IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

HAM3®

(NISE)

Cknaod:
ditoua pevosuHa: nimesulide;
1 TabneTka MicTuth Himecynigy 100 mr;

0onoMidiCHI peyosuHU: Kambllilo rifpodocdar, 1eono3a MiKpoOKpUCcTalidHa, KpoxMalb
KYKYPYHA3SHUMN, HAaTPil0 KPOXMAJbITIKOIAT (TUI A), KpeMHII0 [IiOKCHU[ KOJIOITHUM 6e3BOOHUM, TalbK,
MarHiwo cTeapar.

JIikapcbka ¢opma. TabneTKy.

OcHo8HI (pi3uko-ximMiuHIi 81acmugocmi: Kpyrili rnafeHbKi IBOOMYKII TaONneTKu Bif Maiixke 6isToro go
JKOBTOTO KOJIbODY.

®dapMakoTepaneBTUYHA I'pymna.
HecTepoigui mpoTr3amnanbHi Ta TPOTUPEBMATUYHI ITpenapaTy.

Koxm ATX MO1A X17.

Papmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Himecyrig - HecTepoiguuit npoTulananbaui 3aci6 (HI133) rpynu meTaHcynbdoHaHiTiAIB,
KU TIPOSIBIISiE IPOTU3alnaabHy, 3He00/II0BaIbHY Ta KapOo3HUKYBaJbHY [fifo. JIiKyBambHa Iis
HiMeCyJIigy 3yMOB/I€Ha THM, II[0 BiH B3aEMOZIE 3 KaCKaloM apaxXimoHOBOl KucnoTtu. HiMecyrmig
cenektuHo iHrioye LIOT II (uukmookcureHasy II) i mpurHiuye cuHTE3 IpoCTarjiaHAuHIB y
BOTHHUIIII 3allaJeHHs.

Himecyrip inribye 3BinbHEHHS PepMeHTy Mi€IonepoKCuaasy, a TaKOXK IPUTHIYY€E YTBOPEHHS
BiJIbHUX paguKalliB KHCHIO, He BIIJIMBAIOYU Ha NPOIeCcH (HarouruTo3y Ta XEMOTaAKCUCY,
IIPUTHIUYE YTBOPEHHS (paKTOpa HEKPO3y NYX/IMH Ta iHIINX Me[iaTOpPiB 3amajeHHs.

dapmaxkoKiHemuxka.



ITicnsa 3acTOCYyBaHHS BCEpeOUHY HIMECYIIi[ MIBUAKO BCMOKTYETHCS 31 LIJTyHKOBO-KUIIIKOBOI'O
TpakTy. MakcumasbHa KOHIIEHTpalis y I1J1a3Mi KPOBi AOCATAETLCS yepe3 2-3 rogusu. o
97,5 % HiMecymimy 3B’3y€eThCs 3 OiTKaMu MJ1a3MU KPOBI.

[IpemapaT akTHBHO MeTabomi3yeThcs y neyvinni 3 ydacTio CYP2C9, isohepMeHTYy LIUTOXPOMY
P450. OCHOBHMM IIPOAYKTOM MeTab0I1i3My € TiTpOKCUHIMeCYi - papMaKoIoTiyHO aKTUBHA
peyoBuHa. [lepion HamiBBUBEeeHH - Bif 3,2 0o 6 roguH. HiMecyif BUBOOUTECS 3 OpraHi3aMy
3 ceyelo - 6mu3bK0 50 % Big mpuitHATOL 103U, bn3sko 29 % Bifg IpUMHSTOL 403U BUBOOUTHCS
3 KajioM y MeTabonizoBaHoMy BUrismi. Jluine 1-3 % BUBOOUTHCS 3 OpPraHi3My y HE3MiHEHOMY
craHi. PapMaKoKiHeTHUYHUY MPOGink B 0Ci0 MTHLOTO BiKy HE 3MiHIOETHCS.

Kniniuni xapakKTepuCTHKH.

Iloka3aHnHs.

JIikyBaHHS rocTporo 6oo. JIikyBaHHS TIEPBUHHOI IUCMEHOPE].
Himecynin crnig 3acTOCOBYBaTH TiTbKH Y SKOCTI IIpemnapaTy ApyToil JiHil.

Pimenns npo npu3HayeHHs HIMeCYIIily C/Iif IpUUMaTH Ha OCHOBI OLIIHKY YCiX PU3UKIB 7
KOHKDPETHOTO ITalli€HTa.

IIpomunoka3aHHs.

[TinBuieHa YyTNUBICTL [0 HiMecyminy, mo 6ymb-sikoro inmoro HIT33 a6o mo 6yab-sIKOro KOMIOHEHTa
nikapcbKoro 3aco0y. 'inmepepriyni peakiiii, gKi Manu micie y MuHyjI0My (OpOHXOCIIa3M, PHUHIT,
KPOIIKB’sTHKA) ¥ 3B’93KY 3 3aCTOCYBaHHSIM alleTHJICATIIMIIOBOI KUCIIOTH YM iHIIWX HECTEePOITHUX
IIpOoTHU3analabHUX IIpernaparis.

[emaTOTOKCUYHI peakllil Ha HIMeCYIifl, IKi Manu Miclle y MUHYJIOMY.
CynyTHE 3aCTOCYBaHHS iHIIUX PEYOBUH 3 IOTEHIIIMHOIO Te€lIaTOTOKCUYHICTIO.
ANKOromi3M Ta HapKOTHYHA 3aJI€KHICTh.

[Timo3pa Ha rocTpy Xipypriudy naToJoriko.

[InyHKOBO-KMIIKOBI KpoBoTedi abo nmepdopatiii B aHaMHe3i, T0B’s13aHi 3 monepenHiM 3aCTOCYBaHHSIM
HECTEPOITHUX MMPOTU3alalbHUX 3aco0iB.

Bupazka mtyHka abo gBaHAMIATUIIANO] KUIIKY Y (a3i 3ar0CTpeHHs, HassBHICTh B aHAaMHe3i BUPa3KH,
nepdopatiii abo KpoBoTeYi y TPABHOMY TPaKTi.

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

TsXKKi IOPYIIEHHS 3TOPTaHHs KPOBI.

TsaxKa cepieBa HEeJOCTATHICTE.



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.

KOPTHKOCTEPOIAN: HigBHITYETHCS PH3UK BUHMKHEHHS BUPA3KU TPABHOT'O TPAKTY ab0 KPOBOTEYi.
AuTuTpoMOonIMTapHi 3aCc00M Ta CeIeKTUBHI iHriGiTOpM 3BOPOTHOTO 3aX0IieHHsa cepoToniny (CI33C):
30iNTBINYETHCS PU3UK BUHUKHEHHS BHPa30K a0 KPOBOTEY Y TPAaBHOMY TPAKTI.

AnTrKOarynguTu: HI133 MOXKYTh MigCHIIOBATH [Iif0 aHTUKOATYJISHTIB, TAKUX SK BaphapuH abo
aleTUIICAIIIAIIOBA KKCI0Ta, Yepes 10 TakKa KOMOiHallisg IPOTUIIOKa3aHa XBOPUM i3 TIXKKUMHU
po3nafaMu Koarynsiii. AKIio Takoi KoMOiHOBaHOI Teparlii He MOXKHa YHUKHYTH, He0OXiIHO
IIPOBOOUTH PEeTeNbHUM KOHTPOJIb IOKA3HUKIB 3TOPTaHHS KPOBI.

[liypeTuuHi 3aco0u, iHTi0iTOPY aHTi0TeH3UWHIIEPETBOPIOBANbHOT0 pepMeHTy (AIID) Ta
aHTaroHiCTH aHrioTeH3uHY 1I: HI133 MoxXyTh mocIabIioBaTH Hit0 AiypeTHKIB Ta iHIINX
aQHTUTINEPTEeH3UBHUX IIpenapariB. Y JesKUX XBOPHUX i3 MOTipiIeHo0 (QyHKIi€I0 HUPOK (HalpuKiaf, y
XBOPUX 3i 3HEBOIHEHHSIM a00 IMallieHTiB JTITHHOTO BiKy) OMHOYACHE 3aCTOCYBaHHS iHTibiTOpiB ATID,
aHTaroHicTiB aHrioTeH3uHy Il a00 PEYOBHH, III0 MPUTHIYYIOTh CUCTEMY IIMKIIOOKCUTEHA3U, MOXKE
CIIPUYMHUTH IIOfabIIe MOTipIIeHHS QPYHKIil HUPOK Ta BUHUKHEHHS TOCTPOI HUPKOBOL
HEeJIOCTaTHOCTI, fKa, SIK IpaBuio, 6yBae o6opoTHOoIo. L]i B3aemogil ciiifi BpaxoByBaTH TOMi, KOIH
XBOPHUM 3aCTOCOBY€E HiMecyin cyMmicHoO 3 inribiTopamu ATI® yu aHTaroHictaMu aHriotensuny II. Crig
OyTu myxke o0epexXHUM, 3aCTOCOBYIOUM TaKy KOMOiHalli(0, 0COOIMBO MaI[iEHTaM JIITHBOTO BiKY.
XBOpUM CJIiff OTPUMYBaTH SOCTATHIO KiNTbKICTh PiIWHM, @ HUPKOBY (DYHKIIIO CIIil PETEIBHO
KOHTPOJTIOBATH IIiCJIS ITOYATKY 3aCTOCYBaHHS Takoi KoMmOiHaii. Himecymin TumMuacoBo mocabiioe
mito ¢pypoceMiny 1IO[0 BUBEOEHHS HATPil0 Ta MEHILIOK MipOI0 - BUBEIEHHS Kaslilo, a TaK0XK 3MEHIIye
niypetudHui epekt. CrinbHe 3aCTOCYBaHHSA (QypoceMify Ta HiMeCyifly XBOPUM i3 OPYIIEHHSIM
HUPKOBO1 a0 cepieBoi PyHKIII BUMarae 00epexkHOCTi.

Y 3mopoBux 0ocib HimMecynif MBUAKO 3HUXKYE edheKT PpypoceMiny, CnpsAMOBaHUY Ha BUBEEHHS HATPIIO,
Ta MEHIIOK MipOI0 Ha BUBE[EHHS KaJlilo, a TaK0XK 3HUXKYE Ce4OoriHHy fit0. OmpHOYaCHe 3aCTOCYyBaHHS
HiMecyniny Ta GdypoceMiny Npu3BOOUTE 10 3MeHIIeHHs (mpubnu3Ho Ha 20 %) miori mifg KpuBoo
«KOHIIeHTpalis - yac (AUC)» Ta 3HUKEHHSI KyMYJIITUBHOI eKCKpellil pypoceMiny 6e3 3min
HHAPKOBOTO KJIipEeHCY pypoceMminy.

a1 HIT33. CymicHe 3acToCcyBaHHS TiKapChKUX 3ac00iB, 110 MiCTSATh HiMeCymin (IUB. PO3Mi
«KrniniyHi xapakTepucTuku»), 3 inmumu HII33, y ToMy 4ucrii 3 aneTuicaaiiuioBO KUCIIOTO Y
IPOTHU3AMaNbHUX 03ax (= 1 I y BUTJISIAI OGHOPA30Boro mpuiomMy abo = 3 r Ha go0y), He
PEKOMEHIIYEThCH.

dapmakokiHemuyuHi 83aeM00ii 3 IHWUMU AiKAPCbKUMU 3acobamu.



Bynu noBigomneHHs mpo Te, mo HI133 3MeHImy0Th KITIipeHC JIiTiio, 10 IPU3BOAUTH [0 30iIbIIeHHS
PiBHA JiTiI0 y II7Ta3Mi KPOBI Ta TOKCUYHOCTI JIiTit0. [Ipy npu3HadyeHH] HIMeCy gy XBOPUM, SKi
OTPUMYIOTh TE€paIllilo npernapaTaMu JIiTii0, CJIif 4aCTO MPOBOAUTH KOHTPOJIb PiBHS JMIITi0 y IIJIa3Mi
KPOBI.

HewMmae kniniuHO 3HA4yII0i B3aemMofil 3 rinibeHKIaMigoM, TeodininoM, BappapuHOM, TUTOKCUHOM,
IIUMETUIMHOM Ta aHTAIUIHUMM IIpenapaTaMu (KoMmOiHallis aloMiHil0 Ta MarHiio TiTfpokcumy).
Himecynipg npuraiuye aktuBHiCcTh pepmernTy CYP2C9. IIpu ogHOYacHOMY 3aCTOCyBaHHi 3
HiMecCyIifoM miKiB, 110 € cybcTpaTamMu IhOro GepMeHTy, KOHIIEHTpallif iX y m1a3Mi KpoBi Moxke
MigBUIIYBATUCS.

[ToTpibHa 06epekHICTh Y BUMIa[IKY, KOJIU HiMeCyig HeoOXiIHO 3aCTOCYyBaTH MEHII HiX dyepes 24
TOOuHY 10 a60 MeHII HiXK 3a 24 TOOUHU IIC/Is MPUNAOMY METOTPEKCATY, OCKIJIbKY MOXKJIIBE
IiIBUIIEHHS PiBHS OCTAaHHBOTO ¥ CHPOBATI KPOBi Ta 30iIbIIeHHS HOTO TOKCUYHOCTI.

Yepe3s BIIUB Ha HUPKOBI IPOCTAarIaHOUHY, iHTiOITOPY CUHTETa3, MO SKUX BiMHOCUTHCS HiMeCyIin,
MOXKJIMBE MiIBUIIEHHS He()POTOKCUYHOCTI LIUKIIOCIIOPHHIB.

Egexmu iHwux npenapamis Ha HiMecyi0.

TonOyTamif, caminunoBa KUCIOTa, BalbIIPOEBA KUCIIOTa BUTICHSAIOTh HIMECYII] i3 MiTTHOK
3B’g3yBaHHsA. OOHAaK, He3BaXKayu Ha MOXKJIMBUY BIIJIUB Ha PiBeHb IpenapaTy y Iaa3Mi Kposi, 1i
B3a€EMO/Iil He BBAXKaIOTHCS KIIHIYHO 3HAYYIIUMHU.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Himecynin crmig 3acTOCOBYBaTH TiIbKM SIK IIpelapaT Apyrol JiHil. PimeHHs nIpo mpru3HadyeHHS
HiMecyniny HeoOXigHO MpuiMaTi Ha OCHOBI OITIHKM yCiX PU3UKIB [I7IT OKPEMOT'0 IallieHTa.

I 3HUKEHHS PU3UKY PO3BUTKY M00iYHUX epeKTiB HeoOXiTHO 3aCTOCOBYBATH MiHiMaIbHO
epeKTUBHY 03y 3 HaMEHILIOI TPUBAJIICTIO KypCy NTiKyBaHHA. Y pa3i BifCYyTHOCTI e()eKTUBHOCTI
JIiIKyBaHHS (3MEHIIEeHH CHMIITOMATUKY 3aXBOPIOBAHHS) Teparlilo IIpenapaToM CJlif IPUNUHUTH.

Bynu noBimoMIeHHS PO BUIAOKM TSXKKUX Peakilii 3 60Ky Me4iHKH, y TOMY YHUCIIi 3 JIeTaTbHUM
HaCJIigKOM IIpX 3aCTOCYBaHHI HiMecymifmy. Y pasi 3pocTaHHS PiBHIB ITe4iHKOBUX (pepMeHTiB ab6o
BUSIBIIEHHS O3HAaK VIIKOIXKEHHS MeYiHKK (HalmpUKIIafl, aHOPEKCisi, HynoTa, 6/oBaHHs, Oiflb y XKUBOTI,
BiM4yTTS IiABHUIIEHOI BTOMJIIOBAHOCTI, Ce4a TeMHOT0 KOIbOPY) a00 MpH BigXuUIeHH] JaHUX
nabopaTOpHUX aHani3iB QyHKIII neyiHku Big HOPMU Ipenapar noTpibHo BinMinuTU. [IoBTOpHE
IIpHA3HAYeHHS HIMECYIIiy TaKUM XBOPUM IIPOTUIIOKa3aHe.

[lig yac nikyBaHHS HIMECYJIiIOM PEKOMEHAYEThCS YHUKATA OGHOYACHOT 0 3aCTOCYBaHHSA
rernaTOTOKCUYHUX IperapaTiB, aHa/lITeTUKIB, iHIIMX HECTEPOITHUX IIPOTU3aNaIbHUX 3aC06iB, y TOMY
YUCJIi CeJIeKTUBHUX iHTiOITOPIB IIMKIIOOKCUTEeHA3HU-2, @ TAKOXK YTPUMYBATHCS Bi] BXKUBaHHS
QJIKOT'OJIIO.

Y xBOpUX NITHHOTO BiKY MigBHIIIEHa YacToTa HebakaHux peakniit Ha HI133, 0co6IuBO 1ie CTOCYETHCS
MOKJIMBUX KPOBOTeU Ta Iepdopallii y TpaBHOMY TPaKTi, IKi MOXKyTh OyTH neTanbHUMU. Bupa3kKa,
KpoBoTeda abo mepdopallis y TpaBHOMY TPaKTi MOXKYTh 3arpPOKyBaTU XKUTTIO XBOPOT'0, 0COOIMBO
SKIII0 B aHaMHe3i € aHi mpo Te, 110 nofibHi ABUIa BUHUKAJIK ¥ XBOPOTO IIPU 3aCTOCYBaHHi Oyab-IKUX
inmmx HIT33 (6e3 TepMiHy gaBHOCTI). Pu3uk momgiOHuX SBUIN 30iIbIIYETHCS pa3oM 3i 30i/IbIIEHHSIM
no3u HII33 y xBopux, siKi MaloTh B aHaMHe3i BUPa3Ky Y TPAaBHOMY TPaKTi, 0COGJIMBO YCKIagHEHY



KpoBoTeuelo abo nepdopalii€io, a TakoxK y XBOPUX JIiTHHOTO BiKy. TaKUM XBOPUM JIiKyBaHHS CITifl
PO3MOYMHATH 3 HaWMEHIIIO0I MOXKJIMBOI e(peKTUBHOI 03H. [IJ15 IIUX XBOPHUX, @ TaKOXK AJIST THX, XTO
IpUiiMaE mapaneibHO HU3bKIi 03U alleTUICAJIIIUIOBOI KMCJIOTH YK iHIINX IIpernaparis, 110
30iMTBIIYIOTh PU3UK BUHUKHEHHS YCKIIaHEHDb 3 O0KY TPABHOT'O TPAKTY, CJIiMl PO3TIISHYTH MOXKJIUBICTh
3aCcToCyBaHHS KOMOiHOBaHOI Teparlii i3 3aCTOCYyBaHHSAM 3aXWCHUX PEYOBUH, HAIIPUKIIAT,
MicompocTony abo iHribiTopiB MPOTOHHOTO Hacoca.

XBOpUM i3 TOKCUYHUM ypazKeHHSIM TPABHOT'O TPAaKTy, 0COOIMBO 0co0aM JIiTHBOTO BiKY, CJIif
TIOBiIOMIATH IPO OyAb-SKi HE3BUYHI CUMIITOMH, 110 BUHUKAIOTh Y AiJISHII TPABHOTO TPAKTY,
0co0/IMBO PO KpoBoTedi. Lle 0co0MMBO BaxKIMBO HA MOYATKOBUX CTAisX JIIKyBaHHS. XBOPHX, SKi
IPUIMAaIOTh CYIyTHI IpenapaTy, 10 MOXKYTh IMiJBUIIUTYA PU3UK BUHUKHEHHS BUpa3Ku abo KpoBoTeUi,
TaKi SK KOPTUKOCTEPOIAY, aHTUKOATYJITHTH, CeJIEKTUBHI iHTi6iTOpY 3BOPOTHOTO 3aXOIIEHHS
CEpPOTOHiIHY, aHTUTPOMOOIIMTapHi 3ac00H (alleTHICAIIIMI0Ba KUCI0Ta), HeoOXifmHO TpoiHpopMyBaTH
PO HeoOXiAHICTL HOTPUMYBaTHCh 00€PEeKHOCTI IIPK 3aCTOCYBaHHI HiIMeCyigy.

Y BUNagKy BUHUKHEHHS ¥ XBOPOTO, IKUM OTPUMYE HiMeCyJlif, KpoBoTedi abo BUpa3Ku TPaBHOTO
TPaKTYy JIiKyBaHHS IIpeliapaToM Tpeba IPUIHUHUTH.

HII33 3 o6epexkHicTIO MOTPIOHO MPHU3HAYaATH XBOpUM i3 XBopo6oio KpoHna abo 3 Hecnenudivaum
BUPaA3KOBUM KOJIITOM B aHaMHe3i, OCKiJIbKM HiMeCy i MOzKe ITPU3BECTH [0 iX 3arOCTPEeHHS.

OpHoYacHe 3aCTOCYBaHHS HiMecyify 3 iHIIMMMU JTiKapChKAMU 3ac00aMy, TaKUMHU K OpasibHi
KOHTpAIleNTHBY, aHTUKOATYISHTY, aHTUArPeraHnTy, MOXKYTh CIPUYMHUTH 3aTOCTPEHHS XBOPOOU
Kpona Ta iHIIKUX 3aXBOPIOBAHb TPABHOT'O TPAKTY.

XBopi 3 apTepianbHOIO rinepTeHsieio Ta/abo 3 CepIieBo0 HENOCTATHICTIO B aHaMHe3i, a TaK0XK XBOpi i3
3aTPUMKOIO PigUHY B OpraHi3Mi Ta Habpskamu BHaACHimoK 3acTocyBanHs HII33 moTpelyioTh
BiITIOBITHOTO KOHTPOJIIO CTaHy i KOHCYJIbTalil JIikaps.

Kniniuni mocmimxeHHs Ta emigeMionoriyxi maHi faTh 3MOTY 3POOUTH BHCHOBOK IIPO Te, IO AesKi
HII33, oco611BO ¥ BUCOKUX H03aX Ta IIPU TPUBAJIOMY 3aCTOCYBaHHi, MOXYTh IPU3BECTHU [0
HE3HAYHOTO PU3UKY BUHUKHEHHS apTepialbHUX TPOMOOTHYHUX €I1i30MiB, HANpUKaf, iHhapKTy
MiOKappa Ta iHCynbTy. 171 BUKIIIOUEHHS PU3UKY BUHUKHEHHS TaKUX ABUIL [IPU 3aCTOCYBaHHI
HIMeCYJIiIy faHUX HeJOCTaTHLO. XBOPUM i3 HEKOHTPOJILOBAHOI apTepiaJbHOIO rinepTeHsi€lo,
TOCTPOIO CepleBOI0 HeIOCTaTHICTIO, BCTAHOBJIEHOIO iMeMigHOI0 XBOP0O0OOIO Ceplisd, 3aXBOPIOBAHHSIMMU
nepubepuyHUX apTepiit Ta/abo 11epedPOBACKYIIPHUMY 3aXBOPIOBAHHIMY HIMECYJIif MOTPiOHO
IIpHA3HAYaTH IiC/IS PETENbHOI OLIHKY CTaHy. TaKOoX CJIifi pETeIbHO OLIHUTHU CTaH XBOPHUX i3
(akTOpaMu PU3UKY PO3BUTKY CEPIEBO-CYAMHHUX 3aXBOPIOBaHb, HAIPUKIIAM, IIPU apTepiaibHil
rinepreHasii, rinepninigemii, yKpoBoMy fiabeTi, Ipu KypiHHi, epeq Npu3HaueHHSIM IIpenapary.

XBOopHuM i3 HUPKOBOIO ab0 CepIieBoi0 HENOCTATHICTIO MTpemapar CJIifl Mpu3HadYaT 3 00ePexkKHICTIO
BHACJIiIOK MOKJIMBOTO IIOTipIIeHHSI HUPKOBOI QYHKIII. Y BUNIAAKy NOTipIIeHHS CTaHy JIiKyBaHHS
Tpeba MpUNUHUTH. 3a 0c06aMu JIITHLOTO BiKy Tpeba MPOBOOUTH PEeTEIbHUYN KITiHIYHIN KOHTPOIb
Yepe3 MOXKJIMBICTh PO3BUTKY KPOBOTEY Ta Iepdopallii TPaBHOTO TPAKTYy, MOTIPIIeHHS PYHKI1
HUPOK, Imedinku abo cepus. OcKinbKu HiMeCyTi MoXke BIIMBATH Ha QYHKIIiI0 TPOMOOIMTIB, HOT0 CITif
3 00epexkHiCTIO TPH3HAYaTU XBOPUM i3 reMopariyuum giare3oMm. OmHaK HiMeCyIif He 3aMiHIO€E
aleTUJICAIIUIIOBY KUCJIOTY IIpY NPO(]ilaKTULi CeplieBO-CYOUHHUX 3aXBOPIOBaHb.

3acToCyBaHHSI HECTEPOIAHUX NIPOTU3anaabHUX 3aC00iB MOXKe MaCKyBaTU MiABUIIEHHS TeMIIepaTypH
Tina, moB’si3aHe 3 poHOBOIO OaKTepianbHOIO iHbeKIie0. Y pa3i mifBuIlleHHS TeMIlepaTypH Tifla abo
II0SIBYU TPUIIONONIOHMX CHMIITOMIB Yy TAIiEHTIB, SKi 3aCTOCOBYIOThH HIMECYIill, IPUKOM IIpenapaTy
HeoO0XimHO BiIMIiHUTH.



Bynu nosimoMieHHS PO PiOKiCHI BUMTaAKU TAKKUX IIKIPHUX peakiii npu 3actocyBanHi HII33, mesxki
3 HUX MOXKYTh OyTH JIeTaTbHUMHU, HaIPUKIIad eKCchomiaTuBHUM JepMaTuT, cuaapoM CriBeHca -
[I>KOHCOHa, TOKCUYHUY elliflepMasibHU{ HEKPOJIi3. Y XBOPUX BUHUKAE OyKe BUCOKUU PU3UK TAaKUX
peaxliiii, SIKIIo IPY paHillle MpU3HaYeHOMY KYpCi JIiKyBaHHS peakilis y Oi/bIIoCcTi BUllafgKiB BUHUKAIA
IIPOTSITOM TIEPIIOTro Micsld niKyBaHHS. HiMecymin HeoOXigHO BigMiHKUTH y pa3i IOSIBU MEPIIUX 03HAK
IMIKipHOTO BUCHIIAHHS, YPaXKeHHS CJIM30BUX 000JI0HOK Ta iHIINX ajeprigyHuX MPOSBiB.

3acToCcyBaHHS HIMeCyJlily MOXkKe IOPYIIyBaTH XKiHOYY (PepTUIbHICTD i He PEKOMEHAYEThCS
3aCTOCOBYBATH XiHKaM, SIKi IIJITaHYIOTh 3aBariTHITH. 2KiHKaM, SKUM CKJIafHO 3aBariTHITH ab0 SKII0
BOHU 3HAXOASTHCS Ha 00CTEKEHH] 3 MpuBoAYy Oe3IUTigHOCTI, He PEKOMEHYEThCS TPU3HAYaTH
HiMeCyJif.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0oro.

[TpurHiyeHHS CUHTE3Y NPOCTATJIaHAWHY MOXKe HEeCIPUSITINBO BIIMHYTH Ha BariTHICThL Ta/abo
PO3BUTOK IjTofa. JlaHi, OTPHMaHI IIPH emigeMioIoTiYHUX MOCITiIXKEHHSX, T03BOISIOTh 3P00OUTH
BUCHOBOK IIPO Te, 1[0 Ha PaHHIX TepMiHaX BariTHOCTi 3aCTOCYBaHHA IIpernaparis, 10 IPUTHIYYIOTh
CHHTE3 IIPOCTarlaHANHY, MoXkKe 30iMbIINTU PU3UK MUMOBITEHOTO ab0pTy, BAHUKHEHHS Y TIJI0Ofla Baj
cepis i ractpomu3ucy. AGCOMIOTHUN PU3UK PO3BUTKY aHOMaJlii CEPIIeBO-CYOUHHOI CUCTEMU
MigBUINUBCS 3 MeHII HixX 1 % mpubmu3Ho 10 1,5 %. BBaxkaeThes, 1m0 pu3uK 30iMbIIyeThCs 3i
30inbIIEHHSIM 03U i TPUBAJIOCTI 3aCTOCYBaHHS.

[ToynHatouu 3 20-ro TUXKHS BariTHOCTI, 3acTocyBaHHS HII33 MoXe CIPUYMHUTHU OJIIrorigpaMHioH
BHACJIIOOK OuChYHKIII HUPOK mofa. Lle mopymeHHs MoXKe BUHUKHYTH HEBIOB31 MiCIIA IOYaTKy
JiKyBaHHS i 3a3BUYal € 000POTHUM IIiC/Ig MPUIIMHEHHS JIiKyBaHHsS. KpiM Toro, € MoBifoMIeHHS 1IPo
3BYKEHHS apTepianbHOI IPOTOKHU Yy IIofda micis nikyBaHHS HII33 y mpyroMy TpuMecTpi BariTHOCTI,
gKe y OiMbIIOCTi BUNIAAKiB 3HUKAJIO MiC/Is IPUNUHEHHS JTiKyBaHHS. TOMy He CIIif MpuiiMaTH HiMeCyJif
y 111l TpumecTpi BariTHOCTI 6€3 KpaiHbOI HeoOxigHOCTi. ¥ pa3i HeoOxigHOCTI 3aCTOCYBaHHS
IIpemnapary XiHkaM, sIKi HaMaraloThCs 3aBariTHiTH, abo B Ii Il TpuMecTpi BariTHOCTI ciig BubupaTu
HalMEHIIy MOXKJIMBY J03y 1 HaMeHIIly MOXKJIUBY TPUBAJIICTh JIIKyBaHHS.

Moxe OyTH OOIIBHUM [IOII0JIOTOBHUY MOHITOPUHT OJIrorifpaMHiOHy Ta 3ByKeHHS apTepialbHOl
IIPOTOKM IIiC/ISl BIIMBY JIiIKaPChKOTO 3aC00Y MPOTATOM HEeKiIbKOX OHIB, MouynHao4H 3 20-T0
recTallifHOTO TUXKHS. 3aCTOCYBaHHS JIiIKapChKOTO 3aC00Y CIIiJ IPUIUHUTH, SKIIO BUSIBIEHO
oJlirorigpaMHioH a00 3ByKeHHS apTepialbHOI TPOTOKH.

Y III TpumMecTpi BariTHOCTI BCi iHTi6iTOPY CHHTE3y MIpOCTarIaHOUHY MOXKYTh IIPU3BECTH 10 PO3BUTKY
y mioga:

* MIHEBMOKAapP/iaJIbHOI0 TOKCUYHOI0 YpaXKeHHs (3 IepefuyacHUM 3BYKEeHHAM/3aKPUTTIM
apTepianbHOI IPOTOKY i rinepTeH3i€10 B CUCTEMI JiereHeBol apTepil);

 quc(yHKIIl HUPOK, sIKa MOXKe IIPOrpecyBaTH [0 HUPKOBOI HEAOCTAaTHOCTI 3 PO3BUTKOM MaJIOBOAIS.
Y maTepi B KiHIIi BariTHOCTI i I10[1a MOXK/IUBE:

* 30i/IpIIEHHS YaCy KPOBOTEYi, aHTHArperamiiuui eQpekT, SKUit MOxKe BUHUKHYTH HaBiTh NIpU
3aCTOCYBaHHI ly’Ke HU3bKUX 03 IIpemnapary;

* IPUTHiIYEHHS CKOPOUYBaJIbHOI [isITBHOCTI MaTKH, III0 MOXKe IIPU3BECTH 0 3aTPUMKH abo
IIO[OBXXEHH [1epioAy MOJIOTIB.



Tomy HiMecynig nportunokasanuii y III TpumecTpi BariTHOCTI.

3acToCyBaHHS HIMeCyTily MOXkKe NOTipIUTH (GepTUIbHYy (PYHKII0 y XKiHOK, TOMY IIpenapaT He
PEKOMEeHAYEThCS MPU3HAadYaTy XKiHKaM, sIKi HaMaraloThCsd 3aBariTHITHU. [719 XKIiHOK, IKi Bif4yBalOTh
TPYAHOILI 3 HACTAHHSIM BariTHOCTi ab0 MPOXOASTh NOCTIIXKEeHHS 3 TpUBoOAY 6e3mians, ciif
IIPUNIMHUTY BXKMBaHHSA HIMeCYJiny. fKII0 BariTHICTh BCTAHOBJIEHA ITifl Yac 3aCTOCYBaHHS HIMECYIigy,
TO JIiKap Mae G6yTH Ipo Iie MpoiHGhOPMOBaHUH.

Ax HII33, mo npuraivyye CUHTE3 NIPOCTarIaHAUHY, HIMECYIIil MOXKe CIPUYUHSATY [lepeqyacHe
3aKpuTTs 6aTasoBOI MPOTOKH, JIETEHEBY TillepPTEH3il0, OJIirypito, MaJoBOAAs. 3pOCTAaE PU3UK
PO3BUTKY KPOBOTEUi, CJTA0KOCTi ITOJI0OT0BOI AisIMBHOCTI Ta nepudepryHoro Habpsaky. [CHyIOTb 0KpeMi
IIOBIOMJIEHHS IIPO HUPKOBY HEIOCTATHICTh Y HEMOBJIAT, MaTepi AKUX 3aCTOCOBYBAJIX HIMECYIIif
HaIIPUKIHIII BariTHOCTI. [JOCIigXXKeHH Ha TBapUHaX JOBEJIM aTUIIOBY PENPOAYKTUBHY TOKCUYHICTD
IIperapary, ajie OCTOBIPHUX JaHUX 00 3aCTOCYBaHHS HiMeCYIIily BariTHUM He iCHYE.

OckinbKY HEBIIOMO, YU MPOHUKAE HIMECYIIiM y TPyAHE MOJIOKO, I0TO 3aCTOCYBaHHS IPOTUIIOKA3aHO Y
nepion rogyBaHHA I'PYAAIO0.

30amuicmb enausamu Ha weudKicmb peakuyii npu KkepysaHHi aamompaHcnopmom abo
[HWUMU MexaHi3Mamu. Bnnus HiMecyigy Ha 30aTHICTH KepyBaTé aBTOMOOiIeM i BUKOHYBaTH
po0oTH, 1110 TOTPeOyI0Th MigBUIIIEHO] YBary, He BUBYanu. OgHaK malieHTaM, gKi Imicis 3aCcToCyBaHHS
HiMeCyIify BifuyBaiOTh 3alIlaMOPOUYEHHS, BEPTUT0 a00 COHIMBICTD, CIIifl yTPUMATUCS Biff KEpyBaHHS
aBTOTPAHCIIOPTOM a00 poOOTH 3 iHIIMMK MeXaHi3MaMH.

Cnoci6 3acmocyeaHHs1 ma do3u.

[ITo6 miHimMizyBaTu MoxkuBi HeOaxkaHi mo6iuHi epekTH, Tpeba 3aCTOCOBYBATH MiHIMabHY e(EKTUBHY
103y IPOTATOM HalKOPOTIIOTO 4acy.

MaxkcuMasnbHa TPUBAJICTh KYpCY JTiKyBaHHS - 15 mib.

Hopoci. ITo 1 tabnertri (100 Mr) 2 pa3u Ha o6y - BpaHIl Ta BBEYEPi.
Ocobu nimHb020 8iKY. Kopekirist 031 He moTPi0Ha.

Iimu sikom 8i0 12 pokia. Kopexkiiisi mo3u He MOTPiOHA.

ITauieHmu 3 nOpyweHHAM PYHKUYil HUPOK. [IJis TAIi€HTiB i3 merkum abo MOMIpHUM CTyIeHeM
nopylieHHs QyHKIl HUPOK (KiipeHc KpeaTuHiny 30-80 MI/XB) KOpeKIlis fo3u He MOTPi0HA, y TOHM 4ac
SIK TSXKKe IOpYyIIeHHs QYHKIl HUPOK (KJTipeHC KpeaTuHiHy < 30 MJI/XB) € IPOTHUIIOKa3aHHSIM [0
3aCTOCyBaHHS.

[TpemapaT mpuiMaTH BHYTPILIHEO IiC/I ioy i 3alIMBaTH AOCTATHLOIO KiJTbKICTIO PiTHHU.

HebaxaHi eeKTr MOXKYTh OyTU MiHiMi30BaHi IIJITXOM HaWKOPOTIIOTO TEPMiHY JTiKyBaHHS, SIKe
HeoOxifiHe [I7I7 KOHTPOJII0O CUMIITOMIB.



limu. Jlikapceku# 3aci6 MpOTUITOKA3aHUH [iTSIM BikKoM [0 12 pOKiB.

Ilepedo3yeanHsi.

CuMIITOMU T'OCTPOTO Ilepefo3yBaHHSI HeCTEPOIMHUMHU NpoTH3anaabHuMu 3acobamu (HII33) 3a3Buyait
00MeXyI0ThCSI TAKMMU IIPOSIBAMMU: alaTis, COHJIUBICTh, HymoTa, O/10BaHHS, Oi/lb B eliracTpaibHii
pinsgumi. Li cumnToMu, SIK mpaBuio, 000POTHI pH HiATpuMYyto4iil Teparii. MoxivBe BUHUKHEHHS
IIJTYHKOBO-KMIIIKOBOI KPOBOTEYi, apTepiaibHOI rinepTeH3il, rocTpol HUPKOBOI HEAOCTAaTHOCTI,
IIPUTHIYEHHS OUXaHHS, KOMY, OOHAaK TakKi fBHUILA 3yCTPiyarThCA PigKo. bynu nosigomMieHHs Ipo
aHaGinakTOIfHI peakil Mpu 3acTocyBaHHi TepaneBTUUHUX [03 HII33 Ta npu ix nepego3yBaHHi.
Cneuudiunoro aHTAOOTY HeMae. JIiKyBaHHS Ilepefo3yBaHHS - CUMITOMaTUYHE i MiATpUMyiode.
[TaHux Mpo BUBEOEHHS HIMECYIifly 3a JOIIOMOI0l0 reMOfiali3y HeMae, ajie SKIIo B3SITHU [0 yBaru
BUCOKUY CTYIIiHb 3B’sI3yBaHHA HiMecyniny 3 6inkaMu nia3mu KpoBi (mo 97,5 %), To ManoiMOBipHO,
IO Miami3 BUABUTLCS eheKTUBHUM. [Ipy HAsIBHOCTI CHMIITOMIB ITepeno3yBaHHS abo micis
3aCTOCYBaHHS BEJIMKOI 103U IIpenapaTy IpoTaroM 4 TOOUH Mics HOT0 IPUUOMY NallieHTaM MOXYTh
OyTu npu3HaydeHi: MTy4YHe BUKJINKaHHS OJII0BaHHS, Ta/abo puitoM akKTuBoBaHOTro Byrimis (60-100 r
[JIsT HOPOC/INX) Ta/abo MPUtoM OCMOTUYHOTO IIPOHOCHOTO 3acoby. ®opcoBaHuY Aiypes, MigBUIIEHHS
TYKHOCTI ceyi, reMopiani3 Ta remonepdysis MOXyTh 0yTH HeeeKTUBHUMU BHACIIiOK BUCOKOTO
CTyTIeHs 3B’sI3yBaHHS HiMecymigy 3 Oinkamu mma3mu KpoBi. Citig KOHTpoMoBaTH (QYHKII HUPOK Ta
IIEeYiHKY.

ITo6iuni peakuii.

3 60Ky cucmemu Kpoei: aneMmist, €03uHO(DIITiST, TPOMOOIMTOIEHis, TAHI[UTOMEHIs, TypIypa.
3 6oky iMyHHOI cucmemu: peaklril MBUIEHOI YYTIUBOCTI, aHadinakcis.
MemaboaiyHi nopyweHHs: rinepkamieMis.

3 60Ky ncuxiku: Big4yTTs TPUBOKHOCTI, HEPBO3HICTh, HiUHi XKaXH.

3 60Ky Hepeosoi cucmeMu: 3allaMOPOYEHHS, TOJIOBHUY 0ifh, COHIUBICTD, eHIIe(ATONaTis
(curmpowMm Petie).

3 60Ky op2aHie 30py: HediTKul 3ip, PO3Tamy 30py.
3 6oky opaaHis cayxy ma secmubya5pHO20 anapamy: BepPTUTO (3alIlaMOPOYEHHS).

3 60Ky cepueso-cyOuHHOI cucmemu: Taxikapmist, remoparis, n1abinbHICTh apTepiaTbHOTO
TUCKY, IIPUIIJINBY, apTeplajbHa rinepreHsis.

3 60Ky OuxanbHoi cucmemu: 3agullKa, acTMa, OPOHXOCIIa3M.

3 6oky mpasHo20 mpakmy: miapes, HyooTa, OII0BAHHS, 3aII0p, METEOPU3M, TaCTPUT, Oilb y
JKMBOTI, IUCIIEIICisl, CTOMaTHUT, BUIIOPOKHEHHS YOPHOT0 KOJILOPY, KPOBOTEYi Y TPABHOMY
TPaKTi, BUpa3Ka Ta nepdopartis gBaHaALsSTUIAN0l KUIIKKA a0o IIIyHKa.

3 60Ky 2eenamobiniapHoi cucmemu: TeNaTUT, MUTTEBUM (GyTbMiHAHTHUN) TENATHUT i3



JleTaJIbHUM HACIIiIKOM y TOMY YHCIIi, JKOBTSHULIS, X0necTa3, 30iblIeHHs PiBHSA (epMEHTIB
IIEYiHKU.

3 60Ky WKIpu: cBep0Oix, MIKipHi BUCUTIAHHS, iIBUINIEHA MiTIUBICTh, €pUTEMA, IE€PMATHT,
KPOIIWB THKA, aHTiOHeBPOTHYHUM HAOPSK, HAOPSIK 001uyys, mojaiMopdHa epuTeMa, CHHIPOM
CriBeHca - JI2KOHCOHA, TOKCUYHUY elliflepMaJibHU{ HEKPOJTi3.

3 60Ky ceuosudinbHOI cucmeMu: DU3YPis, TeMaTypis, 3aTPUMKa CEYOBUITYCKAHHS, HAOPSIKHY,
HUPKOBA HEOCTATHICTD, OMIIrypisi, iHTepCTULliaIbHIN HEeQPUT.

3az2anvHi NnOpyweHHA: HaOpsKY, He3MyXKaHHS, aCTeHis, TimoTepMis.
JIabopamopHi NOKA3HUKU: TifBUIIIEHHS PiBHS IeYiHKOBUX (EePMEHTIB.

Haityacrime npu 3acTocyBaHHiI HeCTepoigHUX npoTu3ananbHux 3acobis (HII33) cmocTepiraroTbest
nobiyHi peaknii 3 60Ky TpaBHOTO TPaKTy. MOXJMBe BUHMKHEHHS MMENTHYHUX BUPaA30K, epdoparrii
abo KpoBOTeY y TPAaBHOMY TPAKTi, sIKi iHOfi 3arpOoXKYI0Th JKUTTIO, 0COOJIMBO Y XBOPHUX JIITHBOTO BiKY.
Bynu noBimomMIeHHS IIpo Taki mo0ivyHi peakiiil micis 3acTocyBaHHS IIi€]l TPyIH IpelapaTiB: Hy[OTa,
OrmioBaHH4, [iapes, 3MyTTS XKUBOTA, 3aII0p, NUCHEINCis, 6i/ib y KUBOTi, BUTIOPOKHEHHS YOPHOTO
KOJIbOPY, 6JII0BaHHS 3 JOMIIITKaM¥ KPOBi, BUPAa3KOBUY CTOMATHUT, 3aTOCTPEHHS KOJIiTiB Ta XBOPOOu
KpoHa, racTpuTH, BUHUKHEHHS HAa0PsKY, apTepiaibHOl rinepTeHsii Ta ceplieBoi HeIOCTATHOCTI, TakKi
peaxliil mKip# K yTBOPEHHS NyxupiB, cuHapoM CTiBeHca - [[2KOHCOHA Ta TOKCUYHUU ellifjepMaIbHUN
HEKpPOJIi3.

Kniniyni Ta emipgemionoriuni gocnig:keHHs cBiggaTh mpo Te, 1m0 aeski HII33, 0co61uBO ¥ BUCOKUX
[03ax Ta IIpK TPUBAJIOMY 3aCTOCYBaHHI, MOXKYTh IPU3BECTU OO0 HE3HAYHOTO IiABUIIEHHS PU3UKY
BUHUKHEHHS apTepiaJlbHUX TPOMOOTUYHUX YCKIafHeHb, HallpyuKial, iHdapKTy MioKapaa abo
IHCYTIBTY.

Tepmin npudamuocmi. 3 POKH.

YMmoBH 30epiraHHsi.

306epiraTu B opuTiHaIbHiN YIAKOBIN TPU TeMepaTypi He Buie 25 °C.

30epiraté B HEOOCTYIIHOMY IJISI OiTEW MicCIIi.

YnakoBka.

[To 10 TabneToxk y GricTepi, 1o 2 GicTepu B KapTOHHIN KOPOOLIi.

Kareropisi Bignmycky. 3a pelemnToM.



Bupoonuk 1.

O-p Penmi’c JlaGopatopic JItm, ®TO - II

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr'0 aJpeca MicCIsi IPOBaJKeHHsI Jis/IbHOCTI.

Hinpuung Ne 42p, 43, 44p, 45p, 46p, 53, 54, 83, c. bauynarni, bauynani Maspgan, okpyr Meguyan
Manxkarmripi - 500090, mtat Tenanrada, IHmis

BupoOHuK 2.

I-p Pexmi’c JlTabopatopic Jlimiten

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

Bupo6uunya minsauIs - VI c. Kxon, Hamarap poapn, Bagni, okpyr Conas, Ximauan ITpaper, 173205,
Iumis

[MoBigoMuTH npo nobiyHy peakilito abo BigCyTHICTh eheKTUBHOCTI TPU 3aCTOCYBaHHI JIiIKapChKOTO
3aco0y MOXKHa 3a TeepoHaMu:

38044 207 51 97 a6o 380 50 414 39 39; a TaKOXK Ha €JIEKTPOHHY afipecy:
DrugSafetyUa@drreddys.com (11imom060B0).
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