IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

HAM3®

(NISE)

Cknao:
ditoua pevosuHa: nimesulide;
1 TabneTka mictuth Himecymnigy 100 mr;

donoMigcHi pevosuHu: KaJbIliio Tifpodocdat, 1eo103a MiKpOKpUCTaligyHa, KpoXMaib
KYKYPYA3SHUYU, HAaTPil0 KPOXMAJbIIIiKONAT (TUI A), KPEMHIiI0 HiOKCU[ KOIOIgHUY 0€3BOIHUHM,
TaJIbK, MarHiio creapar.

JIikapcbka ¢opma. TabneTku.

OcHosHi (isuko-ximiuHi 81acmugocmi: KPyTJIi TafieHbKi ABOOMYKIIi TaONEeTKH Bif Malizke 0inoro
10 KOBTOT'0 KOJILOPY.

dapMaKkoTepaneBTHYHA Irpyma.
HecTepoigui mpoTu3amnanbHi Ta MPOTUPEBMATUYHI ITpemnapaTHy.

Kom ATX MO1A X17.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Himecymnin - HecTepoiguuit mpoTtu3ananbaui 3acid (HI133) rpynu MeTaHCynbGOHAHITIAIB, AKAM
IIPOSIBIIIE IIPOTHU3alalbHy, 3He00JII0BaIbHY Ta KapOo3HUKYBaJIbHY [ifo. JIiKyBaibHa [ig HiMecyIimy
3yMOBJIEHA THM, 110 BiH B3a€MOJI€ 3 KAaCKagOM apaXigoHOBOI KUCIIOTH. HimMecyrin cenekTuBHO iHTiOye
HOT II (muknookcureHnasy ) i mpurHidye CUHTe3 IpoCTarjiaHguHIB Y BOTHULI] 3amnajleHHs.

Himecymin inribye 3BinmbHEHHS GEePMEHTY Mi€IOIepPOKCUAA3H1, a TaKOXK IIPUTHIYY€E YTBOPEHHS BiJIbHUX
pafguKariB KMCHIO, He BIUIMBAIOYU Ha Ipolecy (aronuTo3y Ta XeMOTaKCHUCY, IPUTHIYY€E YTBOPEHHS
(dakTOpa HEKPO3y NYX/IMH Ta iHIINX MediaTOPiB 3alajeHHs.

dapmakoKiHemuka.



[Ticns 3acTocyBaHHS BCEPENUHY HIMECYIIi[ IIBUAKO BCMOKTYETHCS 3i IIJTyHKOBO-KUIIKOBOTO TPAKTY.
MakcuMasnbHa KOHIIEHTpAllid y J1a3Mi KpoBi focsAraeTscs yepes 2-3 roguHu. 1o 97,5 % HiMecyminy
3B’I3y€ThCS 3 OiNIKaMu I1a3MU KPOB.

[TpemapaT akKTUBHO MeTa0o0Ii3yeThest y medinii 3 yuyacTtio CYP2C9, izohepmenty mutoxpomy P450.
OCHOBHUMM TIPOAYKTOM MeTab0I1i3My € TiTpOKCUHIMECYiT - papMaKoIoriYyHO aKTUBHA PeYOBUHA.
[Tepion HaniBBHUBemeHH - Bif 3,2 M0 6 roguH. HiMecymin BUBOOUTHCS 3 OpraHi3My 3 cedelo - 6JIM3bK0
50 % Bip mpuitHATOI K03U. Bnu3bko 29 % Bif MPUMHATOI HO3K BUBOOUTHLCS 3 KaJIOM y
MeTabomnizoBaHOMy BUTALL. Jlumme 1-3 % BUBOOUTHCS 3 OpraHi3My y He3MiHEHOMY CTaHi.
dapmakoKiHeTHUHMM MPOQiNb B 0Ci0 JTITHBOTO BiKY He 3MiHIOETHCS.

KrinigHi xapaKTepHCTHKH.

Iloka3aHnHs.

JlikyBaHHS rocTporo 60so. JIiKyBaHHS TIEPBUHHOI IUCMEHOPE].
Himecynin crmig 3aCcTOCOBYBaTH TilbKM ¥ SIKOCTI IIpenapaTy ApYToi JiHil.

Pimenns npo npu3HayeHHs HIMeCYIify C/Iif IpUiMaTH Ha OCHOBI OLIIHKY YCiX PU3HUKIB [T
KOHKDPETHOTI'0 MallieHTa.

IIpomunoka3aHHs.

[TigBuINeHa YyTIUBICTE [0 HiMecyminy, oo Oymb-sikoro inmoro HII33 abo mo 6yab-SKOT0 KOMIIOHEHTA
nikapcbKoro 3acoby. I'imepepriuni peaxiii, ki Manu micie y MuHyI0MYy (6POHXOCIIA3M, PHHIT,
KPOIIMB HKA) y 3B’A3KY 3 3aCTOCYBAHHSAM alleTUJICAJIIIIAIOBOl KUCIOTH YU iHIINX HECTEPOITHUX
IIpOTHU3analabHUX IIperapariB.

[enmaTOTOKCHYHI peakiil Ha HiMeCyIif, SKi Majau Miclle y MUHYJIOMY.
CynyTHE 3aCTOCYBaHHS IHIIUX PEUYOBUH 3 IIOTEHIIIMHOIO IellaTOTOKCUYHICTIO.
AnKOroni3aM Ta HapKOTHUYHA 3aJIeKHICTh.

[Timo3pa Ha roCcTpy Xipypriudy maToJorio.

[InyHKOBO-KMIIKOBI KpoBOTeUi abo mepdopatiii B aHaMHe3i, IT0B’13aHi 3 IoepeHiM 3aCTOCYBaHHSIM
HECTepOIHUX IPOTHU3anaIbHUX 3ac0o0iB.

Bupaska utyHka abo [BaHAAUSTUNIANOL KUIIKY Y da3i 3ar0CTPEHHS, HasIBHICTh B aHaMHe3i BUPA3Ky,
nepdopatii abo KpoBOTeUi y TpaBHOMY TPAKTI.

HasBHicTh B aHaMHe3i 11epeOpOoBaCKYIAPHUX KPOBOTEY ab0 iHIINX KPOBOBUJIUBIB, @ TAKOXK
3aXBOPIOBaHb, 110 CYNIPOBOAXKYIOTHCS KPOBOTOYHUBICTIO.

TsKKi IOPYIIEeHHS 3TOPTaHHS KPOBI.

TsKKa ceplieBa HEOCTATHICTE.



Tsaxki mopyimeHHs QYHKIIil HUPOK.

[MopymienHss QyHKIIl TeYiHKY.

[TinBuiieHa TeMIepaTypa Tijla Ta/abo rpUIonofgiOHI CUMITOMH.
Bik nmarienTa o 12 pokis.

III TpuMecCTp BariTHOCTI Ta Iepiof rogyBaHHS IPYAALO.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
dapmakoOuHAMiyHi 83aeMOOII.

KopTHKOCTepOiny: MiIBUITYEThCSI PU3UK BUHUKHEHHST BUPAa3KK TPABHOT'O TPAKTy abo
KpPOBOTEYi. AHTUTPOMOOIIMTAPHI 3aC00H Ta CeNeKTUBHI iHTiOiTOPY 3BOPOTHOTO 3aXOIIEHHS
cepotoniny (CI33C): 36inbuIyeThCsd PU3MK BUHUKHEHHS BHPa30K ab0 KPOBOTEY Y TPAaBHOMY
TPaKTI.

Antukoarynsati: HI133 MOXKYTb MiiICUTIOBATH [1iI0 aHTUKOATY/ISHTIB, TaKUX IK BapdapuH a0bo
alleTUIICAIIIMIIOBA KHUCJIOTa, Yepe3 10 Taka KoMOiHallisl MPOTUIIOKa3aHa XBOPHUM i3 TSIXKKUMHU
po3nagaMu Koarymsirii. dKio Takoi KoMOiHOBaHOI Teparii He MOXXKHa YHUKHYTH, He00XigHO
IIPOBOJUTHU PETEIbHUN KOHTPOJIb IOKAa3HUKIB 3rOPTaHHSA KPOBI.

[liypeTryHi 3aco0u, iHTi6iTOpK aHTi0TEeH3MHIIePeTBOPIOBaNbHOT0 hepMeHTY (ATID) Ta aHTAroHiCTH

aHriorensuny II: HII33 MoXyTh ImocnabiaioBaTy [Aif0 AiypeTHKiB Ta iHIINX aHTUTiIePTeH3UBHUX
Ipernaparis. Y JesKUX XBOPHUX i3 MOTipIIeHO0 (QYHKIIEI0 HUPOK (HApUKIIaf, Y XBOPUX 3i
3HEBOJHEHHSIM abo0 MallieHTiB JITHHOTO BiKy) OMHOYACHE 3aCTOCYBaHHS iHriGiTOpiB ATI®, aHTAroHICTIB
aHrioTeH3uny Il a0 pedyoBUH, 110 MIPUTHIUYIOTh CUCTEMY IIUKIIOOKCUTEHA3H, MOXKe CIPUYNHUTH
nofasbllle NoripieHHs QyHKIII HUPOK Ta BUHUKHEHHS rOCTPOl HUPKOBOI HEJJOCTATHOCTI, 5IKa, K
npaBuio, 6yBae o6opoTHOI0. Lli B3aeMopii ciig BpaxoByBaTH TOMi, KOJIM XBOPHX 3aCTOCOBY€E HiMeCYIif
cyMmicHo 3 inribitopamu ATI® yu aHTaroHicTaMu aHrioten3uny II. Crig OyTu gyxke 06epekHUM,
3aCTOCOBYIOYHY Taky KoMOiHalliio, 0co6IMBO MallieHTaM JIiTHbOTO BiKy. XBOPUM CIIifi OTPUMYBaTU
NOCTATHIO KiTbKiCTh PiAMHYU, a HUPKOBY (PYHKIIiIO CITifl peTeIbHO KOHTPOIIOBATH IIiCIIS TOYaTKY
3acTocyBaHHS Takol KoMOiHatlil. Himecynig TuMduacoBo mocnabiioe fito hypoceMifny 100 BUBEAEHHS
HATPil0 Ta MEHIIOK MipOI0 - BUBEEHHS KaJlilo, a TaK0XK 3MeHIIye AiypeTuyHuil epekT. CrinbHe
3acTocyBaHHS (pypoceMifly Ta HiMeCyJIiy XBOPHUM i3 OpYyIIeHHSM HUPKOBOI abo ceplieBoi QyHKIIil
BHMara€e 006epexKHOCTi.

Y 3mopoBux 0cib HimMecynif MBUAKO 3HUXKYE edheKT PypoceMiny, CIpAMOBaHUY Ha BUBEEHHS HATPIIO,
Ta MEHINOK MipOI Ha BUBE[EHHS KaJlilo, a TaK0XK 3HUXKYE Ce4OoriHHy fito. OmHOYaCHe 3aCTOCYBaHHS
HiMecyniny Ta GdypoceMiny Npu3BOOUTE 10 3MeHIIeHHs (mpubnu3Ho Ha 20 %) miori mifg KpUBoo
«KOHIIeHTpalis - yac (AUC)» Ta 3HUKEHHS KyMYJIITUBHOI eKCKpellil pypoceMiny 6e3 3min
HUPKOBOTO KJIipeHCY pypoceMminy.

[uuri HI133. CyMicHe 3aCTOCYyBaHHS JTiKapChKUX 3aC00iB, 10 MiCTSTh HiMeCyIif (AUB. pO3Ain
«KriniyHi xapakTepucTuku»), 3 inmumu HI133, y ToMy 4ucrii 3 alleTUIICaIiliI0BO0
KHMCJIOTOI0 V¥ TPOTU3ananbHuX A03aX (= 1 r y BUTIAMAI OHHOPA30BOTO MpUitoMy abo = 3 T Ha
no0y), He PeKOMEHYEThCS.



dapmakokiHemuy4Hi 83aeM00ii 3 iHWUMU AiKAPCbKUMU 3acobamu.

Bynu noBimomneHHs mpo Te, mo HI133 3MeHImy0Th KITipeHC JIiTiio, 10 IPU3BOAUTH [0 30iIbIIeHHS
PiBHA JiTiI0 y IIJTa3Mi KPOBi Ta TOKCUYHOCTI JIiTit0. [Ipy npu3HadyeHH] HIMeCy gy XBOPUM, SKi
OTPHUMYIOTH TepaIllilo npernapaTaMu JIiTii0, CJIif 4aCTO MPOBOAUTH KOHTPOJIb PiBHS MiTit0 y Iy1a3Mi
KPOBI.

Hemae kniHiuHO 3HauyII01 B3aEMofil 3 riibeHknaminom, TeodininoM, BaphapuHOM, UTOKCHHOM,
IIUMETUIMHOM Ta aHTAIMIHUMM IIpenapaTaMu (KoMmOiHallis aloMiHilo Ta MarHio rifpokcumy).
Himecynipg npuraiuye aktuBHiCTh pepmernTy CYP2C9. IIpu ogHOYacHOMY 3aCTOCyBaHHi 3
HiMecyifoM mikiB, 1110 € cybcTpaTamMu IbOro GepMeHTy, KOHIIEHTpallis iX y m1a3Mi KpoBi Moxke
MiABUILYBaTUCH.

[ToTpibHa 06epekHICTh Y BUMIQMIKY, KOJIU HiMeCyig HeoOXiIHO 3aCTOCYyBaTH MeHIII HixK dyepes 24
roguHu 00 abo MeHII HiX 3a 24 TOOWHU MiC/Is IPUUOMY METOTPEeKCaTy, OCKIIbKY MOXKJIBE
IiBUIIEHHS PiBHS OCTAaHHBOT'O ¥ CHPOBATII KPOBi Ta 30ibIIeHHST HOTO TOKCUYHOCTI.

Yepe3s BB Ha HUPKOBI IPOCTATrIaHOUHH, iHTiOITOPU CUHTETa3, MO SKUX BiMHOCUTHCS HiMeCyIin,
MOXKJIMBE MiIBUIIEHHS HePPOTOKCUYHOCTI IIMKIIOCIIOPUHIB.

Egexmu iHwux npenapamis Ha HiMecyi0.

TonOyTaMif, camiuiaoBa KUCIOTa, BalbIIPOEBa KUCI0Ta BUTICHIIOTh HIMECYIIi i3 OiNsSHOK
3B’g3yBaHHsA. OOHaK, He3BaXKalyu Ha MOXKJIMBUY BIIJIUB Ha PiBeHb IpenapaTy y Iaa3Mi Kposi, 1i
B3a€EMO/i]l He BBAXKaIOTHCS KIIHIYHO 3HAYYIIUMHU.

Oco6 1ueocmi 3acmocyeaHHsi.

Himecymnin crmig 3acToCOByBaTH TUTBKY (K IpelapaT APYyrol iiHil. PimenHs npo npu3HadeHHS
HiMecyniny HeoOXiIHO MpUiiMaTH Ha OCHOBI OIIIHKY yCiX PU3UKIB [JI OKPEMOTO Talli€HTa.

[nst 3HUKEHHS PU3UKY PO3BUTKY N0OIUHUX edeKTiB He0OXiIHO 3aCTOCOBYBATU MiHIMaIbHO
e(exkTUBHY 003y 3 HAVMEHIIOK TPUBAIICTIO KypCy JIiKyBaHHSA. Y pa3i BiACYTHOCTI e(eKTUBHOCTI
JIiKyBaHHS (3MEHIIeHHSI CUMITOMATUKY 3aXBOPIOBAHHS) TEPAIIi0 [IperapaToM CIIifi IPUIIUHUTH.

Bynu noBimoMIeHHS PO BUIAOKM TSXKKHUX Peakilii 3 00Ky MeYiHKH, y TOMY YHUCIIi 3 JIeTaTbHUM
HaCJIiTKOM IIpY 3aCTOCYBaHHI HiMecymifmy. Y pasi 3pocTaHHS piBHIB ITe4iHKOBUX GpepMeHTiB ab6o
BUSBJIEHHS 03HAK YIIKOOKEHHS MeYiHKYU (HallpuKial, aHOPeKCis, HynoTa, O1ioBaHHS, 0ilb y KUBOTI,
BigUyTTS IiABHUIIEHOI BTOMJIIOBAHOCTI, CeYa TEMHOT0 KOIhopy) abo Mpu BigxuIeHHI JaHUX
nabopaToOpHUX aHani3iB QyHKIIl MeyiHku Big HOPMU Ipernapar noTpibHo BinMinuTH. [IoBTOPHE
IIpU3HaYEeHHS HIMECyIily TaKUM XBOPUM IIPOTUIIOKa3aHe.

[Tig yac niKkyBaHHS HiMECYJTiZOM PEKOMEHAYETHCSI YHUKATU OMHOYACHOT'0 3aCTOCYBaHHS
relnaToTOKCUYHUX IIPenapariB, aHa/lITeTUKIB, iHIIUX HECTEPOINHUX ITPOTHU3aNalbHUX 3ac00iB, y TOMY
YUCJIi CeJIeKTUBHUX iHTiOITOPIB IIMKIIOOKCUTEeHA3HU-2, @ TAKOXK YTPUMYBATHCS Bi] BXKUBaHHS
aJIKOT0JIIO.

Y xBOpUX NITHBOTO BiKY MigBUIIEHa YacToTa HebakaHux peakuiit Ha HI133, 0co6IuBO 11e CTOCYETHCS
MOXKJIMBUX KPOBOTeU Ta Iepdopallii y TpaBHOMY TPaKTi, SKi MOXKyTh OyTH neTanbHUMU. Bupa3kKa,
KpoBoTeda abo mepdopallis y TpaBHOMY TPaKTi MOXKYTh 3aTPOKyBaTU XKUTTIO XBOPOTO, 0COOIMBO
SIKIIIO0 B aHaMHe3i € faHi po Te, 110 MOAiOHI SBUIlla BUHUKAJIM Y XBOPOTO ITPU 3aCTOCYBaHHI OyIb-SIKAX



immmx HII33 (6e3 TepMiny maBHOCTI). PU3uk nmomiOHUX SBUIL 30iNTbUTYETHCS Pa30M 3i 30iNmbIIeHHSIM
no3u HII33 y xBopux, siKi MalOTh B aHaMHe3i BUPa3Ky y TPaBHOMY TPaKTi, 0COOIMBO YCKIIafHEHY
KpoBoTeuelo abo mepdopatiieto, a TaKOXK Y XBOPHUX JITHLOTO BiKy. TaKUM XBOPUM JIiKYBaHHS CITif
PO3IMOYNHATH 3 HaiMEHIII0l MOXKJIMBOI e(PEeKTUBHOI 03U. [I1151 X XBOPHUX, @ TAKOXK [IJIST TUX, XTO
IpUMaE apaneibHO HU3bKi 1031 alleTHICAJTIIMIIOBOI KUCIIOTH YK iHIIKMX IIperaparis, 110
30iNBIIYIOTh PU3UK BUHUKHEHHS YCKIaAHEHDb 3 O0KY TPABHOT'O TPAKTY, CJIifl PO3TJISHYTH MOXKJIUBICTh
3aCTOCYBaHHST KOMOiHOBAHOI Teparril i3 3aCTOCYBaHHSIM 3aXUCHUX PEYOBHH, HAIIPUKIIAL,
MmicompocTosny abo iHTiGiTOpiB MPOTOHHOTO Hacoca.

XBOpHUM i3 TOKCUYHUM ypaXKeHHSIM TPaBHOTO TPaKTy, 0COOIMBO 0cobaM JIiTHROTO BiKY, CITif
TIOBIOOMJIATH NPO OYOb-5IKi HE3BUYHI CUMIITOMH, 1110 BUHUKAIOTh Y OiSHIN TPAaBHOTO TPAKTY,
0co0/IMBO PO KpoBoTedi. Lle 0co06mBO BaXKJIMBO Ha MOYATKOBUX CTAlisIX JIiIKyBaHHSA. XBOPUX, SKi
IPUIMAIOTh CYIyTHI Ipenapary, 10 MOXYTh MigBUIIUTYA PU3UK BUHUKHEHHS BUpa3Ku abo KpoBoTeUi,
TaKi IK KOPTUKOCTEPOIAY, aHTUKOATYJITHTH, CeJIeKTUBHI iHTi0iTOpY 3BOPOTHOTO 3aXOIJIEHHS
CEpPOTOHIHY, aHTUTPOMOOIIMTapHi 3ac0o0u (alleTUICAIIII0Ba KUCI0Ta), HeoOXiIHO IpoiHpOpMyBaTH
PO HeOoOXiAHICTh JOTPUMYBaTUCh 06€PEeKHOCTI IPU 3aCTOCYBaHHi HiMecyiny.

Y BUMafiKy BUHUKHEHHS Y XBOPOTO, IKUH OTPUMYE HiMecyil, KpoBoTedi abo BUPa3Kyu TPABHOTO
TPaKTY JIiKyBaHHS IIpernapaToM Tpeba IPUIUHUTHU.

HII33 3 o6epexkHicTIO MOTPIOHO IPHU3HaYaTH XBOpUM i3 XBopo6oio KpoHa abo 3 HecnenuivHuM
BMPA3KOBUM KOJIITOM B aHaMHE3i, OCKiJIbKM HiMeCYJIifl MOXKe MPU3BECTH A0 IX 3aTOCTPEeHHS.

OpHOYaCHe 3aCTOCYBaHHS HIMeCYIiny 3 iHIIMMM JTiKapChKUMK 3aC00aMu, TaKUMHU SK OpaJibHi
KOHTPAIIENTHBY, aHTUKOATYJISTHTH, aHTHATPEraHTH, MOXKYTh CIPUYUHUTH 3aT0OCTPEHHS XBOPOOU
KpoHa Ta iHIIKX 3aXBOPIOBaHb TPABHOT'O TPAKTY.

XBopi 3 apTepianbHOIO TinepTeH3ielo Ta/abo 3 ceprieBo0 HENOCTATHICTIO B aHaMHe3i, a TaKoXK XBOpi i3
3aTPUMKOIO PiTMHU B OpraHi3Mi Ta HaOpsiKkaMu BHACIigOK 3acTocyBaHHs HII33 moTpebyioTh
BifITIOBiTHOTO KOHTPOJIIO CTaHy i KOHCYJIbTalil Jlikaps.

Kniniuyni mocmigkeHHs Ta emigeMionoriydi gaHi faoTh 3MOTY 3pOOUTH BHCHOBOK IIPO Te, IO AesKi
HIT33, oco6nuBO y BUCOKUX [l03aX Ta IIPU TPUBAJIOMY 3aCTOCYBaHHi, MOXYTh IIPU3BECTH [I0
HE3HAYHOTO PU3UKY BUHUKHEHHS apTepialbHUX TPOMOOTHUYHUX €Ii30MiB, HAaNpUKiaf, iHhapKTy
MiOKappa Ta iHCynbTy. [I/1 BUKTIOUEHHS PU3UKY BUHUKHEHHS TaKuX SBUII IIPU 3aCTOCYBaHHI
HiMeCyJlily JaHUX HeJOCTaTHbO. XBOPUM i3 HEKOHTPOJILOBAHOK apTepiaibHO TillepTeH3ielo,
TOCTPOIO CeplIeBO0 HeIOCTATHICTIO, BCTAHOBIIEHOIO iMIeMivHO0I0 XBOP00OO0I0 Ceplis, 3aXBOPIOBAHHSIMHU
nepudepuyHUX apTepii Ta/abo 11epedpPoBaCKyISPHUMHY 3aXBOPIOBAaHHSIMU HiMecCyJIi moTpibHO
IIpU3HAYaTH IIiCJig PETeNIbHOI OLiHKY CTaHy. TaK0X CJIiff peTeNIbHO OLiHWTU CTaH XBOPUX i3
(daxTopaMu pU3UKYy PO3BUTKY CEPIIEBO-CYOUHHUX 3aXBOPIOBaHb, HAIIPUKIIa/, IPYU apTepianbHil
rinepTenaii, rinepminigemii, ykpoBoMy miaGeTi, pu KypiHHi, Mepen mpu3HayeHHSIM IIpenapary.

XBOpuUM i3 HUPKOBOIO ab0 CepIieBol0 HENOCTATHICTIO MTpemnapar CIIifl Mpu3HadyaT 3 00epexkKHICTIO
BHACJIiJOK MOKJIMBOTO TOTIpPIIEHHS HUPKOBOI PyHKIIil. Y BUMTaAKy MOTipIIeHHS CTaHy JTiKyBaHHS
Tpeba MpUIUHUTH. 3a 0c00aMH JIITHBOTO BiKy Tpeba MPOBOOUTH PETEIbHUN KITIHIYHUN KOHTPOIb
yepe3 MOXKJIMBICTh PO3BUTKY KPOBOTEY Ta Ilepdopalliii TPaBHOTO TPAKTY, MOTipIIeHHS QyHKIIi1
HUPOK, Iedinku abo cepus. OcKinbKu HiMeCyIi MoXke BIIMBATH Ha QYHKIIiI0 TPOMOOLMTIB, OT0 CIIif,
3 00epexkHiCTIO TPH3HaYaTU XBOPUM i3 reMopariyauM giatre3oMm. OmHaK HiMeCYIi[l He 3aMiHIOE
alleTUIICAJIIIIAIIOBY KUCJIOTY IIpU MPOo(]ilaKTUIli CEePIIeBO-CYOUHHUX 3aXBOPIOBAHb.

3acTocyBaHHSI HECTEPOIHUX ITPOTU3aNalbHUX 3aC00iB MOXKe MaCKyBaTH MiABUIIEHHS TeMIepaTypu
Tisla, noB’g3aHe 3 HoHOBOIO OaKTepianbHOI0 iHbeKIieo. Y pa3i MigBUILLIEHHS TEMIIepaTypu Tijla



a00 MOosIBY TPUMIONOTIOHNX CUMIITOMIB y TAIli€HTIB, IKi 3aCTOCOBYIOTh HiIMECYIifl, TPUIOM
nmpenapaTy HeoOXiTHO BigMiHUTH.

[IxipHi peakiii

[Tpu 3acTocyBaHHI HiMeCyIify IOBIIOMIISANOCS IIPO BUNAAKY (PIKCOBAHOI'0 MEIUKaMEHTO3HOT 0
Bucuny. Himecynin He ciif TOBTOPHO NpH3HayYaTH NallieHTaM, SKi Maau B aHaMHe3i hikcoBaHUH
MeOUKaMEeHTO3HUM BUCHUII ITOB’sI3aHM i3 3aCTOCYBaHHSIM Himecymniny (ouB. po3nin «ITo6iuni
peaxiii»).

Bynu nosimoMieHHs PO PiOKiCHI BUMTafKU TAXKKUX IIKIPHUX peakiil npu 3actocyBanHi HII33, mesxki
3 HUX MOXKYTb OyTH JIeTaJIbHUMU, HaPUKJIag eKcdosiaTUBHUN nepMaTuT, cuaapoM CTiBeHca -
[2KOHCOHa, TOKCUYHUY elligepMabHUI HEKPOJIi3. Y XBOPUX BUHUKAE AYKEe BUCOKUM PU3UK TaKUX
peaxiiiii, SIKIIo IPpY paHillle MpU3HaYeHOMY KYypCi JIiKyBaHHS peakilis y Oi/bIIoCTi BUllafKiB BUHUKAIA
IIPOTSITOM TIEPIIOTro Micsld niKyBaHHS. HiMecymin HeoOXigHO BigMiHWTH y pa3i IOSIBU MEPIIUX 03HAK
IIKiPHOTO BUCUIIAHHS, YPaXKeHHS CIM30BUX 000JIOHOK Ta iHIIUX aneprigyHuX IposBiB.

3acTocyBaHHS HIMECYTiy MOXKe IOPYIIyBaTH XKiHO4Y (GEepPTUNIbHICTh i He PEKOMEHAYETHCS
3aCTOCOBYBATH XiHKaM, SIKi IIJIaHYIOTh 3aBariTHITH. 2KiHKaM, SKMM CKJIagHO 3aBariTHITH ab0 SKII0
BOHM 3HAXOMASAThCS Ha 00CTeXKEeHHi 3 MpuBoAy Oe3IIiIHOCTI, He PeKOMEHIYEThCS IMPU3HAYATH
HiIMeCYyJIif.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

[TpurHiYeHHS CUHTE3Y MPOCTAarIaHANHY MOXKe HECIIPUSTINBO BIJIMHYTH Ha BaTiTHICTh Ta/abo
PO3BUTOK IjTofa. [laHi, OTPUMaHi Mpu emifeMiooTivHuX HOCTiAKEHHSX, JO3BOJISIOTh 3PO0UTH
BUCHOBOK IIPO Te, ILI[0 Ha PaHHIX TepMiHaX BariTHOCTi 3aCTOCYBaHHS IIpenaparis, 110 IPUTHIYYIOTh
CHHTEe3 IIPOCTarIaHANHY, MOXKe 30iIbIINTH PU3UK MUMOBIIEHOTO ab0pTy, BAHUKHEHHS Y I1JI0fla Bajl
cepud i racTpomu3rcy. AGCOMIOTHUYN PU3UK PO3BUTKY aHOMaJIil CEpIeBO-CyIUHHOI CHCTEMU
igBUIIKUBCS 3 MeHII HiX 1 % npubnusno 1o 1,5 %. BBaxkaeTncs, 1m0 pu3nk 30iMbIIyeThCS 3i
36iNbIIEHHSIM 03U i TPUBAJIOCTi 3aCTOCYBaHHS.

[ToynHatouu 3 20-ro TUXKHS BariTHOCTI, 3acTocyBaHHS HII33 MOXe CIPUYMHUTHU OMIIrorigpamMHioH
BHACIOOK OuChYHKIII HUPOK miofa. Lle mopyIeHHS MoXKe BUHUKHYTH HEBIOB3i MiCJIA IOYaTKy
niKyBaHHSA i 3a3BU4all € 000POTHUM IIiC/IsT IPUIIMHEHHS JTiKyBaHHSA. KpiM TOrO0, € IOBimOMIEHHS TIPO
3BY2KEHHS apTepiajbHOl IPOTOKH y IjIofa micns nikyBaHHS HII33 y mpyromy TpuMecTpi BariTHOCTI,
sgKe y OinblIoCcTi BUNAAKiB 3HUKAJIO IIiC/IS IPUNUHEHHS JiKyBaHHS. TOMy He CIIifl IpuiiMaTH HiMecyJif
y 11 II TpuMecTpi BariTHOCTi 6e3 KpaitHboi HeoOXimHOCTI. Y pa3i HeoOxigHOCTI 3aCTOCyBaHHS
npemnapary XkiHKaM, gKi HaMaralThcs 3aBariTHity, abo B I i II TpumecTpi BariTHOCTI cif BuOupaTu
HalMeHIIy MOXJIUBY J03Y i HAUMEHIITy MOXKJ/IUBY TPUBAJICTh JIiKyBaHHS.

Moxe OyTH HOLIIBHUM [IOIIOJIOTOBAY MOHITOPUHT OMITOTrifpaMHIOHY Ta 3ByKEHHS apTepialbHOL
IIPOTOKY IiCJISl BIJIUBY JIiIKapChbKOTO 3ac00y MPOTATOM [eKiIbKOX JHIB, moyuHawouu 3 20-ro
reCTaIlifHOTO TUXKHS. 3aCTOCYBaHHS JIIKaPChKOTO 3aC00Y CIIiJ IPUIHUHUTH, SIKIIO BUSBIEHO
oJlirorigpaMHioH a0o0 3By>KeHHS apTepialbHOI MPOTOKHU.

Y III TpumMecTpi BariTHOCTI BCi iHTi6iTOPU CUHTE3y MPOCTarIaHOUHY MOXKYTh IPU3BECTH 10 PO3BUTKY
y mioga:

* MHEBMOKAaP/iaJIbHOT0 TOKCUYHOTO YpaXKeHHs (3 mepeuacHUM 3BYKEeHHSIM/3aKPUTTIM



apTepianbHOI IPOTOKY i rinepTeH3i€l0 B CUCTeMI JiereHeBol apTepil);
* quc(yHKIIl HUPOK, sIKa MOXKe IIPOrpecyBaTy 10 HUPKOBOI HEAOCTAaTHOCTI 3 PO3BUTKOM MaJIOBOLIS.
Y maTepi B KiHIIi BariTHOCTI i I10a MOXK/IUBE:

* 30i/IbIIeHHS YaCy KPOBOTEUi, aHTHArperamiiuui eQpekT, SKUii MoxKe BUHUKHYTH HaBiTh Npu
3aCTOCYBaHHI y’Ke HU3bKUX 03 IIpernapary;

* IPUTHiIYEHHS CKOPOUYBaJIbHOI AisITBHOCTI MaTKH, III0 MOXKe IPU3BECTH 0 3aTPUMKH abo
IIO[OBXEHH [IepioAy MOJIOTIB.

Tomy HiMecynig npoTunokasanui y III TpumecTpi BariTHOCTI.

3acToCcyBaHHS HIMeCyIIifly MOXKe HOTipIIuTH GepTUIbHYy QYHKII0 y XKiHOK, TOMY IIpenapaT He
PEKOMEHAYETLCA IPU3HAYaTH XKiHKaM, sIKi HaMararThCsd 3aBariTHITHU. [J1g XKIHOK, Kl BiI4yBalOTh
TPYOHOIL 3 HACTAHHSM BariTHOCTI ab0 MPOXOASTh NOCTiAKeHHS 3 IPUBOAY 0e3MTiAas, ciin
IIPUNIMHUTY BXXUBAHHS HIMeCYJIiny. fKII0 BariTHICTh BCTAHOBJIEHA ITifl YaCc 3aCTOCYBaHHSA HIMeCYIIiny,
TO JIiKap Mae OyTH PO Ie MPoiHHOPMOBaHUH.

Ax HII33, mo npurHivyye CUHTE3 NpOCTarjiaHAuHy, HiIMECYIil MOXe CIPUYMHSATHU [lepefdyacHe
3aKpuUTTs 6aTamoBOI MPOTOKH, JIETEHEBY TilepTeH3ito, 0Mirypito, ManoBoAAs. 3pOCTa€E PUIUK
PO3BUTKY KPOBOTEUi, CJTA0KOCTI ITOJIOT0BOI AisIMBHOCTI Ta mepudepruyHoro Habpsky. [CHyI0Tb oKpeMmi
TIOBiIOMJIEHHS TIPO HUPKOBY HEJJOCTATHICTh Y HEMOBJIAT, MaTepPl SKUX 3aCTOCOBYBAJIU HIMeCyIif
HaIPUKIHIY BariTHOCTIL. [JOCIifXKeHHs Ha TBApUHAaX NOBEJIM aTUIIOBY PEIIPOAYKTUBHY
TOKCHUYHICTH IIpernapary, ajie JOCTOBIPHUX JaHUX LIOO0 3aCTOCYBaHHS HIMECYIIiy BariTHUM
He ICHYE.

OckinpKY HEBIIOMO, YU IPOHUKAE HIMECYIIiN y 'pygHe MOJIOKO, HO0T0 3aCTOCYBaHHS IPOTUIIOKA3aHO Y
nepion rogyBaHHS T'PYHALIO.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu. BninuB HiMecynify Ha 30aTHICTh KepyBaTu aBTOMOOieM i BUKOHYBaTu poboTH,
1110 MOTPeOyI0Th MiABUIIEHO] yBary, He BuB4anu. OgHaK MallieHTaM, SKi Iic/ig 3aCTOCYBaHHS
HiMecCyIigy BimuyBalOTh 3allaMOpPOYEHHS, BePTUT0 ab0 COHIUBICTS, CHIifl YTPUMATHUCS Bifl
KepyBaHHS aBTOTPAHCIIOPTOM ab0 PoOOTH 3 iHITMMHU MeXaHi3MaMH.

Cnocib 3acmocyeaHHsi ma do3u.

[ITo6 miHiMi3yBaTu MoxkIuBi HeOaxkaHi mobiuHi epekTH, TpebOa 3aCTOCOBYBaTH MiHiMaIbHYy €PEKTUBHY
[03y IPOTATOM HaKOPOTILIOTO 4acy.

MaxkcumasnbHa TPUBAJiCTh KypCy JTiKyBaHHS - 15 mib.
Hopocai. ITo 1 Tabnertui (100 mMr) 2 pa3u Ha o0y - BpaHIIi Ta BBeYepi.
Ocobu nimHbo20 8iky. Kopekis mo3u He mOTpibHa.

Ilimu sixom 8i0 12 pokie. Kopekiiis no3u He MoTpidHa.



ITauienmu 3 nopyweHHAM pyHKUil HUPOK. [I719 TalieHTiB i3 1erkuM ab0o IOMiIpHUM CTyIIeHEM
nopyieHHs QyHKLii HUPOK (KnipeHc kpeaturiny 30-80 MI1/XB) KOpeKIlis 031 He MOTPi6Ha, y ToM dac
K TSKKe IOPYIIeHHs QYHKII HUPOK (KIipeHc KpeaTuHiny < 30 MJI/XB) € IPOTUIIOKA3aHHAM A0
3aCTOCyBaHHS.

[IpenapaT mpuiiMaTy BHYTPIIIHBO MIiCHIA 1AM i 3aNMBaTH AOCTATHHOO KiNTbKiCTIO PiIUHM.

Heb6axaHni epekT MOXKYTh OyTH MiHIMi30BaHi IIJITXOM HAaWKOPOTIIOTO TEPMiHY JIiKyBaHHS, sIKe
HeoOXifHe 71 KOHTPOJII0 CUMIITOMIB.

Himu. Jlikapchku# 3aci0 MpoTUIIOKA3aHUM OiTSIM BiKOM 10 12 pOKiB.

Ilepedo3yeanHns.

CuMIITOMU I'OCTPOTO IIepefo3yBaHHs HeCTEPOIMHUMHU MpoTH3anaabHuMu 3acobamu (HII33) 3a3Buyait
00MeXYI0ThCSI TAKMMHU IIPOSIBAMMU: allaTis, COHJIUBICTh, HymOTa, O1i0oBaHHS, Oi/ib B emiracTpaibHii
pinguui. i cuMntomy, sk npaBuio, 000POTHI IpU MigTPUMYI0Uiil Teparii. MoXJMBe BUHUKHEHHS
IIJTyHKOBO-KUIIKOBOI KPDOBOTEYi, apTepiaibHOI rilepTeH3sil, ToOCTpol HUPKOBOI HEAOCTaTHOCTI,
IPUTHIYEHHS OUXaHHS, KOMHU, OOHAK TaKi ABUIIA 3yCTPIidYal0ThCA PifKo. Bynu MOBiqOMIEHHS IIPO
a"a(inakTOI[HI peakmil Mpy 3acTOCyBaHHI TepaneBTuYHUX 103 HII33 Ta mpu ix mepemo3yBaHHi.
CroenudiyHoro anTuAoTy HeMae. JIikyBaHHS Iepeqo3yBaHHS - CHMIITOMaTUYHe i IigTpuMyIode.
[aHuX PO BUBEOEHHSA HIMECYIIily 3a JOIIOMOI0I0 reMOfiiali3y HeMae, ajie gKIo B3sITU [0 yBaru
BHCOKUH CTYIIiHb 3B’sI3yBaHHS HiMecyiny 3 6inkaMu mia3mMu Kpogi (1o 97,5 %), To MamoiMOBipHO,
1110 fiasi3 BUSBUTHCS eheKTUBHUM. [Tpu HasIBHOCTI CUMIITOMIB IIepeno3yBaHHs abo micis
3aCTOCYBaHHS BEJIMKOl JO3U IIpenapaTty IpOoTaroM 4 roguH Miciig M0ro IPUNOMY IalieHTaM MOXKYTh
OyTu npu3HayueHi: MTy4YHe BUKJIMKAHHS OJII0BaHHS, Ta/abo mpuitoM akTuBoBaHOTrO Byrimis (60-100 r
IJIST HOPOC/IMX) Ta/abo MpUitoM OCMOTUYHOTO IIPOHOCHOTO 3acoby. ®opcoBaHuM Aiypes, MigBUIEHHS
JTy2KHOCTI cedi, reMofiiani3 Ta reMonepdy3isi MoXyTs OyTH Hee(peKTHUBHUMU BHACIIJOK BUCOKOTO
CTyTIeHd 3B’3yBaHHSA HiMecynifgy 3 Oikamu nina3mu KpoBi. Clig KOHTpomoBaTy (PyHKII HUPOK Ta
IIEeYiHKMU.

ITobiuni peakuii.

3 60Ky cucmemu Kposi: aHeMist, €03uHOQITisT, TPOMOOIMTOIEeHis, MAaHIIUTOIEHisI, TypIypa.
3 6oky imyHHOT cucmemu: peakilil MiABUIIEHOI YyTINUBOCTI, aHadinakcis.
MemaboaiuHi nopyweHHs: TilepKaslieMis.

3 6oky ncuxiku: BiT4yTTsI TPUBOKHOCTI, HEPBO3HICTh, HiUHi KaXH.

3 60Ky Hepsosoi cucmemu: 3allaMOPOYEHHS, TOJIOBHUY 0ilb, COHIMBICTH, eHIledaonaTisa
(curpmpowMm Petie).

3 60Ky opaaHie 30py: HEUITKUM 3ip, PO3TIafu 30PY.

3 60Ky opeaHie cayxy ma aecmubyaspHO20 anapamy: BEPTUTO (3allaMOPOYEHHS).



3 6oky cepueso-cyOuHHoOi cucmemu: TaXikapfis, reMoparis, 1abilbHICTh apTepianbHOTO THUCKY,
IIPUIIJINBY, apTepiajbHa rinepreHsis.

3 6oky duxaavHoi cucmemu: 3afUIIKa, aCTMa, OPOHXOCIIA3M.

3 60Ky mpasHo20 mpakmy: miapes, HymoTa, OJII0BaHHS, 3all0p, METEOPU3M, TACTPUT, Oilb V¥ KUBOTI,
MUCIIEIICisT, CTOMATHUT, BUIIOPOXKHEHHST YOPHOT'O KOJIhOPY, KPOBOTEUi Y TPDABHOMY TPaKTi, BUpa3Ka Ta
nepdopatlisg ABaHaAALUSTHAIAN0] KUIIKA ab0 IITyHKa.

3 6oky 2enamobiniapHoi cucmemu: TEIIATUT, MUTTEBUY (QyIbMiHAHTHUM) TEMIATUT i3 JIETaIbHUM
HACJIiZKOM y TOMY YMCIIi, JKOBTSIHULIS, X0JiecTas, 30i/blIeHHS PiBHS (GEepMEHTIB NeUYiHKHY.

3 60Ky wKipu ma nidwkipHoi KaimkosuHu: CBepOiXK, MKipHi BUCUIIaHHS, GiKCOBaHUMU
MeOuKaMeHTO3HUN BUCUI (OuB. Po3mdin «OcobIMBOCTI 3aCTOCYBAHHS»), HigBUINEHA
MiTIUBICTb, €PUTEMA, JePMATUT, KPOIIUB THKA, aHTiOHEBPOTUYHUN HaOPSK, HAaOPSK 00Iuyys,
noniMopdHa eputeMa, cuaapoM CriBeHca - [[3KOHCOHA, TOKCUYHUU elifiepMaNbHUM HEKPOJTi3.

3 6oky ceuosudiavbHoi cucmemu: DU3YpPisi, reMaTypisd, 3aTPUMKa CEY0BUINTYCKaHHS, HAOPIKH,
HUPKOBa HEOOCTATHICTh, OMITrypis, iIHTepPCTUIlaTbHUY HEQPUT.

3aeanvHi nopywenHs: HaOPSIKU, He3yXKaHHS, aCTeHis, TinmoTepMis.
JlabopamopHi nokasHuku: TiIBUIIEHHS PiBHS NMEYiHKOBUX (PEPMEHTIB.

Haituacrime mpu 3aCTOCyBaHHI HECTEPOIMHUX ITPOTHU3ananbHuxX 3aco6iB (HI133) cnocTepiraoThes
nobiyHi peakii 3 60Ky TpaBHOTO TPaKTy. MOXJMBe BUHMKHEHHS MMENTHYHUX BUPa30K, epdopariii
abo KpoBOTedY y TPAaBHOMY TPAKTi, SIKi iHOfi 3arpoXKYIOTh JKUTTIO, 0COOJIMBO Y XBOPHUX JIITHBOTO BiKY.
Bynu noBimomMIeHHS Ipo TaKi mo0ivyHi peakiiil micis 3acTOCyBaHH4 IIi€l TPyIU IpenapaTiB: Hy[OTa,
OsroBaHHS, fiapesi, 3MYTTS XXKUBOTA, 3aI0p, OUCIIENCis, 6i/ib y JKUBOTI, BUTIOPOXKHEHHS YOPHOTO
KOJIbOPY, 6JII0BaHHS 3 JOMIIlTKaM¥ KPOBi, BUPAa3KOBUY CTOMATUT, 3aTOCTPEHHS KOJIiTiB Ta XBOpPoOU
KpoHa, racTpuTH, BUHUKHEHHS HaOPSKY, apTepianbHOl rinepTeHsii Ta cepiieBoi HeIOCTATHOCTI, TakKi
peaxtii mKipu SK YyTBOPEHHS MyxupiB, cuaapoM CriBeHca - [[KOHCOHA Ta TOKCUYHUH ellifepMabHUM
HEKPOJIi3.

Kniniyni Ta emigemionoriuni gocnigkeHHs cBig4aTh mpo Te, 1m0 peski HI133, 0co6auBO ¥ BUCOKUX
[03ax Ta IIpK TPUBAJIOMY 3aCTOCYBaHHI, MOXYTh IPU3BECTU 00 HE3HAUHOTO MiABUILIEHHS PU3UKY
BUHUKHEHHS apTepiallbHUX TPOMOOTUYHUX YCKITafHEHDb, HANIPUKIIaM, iHhapKTy MioKapaa abo
IHCYTIBTY.

Tepmin npudamuocmi. 3 POKH.

YMoBu 30epiranHsi.

306epiraTy B opuTiHaIbHIN YIAKOBII MpU TeMrepaTypi He Buiie 25 °C.

30epiratu B HEAOCTYIIHOMY IJISI OiTEW MiCIIi.



VYnaxoBka.

I[To 10 TabneTtoxk y 6iicTepi, mo 2 GaicTepu B KAPTOHHIN KOPOOLIi.

Karteropist Bimmycky. 3a pelenToM.

Bupoo6Huk 1.

I-p Pexmi’c JTabopatopic JItg, ®TO - 11

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

Hinprung Ne 42p, 43, 44p, 45p, 46p, 53, 54, 83, c. bauynarni, bauynani Maspgan, okpyr Meguyan
Manxkamuripi - 500090, mtat Tenanraxa, IHmis

Bupo0OHuK 2.

I-p Penmi’c JlTabopaTopic Jlimiten

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tisl/IbHOCTI.

Bupo6unya mineauIs - VI c. Kxon, Hamarap poapn, Bagni, okpyr Conas, Ximauan ITpaper, 173205,
IHOis

[ToBimomuTH mpo Mo6iuHy peakxiio abo BimCyTHICTb ePeKTUBHOCTI IIPH 3aCTOCYBaHHI JIiIKapChKOTO
3aco0y MOXKHa 3a TelepoHaMu:

38044 207 51 97 a6o 380 50 414 39 39; a TaKOXK Ha €JIEKTPOHHY afipecy:
DrugSafetyUa@drreddys.com (11i100060B0).



