IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

HIMIA®
(NIMID®)

Cknag:

Aitoya peyosumHa: Himecynig (nimesulide);

1 cawe (21 rpaHyn) mictuTb Himecynigy 100 mr;

[OMOMI>KHI PEYOBMHW: NaKTO3M MOHOriApaT, NOBiJOH, CaxapuH HaTpito, KMCNOTa IMMOHHA, MOHOTIAPaT; CMakoBa f06aBKa anenbCuH, KPEMHIKO LIOKCUA, KONOIAHWIA
6€3BOHNIA.

JlikapcbKka thopma. ['paHynu.
OCHOBHI (pi3MKO-XiMiYHi B1aCTUBOCTI: IpaHy M CBIT/10-)KOBTOrO KO/IbOPY 3 anesibCMHOBMM 3araxom.

dapmakoTepaneBTUYHa rpyna.
HecTepoigHi npoTr3anasnbHi Ta NpoT1peBMaTyHi 3acobu. Kog ATX MD1A X17.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

Himig® — HecTepoigHWii NpoTu3ananbHWiA 3aci6 rpynyu MeTaHCyNb(OHaHINIAIB, SKUA MPOSBASE NPOTU3ananbHY, 3HEGOMIOBANbHY Ta XKapO3HUKYBaNbHY Aito.
JNlikyBanbHa fia Himigy 3ymoB/iieHa TUM, WO BiH B3aEMOJi€ 3 KackafloM apaxifOHOBOI KMCMOTWU i 3HWKYE GIOCUHTE3 npocTarfaHAMHIB LWASAXOM iHri6yBaHHA
LMKNOOKCUIeHasMN.

dapmakoKiHe TuKa.

B opraHi3mi nognHN Himecynig 4o6pe BCMOKTYETLCSA NPU NepopasibHOMY NPUIOMI, AOCArarouy MakCMMasibHOT KOHLEHTpauii y nna3mi yepes 2-3 rognHun. o 97,5 %
HiMecynigy 3B’s3yeTbcA 3 Ginkamy nnasmu. Himecynif akTMBHO MeTabonisyeTbes y nediHyi 3 yyacTio CYP2C9, i3oepmeHTy umtoxpomy P450. OCHOBHUM
MeTaboniToM € naparifpoKcunoxigHe, AKe TakoX Mae (papMakosioriyHy akTUBHICTb. [lepiof HaniBBMBeAeHHS — Bif 3,2 Ao 6 roguH. Himecynig BUBOAUTLCA 3
opraHiamy 3 ceuyeto — 6113bKo 50 % Big NPUIAHATOT A03U. Bn3bko 29 % Bif NPUIAHATOT 403U BUBOAUTLCS 3 KasloM Yy MeTabonizoBaHoMmy Burnsgi. Jinwe 1-3 %
BUBOAMTLCA 3 OPraHiamy y He3MiHEHOMY CTaHi. ®PapMakoKiHETUYHWIA NPOiNb B 0CI6 NITHLOMO BiKY HE 3MiHIOETLCS.

KniHIYHI XapaKTEPUCTUKWN.

lNoka3aHHS.

JlikyBaHHS rocTporo 60710, NePBUHHOT AMCMEHOpE.

Himecynig cnif 3actocoByBaTh TifIbKM AK npenapar Apyroi fiHii.

PiLLIEHHS NMPO NpU3HaYeHHs HiMecy gy NOTPIGHO NPUIAMATK Ha OCHOBI OLLIHKW YCIiX PU3MKIB /1 KOHKPETHOrO NaLieHTa.

IMpoTnnoKasaHHA.
Bigoma nigsueHa Yy TAMBICTb 40 HiMecynigy abo 4o 6yab-AKOroKOMMOHeHTa npenapary.



inepepriyHi peakuii B aHamHe3i (bpoHXocnasm, PUHIT, KPOMUB’SHKA) Ha 3aCTOCYBaHHA aLeTUICaNiLUI0BOI KUCNOTK abo HLLIMX HECTEPOILHNX NPOTM3anaibHUX
npenaparis. [enaTOTOKCWMYHI peakLil Ha HiMecy i B aHaMHe3I.

CynyTHe 3aCTOCYBaHHS iHLWMX PEYOBMH 3 NOTEHLiIHOI renaTOTOKCUYHICTIO.

ANKOroni3mM 1a HapPKOTUYHA 3a/1EXKHICTb.

LLINnyHKOBO-KMLLIKOBI KpoBOTeYi ab0 nepdopalii B aHaMHe3i, MoB’A3aHi 3 nonepeHiM 3aCTOCYBaHHAM HECTEPOIAHMX NPOTM3anasibHMX 3aco0iB.
Bupaska wnyHKa abo ABaHaUATMNAN0T KUK Y (asi 3aroCTPeHHs, HasABHICTb B aHaMHesi B pasku, nepgopadii abo KpoBoTeYi y TPaBHOMY TPaKTI.
HasBHiCTb B aHamMHe3i LiepebpoBacKy/IApPHMX KPOBOTEY ab0 iHLINX KPOBOBU/IUBIB, @ TAKOXK 32XBOPHOBaHb, L0 CYNPOBOLKYHTHCA KPOBOTOUMBICTIO.
TSKKI NOPYLUEHHS 3ropTaHHS KPOBI.

TsXKKa cepLeBa HeJOCTaTHICTb.

TSXKKe NOPYLLEHHSA (DYHKLIT HAPOK.

MMopyLUeHHA YHKLUIT NeYiHKN.

XBOpi 3 NigBMLLEHOK TeMMNepaTyporo Tina Ta/abo rpunonogioHUMMN CUMITOMaMM.

AnTaunia Bik 1o 12 pokiB.

Il TpyMecTp BariTHOCTI Ta Mepiog, rofyBaHHSA rpyALIo.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

dapmakoMHaMiyHi B3aEMOAT.

KopTuKOCTepOian: NifABULLYETLCA PU3UK BUHUKHEHHSA BMPAa3KM TPABHOIO TPakTy abo KpoBOTeui.

AHTUTPOMOOUMTAPHI 3ac00M Ta CeNEeKTUBHI iHriGiTOPM 3BOPOTHOIO 3aXOM/EHHSI CEPOTOHIHY (SSSRIS): 36ibLIYETLCA PU3MK BUHWUKHEHHS KPOBOTEY Y TpaBHOMY
TPaxTi.

AHTUKOarynaHtn: HIM33 MOXKyTb NOCU/IKOBATY Ait0 aHTUKOArynsaHTIB, TakKUX AK BapdapuH abo aueTuncaniumiosa K1CoTa, Yepes Wo Taka KoM6iHaL,is
MPOTMNOKa3aHa XBOPUM i3 TSXXKKUMW po3fiafiamum Koarynsauii. AKLWo Takoi KOMGIHOBaHOT Teparii He MOXHA YHUKHYTW, He06XiAHO NPOBOAUTMN PeTeflbHWUIn KOHTPO/b
NMOKa3HWKIB 3ropTaHHSA KPOBI.

[iypeTnyHi 3aco0U, iHFi6ITOPU aHT0TEH3UHNEPETBOPIOBA/ILHOIO (DEPMEHTY Ta aHTArOHICTU aHriOTEH3UHY .

HIM33 MoXyTb nocnabnoBaTy Ait0 AiYPeTUKIB Ta IHLWIMX aHTUTINepTeH3VBHUX MpenapatiB. Y [edKnX XBOPWX i3 MOTIpPLUEHOK (YHKUIE HUPOK (Hanpukiag y
3HEBO/JHEHWNX XBOPMX ab0 NaLieHTiB NiTHLOIO BiKy) CriflbHe 3aCTOCYBaHHS iHri6iTopiB AM®, aHTaroHICTIB aHrioTeH3UHY |1 a60 PeyYOBUMH, WO NPUrHIYYOTb CUCTEMY
LIMK/TOOKCUTeHasun, MOXNBE MofasibLUe MOripLieHHs QYHKLIT HUPOK Ta BUHUKHEHHS rOCTPOI HAPKOBOT HEAOCTATHOCTI, fKa, K MpaBuio, € 060pOTHOLO. Lii B3aemoaii
cnif, BpaxoByBaTW TOAi, KoM XBopuid 3acTocoBye HiMiag® ofHouacHo 3 iHribiTopamm AM® ab6o aHTaroHicTamu aHrioTeHsuHy Il. Cnif 6yTn ay>ke 06epeXKHUM,
3aCTOCOBYHOUM TaKy KOMOGiHaLLit0, 0c06/1MBO NaLjieHTam MiTHLOr0 BiKy. XBOPI MOBUHHI OTPUMYBATV AOCTATHIO Ki/IbKICTb PiAMHK, a HUPKOBY (hYHKLIitO Tpeba peTensHO
KOHTPO/KOBATM MiCNS MOYaTKy 3aCTOCYBaHHA Takoi KOMGiHauii. Himecynig TMMyacoBo nocnabnoe fito ypocemisy WOoA0 BUBELEHHA HATPIO Ta MEHLLIOK Mipo —
BUBEEHHA Kaslito, a TaKoX 3MeHLUYE AiypeTuyHMin edekT. OgHOYacHe 3acToCyBaHHA (pypocemify Ta Himigy XBOpWM i3 MOPYLUEHHAM HMPKOBOT abo cepueBoi
(hYHKLUIT BUMarae 06epeXkHOCTI.

Y 300p0oBYX A0OOPOBO/LLIB HIMECY I LWBUAKO 3HUXKYE eeKT (ypocemigy, CpsMOBaHWA Ha BUBELEHHS HATPItO Ta MEHLLOK MipOH — Ha BUBEAEHHS Kaslito, & TakoX
3HMXKYE CeyoriHHy Aito. OfHo4YacHe 3acTOCyBaHHA Himecynigy Ta (pypocemigy nNpu3BOAWUTL A0 3MeHLleHHs (npubnmsHo Ha 20 %) nnowli nig KpuBOHD
«KOHLeHTpauif-yac» (AUC) Ta 3HWXEHHS KYMYNATUBHOT eKCKpeLii dypocemigy 6e3 3MiH HPKOBOTO KipeHcy dypocemiay.

dapmaKkoKiHe TUYHI B3aEMOZIT 3 IHLUMMU NiKapPCbKUMM 3ac06amMMm.

Bynun nosigoMneHHs npo Te, wo HM33 3MeHLYTb KNIPeHC MiTito, WO Npu3BoAUTbL A0 36ifbLUeHHS PIBHA NiTiH0 Yy niasMi KPoBi Ta TOKCWMYHOCTI NiTito. Mpwu
npu3HaveHHi Himigy XBopuM, AKi OTPMMYIOTb Tepanito npenaparamu NiTito, CNif 4acTo NPOBOAUTM KOHTPO/Ib PIBHA NITit0 Y Nia3Mi KPOBI.




Hemae KniHIYHO 3HauyLlol B3aeMOAii 3 rnibeHKnamigom, TeoifiHoM, BapgapvHOM, OUFOKCUHOM, UMMETUAMHOM Ta aHTauuAHMMKU npenapataMu (KomoiHauis
alOMIHI0 Ta MarHito rigpokcugy) in vivo. Himecynif npurHiyye aktuBHicTb epmeHTy CYP2CO. Mpu ogHoYaCcHOMY 3acTocyBaHHI 3 Himigom fikiB, Wo €
cybcTpaTaMm Lboro epmeHTy, KOHLEHTpaLia IX y nnasmi KpoBi MOXe niAsuLLyBaTumca. MoTpibHa 06epeXHiCTb Yy pasi, AKLWO0 HiMecynif npusHavaT MeHLLE HiXX 3a
24 roanHn 0o abo MeHLLEe HiXK 3a 24 roAnHu Nicns NpuiioMy MeTOTPEKCaTy, OCKINIbKM MOXMBE MiABULLEHHS PiBHA OCTaHHbLOrO Yy CMPOBATLi KPOBI Ta 30i/bLUEHHS
I0ro TOKCUYHOCTI.

Uepes BNIMB Ha HMPKOBI NpoCTarnaHAMHN iHribITOpN CUHTETA3, [0 AKUX HAIEXUTb HIMeCy/if, MOXYTb NiABULLYBaTU HEPPOTOKCUYHICTb LMKIOCMOPUHIB.

Bnave iHWKX npenapaTiB Ha Himecynig,.

JocnipkeHHs in vitro 3acBigunnun, WO HIMecynif BUTICHAETbCA 3 MiCLb 3B’A3yBaHHS TONOyTaMigoM, CaniuuioBOKD KWCMOTOK Ta BaslbMPOEBOKD KUCIOTOLO.
He3Baxkarouu Ha Te, WO Ui B3aEMOAIT 6ynn BU3HAYeHI Y Nna3mi KpoBi, 3a3HayeHi edieKTn He CnocTepirainca y Npoueci KNiHIYHOro 3acTocyBaHHA mpenapary.

Oco6MBOCTI 3aCTOCYBaHHS.

HebaxaHi NobiyHi epeKTn MOXHa 3BECTU A0 MiHIMyMy, 3aCTOCOBYHOUM HaliMeHLy e(heKTUBHY 03y NPOTArOM HaiKOPOTLLOrO nepiogy Yacy, Heob6XigHoro ans
KOHTPO/O CUMMNTOMIB 3aXBOPHOBAHHS.

Mpw BIACYTHOCTI epeKTMBHOCTI NiKyBaHHSA (3MEHLLEHHA CUMMTOMATMKY 3aXBOPIOBAHHSA) Tepanito npenapaToM CNif NpUNUHATW.

MMig yac NiKyBaHHA HIMeCy/ifjoM PeKOMEeHAYETbCA YHMKATW O4HOYACHOrO 3aCTOCYBaHHS FermaTOTOKCUYHUX NpenapariB, a TakoX YTPUMYBaTUCA Bif BXUBaHHSA
aJIKOronto. 3acTocyBaHHS HECTepOigHMX MNpPOoTU3ana/ibHUX 3ac06iB MOXe MacKyBaTu MiABWLLEHHA TemnepaTypu Tina, nos’s3aHe 3 (DOHOBOK OGaKTepiasbHOH
iH(beKUieto. Y pasi NiABMLLEHHA TeMnepaTypu Tina abo NosBKM rpunonoAibHMX CMMNTOMIB Y MalieHTiB, SKi 3aCTOCOBYHOTb HiMeCy/if, Npuinom npenapaTy HeobXigHO
BIAMIHUTN.

Bynu noBigomneHHs Mpo Cepiio3Hi peakuil 3 GOKy MedviHKM Mif 4Yac NiKyBaHHA HIMecynigom, y TOMY 4MCNi 3 NeTalbHUM HacligkoM. XBOPUM, Y SKKX
CMOCTEPIratoTbCa CUMMTOMM, CXOXi HA CUMNTOMW YPaXKEHHSA MeYiHKK, TaKi K aHOPEeKCisi, HyAoTa, 61t0BaHHS, 6inb Y XMBOTI, NigBULLEHA BTOM/HOBaHICTb, TEMHWIA
Konip cedi, abo XBOpWUM, Yy SIKMX AaHi NabopaToOpHUX aHani3iB yHKUIT MeYiHKX BigXMNawTbCA Bif, HOPMW, CAig MPUAMHUTA NpuUiAoM npenapaTy. NoBTOpHe
NpU3HAYeHHA HIMeCYNify TakuM XBOPUM NpoTunokasaHe. Mig yac nikysaHHA HimifoM XBOPWiIA MOBMHEH YTPUMYBATUCh Bif, 3aCTOCYBaHHS IHLIMX aHanreTukis. Cnig
YHUKaTK CYNyTHLOI 0 3aCTOCYBaHHSA iHLWMX HIM33, y TOMY Ynchi CeNeKTUBHUX IHFiBITOPIB LMKNOOKCUTeHa3n-2.

XBOPUM, SKi 3aCTOCOBYIOTb HIMECYNIA | B AKUX 3’ ABUAUCS FPUMNONOAIGHI CMMNTOMMU, CAif NPUNMHUTIA AOr0 3aCTOCYBaHHS.

Y XBOpWX NiTHLOrO BiKYy MiJBuLLeHa YacTOTa HebaxaHMX peakuiin Ha HIM33, 0co6/11MBO Lie CTOCYETLCA MOX/IMBMX KPOBOTEY Ta nepdopaLlii y TpaBHOMY TPakTi, AKi
MOXYTb OYTU NleTa/lbHO Hebe3neyHMuU.

Bupaska, kposoTeua abo nepopadlis y TpaBHOMY TPakTi MOXKYTb 3arpoXKyBaTy XXUT TH XBOPOro, 0CO6/IMBO AKLLO B aHaMHe3i € flaHi Npo Te, Lo NogibHi ssuwa
BUHWKa/IN Yy XBOPOrO NpU 3aCTOCyBaHHI 6yab-akux iHwmx HIM33 (6e3 TepMmiHy AaBHOCTI). PU3nK nogibHMX ABULL, 30i/1bLLYETHCA pas3oM 3i 36iblueHHamM fo3mn HIM33 y
XBOPUX, SIKI MalOTh B aHaMHe3i BUpasKy y TpaBHOMY TpakTi, 0C06/AMBO YCKNafHeEHY KpoBOTeYeto abo nepdopauieto, a Tako>XK Y XBOPUX NITHLOrO BiKy. Takum
XBOPUM NiKyBaHHS CNif PO3MOYMHATM 3 HANMEHLIOT MOXKMBOT eheKTUBHOI 403K, A UMX XBOPUX, @ TaKOoXK AN TUX, XTO NpuiiMae napanenbHO HU3bKi [03W
aueTuncaniumnoBoi KucnoTy abo iHWKMX npenapaTis, WO 36iNbLYH0Tb PU3MK BUHUKHEHHSA YCKNa4HeHb 3 60Ky TPaBHOrO TPakKTy, CNif PO3rnsaHyTU MOXK/UBICTb
3acTOCyBaHHA KOMGIHOBAHOI Tepanii i3 BUKOPUCTaHHAM 3aX1CHUX PEYOBUH, HAaNpUKad MiconpocTony abo iHribiTopiB NPOTOHHOro Hacoca.

MauieHTV 3 TOKCUYHUM YPaXXEHHAM TPaBHOIO TPaKTy, 0CO6/MBO MaLiEHTV NITHLOTO BiKy, MOBWMHHI NOBIZOMAATA NPO 6y Ab-AKi HE3BMYHI CUMMNTOMM, L0 BUHWKAKOTDL Y
AINAHLI TPpaBHOro TpakTy, 0C06/MBO MPO KPOBOTeYi. Lle 0C06/1MBO BaXX/IMBO Ha MOYaTKOBUX CTafifX NiKyBaHHA. XBOpKUX, AKI NpUiAMatoTb CynyTHI npenapaTu, Lo
MOXYTb NiABULLUMTA PU3NK BUHUKHEHHA BUpa3kn abo KPOBOTeYi, Taki K KOPTUKOCTEPOIAW, aHTUKOArynsHTW, CEeNeKTUBHI iHFiGITOPU 3BOPOTHOIO 3axXOmM/ieHHS
CEPOTOHIHY, aHTMTPOMOGOUMTApPHI 3acobu (aueTuncaniumioBa KWCIoTa), MOTPIOHO MNPOiH(OpMyBaTM MNPO HeoOXigHICTb AOTPUMYBATUCH O6EpPeXHOCTI npu
3acTocyBaHHi Himecynigy.

Y pasi BUHVMKHEHHS Y XBOPOTO, SKui1 oTpumMye Himia®, KpoBoTeui a6o BUpa3Ky TpaBHOMO TPAKTY NiKyBaHHS NpenapaToM CAif NpUnnHUTHA.



HIM33 3 06epeXxHiCTIo MOTPIGHO Mpu3HavaTn XBopuM i3 XBOopoboto KpoHa abo 3 HecneumivyHMM BMPa3KOBUM KOMITOM B aHaMHe3i, OCKI/IbKWU HIMeCynifg Moxe
NPU3BECTU [0 TX 3aroCTPeHHS.

OfHoYaCHe 3acTOCyBaHHS HiMecynigy 3 iHWWMKU NiKapCbKUMK 3acobaMu, TakKUMKM $SIK Opa/ibHi KOHTPauenTMBKM, aHTUKOArynsHTW, aHTUarperaHtu, MOXYTb
CMPUYUHUTI 3arOCTPEHHS XBOPOOY KpoHa Ta IHLLIMX 3aXBOPHOBaHb TPABHOIO TPaKTY.

XBOpi 3 apTepianbHOK rinepTeH3ieto Ta/abo CepLeBO0 HEAOCTATHICTIO B aHaMHe3i, a TaKOoX XBOPi i3 3aTPUMKOK PiAMHN B OpraHi3Mi Ta HabpsikamMu BHACNiLOK
3acTocyBaHHA HIM33 noTpebytoTh BiAMOBIAHONO KOHTPOIO CTaHy | KOHCYNbTaLii nikaps.

KniHIYHI focnifpkeHHA Ta enifgeMionioriyHi JaHi gatoTb 3MOry 3po6uTW BMCHOBOK MpPO Te, WO Aeski HIM33, 0co6nMBO y BUCOKUX [03axX Ta MpU TpuBasiomy
3aCTOCyBaHHI, MOXYTb MPU3BECTU [0 HE3HAYHOrO PU3NKY BUHUKHEHHS apTepiaibHUX TPOMOOTMYHMX eni3ogiB, HaNpuKiag iHpapkTy Miokapga Ta iHCynbTy. [Ans
BUK/TKOYEHHSA PU3NKY BUHUKHEHHS TaKMX ABULL, NPW 3aCTOCYBaHHI HiMeCynify AaHUX HeAO0CTaTHbO.

XBOPVM i3 HEKOHTPO/IbOBAHOK apTepiasibHOK TinepTeH3ieto, rOCTPO0 CepLeBO0 HeAOCTATHICTHO, BCTAHOB/IEHOKO iLLEMIYHOKD XBOPOOOD Cepus, 3aXBOPIOBAHHAMM
nepuepnyHnX apTepiii Ta/abo LepebpoBacKyNApHUMI 3aXBOPIOBAHHAMM HiMeCyNif NOTPiGHO Npu3HayaTy Nicns peTeNibHOT OLiHKM CTaHy. TakuM e YAHOM LifTu
nepes MpPWU3HaYeHHAM npenapaTty XBOPUM i3 (haKTOpaMu PU3UKY PO3BUTKY CEpPLEBO-CYAMHHUX 3axXBOPKOBaHb, Hanpukiag npu apTepiasibHii rinepTeHsii,
rinepninigemir, LyYKpoBoMy AiabeTi, Npy KypiHHI.

XBOPYM i3 MOPYLUEHHAM (DYHKLIT HUPOK ab0 i3 CepLeBOo0 HELOCTATHICTIO Npenapar CAif npusHayaT 3 06epeXxHICTIO Y 3B A3KY 3 MOX/IMBICTIO MOTipLUEHHS HUPKOBOI
(DYHKLIT. Y pa3i NOripLIeHHs CTaHy XBOPOro NiKyBaHHSA NOTPIGHO NPUNUHATMN.

3a nauieHTamu NiTHLOrO BiKY HEOOXiHO MPOBOANTMN PeTeNIbHI CMOCTEPEXKEHHS Yepe3 MOX/IMBICTb PO3BMTKY KPOBOTeY Ta neptopallii TpaBHOro TPakTy, NoripLweHHs
(YHKLIT HUPOK, nediHkn abo cepud. OCKifbKM HiMeCynifi MOXKe BMAMBaTW Ha (OYHKLiIO TPOMOOUMWTIB, MOro cnif 3 06epeXXHICTIO Mpu3HavaTh XBOPUM i3
remopariyHmm giateaoM. OgHak HiMecynif He 3aMiHIOE aLeTUICaniLMIoBy KACNOTY Npu NpodinakTuLi cepueBo-CyANHHMX 3aXBOPIOBaHb.

Bynu noBifoMNEHHA MPO PiAKICHI BUNALKM TSHXKKMX LUKIPHUX peakuiii npu 3actocyBaHHi HIM33, geski 3 HUX MOXYTb OYTU neTasibHO Hebe3nevyHnMu, Hanpuknag
ekconiaTuBHWIA fepmMaTuT, cuHApom CTiBeHca-[)KOHCOHa, TOKCUYHWIA enifepManbHUA HEKPONi3. Y 6inbLUIOCTI BMNAAKIB, AKWO MPOTArOM MEPLIOro micaus npw
paHille Npu3HaueHOMy Kypci MiKyBaHHS BUHUKanM faHi peakLii, To pU3MK TX BUHUKHEHHS Y MauieHTiB 3HA4HO 36inbluyeTbes. HiMig® HeobxigHO BigMiHUTY Mpy
MOsABI NEPLUMX 03HAK LUKIPHOr0 BUCUMY, YPaXXeHHS CIM30BUX 000/TIOHOK Ta IHLIMX anepriyHnX nposBsis.

[lonomi>kHi peyosuHu. lMpenapar MICTUTb NakTo3y. AKLWO Yy Bac BCTAHOB/IEHO HENEpeHOCUMICTb AesKUX LYKpPIiB, NPOKOHCY/bTYWTeCA 3 NikapeM, nepll Hix
npumaTy Lein NikapcbKuii 3acib.

3acTocyBaHHs y nepiof BariTHOCTI abo rogysaHHs rpyaato.

MMpUrHiYeHHs CUHTE3y mnpocTarfaHguHy MOXXE HeCnpuATIMBO BMIMHYTU Ha BariTHICTL Ta/abo po3BUTOK noga. [adi, oTpumaHi npu enifemionorivyHmx
[OCNIKEHHSAX, LO3BONAOTL 3p06UTM BUCHOBOK MPO Te, L0 HAa PaHHIX TepMiHax BariTHOCTI 3aCTOCYBaHHA Mpenaparis, L0 NPUTrHIYYOTb CUHTE3 MpocTarfaHanHy,
MOXe 30i/IbLUMTU PU3NK MUMOBISIBHOrO abopTy, BUHUKHEHHS Y Niofa Baj cepus i ractpowumsncy. ABGCOMOTHUIA PU3NK PO3BUTKY aHOMasii CepLeBO-CYANHHOI
CUCTEMM MIABULLMBCA 3 MeHL HDK Ha 1 % npunbnmsHo £0 1,5 %. BBaxkaeTbea, WO PU3KK 36iM1bLUYETHCA 3i 30i/IbLLUEHHAM L0311 | TPUBAIOCTI 3aCTOCYBaHHS.

He cnig npuidmatn Himecynig nig yac | i Il TpumecTpy BariTHOCTI 6e3 KpaillHbOT HeO6XiAHOCTI. Y pasi 3acTOCyBaHHSA MnpenapaTy >XXiHKam, fKi HamaratoTbCs
3aBariTHiTK, a6o B | i Il TpumecTpi BariTHOCTI cnif 06MpaTh HaMEeHLLY MOX/UBY A03Y | HAMMEHLLY MOXX/IMBY TPUBANICTb NiKYBaHHS.

Y 11l TpuMecTpi BariTHOCTI BCI IHFiGITOPY CUHTE3Y NpocTarnaHAnHY MOXYTb NPUBECTU 4O PO3BUTKY Y N104a:

* MHEBMOKapAia/IbHOro TOKCUYHOTI0 YpaXkeHHs (3 nepefyacHUM 3aKpUTTAM apTepia/ibHUX MNPOTOK i FiNepTeH3IE0 Y CUCTeMI flereHeBOi apTepir);

* ANCHYHKLIT HAPOK, fIKa MOXE MPOrpecysatu 0 HUPKOBOI HEAOCTATHOCTI 3 PO3BUTKOM MasloBOALS.

Y maTtepi i nn1oja B KiHLi BariTHOCTI MOX/MBeE:

* 30i/IbLLIEHHA Yacy KPOBOTEYi, aHTMarperawinHui eekT, AKUIA MOXXe BUHUKHYTU HaBiTb NMPW 3aCTOCYBaHHI Ay>Ke HU3bKUX 03 npenapaTy;

* MPUTHIYEHHS CKOPOYYBa/IbHOI AiANIbHOCTI MATKW, LLIO MOXKE NPU3BECTYM A0 3aTPUMKM ab0 MOLOBXKEHHS Nepiogy Mosioris.



Tomy Himecynig npoTunokasaHuii y 111 TpumecTpi BariTHOCTI.

Ak HIM33, Wo NpurHivyoTh CUHTE3 npocTarfiaHAuHy, HIMeCysif MOXe CNPUYUHATY nepefyacHe 3aKpUTTA 6aTasioBoi NPOTOKM, IereHeBy rinepTeHsito, oNirypito,
ManoBoAAA. 3pocTae pPU3MK PO3BUTKY KPOBOTEYi, CNabKOCTi NONOroBOT AiANILHOCTI Ta MepudepuyHOro Habpsky. ICHYHOTb OKpemi MOBILOMEHHS NP0 HUPKOBY
HeOCTaTHICTb Y HEMOBAAT, MaTepi SKMX 3aCTOCOBYBa/IM HIMECyNif HanpuKiHui BariTHOCTI. JlOCMifKEeHHS Ha TBapuHax [O0BeNv aTuMoBy PenpofyKTUBHY
TOKCUYHICTb npenapaty, ase LOCTOBIPHMX AaHUX LIOAO 3aCTOCYBaHHS HiMecynify BariTHUM He iCHye. IMOTeHUiNHUIA pUsnK ONa NOAUHW He BU3HAYEHWUIA, OTXEe,
npu3Havatn Himecynig y | T1a Il TpumecTpi BariTHOCTI He peKOMeHAYeTbCA. OCKi/IbKM HEBIJOMO, UM MPOHWKAE HIMeCYNif y rpyfHe MOJIOKO, Or0 3aCTOCYBaHHS
MPOTUMOKA3aHO Yy Nepioj rofyBaHHA rpyaato.

Himecynig moxe noripwmTi epTunbHy GYHKLIK Y XIHOK, TOMY MOro He peKOMeHAYETbCA 3aCTOCOBYBATM XiHKaM, AKi HamararoTbCa 3aBariTHITU. XKiHKam, siKi He
MOXYTb 3aBariTHIT abo XIHKaM, KM MPOBOAUTLCA OOCTEXEHHSA CTOCOBHO 6e3nnifas, Cnif Po3rfisHYTU NMUTaHHA NPO NMPUMWHEHHS 3aCTOCYBaHHA HIMeCynigy.
AKLWO BariTHICTb BCTAHOB/EHa Nif Yac 3aCTOCYBaHHSA Himecy gy, TO nikap Mae 6yTn Npo Le NpoiH(NOPMOBaHWIA.

34aTHICTb BNAMBATY Ha LWWBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

JocnifpkeHb WOAO0 BMNMBY HiIMECYNify Ha 34aTHICTb KepyBaTy aBTOTPAHCNOPTOM ab0 iHWMMK MeXaHiYHUMUM 3acobamy He NMPOBOAWN, e AKLLO NPWU 3aCTOCYBaHHI
HiMecynifly y nauieHTiB BUHWUKANW roNOBHWA Giflb, 3aMaMOPOYEHHS UM COH/IMBICTb, TO 1M CAif BiAMOBUTUCA BifJ KepyBaHHS aBTOTPAHCMOPTOM ab0 iHLIMMK
MexaHi3Mamu.

Cniocib 3acTocyBaHHA Ta A03Mu.

LLLo6 miHiMi3yBaTK MOXNMBI HebaxxaHi MOGIYHI edeKT, NOTPIGHO 3aCTOCOBYBATM MiHIMa/IbHO e(heKTUBHY 03y MPOTArOM HaKOPOTLUOro Yacy. PeKOMeHAY€ETbCA
BXMBATW NIiCNA NPUIAOMY Xi.

MakcvmMasibHa TpUBasICTb Kypcy flikyBaHHA Himigom — 15 fi6.

[Jopocni. Mo 1 cawe (100 mr) 2 pa3un Ha o6y .

MauieHTn NiTHLOro BikKy. Kopekuis 4031 He noTpibHa.

[iTn Bikom Big 12 pokiB. KopekLuis 403n He noTpibHa.

MauieHTW 3 NOpYyLUEHHAM PYHKLIT HAPOK. N4 NauieHTIB i3 Nerkum abo NOMipHUM NOPYLLEHHAM PYHKLUIT HAPOK (KNipeHe KpeaTuHiHy 30-80 M//XB) KOPEKLLiS 1031 He
noTpPi6Ha, Y TOIN Yac AK THKKe NOPYLLUEHHS PYHKLIT HUPOK (KNnipeHC KpeaTuHiHY < 30 M/1/rof) € MPOTMBONOKA3aHHAM [0 3aCTOCyBaHHA Himigy.

BMmicT caLue cnif po3uvMHUTY Nnepes 3aCToCyBaHHAM B 1 CKAAHLI TENJION BOAW | BUMUTY 04pasy.

aiTn.
Himia® pitam Bikom 4o 12 pokiB NPOTUMNOKA3aHWIA.

Nepeno3yBaHHS.

CuMNTOMM FOCTPOro nepeso3yBaHHA HECTEPOIAHMMU NpoTU3anaibHUMK 3acobamm (HIM33) 3a3BMyail 06MeXYOTLCA TakMM: anartisi, COHNBICTb, HYAO0Ta, 6/110BaHHS,
6inb B eniracTpanbHiin AinaHui. Lli cumnTomMm, SK npaBwuno, o6OpPOTHI Npu NiaTpUMYyOYid Tepanii. MoXMBe BUHUKHEHHS LLYHKOBO-KULLKOBOIT KPOBOTEUI,
apTepianbHOI rinepTeH3sil, rocTpoi HUPKOBOI HEeAOCTATHOCTI, MPUTHIYEHHA AUXaHHS, KOMW, OfHAK TaKi ABMULA 3yCTpivatoTbCA PiAKO. Bynu noBigoMIeHHS npo
aHadinakToigHi peakuil npu 3acTocyBaHHI TepaneBTUYHMX A03 HIM33 Ta npu ix nepefosyBaHHi. CneundivyHOro aHTUAOTY Hemae. JlikyBaHHS nepefosyBaHHs —
cUMNTOMAaTUYHe i nigTpumytode. [aHnx Npo BMBEAEHHSA HiMecynifdy 3a [LOMOMOrow reMojianisy Hemae, ane AKWO B3ATU [0 YBarv BUCOKWI CTYMiHb 3B’A3yBaHHS
HiMecynigy 3 6inkamy nnasmu (go 97,5 %), TO ManoMOBIPHO, WO Aiani3 BMSBUTLCS eEKTMBHUM. [pu HasBHOCTI CMMMTOMIB Mepeao3yBaHHs abo nicns
3aCTOCYyBaHHS BE/IMKOI 03V npenapaty NpoTArom 4 roguH nicns Moro npuiioMy nauieHTaMm MOXYTb OYyTW MpU3HaYeHi: WTY4YHe BUKIMKaHHA 6/10BaHHA Ta/abo



NpUIiOM akTMBOBaHOro Byrinna (60-100 r ansa gopocnunx), Ta/abo NpUioOM OCMOTMYHOIO MPOHOCHOrO 3acoby. dopcoBaHWMiA Aiypes, NiABWLLEHHSA NY>KHOCTI ceui,
remogiania Ta remonepysist MOXyTb 6yTU HeeeKTUBHUMM BHAC/IAOK BUCOKOIO CTYMNeHs 3B’A3yBaHHS HiMecynigy 3 6inikamu nnasmu KpoBi. Cnif, KOHTPONtoBaTh
(OYHKLIT HNPOK Ta NeYiHKw.

Mo6iuHi peakuil.

3 60Ky CUCTEeMM KpoBi Ta NiMhaTUYHOT CUCTEMU: aHEMIS, e03MHOINIA, TPOMOOLMTOMNEHISA, NAHLMTOMNEHId, Myprypa.

3 60Ky IMyHHOT cMCTeMM: NiABULLEHA YyTIMBICTb, aHainakcis.

MeTaboniuHi NOpYLUEHHS: rinepKaniemis.

3 60Ky NCuxiku: BIAUYYTTA CTPaxy, HEPBO3HICTb, Xax/IMBi CHOBUAIHHS.

3 60Ky HEPBOBOT CUCTEMMU: 3aMaMOPOYEHHS, FOI0OBHUIA Biflb, COHNMBICTb, eHUedanonatis (CuHapom Peite).

3 60Ky opraHis 30py: HeYiTKICTb 30pYy, po3nagun 30py.

3 60Ky opraHis cnyxy Ta piBHOBaru: BepTUro (3anamopoyeHHs).

3 60Ky CepLeBO-CYAMHHOI cCUCTeMW: TaxikapAis, remoparis, nabinbHICTb apTepialbHOro TUCKY, MPUNAMBK, apTepiasibHa rinepTeHsis, MNiABULLEHHS PU3NKY
BUHWKHEHHS apTepia/ibHUX TPOMOOTUYHNX YCKNaAHEeHb, HanpuKag, iHPapKTy Miokapaa abo iHCynbTy, cepLeBa HefOCTaTHICTb.

3 60Ky AnxaNbHOT cMCTeMU: 3aauLLKa, acTma, bBpoHXocnasMm.

3 60Ky TpaBHOro TpakTy: fiapes, HyAoTa, 6/10BaHHSA, B TOMY Yucni 6110BaHHS 3 KPOB’tO, 3arnop, MeTeopusM, racTput, Ginb y XWBOTI, gUcnencis, CTOMaTuT,
BUMOPOXHEHHA YOPHOr0O KO/IbOPY, KPOBOTEYI Yy TPaBHOMY TPaKTi, BMpasKa Ta nepdopauis ABaHAAUATAMANOT KULWKWU/LWLTYHKA, 3aroCTPeHHs KONITIB Ta XBOpO6U
KpoHa.

3 60Ky renaTobiniapHOi cuCcTeMU: renaTuT; 6IMCKaBUYHMIA ((PyIbMiIHAHTHWIA) renaTuT, i3 NeTa/lbHUM HacMiAKOM, y TOMY YUCAI XXOBTAHMULSA; X0necTas.

3 60Ky LUKipK: cBep6iX, LUKIPHI BUCUMaHHSA, NigBuLLeHa NiTAMBICTb, epuTeMa, AepMaTUT, KPOMWB'AHKA, aHriOHEBPOTUUMNHIA HABPSK, HAOPSK 06AmnYYs, nonihopMHa
epuTemMa, cuHapomM CTiBeHca-[)KOHCOHA, TOKCUYHWIA enifiepMasibHUA HEKPOSTI3.

3 60Ky CeyoBMAINBHOT CUCTEMU: AM3Ypis, rematypis, 3aTprMKa CeYOBUNYCKaHHSA, HUPKOBA HELOCTATHICTb, ONIrypis, IHTEPCTULiaIbHUIA HEPUT.

3ara/ibHi NOpyLUEHHs: HabpsK, He3dyXXaHHS, acTeHis, rinotepmis.

JlabopaTopHi NOKa3HUKK: MiABULLEHHS PIBHA NEYiHKOBUX (hEPMEHTIB.

TepMiH NpUAaTHOCTI. 4 POKWN.
YMoBM 36epiraHHs.
36epiratv npu TemnepaTypi He BuLe 25 °C.

36epiratny HefOCTYNHOMY A5 AiTei MicLi.

YnakoBKa.
Mo 2ry cawe. Mo 30 calle y KapTOHHI ynakoBL,.

Kateropis Bignycky.
3a peLenTom.

BupobHuK.



Kycym Xentxkep MNsT Jta/
Kusum Healthcare Pvt Ltd.

Micue3HaxomkeHHS BUPOOHMKaA Ta A0ro agpeca Micusa NPOBagpKeHHS 4isiNIbHOCTI.
CI1-289 (A), PIIKO IHgacTpian apea, YonaHki, bxisaai, Aict. Ansap (PamkacTaHn), IHAis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

HIMIA®
(NIMID®)

Cknag:

Aitoya peyosumHa: Himecynig (nimesulide);

1 cawe (2 r rpaHyn) mictuTb Himecynigy 100 mr;

[OMOMIKHI PeYOBMHW: NaKTO3M MOHOriApaT, NOBiJOH, CaxapuH HaTpito, KMCNOTa IMMOHHA, MOHOTIAPaT; CMakoBa f06aBKa anenbCuH, KPEMHIKO LIOKCUA, KONOIAHWIA
6e3BOHUIA.

JlikapcbKka thopma. ['paHynu.
OCHOBHI (pi3MKO-XiMiYHi B1aCTUBOCTI: IpaHy M CBIT/10-)KOBTOrOKO/IbOPY 3 anesibCMHOBMM 3araxom.

dapmakoTepaneBTUYHa rpyna.
HecTepoigHi npoTr3ananbHi Ta NpoT1peBMaTyHi 3acobu. Kog ATX MD1A X17.

dapmMakosoriyHi BnacTnBOCTI.

PapmakognHamika.

Himig® — HecTepoigHWii NpoTu3ananbHWiA 3aci6 rpynu MeTaHCyNb(OHaHINIAIB, SKUA MPOSBASE NPOTU3ananbHY, 3HEGOMIOBANbHY Ta XKapO3HUKYBaNbHY Aito.
JNikyBanbHa fia Himigy 3ymoB/iieHa TUM, WO BiH B3aEMOJi€ 3 KackafloM apaxifOHOBOI KMCMOTW i 3HWKYE GIOCUHTE3 npocTarfaHAMHIB LWASAXOM iHri6yBaHHA
LMKNOOKCUIeHasMN.

dapmakoKiHeTVKa.

B opraHi3mi nognHN Himecynig 4o6pe BCMOKTYETLCSA NPU NepopasibHOMY NPUInOMI, AOCArarouy MakCMMasibHOT KOHLEHTpauii y nnasmi yepes 2-3 rognHun. o 97,5 %
HiMecynigy 3B’A3yeTbca 3 Ginkamy nnasmu. Himecynif akTMBHO MeTaboni3yeTbes y nediHyi 3 yyacTio CYP2C9, i3oepmeHTy umtoxpomy P450. OCHOBHUM
MeTaboniToM € naparifpoKcunoxigHe, AKe TakoX Mae (papMakosioriyHy akTUBHICTb. [Nepiof HaniBBMBeAeHHS — Bif 3,2 Ao 6 roguH. Himecynig BUBOAUTLCA 3
opraHiamy 3 ceuyeto — 6113bKo 50 % Big NPUIAHATOT A03U. Bn3bKo 29 % Bif NPUIAHATOT 403U BUBOAUTLCS 3 KasloM Yy MeTabonizoBaHoMmy Burnsgi. Jinwe 1-3 %
BUBOAMTLCA 3 OPraHiamy y He3MiHEHOMY CTaHi. PapMakoKiHETUYHWIA NPOiSb B 0CI6 NITHLOMO BiKY HE 3MiHIOETLCS.



KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

JlikyBaHHSA roctporo 60110, NePBUHHOT AMCMEHOpE.

Himecynig cnif 3actocoByBaTh TifIbK1 SK npenapar Apyroi NiHii.

PiLLIEHHSA NPO NPU3HaYeHHs HiMecyNidy NOTPIGHO NPUIAMATI Ha OCHOBI OLLIHKM YCiX PU3NKIB 151 KOHKPETHOIO NaLieHTa.

MpoTwunokasaHHs.

Bigoma nigsuieHa 4y TAMBICTb A0 HiMecynigy abo 4o 6yab-AKOroKOMMOHEHTa npenapary.

inepepriyHi peakuii B aHamHe3i (bpoHXocnasm, PUHIT, KPOMUB’AHKA) Ha 3aCTOCYBAHHA aLeTUICaNiLUI0BOI KUCNOTK abo HLLIMX HECTEPOILHNX NPOTM3anaibHUX
npenaparis. [enaTOTOKCWMYHI peakLil Ha HiMecy i B aHaMHe3I.

CynyTHe 3aCTOCYBaHHS iHLWMX PEYOBMH 3 NOTEHLiIHOI renaToOTOKCUYHICTIO.

ANKOroni3M 1a HapPKOTUYHA 3a/1EXKHICTb.

LLINnyHKOBO-KMLLIKOBI KpoBOTeYi ab0 nepdopalii B aHaMHe3i, MoB’A3aHi 3 nonepeHiM 3aCTOCYBaHHAM HECTEPOIAHMX NPOTM3anasibHMX 3aco0iB.
Bupaska wnyHKa abo ABaHaUATMNAN0T KUK Y (asi 3aroCTPeHHs, HasABHICTb B aHaMHesi B pasku, nepgopadii abo KpoBoTeYi y TPaBHOMY TPaKTI.
HasBHiCTb B aHamMHe3i LiepebpoBacKyIApHMX KPOBOTEY ab0 iHLIMX KPOBOBU/IUBIB, @ TAKOXK 32XBOPHOBAHb, L0 CYNPOBOAKYHTHCA KPOBOTOUMBICTIO.
TSOKKI MOPYLUEHHS 3ropTaHHS KpPOBI.

TsXKKa cepLeBa HelOCTaTHICTb.

TSXKKe NOPYLLEHHSA (DYHKLIT HAPOK.

MMopyLUeHHA YHKLUIT NeYiHKN.

XBOpi 3 NiABULLEHOIO TEMMEPATYPOIO Tiia Ta/abo rpunonogioHUMu CUMNTOMaMuU.

AnTaunia Bik 1o 12 pokiB.

Il TpyMecTp BariTHOCTI Ta NMepiog, rogyBaHHSA rpyALIo.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

dapmakoMHaMiyHi B3aEMOAT.

KopTuKOCTepOian: NifABULLYETLCA PU3UK BUHUKHEHHS BMPAa3KM TPABHOIO TPakTy abo KpoBOTeui.

AHTUTPOMOOUMTAPHI 3aC00M Ta CeNEeKTUBHI iHriGiTOPM 3BOPOTHOIO 3aXOM/IEHHSI CEPOTOHIHY (SSSRIS): 36ibLIYETLCA PU3MK BUHWUKHEHHS KPOBOTEY Y TpaBHOMY
TPaxTi.

AHTUKOarynaHtn: HIM33 MoXKyTb MNOCU/IKOBATY Ait0 aHTUKOArynsaHTIB, TakKUX K BapdapuH abo aueTuncaniumiosa K1CoTa, Yepes Wo Taka KoM6iHaL,is
MPOTMNOKa3aHa XBOPUM i3 TSXXKUMU po3fiafamum Koarynsauii. AKLWwo Takoi KOMOiHOBaHOT Teparii He MOXHA YHUKHYTW, He06XiAHO NPOBOAUTM PeTefilbHWUIn KOHTPO/b
NMOKa3HWKIB 3ropTaHHSA KPOBI.

[iypeTnyHi 3aco0U, iHFiGITOPU aHT0TEH3UHNEPETBOPIOBA/ILHOIO (DEPMEHTY Ta aHTArOHICTU aHriOTEH3UHY II.

HIM33 MoXyTb nocnabnoBaTy Ait0 AiYPeTUKIB Ta IHLWIMX aHTUTINepTeH3VBHUX MpenapatiB. Y [edKuX XBOPWX i3 MOTIPLUEHOK (YHKUIED HUPOK (Hanpukiag y
3HEBO/JHEHWNX XBOPMX ab0 NaLieHTIB NiTHLOIO BiKy) CriflbHe 3aCTOCYBaHHS iHri6iTopiB AM®, aHTaroHICTIB aHrioTeH3UHY |1 a60 PeyYOBUMH, WO NPUrHIYYOTb CUCTEMY
LIMK/TOOKCUTeHasu, MOXNBEe MoJasibLue MOriplieHHs QYHKLIT HUPOK Ta BUHUKHEHHS rOCTPOI HPKOBOT HEAOCTATHOCTI, fKa, K MpaBuio, € 060pOTHOLO. Lii B3aemoaii
Ccnif, BpaxoByBaTW TOAi, KONy XBopuid 3acTocoBye HiMiag® ofHouacHo 3 iHri6iTopamm AM® ab6o aHTaroHicTamu aHrioTeHsuHy Il. Cnif 6yTn ay>ke 06epeXKHUM,
3aCTOCOBYHOUM TaKy KOMGiHaLLit0, 0c06/1MBO NaLjieHTaM MiTHbOr0 BiKy. XBOPI MOBUHHI OTPUMYBATW AOCTATHIO Ki/IbKICTb PiAMHK, a HUPKOBY (hYHKLIitO Tpeba peTensHO
KOHTPO/KOBATM MiCNS MOYaTKy 3aCTOCYBaHHA Takoi KOMGiHauii. Himecynig TMMyacoBo nocnabnoe fito ypocemify WOA0 BUBELEHHA HATPIO Ta MEHLLIOK Mipo —




BMBELEHHS Kanito, a TakoX 3MeHLUYe AiypeTU4HWin ethekT. OfHOYacHe 3acToCyBaHHSA (ypocemigy Ta HiMigy XBOpuM i3 NOpyLUEHHAM HUPKOBOT abo cepLeBol
(DYHKLLIT BUMarae 06epeXxxHoCTi.

Y 300p0BMX A0OPOBO/LLIB HIMECYNI LWBWAKO 3HXKYE etheKT ypocemify, CpsAMOBaHWA Ha BUBEAEHHS HATPIiO Ta MEHLLIOK MipOK — Ha BUBEAEHHS Kanito, a TaKoX
3HMXKYE CeyoriHHy Aito. OfHOo4YacHe 3acTOCyBaHHA HiMecynigy Ta (dypocemify Npu3BOAWUTL [0 3MeHLeHHA (npubnmsHo Ha 20 %) nnowi nig KPuBOKO
«KOHUeHTpauis-4yac» (AUC) Ta 3HMXEHHSI KyMYNSATUBHOI eKCKpeLiT dhypoceMigy 6e3 3MiH HUPKOBOTO K/ipeHcy dypocemiay.

dapmakoKiHe TUYHI B3aEMOAIT 3 IHLUMMU IKAPCbKUMM 3ac06amMMm.

Bynun nosigomneHHs npo Te, wo HIM33 3MeHLW YT KNIpeHC MiTito, WO Npu3BoAUTbL A0 36i/blUeHHS PIBHA NITiHO Yy NiasMi KPoBi Ta TOKCWMYHOCTI NiTito. Mpwu
npu3HayveHHi Himigy XBopuM, SiKi OTPMMYIOTb Tepanito npenaparamu NiTito, CNifg 4acTo NPOBOAUTM KOHTPO/b PIBHA MITIHO Y N1a3Mi KPOBI.

Hemae KniHIYHO 3HauyLlOl B3aeMOAii 3 rnibeHKnamigom, TeoifiHoM, BapgapMHOM, OUFOKCUHOM, UMMETUAMHOM Ta aHTauuAHMMKU npenapataMu (KomOiHauis
alOMIHI0 Ta MarHito rigpokcuay) in vivo. Himecynif npurHiyye aktuBHicTb epmeHTy CYP2C9. lMpu ogHoYacHOMY 3acTocyBaHHI 3 Himigom nikiB, Wo €
cybcTpaTaMm Uboro epmeHTy, KOHLEHTpaLis X y nnasmi KpoBi MOxe niAsuLLyBaTucs. MoTpibHa 06epeXHiCTb Yy pasi, AKLWO0 HiMecynif npusHavaT MeHLLE HiXX 3a
24 roanHn 0o abo MeHLLEe HiXK 3a 24 roAnHu Nicns NpuiioMy MeTOTPEKCaTy, OCKINIbKM MOXMBE MiABULLEHHS PiBHA OCTaHHbLOrO Yy CMPOBATLi KPOBI Ta 36i/bLUEHHS
I0ro TOKCUYHOCTI.

Uepes BN/IMB Ha HUPKOBI NpOCTarnaHAMHN iHribIiTOpN CUHTETA3, [0 AKUX HAIEXUTb HIMeCy/if, MOXYTb NiABULLYBaTU HEPPOTOKCUYHICTb LMKIOCMOPUHIB.

Bnave iHWKX npenapaTiB Ha Himecynig,.

JocnipkeHHs in vitro 3acBigunnun, WO HIMecynif BUTICHAETbCA 3 MiCLb 3B’A3yBaHHS TONOyTaMigoM, CaniuuioBOKD KWCMOTOK Ta BaslbMPOEBOKD KUCOTOH.
He3Baxkatouu Ha Te, WO Ui B3aEMOAIT 6ynn BU3HAYeHi Y Mna3mi KpoBi, 3a3HayeHi edieKTn He CnocTepirasnca y npoueci KNiHIYHOro 3acTocyBaHHA mpenapary.

Oco6MBOCTI 3aCTOCYBaHHS.

HebaxaHi NobiuHi epeKTn MOXHa 3BECTU A0 MiHIMyMy, 3aCTOCOBYHOUM HaliMeHLWy e(heKTUBHY 03y NPOTArOM HallKOPOTLLOro nepiogy Yacy, Heob6XigHoOro ans
KOHTPO/O CUMMNTOMIB 3aXBOPHOBAHHS.

Mpw BIACY THOCTI epeKTMBHOCTI NiKyBaHHSA (3MEHLLEHHA CUMMTOMATMKY 3aXBOPIOBAHHSA) Tepanito npenapaToM CNif NpUNUHATW.

IMig yac NiKyBaHHA HIMeCy/NifjoM PeKOMEeHAYETbCA YHMKATW O4HOYACHOrO 3aCTOCYBaHHS FermaTOTOKCUYHWX NpenapariB, a TakoX YTPUMYBaTUCA Bif BXUBaHHSA
aJIKOront. 3acTocyBaHHS HECTepOigHMX MNpPOTU3ana/ibHUX 3ac06iB MOXe MacKyBaTu MiABWLLEHHA TemnepaTypu Tina, nos’s3aHe 3 (DOHOBOK 6GaKTepiasbHOK
iH(beKUieto. Y pasi NiABMLLEHHA TeMnepaTypu Tina abo NosBKn rpunonogibHMX CMMNTOMIB Y MalieHTiB, Ki 3aCTOCOBYHOTb HiMeCy/if, Npuinom npenapaTy HeobXigHO
BIAMIHUTN.

Bynu noBigomneHHs Mpo Cepiio3Hi peakuii 3 GOKy MedviHKM Mif 4Yac NiKyBaHHA HIMecynigom, y TOMY 4MCNi 3 NeTalbHUM HacligKoM. XBOPUM, Y SKKX
CMOCTEPIratoTbCA CUMMTOMM, CXOXKi HA CUMNTOMW YPaXKEHHS MeYiHKK, TaKi K aHOPEeKCisi, HyAoTa, 61t0BaHHS, 6inb Y XMBOTI, NigBULLEHA BTOM/HOBaHICTb, TEMHWIA
Konip cedi, abo XBOpWUM, Yy SIKMX AaHi NabopaToOpHUX aHani3iB QyHKUIT MeYiHKX BigXMNatoTbCA Bif, HOPMW, CAig MPUAMHUTA NpuUiAoM npenapaTy. NoBTOpHE
MPU3HAYeHHA HIMeCYNify TaKuM XBOPUM NpoTunokasaHe. Mig yac nikysaHHA HimMiLoOM XBOPWiIA MOBMHEH YTPUMYBATUCh Bif, 3aCTOCYBaHHA IHLIMX aHanreTukis. Cnig
YHUKaTK CYNyTHLOI 0 3aCTOCYBaHHSA iHLWKX HIM33, y TOMY Ynchi CeNeKTUBHUX IHFiBITOPIB LMKNOOKCUTeHa3Nn-2.

XBOPUM, SKi 3aCTOCOBYIOTb HIMECYNIA | B AKUX 3’ ABUAUCS FPUMONOAIGHI CMMNTOMMU, CAif NPUNUHUTLA AOr0 3aCTOCYBaHHS.

Y XBOpWX NiTHLOrO BiKYy MiJBuLLeHa YacTOTa HebaxaHMX peakuiin Ha HIM33, 0co6/11BO Lie CTOCYETLCA MOX/IMBMX KPOBOTEY Ta nepdopaLlii y TpaBHOMY TPakTi, AKi
MOXYTb OYTU NleTa/lbHO Hebe3neyHMuU.

Bupaska, kposoTeua abo nepopadlis y TpaBHOMY TPakTi MOXKYTb 3arpoXKyBaTy XXUT TH XBOPOro, 0CO6/IMBO AKLLO B aHaMHe3i € flaHi Npo Te, Lo NogibHi ssuwa
BUHWKa/IM Yy XBOPOr0 NPU 3aCTOCyBaHHI 6yab-akux iHwmx HIM33 (6e3 TepMmiHy AaBHOCTI). PU3nK nogibHMX ABuLL, 30i/1bLLYETHCA pas3oM 3i 36iblueHHamM fo3un HIM33 y
XBOPUX, SIKI MalOTb B aHaMHe3i BUpasKy y TpaBHOMY TpakTi, 0C06/AMBO YCKNafHeHY KpoBOTeueto abo nepdopauieto, a Tako>XK Y XBOPUX NITHLOrO BiKy. Takum
XBOPUM NiKyBaHHS CNif PO3MOYMHATM 3 HANMEHLIOT MOXKMBOT eheKTUBHOI 403K, A UMX XBOPUX, @ TaKo>XK AN TUX, XTO NpuiiMae napanenbHO HU3bKi [03W



aueTuncaniumioBol KACI0TK abo iHWKUX npenapaTis, WO 30iMbWYTb PU3MK BUHUKHEHHS YCKNaLHeHb 3 OOKY TPaBHOrMo TPakTY, C/if PO3rNAHYTU MOXKNMBICTb
3acTOCyBaHHA KOMGIHOBAHOI Tepanii i3 BUKOPUCTaHHAM 3aXUCHUX PEYOBUH, HAaNpUKnag MiconpocTony abo iHribiTopiB NPOTOHHOro Hacoca.

MauieHTV 3 TOKCUYHUM YPXKEHHAM TPaBHOI0 TPaKTy, 0CO6/MBO MaLieHT NiTHLOrO BiKy, MOBWMHHI NOBIZOMAATIA NPO 6y Ab-AKi HE3BUYHI CUMMTOMM, L0 BUHUKAKOTL Y
AINSHLUI TpaBHOro TPakKTy, 0CO6M1MBO MPO KpoBOTeui. Lle 0co6n1MBO BaXKIMBO Ha MOYATKOBMX CTafisx MiKyBaHHA. XBOPMX, SKi NpuUiiMatoTb CynyTHI npenapaTy, Wwo
MOXYTb NIABULLMTA PU3NK BMHUKHEHHA BUPa3kyM abo KPOBOTeYi, Taki K KOPTUKOCTEPOIAW, aHTUKOArynsHTW, CeNeKTUBHI iHriGITOpY 3BOPOTHOIO 3axXOmM/eHHS
CEPOTOHIHY, aHTMTpOMOGOUMTApPHI 3acobu (aueTuncaniumiosa KWCIoTa), MOTPIOHO MNPOIH(OpPMYyBaTM MNP0 HeOoOXiAHICTL AOTPUMYBATUCH 06EpPeXHOCTI npu
3acTocyBaHHi Himecynigy.

Y pasi BUHUKHEHHS Y XBOPOro, iknii oTpumye HiMia®, KpoBoTeui abo BMpasKy TPaBHOTO TPaKTY NiKyBaHHS NpenapaTom CAif NpUnMHUTY.

HIM33 3 06epeXxHiCTIo MOTPIGHO Mpu3HavaTn XBopuM i3 XBopoboto KpoHa abo 3 HecneumivyHMM BMPa3KOBUM KOMITOM B aHaMHe3i, OCKI/IbKWU HIMecynifg MoxXe
NPU3BECTU [0 TX 3aroCTPEeHHS.

OfHoYaCHe 3aCTOCyBaHHS HIMecynigy 3 IHWWMKU JKApPCbKUMK 3aco6amMu, TakKUMK K OpasibHI KOHTPALEnTMBW, aHTUKOArynsHTW, aHTUarperaHtu, MOXyTb
CMPUYUHUTI 3arOCTPEHHS XBOPOOY KpoHa Ta iHLLMX 3aXBOPHOBaHb TPABHOIO TPaKTY.

XBOpi 3 apTepianbHOK rinepTeH3ieto Ta/abo CepLeBOd HelOCTATHICTIO B aHaMHe3i, a TaKOoX XBOPi i3 3aTPUMKOK PiAMHK B OpraHi3Mi Ta HabpsikamMu BHACNiJOK
3acTocyBaHHA HIM33 noTpebytoThb BiAMNOBIAHONO KOHTPO/IO CTaHy | KOHCYNbTaLii nikaps.

KniHIYHI focnifpKeHHA Ta enifeMionoriyHi JaHi AatoTb 3MOry 3po6uTU BMCHOBOK MpPO Te, WO Aeski HIM33, 0co6nMBO y BUCOKUX [03axX Ta MpU TpuBasiomy
3aCTOCYBaHHI, MOXYTb NMPU3BECTU L0 HE3HAYHOr0 PU3MKY BMHUKHEHHS apTepiasibHUX TPOMOOTUYHMX €emni30AiB, Hanpuknag iHapKTy Miokapga Ta iHCynbTy. Ans
BUK/THOUYEHHS PU3NKY BUHVKHEHHS TakuX ABWULL, NPV 3aCTOCYBaHHI HIMECY/ify AaHNX HeLOCTaTHbLO.

XBOPYM i3 HEKOHTPO/IbOBAHOK apTepiasibHOK TinepTeH3ier0, rOCTPO0 CepLEeBO0 HEAOCTATHICTHO, BCTAHOB/IEHOKD iLLIEMIYHOKD XBOPOOOD Cepus, 3aXBOPHOBAHHAMM
nepuepryHnX apTepiii Ta/abo LepebpoBacKyNApHUMI 3aXBOPIOBAHHAMM HiIMeCy i NOTPIGHO Npu3HayaTy Nicns peTesibHOT OLiHKM CTaHy. TakuM e YAHOM LifTu
nepes MpPW3HaYeHHAM npenapaTty XBOPUM i3 (haKTOpaMu PU3UKY PO3BUTKY CEPLEBO-CYAMHHUX 3axXBOPKOBaHb, Hanpukiag npu apTepiasibHii rinepTeHsii,
rinepninigemit, LyKpoBoMy AiabeTi, Npy KypiHHI.

XBOPUMM i3 MOPYLUEHHAM (DYHKLIT HUPOK a0 i3 CepLeBO0 HEJOCTATHICTIO Npenapar Cif npu3HayaTi 3 06epeXHICTIO Y 3BA3KY 3 MOX/IMBICTIO MOTipLUEHHS HUPKOBOI
(DYHKLLIT. Y pa3i NOripLIeHHs CTaHy XBOPOro NiKyBaHHSA NOTPIGHO NPUNUHATMK.

3a naujieHTamu NiTHBLOrO BiKYy HEOOXiLHO NPOBOANTY PeTeNbHI CMOCTEPEXEHHS Yepe3 MOX/MBICTb PO3BMUTKY KPOBOTEY Ta nepdopaLlii TpaBHOro TpakTy, NOripLleHHs
(OYHKUIT HMPOK, neviHkn abo cepud. OCKIiNbKM HiMecynig MOXe BNAMBaTW Ha (PYHKLiHO TPOMOOUWTIB, MOro cnif 3 06epeXxHIiCTIO Mpu3HayaTu XBOPUM i3
remoparivyHmm giate3oM. OfHaK HiMecynif He 3aMiHKE aueTUICaniunIoBy KACNOTY NpU NpodinakTuL cepLeBo-CyAMHHUX 3aXBOPHOBaHb.

Bynn nosifoMeHHA NPO PiAKICHI BUNALKN THXKMX LUKIPHUX peakuiid npu 3actocyBaHHi HIM33, feski 3 HUX MOXYTb 6YTU NleTalbHO Hebe3nevyHnMK, Hanpukias
ekconiaTuBHWIA fepmMaTuT, cMHApom CTiBeHca-[)KOHCOHa, TOKCUYHWUIA enifepManbHUA HEKPONi3. Y GinbLUIOCTI BMNAAKiB, AKWO MPOTAroM MEpLIOro micaus npw
paHille nNpu3HaueHOMy Kypci MiKyBaHHS BUHUKanM faHi peakLii, To pU3MK TX BUHUKHEHHS Y MauieHTiB 3HaUHO 36inbluyeTbes. HiMig® HeobxigHO BigMiHUTY Mpy
NosBI MePLUMX 03HAK LLKIPHOTO BUCKMY, YPaXKEHHS CNIM30BMX 0060/I0HOK Ta iHLWMX anepriyHnX nposBsiB.

[lonomi>kHi peyosuHuW. lMpenapar MICTUTb NakTo3y. AKWO Yy Bac BCTAHOB/MIEHO HENEepeHOCUMICTb AesKUX LYKpPiB, NPOKOHCY/bTYWTeCA 3 NikapeM, nepll Hix
npUIMaTH Lein NikapcbKuii 3acib.

3acTocyBaHHa y nepiof BariTHOCTi abo rogyBaHHs rpyaato.

MMpUrHiYeHHs CUHTE3Yy MpocTarfaHguHy MOXE HeCnpuATINBO BI/IMHYTU Ha BariTHICTb Ta/abo po3BUTOK noga. [aHi, oTpumaHi npu enifemionorivyHmx
[OCNIKEHHSAX, [03BOMAIOTL 3pO0OMTM BUCHOBOK MPO Te, L0 Ha paHHiX TepMiHax BariTHOCTI 3aCTOCYBaHHS Mpenaparis, WO MPUrHIYYOTb CUHTE3 npocTarnaHaviHy,
MOXe 30i/IbLUMTU PU3NK MMUMOBISIBHOrO abopTy, BUHUKHEHHS Y Niofa Baj cepus i ractpowmsncy. ABCOMOTHUIA PUSNK PO3BUTKY aHOMasii CepLeBO-CYANHHOI
CUCTEMM MIABULLMBCA 3 MeHL HDX Ha 1 % npunbnmsHo f0 1,5 %. BBaxkaeTbea, WO PU3KK 36iM1bLUYETHCA 3i 301/IbLLUEHHAM 031 | TPUBAIOCTI 3aCTOCYBaHHS.



He cnig npuiimatn Himecynig nig yvac | i Il TpumecTpy BariTHOCTI 6e3 KpaliHbOI Heo6XifHOCTI. Y pasi 3acToCcyBaHHA MpenapaTy >KiHKaM, AKi HamaratTbCs
3aBariTHiTK, a6o B | i Il TpuMecTpi BariTHOCTI CNif 06MpaTh HaMMEHLLY MOXUBY 03Y | HAMMEHLLY MOXX/IMBY TPUBaNICTb NiKyBaHHS.

Y 11l TpuMecTpi BariTHOCTI BCI IHFIGITOPY CUHTE3Y NpocTariaHANHY MOXYTb NPUBECTU 4O PO3BUTKY Y MI04a:

* MHEBMOKapAia/lbHOro TOKCUYHOI 0 YPaXKeHHS (3 nepeavyacHnM 3aKpuTTAM apTepiasibHUX MPOTOK i FiNepTeH3IE0 Y CUCTEMI /IereHeBOT apTepil);

* ANCYHKLIT HAPOK, SIKa MOXe Mporpecysatn 40 HUPKOBOI HEAOCTATHOCTI 3 PO3BUTKOM MasloBOALS.

Y martepi i nn104a B KiHUi BariTHOCTI MOX/NBeE:

* 36iNbLLUEHHA Yacy KpOBOTeYi, aHTuarperayiiHuii epekT, SKUA MOXXe BUHUKHYTW HaBiTb NPU 3aCTOCYBaHHI Ay)Xe HU3bKUX 03 Npenapaty;

* MPUTHIYEHHA CKOPOYYBa/IbHOT AiANIbHOCTI MaTKW, LLIO MOXE NPU3BECTM A0 3aTPUMKM ab0 NOLOBXKEHHS Nepiogy Mosioris.

Tomy Himecynig npoTunokasaHuii y 111 TpumecTpi BariTHOCTI.

Ak HIM33, Wo NpUrHivyoTh CUHTE3 npocTarfiaH4uHy, HIMeCysif MOXe CNPUYUHATY nepefyvacHe 3aKpUTTA 6aTasioBoi NPOTOKM, IereHeBy rinepTeHsito, oNirypito,
ManoBoAAA. 3poCcTaE PU3MK PO3BUTKY KPOBOTEYi, CNabKOCTI NONOroBOT AiANILHOCTI Ta MepudepuyHOro Habpsky. ICHYHOTb OKpemi MOBILOMEHHSA NP0 HUPKOBY
HeOCTaTHICTb Y HEeMOBAAT, MaTepi SKMX 3aCTOCOBYBa/IM HIMECynif HanpuKiHui BariTHOCTI. [lOCMifKeHHS Ha TBapuHax [O0BeNM aTuroBy PenpomyKTUBHY
TOKCUYHICTb Npenapaty, ane LOCTOBIPHMX AaHUX LIOAO 3aCTOCYBaHHS HiMecynify BariTHUM He iCHye. [MOTeHUiNHUIA pUsnK s NOAUHU He BU3HAYEHWA, OTXEe,
npu3Havatu Himecynig y | T1a Il TpumecTpi BariTHOCTI He peKOMeHAYeTbCs. OCKi/IbKM HEBIJOMO, UM MPOHWKAE HIMeCYNif y rpyfHe MOJIOKO, Or0 3aCTOCYBaHHS
MPOTUMOKa3aHO Yy Nepioj rofyBaHHsA rpyaato.

Himecynig moxe noripwmTi epTunbHy GYHKLIK Y XIHOK, TOMY MOro He peKOMeHAYETbCA 3aCTOCOBYBATM XiHKaM, AKi HamararoTbCa 3aBariTHITU. XKiHKam, siKi He
MOXYTb 3aBariTHIT abo XIHKaM, KMM MPOBOAUTLCA OOCTEXEHHSA CTOCOBHO 6e3nnifas, Cnif Po3rfisHYTU NMUTaHHA NPO NMPUMMHEHHS 3aCTOCYBaHHA HIMeCynigy.
AKLWO BariTHICTb BCTAHOB/EHa Nif, Yac 3aCTOCYBaHHSA Himecy gy, TO nikap Mae 6yTn Npo Le NPoiH(POPMOBaHWIA.

30aTHICTb BNMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MaMu.

JocnifpkeHb WOAO0 BMMBY HiIMECYNify Ha 34aTHICTb KepyBaTy aBTOTPAHCNOPTOM ab0 iHLWMMW MeXaHiYHUMUM 3aco0bamy He NMPOBOAWN, e AKLLO NPWU 3aCTOCYBaHHI
HiMecynifly y nauieHTiB BUHWUKANW rOoNOBHWM Giflb, 3aMaMOPOYEHHS UM COH/IMBICTb, TO 1M CAif BiAMOBUTUCA BifJ KepyBaHHA aBTOTPAHCMOPTOM ab0 iHLLIMMK
MeXaHi3Mamu.

Cniocib 3acTocyBaHHA Ta A03Mu.

LLLo6 miHiMi3yBaTK MOXNMBI HebaxaHi MOGIYHI edeKT, NOTPIGHO 3aCTOCOBYBATM MiHIMa/IbHO e(heKTUBHY 03y MPOTArOM HalNKOPOTLUOro Yacy. PeKOMeHAY€ETbCA
BXUBATW NIiCNA NPUIAOMY Xi.

MakcvmMasibHa TpUBAICTb Kypcy flikyBaHHA Himigom — 15 fi6.

[Jopocni. Mo 1 cawe (100 mr) 2 pa3u Ha o6y .

MauieHTn NiTHLOro BikKy. Kopekuis 4031 He noTpibHa.

[iTn Bikom Big 12 pokiB. KopekLuis 4o3n He noTpibHa.

MauieHTW 3 NOpYyLUEHHAM PYHKLIT HAPOK. N4 NaLieHTIB i3 Nerkum abo NOMipHUM NOPYLLEHHAM PYHKLUIT HAPOK (KNipeHe KpeaTuHiHy 30-80 M//XB) KOPEKLLiS 1031 He
NoTPi6Ha, Y TOIN Yac AK THKKe NOPYLLUEHHS PYHKLIT HUPOK (KNipeHC KpeaTuHiHY < 30 M/1/rof) € MPOTMBONOKA3aHHAM [0 3aCTOCyBaHHA Himigy.

BMmicT caLue cnif po3uvHUTY Nnepes 3aCToCyBaHHAM B 1 CKAAHLI TENJION BOAW | BUMUTY 04pasy.

aiTn.
Himia® pitam Bikom 4o 12 pokiB NPOTUMNOKA3aHWIA.



NepenosyBaHHS.

CuUMMTOMM rOoCTPOro nepeso3yBaHHsA HECTEPOIAHMMI NpoTU3anaibHUMK 3acobamm (HIM33) 3a3Bnyaii 06MEXYHOTLCA TaKUM: anarTisi, COH/IMBICTb, HYA0Ta, 6/110BaHHS,
6inb B eniractpasbHiA AinaHui. Lii cumnTomy, SK npaswio, 060pOTHI Npu NiATpUMYOYiA Tepanii. MoXnnBe BUHUMKHEHHSA LUNYHKOBO-KMLLKOBOI KPOBOTeEUI,
apTepianbHOI rinepTeH3sil, rocTPoi HMPKOBOI HeAOCTATHOCTI, MPUrHIYEHHSA AUXaHHS, KOMW, OfHAK TaKi ABMLLA 3yCTpivatoTbCA PiAKO. Bynu noBigoMIeHHS npo
aHainakToigHI peakuil Npu 3acTocyBaHHI TepaneBTUYHMX A03 HIM33 Ta npu ix nepefo3ysBaHHi. CrieynpiyHOro aHTNAOTY Hemae. JlikyBaHHA nepeaosyBaHHA —
CUMNTOMaTUYHe i nigTpumytode. [JaHnx nNpo BMBEAEHHSA HiMecynifdy 3a [AOMOMOrow reMojianisy Hemae, ane AKWO B3ATU 4O YBarv BUCOKWIA CTYMiHb 3B’A3yBaHHS
HiMecynigy 3 6inkamy nnasmu (go 97,5%), TO ManoiMOBIPHO, WO Aiani3 BMSBUTLCS eEKTMBHUM. [pu HasBHOCTI CMMMTOMIB Mepeao3yBaHHs abo nicns
3aCTOCyBaHHS BE/IMKOI 03V npenapaty NpoTArom 4 roguH nicng Moro npuiioMy nauieHTaM MOXYTb OYyTW MpU3HAYeHi: WTYYHe BUKIMKaHHA 6/10BaHHA Ta/abo
NpUIiOM akTMBOBaHOro Byrinna (60-100 r ans gopocnunx), Ta/abo NpMioM OCMOTMYHOIO MPOHOCHOrO 3acoby. dopcoBaHWMiA Aiypes, NiABWLLEHHS NY>KHOCTI ceui,
remogiania Ta remonepysist MOXyTb 6yTU HeeeKTUBHUMM BHAC/IAOK BUCOKOIO CTYMNeHs 3B’A3yBaHHS HiMecynigy 3 6inkamu nnasmu KpoBi. Cnif, KOHTPONtoBaTh
(OYHKLIT HNPOK Ta NeYiHKW.

Mo6iuHi peakuil.

3 60Ky CUCTEeMM KpPoBi Ta NiMghaTUYHOT CUCTEMU: aHEMIS, e03MHOINIA, TPOMOOLMTOMNEHISA, NAHLMTOMNEHId, Myprnypa.

3 60Ky IMyHHOT cMCTeMM: NiABULLEHA YyTIMBICTb, aHainakcis.

MeTaboniuHi NOpYyLUEHHS: rinepKaniemis.

3 60Ky NCuxiku: BIAYYTTA CTPaxy, HEPBO3HICTb, Xax/IMBi CHOBUAIHHS.

3 60Ky HEPBOBOT CUCTEMMU: 3aMaMOPOYEHHS, rOI0BHUIA Biflb, COHAMBICTL, eHUedanonartis (CuHApom Peite).

3 60Ky opraHis 30py: HeYiTKICTb 30pYy, po3nagun 30py.

3 60Ky opraHis cnyxy Ta piBHOBaru: BEPTUro (3anamopOYeHHS).

3 60Ky CepLeBO-CYAMHHOI cCUCTeMW: TaxikapAis, remoparis, nabifbHICTb apTepialbHOro TUCKY, MNPUNAMBK, apTepiasibHa rinepTeHsis, MNiABWLLEHHS PU3NKY
BUHWKHEHHS apTepia/ibHUX TPOMOOTUYHNX YCKNaAHEeHb, HanpuKag, iHpapKTy Miokapaa abo iHCybTy, cepLeBa HefOCTaTHICTb.

3 60Ky AnxaNbHOT cMCTeMU: 3aauLLKa, acTma, bBpoHXocnasMm.

3 60Ky TpaBHOro TpakTy: fiapes, HyAoTa, 6/110BaHHSA, B TOMY 4ucni G6110BaHHS 3 KPOB’tO, 3arnop, MeTeopusM, racTput, Ginb Y XWBOTI, gUcnencis, CTOMaTuT,
BUMOPOXHEHHA YOPHOr0O KO/IbOPY, KPOBOTEYI Yy TPaBHOMY TPaKTi, BMpas3Ka Ta nepdopalis ABaHAAUATAMANOT KULWKWU/LWITYHKA, 3aroCTPeHHs KONITIB Ta XBOpO6U
KpoHa.

3 60Ky renaTobiniapHOi cucTeMU: renaTuT; 6IMCKaBUUHWIA (PyNIbMIHAHTHWIA) renaTuT, i3 NeTa/lbHUM HacMiAKOM, y TOMY YUCAI XXOBTAHMLSA; X0necTas.

3 60Ky LUKipK: cBep6iX, LUKIPHI BUCUMaHHS, NigBuLLeHa NiTAMBICTb, epuTeMa, AepMaTUT, KPOMWB'AHKA, aHriOHEBPOTUUMNHIA HABPSK, HAOPSK 06AmnyYs, nonihopmMHa
epuTemMa, cuHapom CTiBeHca-[)KOHCOHa, TOKCUYHWIA enifiepMasibHUiA HEKPOSTI3.

3 60Ky CeyoBMAINLHOT CUCTEMU: AM3Ypis, rematypis, 3aTprMKa CeYOBUNYCKaHHSA, HUPKOBA HELOCTATHICTb, ONIrypis, IHTEPCTULia/IbHUIA HEQPUT.

3ara/ibHi NOpyLUEHHs: HabpsK, He3dyXXaHHS, acTeHis, rinotepmis.

JlabopaTopHi NOKa3HUKK: NiABULLEHHS PIBHA NEYiHKOBUX (DEPMEHTIB.

TepMiH NpUAaTHOCTI. 4 POKWN.
YMoBM 36epiraHHs.

36epiratv npu TemnepaTypi He BuLe 25 °C.
36epiratny HefOCTYNHOMY AN AiTei MicLi.



YnakoBkKa.
Mo 21y cawe. Mo 30 caLle Y KapTOHHI ynakoBL,.

KaTteropis Bignycky.
3a peuenTom.

BupobHMK.
Kycym Xentxkep et /114/
Kusum Healthcare Pvt Ltd.

Micue3HaxomkeHHS BUPOOHMKaA Ta A0ro agpeca Micua NPOBagKeHHS LisiNIbHOCTI.
Mnot Ne M-3, IHgop Cnewen IkoHomik 3oyH, ®eis-Il, Mitamnyp, AicT. Oxap, Maaxba Mpagew, Min 454774, 1Hais/
Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh, Pin 454774, India

IHCTPYKUIA
NS MeIMYHOT 0 3aCTOCYBaHHS N1iKapCbKOro 3acoby

HIMIA®
(NIMID®)

Cknag:

Aitoya peyosuHa: Himecynif (nimesulide);

1 cawwe (2 r rpaHysn) MicTUTb HiMecynigy 100 wmr;

[ONOMI>KHI PeYOBMHU: NaKTO3M MOHOrifpaT, NoBiAOH, caxapvH HaTpito, KMCNOTa IMMOHHA, MOHOriJpaT; CMakoBa 06aBKa ane/ibCUH, KPEMHIO AIOKCKA, KOMOTAHWIA
6e3BOHNIA.

Jlikapcbka thopma. ['paHynu.
OcCHOBHI (pi3MKO-XIMiYHi BNaCTUBOCTI: FpaHy v CBIT/0-)KOBTOrOKO/IbOPY 3 arnesibCMHOBMM 3araxom.

dapmakoTepaneBTUYHa rpyna.
HecTepoigHi npoTr3anasbHi Ta NpoT1peBMaTuyHi 3acobu. Kog ATX MD1A X17.

dapmMakosoriyHi BnacTmneOCTI.

dapmakogyHamika.

Himig® — HecTepoifHWii NpoTu3ananbHWiA 3aci6 rpynu MeTaHCyNb(OHaHINiAiB, SKUA MPOSBASE NPOTU3anaibHY, 3HEGOMIOBAIbHY Ta YKapO3HUKYBaNbHY Aito.
JlikyBanbHa fia Himigy 3ymoB/ieHa TUM, WO BiH B3aEMOAIE€ 3 KackafloM apaxifOHOBOI KMC/MOTW i 3HWKYE OGIOCUHTE3 npocTarfiaHAMHIB LWASAXOM IHri0yBaHHA



LIMK/TOOKCUTEHa3MN.
PapmakoKiHe TuKa.

B opraHi3mi ntognHn Himecynif 4o6pe BCMOKTYETLCS MPY NepopasibHOMY NPUnOMI, AOCAratoun MakCMMabHOT KOHUEHTpauii y nnasmi yepes 2-3 rognuun. o 97,5 %
Himecynigy 3B’A3yeTbCA 3 OinKamy nnasMu. Himecynif akTMBHO MeTaboni3yeTbca Yy nediHui 3 yyactio CYP2C9, i3othepmeHTy umtoxpomy P450. OCHOBHUM
MeTaboniToM € naparigpokcunoxigHe, ke TakoX Mae (hapMakosioriyHy akTUBHICTb. [lepiofd HaniBBMBeAeHHS — Big 3,2 Ao 6 roauvH. Himecynig BMBOAUTLCS 3
OpraHiamy 3 ceyeto — 6113bko 50 % Bif NPUAHATOT 403K. Bn3bko 29 % Bif NPUAHATOT 03U BUBOAWTLCA 3 KasloM Y MeTabonizoBaHOMY BUrnsgi. Jinwe 1-3 %
BMBOAMTLCA 3 OPraHiaMy Y He3aMiHEHOMY CTaHi. PapmMaKoKiHETUYHWIA MPOiNb B 0Ci6 NiTHLOrO BiKy HEe 3MIHIOETbLCS.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

JlikyBaHHSA roctporo 60110, NePBUHHOT AUCMEHOpE.

Himecynig cnif 3acTocoByBaTh TifIbKM SK npenapar Apyroi NiHii.

PiLLIEHHSA NPO NPU3HAYeHHs HiMecyNidy NOTPIGHO NPUIAMATI Ha OCHOBI OLLIHKM YCiX PU3NKIB 151 KOHKPETHOIO NaLlieHTa.

MpoTunokasaHHs.

Bigoma nigsuieHa 4y TAMBICTb A0 HiMecyniagy abo Ao 6yab-AKOro KOMMOHEHTa npenapary.

inepepriyHi peakuii B aHamHe3i (bpoHXocnasm, PUHIT, KPOMUB’AHKA) Ha 3aCTOCYBaHHA aLeTUICaNiLUI0BOI KUCNOTK ab0 HLLMX HECTEPOILHNX NPOTM3anaibHUX
npenaparis. [enaTOTOKCWMYHI peakLil Ha HiMecy i B aHaMHe3i.

CynyTHe 3aCTOCYBaHHS iHLIMX PEYOBMH 3 NOTEHLINHOI renaToOTOKCUYHICTIO.

ANKOroni3mM 1a HapPKOTUYHA 3a/1EXKHICTD.

LLINyHKOBO-KMLLIKOBI KpoBOTeYi ab0 nepdopalil B aHaMHe3i, MoB’A3aHi 3 nonepeHiM 3aCTOCYBaHHAM HECTEPOIAHMX NPOTM3anasibHMX 3aco0iB.
Bupaska wnyHKa abo ABaHaUATMNAN0T KUK Y (asi 3aroCTPeHHs, HasABHICTb B aHaMHesi B pasku, nepgopadii abo KpoBoTeYi y TPaBHOMY TPaKTI.
HasBHiCTb B aHamMHe3i LiepebpoBacKyIApHMX KPOBOTEY ab0 iHLIMX KPOBOBU/IUBIB, @ TAKOXK 32XBOPHOBAHb, L0 CYNPOBOMKYHTHCA KPOBOTOUMBICTIO.
TSOKKI MOPYLUEHHS 3ropTaHHS KpPOBI.

TsXKKa cepLeBa HelOCTaTHICTb.

TSXKKe NOPYLLEHHSA (DYHKLIT HAPOK.

MMopyLUeHHA YHKLUIT NeYiHKN.

XBOpi 3 NiABULLEHOIO TEMMEPATYPOIO Tiia Ta/abo rpunonogioHUMy CUMNTOMaMuU.

AnTaunia Bik 1o 12 pokiB.

Il TpyMecTp BariTHOCTI Ta Mepiog, rogyBaHHSA rPpyALIo.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLi BUAM B3aEMOLIN.

dapmakoHaMiyHi B3aEMOAT.

KopTuKOCTepOian: NifABULLYETLCA PU3UK BUHUKHEHHS BMPAa3KM TPABHOIO TPakTy abo KpoBOTeui.

AHTUTPOMOOUMTAPHI 3ac00M Ta CeNIeKTUBHI iHriGiTOPM 3BOPOTHOIO 3aXOM/EHHSI CEPOTOHIHY (SSSRIS): 36ibLIYETLCA PU3MK BUHWUKHEHHS KPOBOTEY Y TpaBHOMY
TPaxTi.

AHTUKOarynaHtn: HIM33 MoXKyTb NOCU/IKOBATY Ait0 aHTUKOArynsaHTIB, TakKUX K BapdapuH abo aueTuncaniumiosa K1CoTa, Yepes LWo Taka KoM6iHaL,is
MPOTMNOKa3aHa XBOPUM i3 TSXXKUMU po3fiafamm Koarynsauii. AKLWo Takoi KOMOiHOBaHOT Teparii He MOXHa YHUKHYTW, He06XiHO NPOBOAUTMN PeTeNlbHWUIn KOHTPO/b




MOKAa3HWKIB 3ropTaHHA KPOBI.

[iypeTnyHi 3aco0U, iHFi6ITOPU aHTOTEH3UHNEPETBOPIOBA/ILHOIO (DEPMEHTY Ta aHTArOHICTU aHriOTEH3UHY II.

HIM33 moxyTb nocnabnoBatu fit0 AiypeTUKIB Ta IHLUMX aHTUTiNepTeH3MBHUX Mpenaparis. Y LeaKuX XBOPUX i3 NOripLeHO (YHKLIE HUPOK (Hanpuknag y
3HEBO/JHEHNX XBOPMX abo NawuieHTIB NITHLOIO BiKy) Cri/ibHe 3aCTOCYBaHHSA iHri6iTopiB AM®, aHTaroHICTIB aHrioTeH3UHY |1 a60 peyYOBUMH, WO NPUTHIYYOTb CUCTEMY
LMKNOOKCUIeHasn, MOXIMBE NOAaIbLLIE NOTiPLUEHHA (PYHKLIT HUPOK Ta BUHUKHEHHS FOCTPOI HUPKOBOT HEOCTATHOCTI, IKa, K NpaBusio, € 060poTHOO. Lli B3aemogii
Cnifi, BpaxoByBaTW TOAi, KONM XBopuid 3acTocoBye Himia® ofHouacHo 3 iHri6iTopamm AM® ab6o aHTaroHicTamu aHrioTeHsuHy Il. Cnig 6yTn ay>ke 06epeXKHUM,
3aCTOCOBYHOUM TaKy KOMOGiHaLit0, 0C06/1IMBO naLjieHTam MIiTHLOro BiKy. XBOPI MOBUHHI OTPUMYBATV AOCTATHIO Ki/IbKICTb PiAMHK, a HUPKOBY (hYHKLLitO Tpeba peTenbHO
KOHTPONIOBATK MiCNA NMoYaTKy 3aCTOCYBaHHS Takoi KoMGiHauii. HiMecynig TMM4yacoBo nocnabntoe fito gypocemify LOAO BUBEAEHHS HATPIt0 Ta MEHLLUOK Mipok —
BMBEAEHHS Kanito, a TaKOX 3MeHLUYe AiypeTudHuin edhekT. OgHoYacHe 3acToCyBaHHA (hypocemigy Ta Himigy XBOpuM i3 MOPYLUEHHAM HUPKOBOI abo cepueBoi
(hYHKLLiT BUMarae 06epeXxxHOCTi.

Y 300p0oBUX 40OPOBO/LLIB HIMECYIL LWBUAKO 3HUXKYE eqeKT (ypocemigy, CpsAMOBaHWIA Ha BUBELEHHS HATPItO Ta MEHLLOK MipOH — Ha BUBEAEHHS Kaslito, & TakoX
3HMXKYE CeyoriHHy Aito. OfHO4YacHe 3acTOCyBaHHA Himecynigy Ta (Dypocemigy nNpu3BOAWUTL A0 3MeHLleHHs (npubnmsHo Ha 20 %) nnowi nig KpuBOHO
«KOHUeHTpauis-yac» (AUC) Ta 3HMXEHHSI KyMYNSATUBHOI eKCKpeLiT dhypoceMigy 6e3 3MiH HUPKOBOIO K/ipeHcy (ypocemiay.

dapmakoKiHe TUYHI B3aEMOAIT 3 IHLIMMU IKAPCbKUMKN 3ac06amMMm.

Bynun nosigoMmneHHs npo Te, wo HIM33 3MeHLW YT KNipeHC MiTito, WO Npu3BoAUTbL A0 36ifblIeHHS PIBHA NITiH0 Yy NiasMi KPoBi Ta TOKCWMYHOCTI NiTito. Mpwu
npu3HaYeHHi Himigy XBopuM, AKi OTPUMYIOTb Tepanito npenaparamu NiTito, CNif 4acTo NPOBOAUTM KOHTPO/Ib PIBHA NITItO Y Nia3Mi KPOBI.

Hemae KniHIYHO 3HauyLlol B3aeMOfii 3 rnibeHknamigom, TeoifiHoM, BapgapMHOM, AUFOKCUHOM, UMMETUAMHOM Ta aHTauuAHMMKU npenapataMu (KOMOiHauis
AMOMIHIKO Ta MarHito rigpokcmgy) in vivo. Himecynig npurHidye aktusHIiCTb pepmMeHTy CYP2C9. Mpu ogHoYacHOMY 3acTocyBaHHI 3 Himigom nikiB, WO €
cybcTpataMm Lp0oro epmeHTy, KOHLUEHTpaLid iX y niasMi KpoBi MoXke nifsuilyBaTucs. MotpioHa 06epeXkHICTb Y pasi, AKLWO HiMeCy/if npu3HavyaTi MeHLLUe HXK 3a
24 roanHn 0o abo MeHLLUE HiX 3a 24 roAnHu Nicns NpuiioMy MeTOTPeKcaTy, OCKINIbKM MOXMBE MiABULLEHHS PiBHA OCTaHHbLOrO Yy CMPOBATLi KPOBI Ta 36i/bLUEHHS
A0ro TOKCUYHOCTI.

Uepes BNIMB Ha HUPKOBI NpoCTarnaH4MHN iHriGITOpU CUHTETA3, [0 AKUX HAIEXUTb HIMeCynif, MOXYTb NiABULLYBaTU HEPPOTOKCUYHICTb LMKIOCMOPUHIB.

Bnave iHWKXX npenapaTiB Ha Himecynig,.

JocnipkeHHs in vitro 3acBigumnu, WO HiMecynif BUTICHAETbCA 3 MiCUb 3B’A3yBaHHS TONOYyTaMigoM, Caniuu/ioBOKO KWCMOTOK Ta Ba/lbMPOEBOKD KUC/IOTOHO.
He3Baxxaroun Ha Te, L0 Li B3aEMOAIT 6y BU3HaYeHI y nia3mi KPoBi, 3a3HayeHi eDeKTU He CrocTepirancs y npoueci KNiHIYHOro 3aCTOCYBaHHA Mnpernapary.

Oc061MBOCTI 3aCTOCYBAHHA.

HebaxaHi NoGiuHi epeKTM MOXHa 3BECTU A0 MiHIMyMy, 3aCTOCOBYHOUM HaliMeHLly etheKTUBHY 03y NPOTArOM HailKOPOTLLOro nepiogy Yacy, Heob6XigHoro ans
KOHTPO/O0 CUMMNTOMIB 3aXBOPHOBAHHS.

Mpw BIACYTHOCTI epeKTMBHOCTI NiKyBaHHSA (3MEHLLEHHA CUMIMTOMATMKY 3aXBOPIOBAHHSA) Tepanito npenapaToM CNif NpUNnUHATW.

MMig yac NiKyBaHHA HIMeCy/NifioM PeKOMEeHAYETbCA YHMKATW O4HOYACHOrO 3aCTOCYBaHHS FermaTOTOKCUYHWX NpenapariB, a TakoX YTPUMYBaTUCA Bif BXUBaHHSA
a/IKOronto. 3acToCyBaHHS HECTEPOigHUX MpOTU3anaibHUX 3ac06iB MOXE MacKyBaTW MIABULLEHHA Temnepatypu Tina, MoB’a3aHe 3 (DOHOBOK OaKTepiasibHOH
iH(beKUieto. Y pasi NiABULLEHHSA TeMnepaTypu Tina abo NosBu rpunonogibHNX CMMATOMIB Y MaLieHTiB, SKi 3aCTOCOBYHOTb HiMeCy i, Npuiiom npenapaTy Heo6XigHO
BIAMIHUTN.

Bynu noBigomneHHs Mpo Ccepiio3Hi peakuii 3 60Ky MedviHKM Mif 4Yac NiKyBaHHA HiMecynigom, y TOMY YMCNi 3 NeTalbHUM HacnigkoMm. XBOPUM, Y SKKX
CMOCTEPIratoTbCs CUMMATOMM, CXOXKi HA CUMNTOMW YPaXKEHHSA MeYiHKK, TaKi K aHOPEKCisi, HyaoTa, 61t0BaHHS, 6inb Y XMBOTI, NigBULLEHA BTOM/HOBaHICTb, TEMHWI
Konip ceyi, abo XBOpWUM, Yy SIKMX AaHi NabopaToOpHUX aHani3iB yHKUIT MeYiHKX BigXMNatTbCA Bif, HOPMW, CAif MPUAMHUTA NpuUiAioM npenapaTy. NoBTOpHE
MPU3HAYeHHA HIMeCYNify TakuM XBOPUM NpoTunokasaHe. Mig yac nikysaHHA HimifoM XBOPWiIA MOBMHEH YTPUMYBATUCh Bif, 3aCTOCYBaHHS IHLIMX aHanreTukis. Cnig



YHVKATW CYMyTHLOMO 3aCTOCYBaHHA iHLWMX HIM33, y TOMY YnC/i CENeKTUBHUX IHMBITOPIB LUKIOOKCUTeHasn-2.

XBOPUM, SKi 3aCTOCOBYIOTb HIMECYNIA | B AKUX 3’ ABUNCS FPUMONOAIGHI CMMNTOMMU, CNig NPUNUHUTLA AOr0 3aCTOCYBaHHS.

Y XBOpPUX NiTHLOrO BiKY NifBULLEHa YacToTa HebakaHMX peakuiin Ha HIM33, 0co6/1MBO Lie CTOCYETLCA MOX/IMBUX KPOBOTEY Ta Nepdopaliin y TpaBHOMY TpakTi, AKi
MOXYTb 6YTU NeTasibHO Hebe3neyHnMN.

Bupaska, kposoTeua abo nepopadis y TpaBHOMY TPaKTi MOXKYTb 3arpoXKyBaTy XXUT TH XBOPOro, 0CO6/IMBO AKLLO B aHaMHE3i € flaHi Npo Te, Lo NogibHi ssuwa
BUHWKa/IN Yy XBOPOrO NpW 3aCTOCyBaHHI 6yab-akux iHwmx HIM33 (6e3 TepmiHy AaBHOCTI). PU3nK NogibHMxX ABULL, 30i/1bLLYETHCA pasoM 3i 30iblueHHamM fo3mn HIM33 y
XBOPWX, IKI MalOTb B aHaMHe3i BMpa3Ky y TpaBHOMY TpaKTi, 0COO/MBO YCKNaZHeHy KpoBOTeYeto abo nepdopauieto, a TakodXK Yy XBOPUX NITHLOrO BiKy. Takum
XBOPUM NiKyBaHHS CMif, PO3NOYMHATMW 3 HAWMEHLLOT MOXKNMBOT e(eKTUBHOT A03W. [NS LMX XBOPUX, @ TakoXK And TUX, XTO Npuimae napanefilbHo HU3bKi [03K
aueTuncaniunioBol KACI0TK abo iHWKUX npenapaTis, WO 30iMbWYTb PU3MK BUHUKHEHHS YCKNaLHEHb 3 OOKY TPaBHOrMoO TPakTY, C/if PO3rNAHYTU MOXKNMBICTb
3acTOCyBaHHA KOMGIHOBAHOI Tepanii i3 BUKOPUCTaHHAM 3aXUCHUX PEYOBUH, HAaNpUKad MiconpocTony abo iHribiTopiB NPOTOHHOrO Hacoca.

MauieHTV 3 TOKCUYHUM YPXKEHHAM TPaBHOI0 TPaKTy, 0CO6/MBO MaLieHT NiTHLOrO BiKy, MOBWMHHI NOBIZOMAATIA NPO 6y Ab-AKi HE3BUYHI CUMMTOMM, WO BUHUKAKOTL Y
AINSHLUI TpaBHOro TPakKTy, 0CO6M1MBO MPO KpoBOTeui. Lle 0co6n1MBO BaXK/IMBO Ha MOYATKOBMX CTafisax MiKyBaHHA. XBOPWX, SKi NpUiiMatoTb CynyTHI npenapaTy, Wwo
MOXYTb NIABULLMTA PU3NK BMHUKHEHHA BUpa3kyM abo KPOBOTeYi, Taki K KOPTUKOCTEPOIAW, aHTUKOArynsHTW, CeNeKTUBHI iHribITOpY 3BOPOTHOIO 3aXOmM/eHHS
CEPOTOHIHY, aHTMTpOMOGOUMTApPHI 3acobu (aueTuncaniumiosa KWCioTa), MOTPIOHO MNPOIH(OpPMYyBaTM MNP0 HeoOXiAHICTL AOTPUMYBATUCH O06EpPeXHOCTI npu
3acTocyBaHHi Himecynigy.

Y pasi BUHUKHEHHS Y XBOPOTo, knii oTpumye HiMia®, KpoBoTeui abo BMpasKy TPaBHOTO TPaKTY NiKyBaHHS NpenapaTom C/if NpUnuHUTY.

HIM33 3 06epeXxHICTIO MOTPIGHO Mpu3HavaTn XBopuM i3 XBopoboto KpoHa abo 3 HecneumivyHMM BMPa3KOBUM KOMITOM B aHaMHe3i, OCKIi/IbKWU HIMecynifg MoxXe
NPU3BECTU [0 TX 3aroCTPEeHHS.

OfHoYacHe 3aCTOCyBaHHS HIMecynigy 3 IHWWMU JIKapPCbKUMK 3aco6amMu, TakKUMK K OpasibHI KOHTPAUEnTMBKW, aHTUKOArynaHTW, aHTUarperaHtu, MOXyTb
CMPUYUHUTI 3arOCTPEHHS XBOPOOY KpoHa Ta iHLLMX 3aXBOPHOBaHb TPABHOIO TPaKTY.

XBOpi 3 apTepianbHOK rinepTeH3ieto Ta/abo CepLeBOD HelOCTATHICTIO B aHaMHe3i, a TaKoX XBOPi i3 3aTPUMKOK PiAMHK B OpraHi3Mi Ta HabpsikamMu BHACNiJOK
3acTocyBaHHA HIM33 noTpebytoThb BiAMNOBIAHONO KOHTPO/IO CTaHy | KOHCYNbTaLii nikaps.

KniHiYHI focnifpKeHHA Ta enifeMionoriyHi JaHi AatoTb 3MOry 3po6uTU BMCHOBOK MpPO Te, WO Aeski HIM33, 0co6nMBO y BUCOKUX [03aX Ta MpU TpuBasiomy
3aCTOCYBaHHI, MOXYTb NMPU3BECTU L0 HE3HAYHOr0 PU3MKY BMHUKHEHHS apTepiasibHUX TPOMOOTUYHMX emni30AiB, Hanpuknag iHpapKTy Miokapga Ta iHCynbTy. Ans
BUK/THOUYEHHS PU3NKY BUHVKHEHHS TakuX ABWULL, NPV 3aCTOCYBaHHI HIMECY/ify AaHUX HeLOCTaTHbLO.

XBOPVM i3 HEKOHTPO/IbOBAHOK apTepiasibHOK TinepTeH3ier0, rOCTPOK0 CepLEeBO0 HEAOCTATHICTHO, BCTAHOB/IEHOKD iLLIEMIYHOKD XBOPOOOD Cepus, 3aXBOPHOBAHHAMM
nepuepnyHnX apTepiii Ta/abo LepebpoBacKyNApHUMI 3aXBOPIOBAHHAMM HiIMeCY NI NOTPIGHO Npu3HayaTyi Nicns peTeNibHOT OLiHKM CTaHy. TakuM e YAHOM LifTu
nepes MpPW3HAYeHHAM npenapaTty XBOPUM i3 (haKTOpaMu PU3UKY PO3BUTKY CEpLEBO-CYAMHHUX 3axXBOPKOBaHb, Hanpukiag npu apTepiasibHii rinepTeHsii,
rinepninigemit, LyKpoBoMy AiabeTi, Npy KypiHHI.

XBOPUMM i3 MOPYLUEHHAM (DYHKLIT HUPOK a0 i3 CepLeBO0 HEJOCTATHICTIO Npenapar Cif Npyu3HayaTi 3 06epeXHICTIO Y 3BA3KY 3 MOX/IMBICTIO MOTipLUEHHS HUPKOBOI
(DYHKLLIT. Y pa3i NOripLIeHHs CTaHy XBOPOro NiKyBaHHSA NOTPIGHO NPUNUHUTMK.

3a naujieHTamy NiTHBLOrO BiKYy HEOOXiLHO NPOBOANTY PeTeNbHI CMOCTEPEXEHHS Yepe3 MOX/IUBICTb PO3BUTKY KPOBOTEY Ta nepdopaLlii TpaBHOro TpakTy, NOripLleHHs
(OYHKUIT HMPOK, neviHkn abo cepud. OCKiNbKM HiMecynig MOXe BNAMBaTW Ha (PYHKLiHO TPOMOOUWTIB, MOro cnif 3 06epeXxHIiCTIO Mpu3HayaTh XBOPUM i3
remoparivyHmm giate3oM. OfHaK HiMecynif He 3aMiHKO€E aueTUICaniLunIoBy KACNOTY NpU NpodinakTuL cepLeBo-CyAMHHUX 3aXBOPHOBaHb.

Bynn nosifoMNeHHA NPO PiAKICHI BUNALKN THXKMX LUKIPHUX peakuiid npu 3actocyBaHHi HIM33, feski 3 HUX MOXYTb BYTU NleTallbHO He6e3nevyHnMK, Hanpukias
ekconiaTuBHWIA fepMaTuT, cMHApom CTiBeHca-[)KOHCOHa, TOKCUYHWUIA enifepManbHUA HEKPONi3. Y 6inbLUIOCTI BMNAAKiB, AKWO MNPOTArOM MEPLIOro micaus npw
paHille nNpu3HaueHOMy Kypci MiKyBaHHS BUHUKanM faHi peakLii, To pU3MK TX BUHUKHEHHS Y MauieHTiB 3HAUHO 36inbluyeTbes. HiMig® HeobxigHO BigMiHUTY Mpy
NosBI MePLUMX 03HAK LLKIPHOTO BUCKMY, YPaXKEHHS CNIM30BMX 0060/I0HOK Ta iHLWMX anepriyHnX nposBsiB.



[onomi>kHi peyoBuHW. MpenapaT MICTUTb NakTo3y. AKWO Yy Bac BCTaHOB/MEHO HEMepeHOCUMICTb [eAKMX LYKPIiB, NMPOKOHCY/bTYINTECA 3 NiKapeM, nepll HiX
NpUMaTK Lein nikapcbKuia 3aciob.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

MMpUrHiYeHHs CMHTe3y MpocTarnaHAnHYy MOXKe HeCnpuATAMBO BMIMHYTW Ha BariTHICTb Ta/abo pO3BMTOK nnofa. [aHi, oTpuMaHi npu enigemionoriyHnx
[OCNIIKEHHSAX, LO3BONAOTL 3p0OUTM BUCHOBOK MPO Te, L0 HAa PaHHIX TepMiHaxX BariTHOCTI 3aCTOCYBaHHA Mpenaparis, L0 NPUTrHIYYHOTbL CUHTE3 MpocTarfaHanHy,
MOXKe 36iNbLINTA PU3MK MUMOBINILHOrO abopTy, BUHUKHEHHS Y Noja Bafg cepusa i racTpolumsmucy. ABGCOMOTHUIA PUSMK PO3BUTKY aHOMasii CepLeBo-CyANHHOT
CUCTEMM NiABULLMBCA 3 MeHL HiDX Ha 1 % npnbam3Ho A0 1,5 %. BBakaeTbea, WO PU3KK 36i/1bLUYETHCA 3i 36i/1bLLUEHHAM 031 | TPUBANOCTI 3aCTOCYBaHHS.

He cnig npuiimatn Himecynig nig yvac | i Il TpumecTpy BariTHOCTI 6e3 KpaliHbOI Heo6XifHOCTI. Y pasi 3acToCcyBaHHA npenapaTy >KiHKaM, AKi HamaratTbCs
3aBariTHiTK, a6o B | i Il TpuMecTpi BariTHOCTI CNif 06MpaT HaMMEHLLY MOX/UBY 03Y | HAMMEHLLY MOXX/IMBY TPUBaNICTb NiKyBaHHS.

Y 11l TpuMmecTpi BariTHOCTI BCI IHFI6ITOPY CUHTE3Y NpocTariaHANHY MOXYTb NPUBECTU 4O PO3BUTKY Y MI04a:

* MHEBMOKapAia/lbHOro TOKCUYHOI 0 YPaXKeHHS (3 nepeaqyacHnM 3aKpuTTAM apTepiasibHUX MPOTOK i FiNepTeH3IEr0 Y CUCTEMI /IereHeBOT apTepil);

* ANCHYHKLIT HAPOK, IKa MOXe Mporpecysat 40 HUPKOBOI HEAOCTATHOCTI 3 PO3BUTKOM MasloBOALS.

Y martepi i nn1o4a B KiHUi BariTHOCTI MOX/BE:

* 36iNbLUEHHA Yacy KpOBOTeuYi, aHTuarperayiiHuii epekT, SKUA MOXXe BUHUKHYTU HaBiTb NPU 3aCTOCYBaHHI Ay)Xe HU3bKUX 03 Npenapaty;

* MPUTrHIYEHHA CKOPOYYBa/IbHOT AiANbHOCTI MaTKW, LLIO MOXE NPU3BECTM A0 3aTPUMKM ab0 NOLOBXKEHHS Nepiogy Mosioris.

Tomy Himecynig npoTunokasaHuii y 11 TpumecTpi BariTHOCTI.

Ak HIM33, Wo NpurHivyoTh CUHTE3 npocTarfiaHAuHy, HIMeCysif MOXe CNPUYUHATY nepefyacHe 3aKpuUTTA 6aTasioBoi NPOTOKM, IereHeBY TinepTeH3ito, oNirypito,
ManoBoAAA. 3poCTaE PU3MK PO3BUTKY KPOBOTEYi, CNabKOCTI NOAOroBOT AIANILHOCTI Ta MepudepuyHOro Habpsky. ICHYHOTb OKpemi MOBILOM/EHHS NP0 HUPKOBY
HeOCTaTHICTb Y HEMOBAAT, MaTepi SKMX 3aCTOCOBYBa/IM HIMECyNif HanpuKiHui BariTHOCTI. JlOCMifPKEHHS Ha TBapuHax [O0BeNu aTunoBy PenpofyKTUBHY
TOKCUYHICTb Npenapaty, ase LOCTOBIPHMX AaHUX LIOAO 3aCTOCYBaHHS HiMecCynify BariTHUM He iCHye. [MOTeHUiNHUIA pUsnK s NOAUHU He BU3HAYEHWUIA, OTXEe,
npu3Havatu Himecynig y | T1a Il TpumecTpi BariTHOCTI He peKOMeHAYeTbCs. OCKi/IbKM HEBIJOMO, UM MPOHWKAE HIMeCYNif y rpyfHe MOJIOKO, Or0 3aCTOCYBaHHS
MPOTUMOKa3aHO Y Nepioj rofyBaHHA rpyaato.

Himecynig moxe noripwimTi epTunbHy GYHKLIK Y XIHOK, TOMY MOro He peKOMeHAYETLCA 3aCTOCOBYBATM XiHKaM, AKi HamararoTbCa 3aBariTHITU. XKiHKam, siKi He
MOXYTb 3aBariTHIT abo XIHKaM, KMM MPOBOAUTLCA OOCTEXEHHSA CTOCOBHO 6e3nnifas, Cnif Po3rfisHYTU NMUTaHHA NPO NMPUMWHEHHS 3aCTOCYBaHHA HIMeCynigy.
AKLWO BariTHICTb BCTAHOB/EHa Nif, Yac 3aCTOCYBaHHSA HiMecy gy, TO nikap Mae 6yTin Npo Le NPoiH(NOPMOBaHWIA.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeaku il Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK MexaHi3MaMu.

JocnifpkeHb WOAO0 BMMBY HiIMeCyNify Ha 3[4aTHICTb KepyBaTy aBTOTPAHCNOPTOM ab0 iHWMMK MeXaHiYHUMUM 3aco0bamu He NPOBOAWN, e AKLLO NPWU 3aCTOCYBaHHI
HiMecynifly y nauieHTiB BUHWUKANW roNOBHWA Giflb, 3aMaMOPOYEHHS UM COH/IMBICTb, TO 1M CAif BiAMOBUTUCA BifJ KepyBaHHS aBTOTPAHCMOPTOM ab0 iHLIMMK
MeXaHi3Mamu.

Cniocib 3acTocyBaHHA Ta [03Mu.

LLLo6 miHiMi3yBaTK MOXNMBI HebaxxaHi MOGIYHI edeKT, NOTPIGHO 3aCTOCOBYBATM MiHIMa/IbHO e(heKTUBHY 03y MPOTArOM HaKOPOTLUOro Yacy. PeKOMeHAY€ETbCA
BXMBATW NIiCNA NPUInOMY Xi.

MakcvmMasibHa TpUBasICTb Kypcy flikyBaHHA Himigom — 15 fi6.

[Jopocni. Mo 1 cawe (100 mr) 2 pa3u Ha o6y .

MauieHTn NiTHLOro Biky. Kopekuis 4031 He noTpibHa.



[iTn Bikom Big, 12 pokis. KopekLuis 4o3n He noTpibHa.

MauieHTy 3 NopyLUEeHHAM PYHKLUIT HAPOK. N4 NauieHTIB i3 1erkum abo NOMipHUM NOPYLLEHHAM PYHKLIT HAPOK (KnipeHe KpeaTuHiHY 30-80 M//XB) KOPEKLLia 1031 He
NOTPiOHa, Y TOM Yac K TSHKKe NOPYLLEHHS YHKLIT HUPOK (KNipeHe KpeaTuHiHY < 30 MA/rog) € NPOTUBOMNOKAa3aHHAM [0 3acTocyBaHHSA Himigy.

BmicT calue cnig po34MHUTY Nepef 3aCTOCyBaHHAM B 1 CKISHLI TENOT BOAW | BUNUTY 04pasy.

aiTn.
Himig® aiTam Bikom 10 12 pokiB NpoTUNoKa3aHWii.

Mepeno3yBaHHA.

CUMMTOMM rOoCTPOro nepefo3yBaHHSA HECTEPOIAHMMI NpoTU3anaibHUMK 3acobamm (HIM33) 3a3BUYaii 06MEXYHOTLCS TaKUM: anaTisi, COHNMBICTb, HYA0Ta, 6/10BaHHS,
6inb B eniracTpanbHin AingHui. Lli cumnTomMm, SK npaBwuno, o60pOTHI Npu NiATPUMYHOYiA Tepanii. MoXMBe BUHUKHEHHS LLYHKOBO-KMLUKOBOT KPOBOTEUI,
apTepianbHOI rinepTeHsil, rocTpoi HUPKOBOI HEeAOCTATHOCTI, MPUTHIYEHHA [AUXaHHS, KOMW, OfHAK TakKi ABMULLA 3yCTpivaloTbCA PIAKO. By noBigoMIeHHSA npo
aHaiNakToigHI peakuil Mpy 3acTocyBaHHI TepaneBTUYHUX A03 HI33 Ta npu ix nepefosysaHHi. CneyngiyHOro aHTUAOTY Hemae. JlikyBaHHS nepefo3yBaHHA —
CUMNTOMAaTUYHe i nigTpumytode. [JaHux nNpo BMBEAEHHSA HiMecynify 3a [OMOMOrot reMojianisy Hemae, ane AKWO B3ATU O YBarv BUCOKWIA CTYMiHb 3B’A3yBaHHS
HiMecynigy 3 6inkamy nnasmu (go 97,5 %), TO ManoMOBIPHO, WO Aiani3 BMSBUTLCS ePEKTUBHUM. Tpu HasBHOCTI CMMNTOMIB Mepeao3yBaHHs abo nicns
3aCTOCyBaHHS BeNMKOI 03V npenapaTy NpPOTAroM 4 roguH nicns moro NpuiioMy nauieHTaM MOXYTb OyTW MPU3HaYeHi: LITYYHe BUK/IMKAHHA 6/110BaHHA Ta/abo
npUioOM akTMBoBaHOro Byrinna (60-100 r gns gopocnunx), Ta/abo MpUOM OCMOTMYHOIO MPOHOCHOro 3acoby. dopcoBaHWMiA Aiypes, NiABWLLEHHSA NY>KHOCTI ceui,
remogiania Ta remonepysis MOXyTb 6yTU HeeeKTVBHUMM BHAC/IAOK BMCOKOIO CTYMNeHsA 3B’A3yBaHHA HiMecynigy 3 6inikamu nnasmu Kposi. Cnif, KOHTPOtoBaTu
(DYHKLIT HUPOK Ta MeYviHKW.

Mo6iuHI peakuii.

3 60Ky cucTemu KpoBi Ta fiMhaTUYHOT CUCTEMU: aHEMISt, €03MHOMINIS, TPOMOOLMTONEHISA, NaHLUMTONEHIsA, nypnypa.

3 60Ky IMyHHOT cMCTeMK: NiABULLEHa YyTIMBICTb, aHaiakcis.

MeTaboniyuHi NoOpyLUeHHs: rinepkaaiemis.

3 6OKY MCUXIKK: BigUYTTS CTpaxy, HEPBO3HICTb, XXax/IMBi CHOBUAIHHS.

3 60Ky HepBOBOI CUCTEMMU: 3araMOPOYEHHS, FONI0BHUIA 6iNlb, COHNMBICTb, eHLedanonaTia (cMHapom Peite).

3 60Ky opraHiB 30py: HeUITKICTb 30py, po3naan 30py.

3 60Ky opraHis cnyxy Ta piBHOBaru: BEPTUro (3anamopoYeHHs).

3 60Ky CepLeBO-CYAMHHOI cCUCTeMW: TaxikapAisa, remoparisa, nabifibHICTb apTepiaslbHOr0 TUCKY, MPUMNIMBK, apTepiasibHa rinepTeHsid, MiABULLEHHS PU3NKY
BUHWUKHEHHS apTepiaibHUX TPOMOOTUYHUX YCKNaHeHb, HANpUKIaz iHpapKTy Miokapaa abo iHCY bTy, cepLeBa HefOCTaTHICTb.

3 60Ky AnxaNnbHOT CUCTEMU: 3aMLLIKa, acTMa, bBpoHXocnasm.

3 60Ky TpaBHOro TpakTy: fiapes, HyfoTa, 6/1H0BaHHA, B TOMY 4YmMC/i G1HOBaHHA 3 KPOB’HO, 3arop, MeTeopusM, racTpuT, Ginb Y >KMBOTI, AMCNENCid, CTOMATuUT,
BUMOPOXHEHHA YOPHOro KO/bOpY, KPOBOTEYI Yy TPaBHOMY TpaKTi, BMpa3ka Ta nepdopauis ABaHaAUATUNANO0l KALWKW/LWIIYHKA, 3aroCTPeHHs KONITiB Ta XBOpo6u
KpoHa.

3 60Ky renaTobiniapHOi cUCTeEMU: renaTuT; 6ANCKaBUYHWUIA (PyNbMIHAHTHWIA) renatuT, i3 NeTalbHUM HacniAKOM, y TOMY YMC/i XKOBTSHULA; XO/iecTas.

3 60Ky LIKipKn: cBepbiX, LWKIPHI BUCUMAaHHSA, NigBuLLeHa NiTAMBICTb, epuTemMa, AepMaTUT, KPOMWB'aHKa, aHriOHEBPOTUUYNHIA HABPSAK, HabpsK 06amnyys, nonihopmMHa
epuTemMa, cuHapom CTiBeHca-[PKOHCOHA, TOKCUYHUIA enigepMasibHUA HEKPOI3.

3 60Ky CevoBMAiNLHOT CUCTEMU: ANU3Ypia, remaTypis, 3aTPUMKa CEHOBUMYCKaHHSA, HUPKOBA HeAOCTATHICTb, ONIrypist, iIHTEPCTULIaNbHUIA HepUT.



3arasibHi NopyLUeHHS: HabpsK, He3AY)XXaHHA, acTeHis, rinoTepmis.
JlabopaTopHi NOKa3HUKK: NiABULLEHHS PIBHA NEYiHKOBUX (DEPMEHTIB.

TepMiH NpUAATHOCTI. 4 POKW.

YMoBM 36epiraHHs.
36epiratv npu TemnepaTypi He BuLe 25 °C.
36epiratv y HeOCTYMHOMY A1 AiTeN MicCLi.

YnakoBkKa.
Mo 2y cawe. Mo 30 caLle Y KapTOHHI ynakoBL,.

KaTeropis Bignycky.
3a peuenTom.

BupobHuMK.
TOB «KYCYM ©APM».

Micue3HaxoKeHHS BUPOOHMKa Ta 0ro agpeca MicusA NpoBapKeHHA AisiNIbHOCTI.
40020, YkpaiHa, Cymcbka 0651actb, M. Cymu, Byn. CkpsbiHa, 54.



