstétte
Oranienburg, Germany.

Micue3Haxoa)XeHHA BUPO6HMKA Ta Oro agpeca micuAa NpoBaAKeHHsA AiAanbHocTi. JleHiuwTpacce 70-
98, 16515 OpaHieHbypr, HimeuunHa/Lehnitzstrasse 70-98, 16515 Oranienburg, Germany.



