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IHCTPYKUIA 3ATBEPKEHO
AN Megu4YHOro 3acTocyBaHHSA NikapCbKoro 3acooy Haxa3 MinicrepcTaa oxopony
300poB'A YkpaiHu
12.06.2017 Ne 651

PeecTpaujiiHe nocBigyeHHs
n A P¢ I KC Ne UA/12330/01/02
® 3MIHU BHECEHO

( LA R F I X ) Haka3 MiHictepcTBa OXOpPOHU

300poB'A YkpaiHu
11.12.2023 Ne 2101

Cknao:

ditoya pevosuHa: lornoxicam;

1 TabneTka MiCTUTb 8 Mr NOPHOKCUKaMY;

OOMOMIXKHI pe4oBUHU: NAKTO3M MOHOrAPAT, Lentonosa MikpokpucTaniyHa, NoBidoH, HATpilo Kpockapmenosa, MarHito cteapat, Opadry white
03F58750*.

*Opadry white 03F58750: Tanbk, nonieTuneHrnikonb, rigpokcunponinMeTunuentonosa, Tutady giokeva (E 171).

INikapcbka dopma. Tabnetku, BKpUTI 060NOHKOH.
OcHoBHI hi3uKo-XimMiyHi 8rracmueocmi: oBanbHi, NPOAOBryBarTi, Big 6inoro 4o KOBTYBaTOro Konbopy Tabnetku, BKpUTI 060NOHKO, 3 TUCHEHHSAM
«L8» 3 ogHoro 6oky i rmageHbki 3 iHWoro 6oky.

dapmakoTepaneBTMYHa rpyna. HecTepoigHi npoTuaanasbHi Ta NpoTMpeBMaTUYHi 3acoom.
Kog ATX MO1A CO05.

®dapmakosiozivyHi enacmusocmi.

®apmakoOuHamika.

JIopHOKCHKaM € HeCcTepoigHMM NpoTu3ananbH1m 3acobom (HIM33) 3 aHanreanBHMMM Ta NpoTU3ananbHUMKN BNAaCTUBOCTAMM | HANeXUTb 40 Kracy
OKCUKaMiB.

MexaHiam Oii. FIopHOKCUKaM NPUrHiYye CUHTE3 NpocTarnaHauHiB (iHribyBaHHA hepMEHTY LIMKIIOOKCUIeHasu), Lo NpU3BOAUTL 40 AeceHcunbinisauii
nepvdepnyHMX HoLMLIeNTopiB Ta iHribyBaHHA 3ananeHHs. Takox nepeabaqyacTbCs LeHTpanbHU BNMB Ha HOLMLIENTOPW, SKUIA He NOB'A3aHWuiA 3
npoTu3ananbsHo0 Jieto. JIOpHOKCMKaM He BMIMBAE Ha XUTTEBO BaKIMBI MOKa3HMKM (Hanpuknag, Temnepatypa Tina, 4actota AuxaHHs, YacToTa
CepLeByMX CKOPOYEHb, apTepianbHui TUck, EKT, cnipomeTpis).

Y 3B'I3Ky 3 MiCLeBMM NOAPa3HEHHAM LLUTYHKOBO-KULLIKOBOIO TPAKTY i CUCTEMHOI YIbLIEPOreHHO Ai€to, MOB'A3aHOI0 3 iHFOyBaHHSIM CUHTE3Y
npoctarnadauny (M), npunom nopHokcukamy sk i iHwmnx HMN33, yacTto npr3BoanTb 40 PO3BUTKY LLTYHKOBO-KULLKOBUX YCKNaAHEHb.
®DapmaKkoKiHemuka.

Abcopbujisi. JTopHOKCHKaM LUBUAKO i MPAKTUYHO MOBHICTH BCMOKTYETHCS 3i LUMYHKOBO-KMLLKOBOIO TPakTy. MakcumarnbHOT KOHUEHTpaLii y nnasmi
kpoBi (C,.,) Aocsrae yepes 1-2 rogvHu nicns npuiiomy npenapary. AbcontoTHa 6iogocTynHiCTe nopHokcukamy ctaHoBuTb 90-100 %. EdexTy
nepLLOro NPOXO4XKEHHs1 He cnocTepiranocs. MNpu ogHo4YacHoMy npuitomi NopHokcukamy 3 ixeto C... 3HWXKyeTbca NpubnuaHo Ha 30 % ta T,
36inbwyetbes 3 1,5 roamHn oo 2,3 roguHu. Abcopbuis nopHokcmMkamy (po3paxoBaHa BignoBigHO A0 nnowi nig dapMakoKiHETUYHOK KPUBOHD
«KoHueHTpauis-yacy [AUC]) moxe 3HmkyBaTumca 40 20 %.

Po3nodin. Y nna3mi KpoBi NTOPHOKCMKAM 3HAXOA4MTbCS Y HE3MIHHOMY CTaHi Ta y HeaKTUBHIN bopMi CBOrO rigpOKCUNbOBAHOIO MeTaboniTy.
3B'sI3yBaHHA NMOpPHOKCKMKaMy 3 Binkamu mnasmu KpoBi cTaHoBUTb 99 % i He 3anexuTb BiA MOro KoHUeHTpauii. BiH Takox BUSIBNSETbCA B
CUHOBIasbHIN PiAWHI NiCNA NOBTOPHOIO 3aCTOCYBAHHSA.

biompaHcgopmayis. JIOpHOKCUMKAM aKTMBHO MeTabomni3yeTbCs y MNediHUi WNAXOM TiApOKCUIIOBAHHS, cneply Yy HEeaKTUBHUN
5-rinpokcunopHokcmkam. JTopHokcrkam nigaaetbest 6ioTpaHcdopmalii 3 yyacTtio umtoxpomy CYP2C9. Y pesynbraTti reHeTUYHOro nonimopdiamy
iCHYIOTb 0COOM 3i CMOBINIbHEHUM Ta IHTEHCMBHMM METaboniaMOM LbOro hePMEHTY, L0 MOXe BUpaxXaTUcsl Y NMOMITHOMY 30inblUEHHi piBHIB
NOPHOKCUKaMy Yy nra3mi KpoBi B ocib 3i cnoBinbHeHMM meTaboniamom. [NgpokcunboBaHuii MeTabonit He Mae apMakonoriYHOT aKTUBHOCTI.
JlopHokcrkaM noBHicTio MeTabonisyeTbest. MpnbnmnsHo % BUBOAUTLCSA Yepes NevdiHKy Ta ¥a—Yepes3 HUPKW Y BUrMsiAi HEaKTUBHOT CMOMyKM.
JIOpHOKCHKaM He CMpUYMHAB IHOYKLUIT NeYiHKOBMX hepMEeHTIB Npu AOKMNIHIMHUX AOoChimKeHHAX. HeMae gaHnx npo akyMynsuito TOPHOKCKMKamy
nicns 6aratopa3oBoro NpUnoMy peKoOMeH0BaHUX J03.

BusedeHHs. lNepioa HaniBB1BEAEHHS NOYATKOBOT PEYOBUHU CTaHOBUTL 3-4 roguHu. Micnsa nepopansHoro npuiiomy 6nusbko 50 % BuBOAUTLCS 3
kanom Ta 42 % - HUPKamK, B OCHOBHOMY Yy BUMAAI 5-rigpokcunopHokcukamy. MNepiog HaniBBYBeAEHHS 5-riApOKCUITOPHOKCMKaMy CTaHOBUTb
Onu3bko 9 roguH, nicns napeHTepanbHOro 3actocyBaHHA npenapaty 1 abo 2 pasn Ha goby. Hemae gokasiB Toro, WO WBMAKICTb enimiHauil
3MIHIOETLCS NPW 3aCTOCYBAHHI MOBTOPHMX [03.

Ocobnusi nonynsayii nayieHmis.

Y nauieHTiB NiTHBOro BiKy (MOHaf, 65 pokiB) knipeHc 3HMKyeTbest Ha 30-40 %. Kpim 3HWKeHHS KNipeHCyY, HEMage iCTOTHUX 3MiH Y KIHETUYHOMY npodini
TNOPHOKCUKaMY Y MavuieHTIiB NiTHLOTO BiKY.

Hemae icTOTHOT 3MiHM KIHETUYHOrO NPOQINt0 NOPHOKCUKaMY Y NaUIEHTIB 3 HUPKOBOK abo NEYiHKOBOK HEAOCTATHICTIO, 32 BUHATKOM KyMynsLii,
y NaLieHTIB 3 XPOHIYHUM 3aXBOPIOBAHHAM MNeYiHKK, Nicnsa 7 AHIB Tepanii 3 3acTocyBaHHAM JoboBux 003 12 mr 1a 16 Mr.

KniHiyHi xapakTepucTukm.

lToka3aHHs1.

- KopoTkoyacHe cumntomMaTyHe nikyBaHHsi roCTPOro 60rto NIErkoro Ta noMipHOro CTyneHs y JOPOCIUX.
- CumnToMaTun4He nikyBaHHs 6010 Ta 3ananeHHsi pu ocTeoapTpuTi y AOPOCHMX.

- CumnToMaTtuyHe nikyBaHHsi 601t Ta 3ananeHHsi npy peBMaToigHOMY apTpuUTi y 4OPOCHMX.

[pomunoka3aHHs.

- FinepyyTnmBicTb 4O NOPHOKCKMKaMy abo [0 KOMMOHEHTIB Npenapary.

- TpomGouuTONEHiS.

- FinepyyTnuBicTb (CMMNTOMM, NOAIGHI [O TaKMX SIK NPY acTMi, PUHITI, aHMOHEBPOTUYHOMY HabpsiKy abo Kponme'sHUi) 4o iHwux HM33, Bkntovaroun
aueTuncaniumnoBy KUCIOTY.

- Tsbkka popma cepLeBoi HeoCTaTHOCTI.

- LLINnyHKOBO-KMLLIKOBI KpOBOTEYI, LIepebpoBacKynspHi KpOBOTEYi abo iHLLI KpOBOTEM.

- LLInyHKoBO-KKMLLKOBa KpoBOTEYa abo Nnepdopallisi B aHaMHe3I, Lo NoB'si3aHi 3 nonepeaHboto Tepanieto HM33.

- AKTUBHa peunavBytoya NenTnyHa BMpaska LunyHka/kpoBoTeda abo peuyauByoYda NenTtuyHa Brpaska LWiyHKa/kpoBoTeYa B aHaMHesi (aBa abo
OinbLue oKpeMmx enizoam JOBEAEHOTO PO3BUTKY BUpa3ku abo KpoBOTE).

- Tsbkka dhopma neyiHKoBOT HeJOCTaTHOCTI.

- Tskka dhopMa HUPKOBOT HEAOCTATHOCTI (PiBEHb CMPOBATKOBOIO KpeaTuHiHy > 700 Mkmonb/n).

- TpeTivi TpUMeCTp BariTHOCTI (AMB. po3ain «3acTocyBaHHSA y Nnepiofd BariTHOCTi abo rogyBaHHs rpyaato).

B3aemo0isi 3 iHwumu nikapcbkuMu 3acobamu ma iHwi eudu e3aemoditl.

Mpv ogHO4aCHOMY 3aCTOCYBaHHI 3 TOPHOKCMKAMOM:

LumemuduH: NiABULWEHHS KOHLUEHTpaUil TOPHOKCUKaMy Yy MNia3mi KpoBi, O MOXe 30inbUNTU PU3KNK HECTIPUATNINBUX eEKTIB NTOPHOKCMKaMy
(B3aemogii Mixk TOPHOKCMKaMOM Ta paHiTMaAMHOM abo TIOPHOKCMKAMOM Ta aHTauuaaMm He BUSIBIIEHO).

AHmukoazynaHmu: HIM33 mMoxyTb nigcunoBaT Ait0 aHTUKOArynsaHTIB, Hanpuknag, Bapgapuny (ame. po3ain «OcobnmBoCTi 3aCTOCyBaHHNAY ).
Cnig npoBoanTM peTernbHUIA MOHITOPUHT PiIBHA MiXKHAapOAHOIrO HOPMasni30BaHOIO iIHAEKCY.

DeHMPOKYMOH: 3HWKYETbCA e(PEKTUBHICTb JiKyBaHHSA (DEHMPOKYMOHOM.

lenapur: HM33 36inbLuyoTb pU3MK KpOBOTEY Ta BUHUKHEHHS CMIMHHOMO3KOBOI/enigyparnbHOT reMaToM Npu 3acTOCyBaHHi OQHOYACHO 3 renapuHoM
nig 4Yac CNMHHOMO3KOBOT abo enigypanbHoi aHecTesil (anB. po3ain « OcobnMBOCTi 3aCTOCYBaHHS»).

IHeibimopu Al®: moxe 3MeHLLyBaTuCs Ais iHribiTopis Ard.

Hiypemuku: nocnabneHHs AiypeTUYHOro Ta rinoTeH3nBHOro eekTy NeTnNboBuX, Tia3uaHWX i kaninsbepiratoumx AiypeTukie (NigBULLEHUIA PU3KK
rinepkaniemii Ta HeppOTOKCUYHOCTI).

Briokamopu 6ema-adpeHopeuenmopig: 3HWKEHHS FNOTEH3NBHOTO ePeKTy.

Briokamopu peuenmopie aH2iomeH3uHy Il: 3HMXKEHHS riNOTEH3NBHOIo eDeKTY.

JJU20KCUH: 3HVXKEHHSI HUPKOBOTO KIipEHCY AUTOKCUHY, L0 36iNbLUy€e PU3MK TOKCUYHOCTI JUTOKCUHY.

Kopmukocmepoidu: 36inbLUeHHS pU3NKY BUHUKHEHHS LLMYHKOBO-KULLKOBWX BUPa3oK abo KpoBoTe (auB. po3ain « OcobnmnBocCTi 3aCTOCYBaHHA ).
AHmubakmepiarnbHi 3acobu epynu XiHoMoHy (Harpuknad eeogriokcayuH, oghriokcayuH): NiABULLYETLCS PUSNK BUHUKHEHHS CYO0M.
AHmumpomboyumapHi npenapamu (Hanpuknad kriomnidozpers): NOBULLYETLCA PU3NK BUHUKHEHHS KpoBoTed (avB. po3gin «OcobnmeocTi
3aCTOCYBaHHSA»).

IHWi HIM33: NiaBULLYETLCA PU3NK BUHUKHEHHS! LLIMTYHKOBO-KULLKOBUX KPOBOTEY 200 BUPA3OK.

Memompekcam: NiOBULLEHHS KOHLEHTpaUil MeToTpekcaTy B CUpOBaTLi KPOBI, O MNpU3BOAWTL A0 30iMblUEHHS MOro TOKCMYHOCTI. [pu
OHOYaCHOMY 3aCTOCyBaHHi HEOOXiOHWI PETENBbHUIN MOHITOPUHT.

CenekmusHi iHeibimopu 360pomHo20 3axonneHHs cepomoHiHy (CI33C): NiaBULLIEHWI PU3NK BUHUKHEHHS KpoBOTeY (AMB. po3ain «OcobnmneocTi
3aCTOCYBaHHS»).

lMpenapamu nimito: HM33 3HWKYOTb HUPKOBUIA KNIPEHC MiTit0, TAaKUM YMHOM, KOHLEHTpaLis CMPOBaTKOBOIO MiTil0 MOXe nepeBuLLyBaTn Nopir
TOKCMYHOCTI. HeobxiagHO KOHTPOMBATK piBEHDb MiTil0 B CUPOBATLi KPOBi, 0COBNMBO Ha noYaTKy fikyBaHHS, MPY KOPUryBaHHI 403U Ta NPUNMHEHHI
NiKyBaHHSA.

L{uknocriopuH: NiABULLEHHS KOHLIEHTpaUil LMKIOCNopuHy y cupoBsaTli KpoBi. Moxnuse nigBULLIEHHA HEMPOTOKCUYHOCTI LMKITOCTIOPUHY, LLO
3yMOBIEHO ehekTaMu, onocepeaKoBaHNMU NpocTarnaHanHamm HUpPoK. Mpu komGiHoBaHI Tepanii HeobXiAHO KOHTPOOBATN PYHKLIKO HUPOK.
[MoxidHi cynbghbaHincevosuHu (Hanpuknag, rmibeHknamia): NigBULLYETbCH PUSUK rinormikemil.

Bidomi iHOykmopu ma iHzibimopu CYP2C9 izochepmeHmig: nopHokcukam (sk i iHwi HM33, wo 3anexars Big untoxpomy P450 2C9 (CYP2C9
i3ochepMeHT)) B3aemogie 3 BigoMMMM iHgykTopamu Ta iHribiTtopammn CYP2C9 isochepmeHTiB (ame. po3ain «biotpaHcdopmadisy).

Takporimyc: NiABALLEHUA PU3UK HEPOTOKCUYHOCTI BHACMIAOK 3HWKEHHSI CUHTE3Y MPOCTaUMKMiHy B HMpKax. Mpu kKombGiHoBaHi Tepanil
HeoOXiAHO KOHTPOMOBATH PYHKLIIO0 HAPOK (AMB. po3ain « OcobnMBOCTi 3aCTOCYBaHHSI» ).

lMemempekced: HIMN33 MoXyTb 3HMXKYBaTU HUPKOBUI KNipEHC NeMeTpeKceay, BHACMIAOK YOro NiABULLYETHCA HUPKOBA Ta LUYHKOBO-KMULLKOBA
TOKCUYHICTb Ta Mienocynpecis.

Ockinbku BXMBaHHSA Xi ynoBinbHI0e abcopbuito nopHokcrkamy, TabneTkn Jlapdikc He cnig npunmaTy 3 ket y pasi HeoOXigHOCTI LWBMAKOIO
noyarky ix eqpeKkTMBHOI Aii (nonerweHHs 6onto).

Mpwuitom ixi 3HMxKye abcopbuito npmbnunsHo Ha 20 % Ta 36inbLye T

ax (AVB. po3ain «®apmakonoriyHi BnactmeocTi. PapmakoKiHETMKa ).
Ocobnusocmi3acmocyeaHHs.

JlopHOKCcMKaM 3MmeHLye arperadito TpombouunTiB i NoAoBXYye Yac kposoTedi. OTxe, cnig OyTn obepexxHUMU Npu NpuU3HaYeHHi nauieHTam i3
NiABULLEHOI CXMIBHICTIO 40 KPOBOTEN.

JTopHOKCHKaM crnig npusHavaTy TinbKY Nicns peTenbHOT OLiHKM 04iKyBaHOT KOPUCTI Big Tepanii i MOXITMBOIO pU3NKy TakMM naieHTam:

— MauieHTam 3 NopyLeHHAM YHKLIT HUPOK: NMOPHOKCKKaM cnif 3 06epexHICTIO 3acTOCOBYBaTK NaLieHTaM 3 NEerkow (piBeHb CUPOBaTKOBOTO
kpeatuHiHy 150—-300 MKkMOnb/Nn) Ta NOMiIPHOK HUPKOBOK HEAOCTATHICTHO (piBEHb CMPOBAaTKOBOrO KpeaTuHiHy 300—700 MKMOnb/Nn) Yepes Baxxnmey
ponb npocTarnaHauHIB y NiATPUMLI HUPKOBOIO KPOBOTOKY (AMB. po3ain «Cnocib 3actocyBaHHA Ta 403W»). Y pasi noripeHHsa dyHKUiT HUPOK
NiKyBaHHS NNOPHOKCMKAMOM CAig MPUMNHUTHA.

— MauieHTam nicnst o6WKNPHMX XipYpriYHMX BTpyYaHb, i3 CepLEeBO0 HEAOCTATHICTIO, TUM, XTO MpuiMae aiypeTukn abo 3acobu, Lo MOXYTb
CNPUYUHUTU ypaXKeHHS HUPOK HEOOXIAHO PeTenbHO KOHTPOMOBAaTK GOYHKLI0 HUPOK (AMB. po3ain «B3aemoais 3 iHWMMKy nikapcbkumm 3acobamu Ta
iHLLi BUAM B3AEMOSIN).

— lMaujieHTam i3 NOPYLUEHHSIM 3ropTaHHsi KPOBi PEKOMEHAYETbCA MPOBEAEHHS PETENbHOro KMiHIYHOrO AOCHIAKEHHS Ta OLiHKM NnabopaTopHMX
nokasHukiB (Hanpuknag, akTMBOBaHOro YaCTKOBOro TPOMBIHOBOrO Yacy).

—[lauieHTam i3 Ne4iHKOBOI HeJOCTaTHICTIO (Hanpuknag, LMpo3 nediHkun) nicns 3actocyBaHHSA npenapary y 4o3i 12-16 mr Ha o0y pekoMeHaYyeTbCst
perynsipHo NpoBOAMTU NabopaTopHi TECTU Y 3B'A3KY 3 MOXIIMBICTIO HAKOMUYEHHSA NMOPHOKCMKaMy B oprariami (nigsuwieHHss AUC) (amB. po3sain
«®apmakonoriyHi BnactuBocTi. PapmakokiHeTnkay ). Ane BigxuneHb apMaKkoKiHETUYHMX NapaMeTpiB y NaLEHTIB i3 NeYiHKOBOK HEQOCTaTHICTIO
NOPIBHSIHO 3i 300POBUMM JOGPOBOMbLAMUN HE BUSIBMEHO.

Mpwv TpuBanomy nikyBaHHi (moHaa 3 micsaui) 3 HM33 pekomeHOyeTbCA NOCTINHO NPOBOANTM MOHITOPUHT (OYHKLLT HUPOK Ta NEYiHKW, reMaTororito.
Ocobam niTHBOro BiKy (BiA 65 POKIB) pEKOMEHAYETLCSI CNOCTEPEKEHHS 3a (PYHKLIEID HUPOK Ta NeYiHKM Ta 3 06epeXxHICTIO 3acTOCOBYBaTH Nicns
XipypriYyHmX BTpyYaHb.

CynymHe 3acmocyeaHHs1 HIM133.

Cnig 3anobiratm ogHoMacHOMY 3aCTOCYBaHHKO JTOPHOKCMKaMy 3 iHWwuMK HIM33, y ToMy Yncni 3 cenekTMBHMMM iHriGiTopamm LIMKNOOKCUreHasmn-2
(amB. po3gin «Baaemogis 3 iHWMMKM NikapCbkUMK 3acobamu Ta iHLLI BUAW B3AEMOZIN» ).

Mirimizaujis HebaxxaHux peakujtl.

HebaxaHi peakuii MOXHa MiHiMi3yBaTK LUNAXOM NPUAOMY HalWMeEHLIOi edeKTMBHOT A03U npenapaTy MNpoTAroM HaMKOpOTLUOro nepioay,
HeOoOXiQHOro A KOHTPO0 CUMMTOMIB 3aXBOpHOBaHHSA (AMB. po3ain «Cnocib 3acTocyBaHHA Ta 403U» Ta HABEAEHI HVDKYEe racTPOiHTECTUHAIbHI Ta
CepLeBO-CyANHHI PU3MKK).

LLInyHKo80-KUWKOBI KpOBOMENI, 8Upa3Ku ma repghopaull.

Mig yac 3acTocyBaHHs byab-akoro HIMN33 y 6yab-akuiA Yac NPOTAroM NikyBaHHSA MOXINBE BUHUKHEHHS (3 abo 6e3 nonepexyBanbHUX CUMNTOMIB
abo cepro3HMX po3nagiB LUNMYHKOBO-KMLLKOBOTO TPaKTy B aHaMHeSI) LUMYHKOBO-KULIKOBOI KPOBOTeYI, BUpa3ku abo nepdopalii, Lo Moxe MaTtu
neTanbHUN HACTi oK.

Pu3uk LWnyHKOBO-KMLLKOBOT KpOBOTEYi, BUpaskn abo nepdopalii 3poctae 3i 36inblweHHAM go3m HIM33, y nauieHTiB i3 BUpaskaMmm B aHaMHesi,
0cobnmBoO ycknagHeHMMU KpoBoTedamum abo nepdpopadieto (auB. po3ain «lMpoTunokasaHHs»), a TakoX y NauieHTiB NiTHboro Biky. Lium rpynam
nauieHTiB cnig 3 ocobnMBo 0BEPEXHICTIO PO3MOYMHATK NiKyBaHHA NpenapatoM y HalMeHLWnX TepaneBTUYHUX Ao3ax (auB. po3ain «Cnocib
3aCTOCYBaHHS Ta 4O3W»).

3 06epexHicTto cnig 3actocoByBatn HIM33 ans nikyBaHHs BULLE3a3Ha4YeHNX rpyn NaLieHTiB Ta NauieHTiB, Ski napanenbHo NpuiMakoTb HU3bKi 403K
aueruncaniymnoBoi kucnotu abo iHWi npenapaty, WO 36inNblUyOTb PU3NK BUHUKHEHHS LUMYHKOBO-KWLLKOBMX YCKNagHeHb (OMB. po3gdin
«B3aemogis 3 iHWK1MK nikapcbknmu 3acobamu Ta iHWI BUAWM B3aemMoginiy). [na nauieHTiB, ski noTpebytoTb Takoi cynyTHbOT Tepanii, nikyBaHHs
MOXHa MpPOBOAWUTM Ha TNi OAHOYACHOrO NPUMOMY 3aXWCHUX areHTiB (Hanpuknag, Mizonpoctony abo iHribiTopiB NPOTOHHOI NoMmMK).
PekomeHayeTbCcs NpoBeAeHHs KNiHIYHOMO CNOCTEPEXEHHS Yepes perynsipHi MPOMIDKKM Yacy.

[MauieHTn 3 TOKCUYHUM BNIIMBOM Ha LUTYHKOBO-KMULLKOBWUIA TPaKT B @aHaMHe3i, 0COBMMBO MiTHLOIO BiKY, MaloTb MNOBIAOMUTY NPO Oyab-siKi HE3BUYHI
abgomiHanbHi cumnToMm (0COBNMBO NPO LUMYHKOBO-KULLIKOBY KPOBOTEYY) HA MOYATKOBUX eTanax NikyBaHHS.

3 0cob6nmBoto 06epexHiCTio cnig NpuaHadYaTn npenapaT nauieHTaM, siki OoqHO4acHO 3aCTOCOBYHOTh NiKapcbki 3acobu, Lo MOXYTb NiABULLYBaATH
PV3VK BMHWMKHEHHS1 BMPa3KM 41 KPOBOTEYi, Hanpuknag, nepoparbHi KOPTUKOCTEPOIAN, aHTMKOAarynsHTM — BapdapuH, CenekTVBHI iHribiTopu
3BOPOTHOIO 3aXOMNJIEHHS CEPOTOHIHY abo aHTUTPOMOOTMYHI NMpenapaTn — aueTuncaniuumnoBy KUCNOTY (AMB. po3gin «Bsaemopis 3 iHWMMM
nikapcbKnMm 3acob6amu Ta iHLWi BUAW B3aEMOSIN» ).

Y pasi BUHUKHEHHSI KPOBOTeYi abo BMpasKku LUNYHKOBO-KMULLKOBOrO TPaKTy Y MaUieHTIB, SKi NpUAMaloTb NTOPHOKCUKAM, JiKkyBaHHS HeobXxigHo
NPUAUHATH.

HM33 cnig 3 o6epexHicTio npuimMaT NauieHTaM 3i LWYyHKOBO-KULLKOBUMW 3aXBOPIOBAHHSIMU B aHaMHE3i (BUPa3KoBUiA KOMiT, xBopoba KpoHa),
OCKiNbKM iX CTaH MOXe NOripLNTUCS.

[MauieHTn NiTHBOrO BIKY.

Y naujieHTiB NiTHLOro BiKy 30iNbLUYETbCA YacToTa BUHUKHEHHSI NOBIYHUX peakuin nig vac 3actocyBaHHs HIM33, 3okpema LunyHKOBO-KULLIKOBOT
KpoBoTeui Ta nepdopaldil, Lo MoXe NpU3BecTn A0 NeTanbHUX Hacnigkis (Ave. po3ain «poTunokasaHHs»).

Cepueso-cyduHHUl ma uyepebposackynspHull ennus.

HeobxigHo cnocTepiratv 3a nauieHTamun 3 apTepianbHOO rinepTeHsieto Ta/abo 3acTinHOK cepLEeBO He4OCTAaTHICTIO Bif Nerkoro 4o NOMipHOro
CTYNEHS TSHKKOCTI B aHaMHe3i, ockinbkun Tepanist HMN33 Moxe cynpoBOaXyBaTUCS TaKMMU SIBULLLAMM SIK 3aTPUMKA PiAWMHN | HAOPSIKA.

€ KniHiYHI gocniopKeHHS Ta enigeMionorivHi AaHi, ki 4atTe 3MOry NpunycTUTK, WO 3acTocyBaHHs aesiknx HMN33, ocobnueo gosrotpreana tepanis
Ta BUKOPUCTaHHS BEMUKMX 403, MOXe By TV NOB'A3aHO 3 NiABULLEHHSIM PU3UKY apTepianbHUX TPOMOOTUYHMX ABULL (TaKMMU 5K, iIHapKTy Miokapaa
4n iHCYnbTY). HegocTaTHbO AaHUX ANS TOro, WO BUKMOYUTY Takunid pU3MK MPY NPUOMi MOPHOKCUKaMY.

[MauieHTam i3 HEKOHTPONbOBaAHOK apTepianbHOK TMNEPTEH3iEl0, XPOHIYHOK CepLEBOK HEOQOCTaTHICTHO, iWeMiYHOK XBOpoOOoK cepus,
3aXBOPHOBaHHAMU nepundepnyHnx apTepin Ta/abo LepebpoBacKkynspHUMM MOPYLLUEHHSIMU TOPHOKCKKAM Crig NpU3HaYaTy TiNbKu Nicnsa peTenbHOT
OLiHKM noka3aHb. OLjiHka Takox NoTpibHa nepen NPU3Ha4YeHHsIM TPUBANOro fikyBaHHs nalieHTaM i3 hakTopamu pusuky BUHUKHEHHS CepLieBo-
CYLOVHHUX 3aXBOPIOBaHb (Hanpuknag, rinepTexsis, rinepninigemis, LykpoBuii fiabeT, naniHHs).
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210 mm

CynyTHe nikyBaHHA HIM33 i renapuHomM 36inblUye pu3nK CMMHHOMO3KOBOI/enigypanbHOi remaTtoMu npu CNMHHOMO3KOBIN abo enigypanbHin
aHecrTesii (amB. po3ain «B3aemogis 3 iHWnMK nikapcbknmm 3acobamu Ta iHLLI BUAM B3AEMOLIA» ).

Po3snadu 3 60Ky wkipu.

[yxe piako Ha coHi 3actocyBaHHst HIM33 BUHMKaIOTE TSXKKI LKIPHI peakuii, Lo BKMOYaloTh ekcdoniaTuBHUI AepMaTtut, cuHapoM CriBeHca-
[>KOHCOHa | TOKCMYHUIA enigepMarnbHUA HEKpPOni3, IHOAI AesKi 3 HUX 3aKiHYYHTbCS neTanbHo (aunB. po3gin «MobivHi peakuii). Pusunk po3sutky
TaKUX peakLin HanbinbLL BUCOKWI Ha NOYATKy MiKyBaHHA: y BinbLLOCTI BUNAAKIB Taki peakuii BUHMKaKOTb y NepLUnii Micsaub NpuinoMy npenapary.
[Mpunom nopHokcukamy cnig NPUAMHUTKA NPU NEpLUMX O3HAaKax LUKIPHOMO BUCUMY, YPaXKEHHS CrM30BMX OBOMOHOK Ta iHLWMX NposiBax
rinepyyTAMBOCTI.

Po3snadu 3 60Ky opeaHie OuxaHHS.

3acTocoByBaTh 3 06epexXHICTI0O XBOPUM Ha BpoHXxianbHy acTMy abo 3 AaHUM 3aXBOPIOBAHHSIM B @aHaMHe3i, OCKiNbKy NOBiAoOMNANocCs, wo HM33
MOXYTb NPOBOKYBaTN OPOHXOCNA3M y TaKUX NaLieHTiB.

CucmemHuli og4ak ma 3MiluaHe 3axX80PHO8aHHS CIOMYYHOT MKaHUHU.

3 0bepexHICTIO 3aCTOCOBYIOTb MaLi€eHTaM, XBOPUM Ha CUCTEMHUI YEePBOHMI BOBYaK Ta 3MilLlaHe 3aXBOPKBAHHS CMOSYYHO! TKaHWMHWU, MOXe
30inbLUYBaTMCS PU3UK PO3BUTKY aCENTUYHOIO MEHIHTITY.

HegbpomokcuydHicme.

CynyTHe nikyBaHHs HM33 i Takponimycy Moxe nigBuLLyBaTh pu3nk He(hpOTOKCMYHOCTI BHACIAOK NOCNabneHHs CUHTE3y NPOCTaLMKIiHY B HUPKaX.
Mpw Takin kombiHOBaHiI Tepanii Heo6XiAHO peTenbHO KOHTPOMOBAaTK (hYHKLH0 HUPOK (AMB. po3ain «B3aemMoaisa 3 iHWMMK nikapcbknMmn 3acobamm
Ta iHWi BUaW B3aEMOAIn» ).

JlabopamopHi 8i0OXUIEHHS].

Ak i iHwi HIM33, nopHoKcMKaM MOXe CNpUYUHATU eni3ognyHe MiaBULLIEHHS TpaHcaMiHas, 6inipybiHy B cMpoBaTLi KpoBi, @ TakoX 30iNbLUeHHS
KOHLIeHTpaLii B KPOBi CEYOBUHM i KpeaTuHiHY, Ta iHWi BiAXUNeHHs nabopaTopHMX MOKA3HMWKIB Big, HOPMU. AKLWO BigXvMneHHs nabopaTopHux
NMoKasHWKIB CyTTEBI Ta TPMBAIOTb AOBIUI Yac, NikyBaHHS NOTPIGHO NPUNUHUTY Ta NPOBECTU HEOOXIAHE AOCHIOKEHHS.

®epmuribHicme.

JlopHOKcHKamMm, siK i iHLLI npenapaTiu, Lo NPUrHiYYTh LIMKIMOOKCUreHasy/CUHTE3 NpocTarnaHanHiB, Moxe nocrnabnioBati pepTUnbHICTb, TOMY K0T
He pekoMeHAy€eTbCSA 3aCTOCOBYBATU XiHKaM, siki HaMararoTbest 3aBariTHITU. XKiHkaMm, Ski MaroTb TPYAHOLLI 3 HACTaHHAM BariTHOCTi abo NpoxoasaTh
o6CcTexeHHs 3 NpuynHn 6e3nnigas, HeobxiaHo BiAMIHUTM NPUIOM NOPHOKCKKaMY (AMB. po3ain «3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHS
rpyaato»).

Bimps+a sicna.

[Mpv HaaBHOCTI BITPAHOI BiCMW Y BUHATKOBUX BUMaAKax MOXYTb PO3BUHYTUCS TSHKKI IHADEKLIVIHI ypaXKeHHS LWKipY Ta M'SKMX TKaHuH. [Jo Lboro yacy
He MoxHa BukmounTy BnnvB HIM33 Ha noripweHHs nepebiry Takux iHMEKUiMHMX 3axBOptoBaHb. PEKOMEHAYETbCA YHMKATW 3acTOCYBaHHSA
TNOPHOKCUKaMy NpuW HasiBHIV BITPSIHINM BiCHi.

LlornomixkHi peqyosuHuU.

[MpenapaT MiCTUTb NakTo3y. AKLWO Yy NauieHTa BCTAHOBMNEHA HENEPEHOCUMICTb AESKUX LYKPIB, Chig NPOKOHCYNbLTYBATUCS 3 NiKapeM, nepLl Hixx
npuMaTy Len nikapcekuii 3acit.

Ller nikapcbkuii 3acié MicTUTb MeHLLe 1 Mmonb (23 Mr)/fo3y HaTpito, TOGTO NPaKTUYHO BiNbHWUI BiZ HATPItO.

BacmocysaHHs y nepiod eazimHocmi abo 200ysaHHs epydoio.

BaeimHicme.

JlopHOKCHKaM NpoTWNOKasaHW y TPeTbOMy TPUMECTpPi BariTHOCTI (AMB. po3ain «lpoTunokasdaHHs»). KniHiYHMX OaHuX LWOoAOo 3acTOCyBaHHS
FIOHOKCMKaMy Yy nepLUoMy-Apyromy TpUMecTpax BariTHOCTI Ta nif Yac nornoris Hemae, TOMy npenapar He peKOMeHAYETbLCS 3aCTOCOBYBaTH Y LiEN
nepiog.

Hemae pocTaTHIX OaHMX LWOAO 3aCTOCYBaHHS JTOPHOKCMKaMy BariTHUM >XiHKaM. [JOCrifXeHHs Ha TBapuHax nokasanu pernpoayKTUBHY
TOKCUYHICTb.

[MpUrHiveHHst CUHTE3y NpocTarnaHaVHIB MOXe HeraTMBHO NO3HAYMTUCS Ha BariTHOCTI Ta/abo po3BuUTKy eMbpioHa/nnoaa. OaHi enigemMionoriyHmx
AocnigXeHb cBigYaTh NPOo NiABULLEHHS PU3MKY HEBMHOLLYBAHHSA BariTHOCTI, @ TAKOX PO3BUTKY BaJ Cepus Npu 3aCTOCYBaHHI iHMbITOPiB CUHTE3y
npocTarnaHAavHiB Ha paHHix TepMiHax BariTHOCTI. Pusmk 3poctae npu 36inbLUeHHi 403K Ta TpMBanocTi Teparnii. Y TBapuH 3acTOCyBaHHs iHribiTopis
CWMHTE3Y NpocTarnaHavHiB Npu3BoanTb A0 30inbLUeHHs Npe- Ta NoCTiMMnaHTauinHoi 3armbeni nnoaa ta embpio-geTanbHOT NeTanbHOCTI.
MounHatoum 3 20-ro TVXKHSA BariTHOCTi 3aCTOCYBaHHS FTIOPHOKCUKaMy MOXE CIPUYMHUTY ONirorigpaMHioH BHacnigok AncdyHKuUii HUpok nnoga. Lie
MOXe CTaTUCsi HEBAOB3I MicNsa novaTky NiKyBaHHS i 3a3BUYai € 060POTHUM MiCNSA NOro NPUNUHEHHS. KpiM TOro, € NOBIAOMIEHHSI NPO 3BY>KEHHS
apTepianbHOi NPOTOKM MiCns NiKyBaHHA y APYroMy TPMMECTPIi BariTHOCTI, BinMbLUICTb 3 AKUX MUHYNW NICAS NPUMNWHEHHS NiKyBaHHA. TOMY NPOTArom
nepLUoro Ta Apyroro TPMMECTPY BariTHOCTI BariTHOCTi JIOPHOKCMKaM He cnif npu3HayaTt, OKpiM BuMNafkiB KpamHbOl HeobXigHOCTi. AKLWo
FIOPHOKCUKaM 3aCTOCOBYETLCS XiHKOIO, ika HamaraeTbCs 3aBariTHiT1, b0 NPOTAroM NepPLUOro i ApYroro TPUMECTPY BariTHOCTI, 403a NOBUHHA ByTK
NMOBWHHA OYyTW SIKOMOra HWX4YOK, @ TPMBAMICTb JiKyBaHHA — SIKOMOra KOpOTLUOH. [1OoMoforoBuiA MOHITOPUHT OJirorigpamHioHy Ta 3BY>XKEHHS
apTepianbHOi NPOTOKM Cnig PO3rNsAHYTU NiCAsi BAAMBY JTIOPHOKCMKaMYy MPOTArOM AEKiNbKOX AHIB, ModnHaioun 3 20-r0 rectauiiHoro TUDKHS.
B3acTocyBaHHs nikapcbkoro 3acoby Jlapdikc cnig NpUnUHUTY, SKLLO BUSIBITEHO OMiroriapamHioH abo 3BY)KEHHS apTepianbHOT MPOTOKMN.

IMip yac TpeTbOoro TPMMeECTPY BariTHOCTI MPY 3aCTOCYBaHHI Oyab-SKMX iHriGITOPIB CMHTE3Yy MpOCTarnaHAMHIB MOXIUBI Taki BNVMBYW Ha NNia:

- cepLeBo-fereHeBa TOKCMYHICTb (NepeayacHe 3BY)KEHHS/3aKpuTTS apTepianbHOT NPOTOKY | NereHeBa rinepTeH3is);

- HUPKOBa ANCAYHKLUIS (AMB. BULLE).

BariTHa Ta nnig HanpukiHLi BariTHOCTi MOXYTb Nig4aBaTUCs TakUM BNMBaM BHACMIAOK 3aCTOCYBaHHS iHribITOpiB CMHTE3Y NpocTarnaHamuHiB:

- MOXn¥Be 36inbLUEeHHSI TPMBarioCTi KPOBOTEMI;

- PUTHIYeHHS CKOPOYYBarbHOT OYHKLT MaTKK, LLIO MOXe NPU3BECTUN A0 3aTPUMKM ab0 36inbLUEHHSI TPUBaNOCTi NOMOTiB.

TaKkMM YMHOM, 3aCTOCYBaHHS NTOPHOKCMKaMy MPOTUMNOKa3aHe y TPeTboMY TPUMECTPI BariTHOCTI (AMB. po3ain «[poTunoka3aHH:» ).

lMepiod eo0ysaHHs 2pyddro.

Hemae gaHux Woao ekcKpeLil NOPHOKCUKaMy Yy rpyHe MOJIOKO XiHOK. BiHOCHO BMCOKI KOHLIEHTpaLLil MTOPHOKCUKaMy eKCKPETYIOTLCS Y MOJTOKO
rogyroumx LWypis. JJopHOKCKKaM He chif 3acTOCOBYBaTW y Nepiof rogyBaHHS rpyaato.

®epmurnbHicme.

3acTocyBaHHs TOPHOKCKKaMY, siK | Byab-Koro npenapary, Lo iHribye LMKNooKcureHady/CMHTe3 NpocTarnaHamHiB, MoXe NoripwmnTi epTUnbHICTb
i He peKOMEHAYETHLCS XiHKaM, siKi HamaratoTbCs 3aBariTHITW. [Ins XiHOK, siKi MaroTb TPYAHOLLI i3 3a4aTTaAM abo siki focnimaxyTbes woao 6esnnigas,
cnif po3rnsHyTU MOXITMBICTb BiAMiHWN TOPHOKCUKaMY.

3damHicmb ennusamu Ha weudKicmb peakuii npu kepysaHHi aemompaHcrnopmom abo iHWUMU MexaHiamamu.
Y pasi BUHVMKHEHHS! 3anamMopoYeHHs1 Ta/abo COHNMMBOCTI BHACNIAOK NPUInOMY NTOPHOKCUKaMY He Crif, kepyBaTh aBTOTpaHCcnopToM abo npautoBati 3
iHLIMMW MexaHi3amamu.

Cnoci6 3acmocyeaHHsi ma do3u.

[ns Bcix nauieHTiB BiANOBIAHWI PEXUM O03yBaHHSA Mae I'pyHTYBATUCS Ha iHOMBIAyanbHil Bignosigi Ha nikyBaHHs. HebaxaHi edbekT MOXyTb
OyTv 3BeEHi 4O MiHIMyMYy Npu 3acTOCYBaHHI HANMEHLLOT echeKTUBHOT 403W Npenapary NpoTAroM HanKopOTLLOrO MPOMIKKY Yacy, SKui
HeOoOXiOHWI ANst KOHTPOSK CUMMTOMIB (AMB. po3ain «OcobnmMBOCTI 3aCTOCYBaHHNAY).

Binb

[o3a 8—16 mMr nopHokcmkamy Ha o6y, posnogineHa Ha 2—3 npuiomn. MakcumanbHa pekoMeHgoBaHa 4o60Ba Jo3a CTaHOBUTL 16 Mr.
OcTeoapTpuT i peBMaToigHn apTput

PekomeHayeTbCs nodaTkoBa 4o60Ba fo3a 12 M TOPHOKCKKaMy, PO3MnoAineHa Ha 2—3 Npuiomu.

MiaTpumytoya fo3a He NoBMHHA NepeBuLLyBaT 16 Mr Ha Joby.

Jlikapcbkuii 3aci6 Jlapdike, Tabnetku, BKpUTI NMiBKOBOK 060MOHKOK, HEOOXIAHO NpUMaTH, 3annBarym 4OCTaTHLOH KiNbKICTIO BOAM.

MauieHTn NiTHBOrO BiKy (NOHaA 65 pokiB) 6e3 NopyLUeHHs yHKLUiT NeviHku abo HUPOK He NOTPEbyYTbL KOPUryBaHHS [03W, ane cnig 3 06epexHicTo
3aCTOCOBYBaTW TOPHOKCMKAM, OCKiNbKM NOBIYHI peakLii 3 6OKY LLMYHKOBO-KULLKOBOMO TPaKTY ripLue NepeHOCATLCS L€t KaTeropieto nauieHTiB.
Hupkosa HedocmamHicme. MNauieHTam 3 nerkum Ta NOMiPHUM CTyNeHeM HUPKOBOT He4OCTaTHOCTI MakcMarnbHa pekomeHgoBaHa Jobosa Aosa
CTaHoBUTb 12 Mr, po3nogineHa Ha 2—3 npuiomMu. JTopHOKCHMKaM NPOTUNOKa3aHWi NaLieHTam i3 TSXKKMM NopyLUEHHAM (YHKLIT HUPOK (anB. po3gin
«MpoTunnokasaHHs»).

lMeyiHkoga Hedocmamuicmp. [MauieHTam 3 MOMIPHUM CTyNeHeM MedviHKOBOI HEeLOCTaTHOCTI MakcMmaribHa pekoMmeHgoBaHa goboBa Jo3a
cTaHoBUTb 12 Mr, po3nogineHa Ha 2—3 npuiiomn (aue. po3gin «OcobnmeocTi 3acTocyBaHHs»). JIOPHOKCMKaM NPOTUNOKa3aHWi nauieHTam i3
Ba>KKMM NOPYLUEHHSIM pOBOTM NeYiHKKM (anB. po3ain «MpoTrnokasaHHs»).

Adimu.
JIopHOKCHKaM He peKOMEHAYETLCS 3aCTOCOBYBATM AiTAM BikoM A0 18 pokiB y 3B'I3Ky 3 HEAOCTATHICTIO AaHMX Woao eddeKTUBHOCTI Ta 6e3neku
3aCTOCyBaHHS nNpenapary.

lMepedo3yeaHHsi.

Ha gaHun yac Hemae faHuX WoAO0 nepefosyBaHHs, Wwo ganv 6 amory BU3HauvMT Moro Hacnigkn abo 3anponoHyBaTtu cneuundivyHe nikyBaHHS.
OpHak odiKyeTbCs, L0 BHacCMigoK nepenosyBaHHS NTOPHOKCMKaMy MOXYTb CrocTepiraTucs Taki CUMATOMMU: HydoTa, 6roBaHHS, uepebpanbHi
CMMMNTOMM (3aNaMOPOYEHHS, MOPYLUEHHS 30pY). Y THKKMX BUNaAKaxX MOXYTb BUHUKATW aTakcis, 3 PO3BUTKOM KOMU i CyAOM; YPaKeHHS NEYiHKH i
HVPOK; MOTEHLIHO MOXJIIMBE NOPYLUEHHS 3ropTaHHSA KPOBI.

Mpun peansHoMy abo MMOBIPHOMY Nepeao3yBaHHI CMig NPUMMHUTA 3acTOCyBaHHS npenapaty. 3aBAsikv KOPOTKOMY Mepiofly HaniBBMBEOEHHS
JIOPHOKCUKaM LUBMAKO BUBOAMTLCA 3 opraHiamy. [ianidy He nigaaeTteca. Ha gaHuin yac cneuudivyHoro aHTnaoty Hemae. HeobxigHo npoBecTtu
3BMYaNHi HEBiAKNaaHi 3axoaun. 3 ornsaay Ha 3aranbHi NPUHLMMAK, TiNbKM 3aCTOCYBaHHSA aKTMBOBAHOTO BYTINNA 3@ YMOBM MOro NpuinoMy ogpaasy nicns
nepefo3yBaHHS NTOPHOKCMKAMOM MOXe MPU3BECTM [0 3MEHLLUEHHS BCMOKTYBaHHS npenapaty. [na nikyBaHHS LUMYHKOBO-KULLKOBUX po3najis
MOXHa, HanpwKnagd, 3acToCcoByBaTW aHanor npocrarnaHanHy abo paHiTUANH.

IMo6iyHi peakuyir.

Hanuacrtiwe no6ivni peakuii Ha HM33 6ynu nos'asaHi 3i WNyHKOBO-KMLLKOBUM TpakToMm. [pu npuinomi HM33 MoXyTb BUHMKATN NENTUYHI BUPA3KMK,
nepdgopadis abo LMyHKOBO-KMLLIKOBA KPOBOTEYA, L0 iHOAI 3aKiHYYyTbCS feTanbHo, 0cobnmBo B ocid NiTHLOro Biky (auB. po3ain «OcobnmeocTi
3acTocyBaHHsA»). HygoTa, 6nioBaHHs, diapesi, MeTeopusm, 3anop, Aucrnencis, 6inb y XWBOTi, MeneHa, remaTemesnc, BUPa3KoBUIA CTOMATWT,
3aroCTpeHHs KoniTy Ta xBopobu KpoHa 6ynu 3apeecTpoBaHi npu nikysaHHi HM33. PigLwe cnoctepiranucs ractpuTu.

BBaxaeTtbcs, wo npnbnusHo y 20 % nauieHTiB, siKi nikyBanmMcs NOPHOKCUKaMOM, MOXYTb BUHUKATV NoBGiYHI aBuwa. HayacTiwmmMmu nobiyHumm
ABMLLAMU € HyAOTa, AUCNENCis, po3nag TpasneHHs:, 6inb y X1BoTi, bnoBaHHSA, Aiapes. Lli cumntomu 3aranom cnoctepiranvca MeHw Hix y 10 %
nauieHTiB, ki 6panu yyacTb y 4OCNIOKEHHI.

Habpsikun, apTepianbHa rinepTeHsis Ta cepueBa HeqoCTaTHICTb Oynu 3apeecTpoBaHi npu nikyBaHHi HIM33.

KniHivni gocnigeHHs Ta enigemionorivyni 4aHi nokasyoTb, Lo 3acTocyBaHHSA Aesikux HIM33, ocobnmneo y BUCOKMX [03aXx i Npy TpMBanomMy npunomi,
MoXe OyTv MoB'sI3aHe 3 NiABULLEHHAM PU3UKY apTepiarnbHUX TPOMOOTUYHUX SBULL, Hanpuknag, iHapKTy mMiokapaa abo iHCynbTy (auB. po3ain
«OcobnmnBoCTi 3aCTOCYBaHHS»).

BuHATKOBO nig Yac nepebiry BiTPsIHOT BiCMX NOBIAOMINANOCS NPO CEPUO3HI IHPEKLiHI yCKNnagHEHHS 3 GOKY LLKIpU Ta M'SIKUX TKaHWH.

HebaxaHi ehekTn 3a 4acTOTOK BUHUKHEHHSA KNacudiKkyloTb 3a TakMMu KaTeropismu: gyxe yacto (= 1/10); yacto (= 1/100, < 1/10); HevacTo
(= 1/1000, <1/100); pigko (= 1/10000, <1/1000); ayxe pigko (< 1/10000), HEBIAOMO (4aCTOTY HE MOXHa OLIHUTYN 38 HASBHUMUW AaHUMMK).
IHebekyii ma iHeaasii: pioKo — hapuHriTh.

3 60Ky Kpoei ma niMgbamuy4HOI cucmemu: PIAKO — aHeMisi, TPOMOOLUMUTONEHIS, NENKONEHIs, NOLOBXEHHS TPMBANOCTi KPOBOTEYi; AyKe PiaKo —
ekximo3. HM33 3gaTHi cnpuunHUTY cneuundiyHi AN Uuboro knacy nikapCbkux 3acobiB MOTEHUIMHO TShKKi reMaTonorivHi NopyLUeHHSs, Taki sk
HEWTPOMNeHisi, arpaHynoumTo3, annacTuyHa aHeMmisl, reMoniTUYHa aHeMist.

3 60Ky iMyHHOT cucmemu: PiaKo —rinepyyTNmMBICTb, BKIKOYAYM aHadinakToiaHi peakuii Ta aHadinakcito.

lNopyweHHs 06MiHy pe4yo8uUH: He4acTo — BTpaTa aneTuTy, 3aMiH1 Macu Tina.

lcuxiyHi NopyweHHS: He4acTo — IHCOMHIS, AENPECis; PiAKO — 30EHTEXEHICTb, HEPBOBICTb, 30YAXKEHICTb.

3 60Ky Hepeosoi cucmemu: HacTo — Nerkin Ta TPaH3UTOPHWUIA TONOBHUIA Binb, 3anamMoOpOYEHHS; PIAKO — COHMMBICTb, NapecTesis, NOpPYLUEHHS
CMaKOBWX Big4yTTiB (QMCreB3is), TPEMOP, MIrpeHb; AYXe PiAKO — aCeNTUYHUIN MEHIHFIT Y NaLiEHTIB i3 CUCTEMHUM YepBOHUM BoB4akom (CHB) Ta
3MiLLlaHUM 3aXBOPOBAHHSIM CMOIYYHOT TKaHUHM (AuB. po3ain « OcobrnmBOCTi 3aCTOCYBaHHS»).

3 60Ky opzaHie 30py: 4aCTO — KOH'FOHKTUBIT; PiAKO — MOPYLLEHHS 30pY.

3 60Ky opeaHis criyxy ma pieHogazu: HeHacTO — BEPTUIO, LLYM y ByXaxX.

3 60Ky cepueso-cyOUHHOI cucmeMu: He4acTo — cepueduTTs, Taxikapais, Habpsikn, cepueBa HeoCTaTHICTb, NMOYEPBOHIHHA 06NMYYs (AMB. Po3ain
«OcobnmMBOCTI 3aCTOCYBaHHSA» ); PiAKO — riNepTeH3is, TPUNNBU, KPOBOBUMBW, FEMaToOMMU.

3 60Ky OuxarnbHOI cucCmeMU: HEYacTo — PUHITY; PiAKO — ANCMHOE, Kaluerb, GpoHXocMnasMm.

3 60Ky mpasHoi cucmemu: YacTo — HyAoTa, Binb Y XUBOTI, AUCNencis, Aiapesi, 6rloBaHHS; HeYacTo — 3anop, METEOPU3M, BigpwkKa, CyXiCTb Y poTi,
racTpuTu, BMpaska LnyHka, abgomiHanbHUIM Ginb y BEPXHIN YacTWHI XMBOTA, BUpa3ka ABaHaALATMNANOT KULLIKKW, BUPA3KM CNN30BOI 0OOMOHKM
POTOBOT NOPOXHWUHW; PIAKO — MereHa, 6roBaHHS 3 KPOB't0, CTOMATUT, e3odpariT, racTpoesodareansHuii pedntoke, aucdarisi, agTo3HUIA CTOMATWT,
rnocuT, nepdpopadis NenTUYHOT BUPa3KK, LLYHKOBO-KMLLIKOBA KpOBOTEYa.

3 60Ky rediHKU ma »08408UBIOHUX LWIISAXi6: HEYACcTo — NiABULLEHHS PiBHA nedviHkoBux depmeHTiB (AT, ACT); gyxe piako — TOKCMYHA Ais Ha
neYiHKy, y pesyrnbsTaTi Horo MOXIMBUIA PO3BUTOK NEYIHKOBOT HEAOCTATHOCTI, FenaTuTy, XXOBTSAHULL, XornecTasy.

3 60Ky wkipu ma niOWKIpHUX MKaHUH: HeYacTo — BUCWMN, cCBepOiX, MiABULLEHE MOTOBMAINEHHS, €pUTEMaTO3HUIN BUCKM, KPOMUB'SHKA,
aHrioHEBPOTUYHMIN HABPSIK, anonewis; piako — AepmaTuTi, eksema, nypnypa; gyxe pigko — Habpsik i 6ynbo3Hi peakuii Taki sk MynstudopmMHa
eputema, cuHapom CTtiBeHca-[)KOHCOHa, TOKCUYHUIA enigepmarnbHUin HEKPOnis.

3 60Ky 0ropHO-pyx08020 anapamy ma criofy4yHOi mKaHUHU: HEHacTO — apTpanris; piako — Bia4YyTTsa 6010 y KiCTKax, M'a30Bi cna3mu, Mianris.

3 60Ky HUPOK ma ce4o8UBIOHUX WIISXIi8: PIAKO — HIKTYpPIs, MOPYLUEHHS CEYOBUAINEHHS, NiABULWEHHS PiBHA a30Ty CEYOBUHM | KpeaTUHIHY B KPOBI;
AYXe PiaKo — TOPHOKCKKaM MOXe CMPUYNHUTY FOCTPY HUPKOBY HEAOCTATHICTb Y NaLiEHTIB i3 3aXBOPIOBaHHAMM HUPOK, LLO 3anexaTb Bif HUPKOBUX
npocTarnaHauvHiB Ta BigirpatoTb BaxmnvBy ponb Yy NiATPUMLUI HUMPKOBOTO KPOBOTOKY (AMB. po3din «OcobnvBOCTi 3acTOCyBaHHS»).
HedpOTOKCHYHICTB Y pidHNX hopmax, BKIHOYHO 3 HedpuTamMm Ta HePPOTUHHUM CUHOPOMOM, € ehekToM, cneLmdivHmm ana HIM33.

BaearnbHi po3nadu: HeYacTo — He3yXaHHS, Habpsk 06NMYYS; PiOKO — acTeHis.

[NoBigomneHHsA Npo nifo3proBaHi N06iYHI peakLii.

MoBigomneHHs npo nobiyHi peakuii nicna peecTpauii nikapcbkoro 3acoby Mae BaxnuBe 3HaveHHs. Lle gae 3mory npoBOAUTM MOHITOPUHE
CMiBBIQHOLLEHHS1 KOPUCTL/PU3UK MPU 3aCTOCYBaHHI LIbOro fikapcbkoro 3acoby. MeanyHum Ta doapmaueBTUYHMM MpaLiBHMKaM, @ TaKoX naLieHTam
abo ixHiM 3aKOHHVMM npeacTaBHUKAM Criig MOBIZOMAATU MPO YCi BUNAZAKU MNifo3proBaHMX MOBIYHMX peakuin Ta BiACYTHOCTI edheKTUBHOCTI
nikapcbkoro 3acoby Yepes ABTomMaTn3oBaHy iHpopmaLiiHy cuctemy 3 hapmakoHarnagy 3a nocunaHHsm: https://aisf.dec.gov.ua.

TepmiH npudamHocmi. 3 poku.

YMoBM 36epiraHHs.
36epiratv npm Temneparypi He BuLle 25 °C.
36epiraTvy He4OCTYNHOMY AN1S AiTEN MiCLi.

YnakoBka.
Mo 10 Tabnetok y 6riictepi. Mo 3 abo 10 6nicTepiB y KAPTOHHI ynakoBLi.

Karteropis Bignycky.
3apeuenTom.

BupoGHuK. <

Kycym Xentxkep Met It/ 3

Kusum Healthcare Pvt Ltd. §

[<e]

N~

Micue3HaxoaeHHs BAPOOHMKa Ta agpeca MicLif npoBafXeHHs Moro AifAnbHOCTI. %

[Mnot Ne M-3, IHgop Cnewen IkoHoMmik 3oyH, ®ens-11, Mitamnyp, OicT. Oxap, Maaxesa MNpagew, MiH 454774, IHgia/ S

Plot No. M-3, Indore Special Economic Zone, Phase-Il, Pithampur, Distt. Dhar, Madhya Pradesh, Pin 454774, India. «
Harta octaHHboro nepernsagy. 11.12.2023.

Larfix® Tablets/UA/B

5 INDORE PACKING MATERIAL SPECIFICATION

PRODUCT NAME: __INSERT- LARFIX TABLETS 8 MG -UKRAINE COUNTRY: UKRAINE
OPEN SIZE: 210 X 690 MM

MATERIAL CODE: 4000648 A/W CODE: 30064878000806A DIMENSION:
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