IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

KOMBITPUIT®

(COMBIGRIP®)

CKnao:

ditoui pevoguHu: TapalieTaMoi, KodelH, heHinedhpuny rigpoxnopup, xnopbeHipaMiny
MaJiear;

1 TabneTtka mictuTh naparetramony 500 mr, kodeiny 30 mr, deninedpuny rigpoxmnopuny 10 mr,
xJIopdeHipaMiHy Maneaty 2 MT;

0ONOMIJCHI peyosuHU: KPOXMab KYKYPYA3sHUM, IeTI0JI03a MiKPOKpPHCTaliyHa, KabIliio
rimpodocdart, IOBiIOH, MarHiio cTeapaT, TalabK, HATPil0O KPOXMAJbITKONAT (TUII A), XKOBTUU
3axig (E 110), HaTpio KpocKapMeso3a.

JIikapcbKa ¢popMa. TabreTku.

OcHosHi (pi3uko-ximiuHi 81acmugocmi: TabmeTku 6e3 000JI0HKH, TTOMapaHyeBoro abo CBiTIIO-
TI0MapaH4eBOr0 KOJIbOPY i3 BKpaIJIeHHSMHU, JOBracTol 0BajbHOI (hopMHU, 3 PUCKOI0, MalOTh
BimOuTKM «S» Ta «L» Ha Till CTOPOHI, Ie pHCKa.

dapMakoTepaneBTHYHA Irpyma.
AHanreTuky Ta aHTUmipeTuku. [lapaneramors, kombiHanii 6e3 IMCUX0NENnTUKIB.

Kom ATX N02B E51.

dapmakon02iuHi e racmueocmi.
®apmakoOduHamika.
dapmakonorigyaui eekT 3yMOBIEHUN i€0 BCiX KOMIIOHEHTIB JIiKapChKOro 3aco0y.

ITapauemamon i€ gk 3He00MIOBAIbHUM Ta XKapO3HUKYBalbHUY 3aci0. AHaNreTUYHa Ta
JKapo3HUXKYBaJlbHa [isd MapaleTaMoily II0B’si3aHa 3 BIJIMBOM IIpernapaTy Ha LeHTP
TePMOPETYJISIll y rimoTasaMyci Ta 3[aTHICTIO iHriOyBaTH CUHTE3 MPOCTATIaHIUHIB.

deHineppuHy 2idpoxaopud Ti€ SIK CyIUHO3BYKYBaIbHUM 3aci0, 3MeHITye HaOPSK CIU30BO1



000JIOHKH HOCa i IPHOaTKOBUX Ia3yX, BUPaXKeHICTh eKCYyAaTUBHUX ITPOSBIB.
XnopgeHipamiHy maseam Mae MpoTHANIEPTiyHy [if0, 3HIMAE CITLO30TEYy Ta CBEPOiXK y HOCI.

Kogein Y4MHUTH CTUMYJIIOI0YY [iI0 Ha [IeHTPaJIbHy HEPBOBY CUCTEMY, [OJIOBHUM YKMHOM, Ha
KOpY T'OJIOBHOT'0 MO3KY, IUXAJIbHUY Ta CYIUHOPYXOBUU LIEHTPHU, MiIBUIIYE PO3YMOBY Ta
GisvuHy Npale3aaTHICTh, 3MEHIIYE COHIUBICTh, BIIUYTTS BTOMHU Ta IOCabIioe fito 3aco0iB,
1110 IPUTHIYYIOTH I[eHTPaIbHy HEPBOBY CUCTEMY.

dapmakoKiHemuxka.

[Tapayemamo IBUAKO BCMOKTYETHCS i3 IIIYHKOBO-KUIIIKOBOT'O TPAKTy, MaKCMMasbHa
KOHIIeHTpallisd y I1a3Mi KpoBi focAraeTbcsa yepe3 1 rogury. He3HayHO0 Mipoo 3B’sI3Y€ETHCSA
3 OinKaMu IJTa3MM KPoBi (B TepaneBTHUHUX [03aX - 28-50 %). Ilepion HamiBBUBEOEHHS i3
T71a3Mu KpPoBi cTaHOBUTH 1-4 ropunu. TepMin 3He00I0BaIbHOI il pemapary - 4-6 ToguH,
JKapO3HUXKYBAJbHOI Ail - 6-8 roguH. OCHOBHUMU IINIIX eliMiHalil - TpaHcopMaliis B IediHIl
3 YTBOPEHHSM TJIIOKYPOHIAy i cynmbdaTy mapaieTaMony.

Y mopocnux ocHOBHUM MeTabosiToM mapateramony (90 %) € cronyka 3 riIoKypPOHOBOIO
KUCJIOTOIO, V AiTeN - i3 cipyaHow. BUBOAUTHCSA HUPKaMHU, TOJIOBHUM YMHOM Y BUTJIS]
IIPOMYKTiB KOH'toTallii, MeHIe 5 % eKCKPeTYEThCSA ¥ HE3MiHEHOMY BUTJISIII.

KogeiH i 110T0 BOOOPO3YKHHI COJIi IIBUAKO BCMOKTYIOTHCS B KUIIEYHUKY (B TOMY YUCI U
ToBCTOMY). [Iepion HamiBBUBEOEeHHS i3 IJ1a3Mu KPOBi CTAHOBUTL 6/113bK0 5-10 roguH.
OCHOBHa YaCTUHa AEeMEeTUIETHCS 1 OKUCTIOETLCA. Bu3bko 10 % BUOINIAETLCS HUPKAMU Y
HE3MIHEHOMY BUTJIAML.

deHineppuHy 2i0poxs0pud Mae HU3bKY 6I0MOCTYIIHICTL BHACIOOK HepiBHOMipHOI abcopoiii i
BIIMBY MOHOaMiHOKcHAa3u (MAO) y IUIYHKOBO-KUIIKOBOMY TPAKTI i MEYiHI[l IPU «IIEePIIOMY
IIPOXO/IKeHHi». BUBOOUTHCS HUPKAaMHU Y BUTTISAAI MeTa0ormiTiB. [TifKKUCIeHHS cedi MPHUCKOPIOE
BUBEIEHHS i3 OpraHiamy.

XnopgeHipamiHy maseam moBiTbBHO BCMOKTYETHCS i3 IIJTYHKOBO-KHUIITKOBOT'O TPAKTY, MAaKCHMaJIbHa
KOHIIEHTPAIlis y I71a3Mi KpoBi mocsiraeThes yepes 2,5-6 rogut, 70 % i#oro 3B’s13yeThes 3 OinmkaMu
ma3Mu KpoBi. biogocTynHicTh cTaHOBUTE Bif 25 % 1o 50 % Bim mpuiiHATOI 003u. XnopdheHipamin
nigmaeTscsa MeTabomi3My IIpU «IIePIIOMY IIPOXOMXKEHHI» ¥ MediHIl, 3HauHO0I0 Mipoio MeTaboJ1i3yeThCs
y TeyYiHIli 3 yTBOPeHHSIM MeTaloJIiTiB fe3aMeTun- i guge3MeTunxaopderipaminy. XmopdeHipamin
PO3MOAiNSAEThCS 10 BCOMY OpraHi3My, IPOXOOUTh Yepe3 reMaToeHnedaniyauii 6ap’ep. Merabomitu
Ta NpemnapaT BUBOAATLCS, TOJIOBHUM YMHOM, i3 ce¥er0 y He3MiHEHOMY BUTISALI IPOTATOM 4-6 TOOuH.
BuBeneHHs 3anexuTh Biff pH cedi Ta cTyneHs BupineHHs. Y mited BigMiyaeTbcs Ginbi mBUOKE i
€KCTeHCUBHE BCMOKTYBaHHS, BUBEEHH i IepioJ HalliBBUBEEHHS.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

JlikyBaHHSI CUMIITOMIB TPUIYy Ta TOCTPUX PECIipaTOPHUX BipyCHUX iH(peKiil (rinepTepMisi, TOJIOBHUA
Oinb, HEXXUTD, KallleJlb) V IOPOC/IMX Ta [iTel BiKoM Bif 12 POKiB.



IIpomunoka3sanHus.

[TigBuIeHa YyTNUBICTE N0 OyIb-IKOTO KOMIIOHEHTA JIiKapChKOro 3aco0y, iHINX MOXiMHUX KCAHTHHIB
(Teodinin, TeoOpoMiH), OMioiAiB, aHTUTICTAMIHHUX, CUMIIATOMIMETHYHUX aMiHiB. TSXKKi cepIiieBo-
Cy[IUHHI 3aXBOPIOBaHHS, BKJII0OYAOYX HEKOMIIEHCOBaHY CEPLeBY HEAOCTATHICTh, TOPYIIEHHS
IIPOBIAHOCTI, apuTMii, BUpazKeHUM aTePOCKIEP03, CXUIIBHICTD OO CIa3My CYOUH, TIXKY GopMmy
imemiyHOI XBOpoOU ceplisi; TAXKKa apTepianbHa rinepTeH3sis. BupaxeHi mopymeHHs GYHKIII MediHKu
Ta HUPOK, afileHOMa ITepeaMixXypoBoi 3a/103u 3 YTPYIHEHUM CEeYOBUITYCKAHHSIM, OOCTPYKIIS IIUHKY
ceqoBoro Mixypa. CTeHO3y04a BUpa3Ka IJIyHKa Ta JBaHAALSATUIIAJIOl KUIIKH, iJIOPOAYyOAeHaIbHa
0OCTpPYKIIis; TOCTPUY TaHKPEATUT, emierncis. 3aXBOpIOBaHHS KPOBi (y T.4. BUpaXkKeHa aHEMid,
JIeMKOTIEeHisT), TinepTupeos, IyKpoBuii miabeT, OpoHXianbHa acTMa, 3aKPUTOKYTOBa I'JlayKoMma, JediuT
TJTI0K030-6-pochaTmerinporenasu, aakorosisMm, migBuirieHa 30yIIUBICTh, TOPYIIEHHS CHY, BpOIXKeHa
rinepOinipy6inemis. JliTHii Bik. OqHOYACHEe 3aCTOCYBaHHS 3 TPUIMKIIIYHUMY aHTHUEIIPecanTaMu, [3-
0J10KaTOpaMu; MPUHOM OJHOYACHO 3 iHribiTopamMu MAO Ta BIPOIOBK 2 THUKHIB ITiCIIS MPUIHHEHHS iX
3acTocyBaHHS. [IpoTUIIOKa3aHUY MallieHTaM 3 pU3UKOM BUHUKHEHHS OUXalbHOI HeJOCTATHOCTI.

B3aemodis 3 inwumu aikapcokumu 3acobamu ma inwi eudu e3aemModill.

MeToKompamif i JOMIIEPUOOH MigBUIINYIOTh, @ X0JIECTUPAMiH 3HUKYE IIBUAKICTh BCMOKTYBAHHS
napauemamony. [Ipu ogHOYaCHOMY 3aCTOCYBaHHi 3 apaleTaMoJIOM MOXKYTh CIIOCTEPIraTuCs Taki
BUOY B3aEMOJil: MOXKe YIIOBIIbHIOBATHCS BUBEeIeHHS aHTUOIOTHKIB i3 OpraHiaMy; TeTpauuKIIin
30inblye pU3UK PO3BUTKY aHeMil Ta MeTreMorjio0iHeMii, ClipuYrHEHO1 ITapaleTaMojIoM; aHTallUuaX Ta
i7ka 3MeHIIyI0Th abcopObiito mapareTamony. IIpu ogHOYaCHOMY HOBrOTPUBAJIOMY 3aCTOCyBaHHI
TIOCUJTIOETHCST AaHTUKOATYISTHTHUY e(peKT KyMapuHiB (Hampukiamd, Baphapuny). bapbitypatu
3MEHINYIOTh XKaPO3HUKYBAIbHY aKTUBHICTh MapaleTaMony. IIpoTucynomMui mpemnapatu (GeHiToiH,
6apbiTypaTtu, KapOaMa3elliH), 110 CTUMYJIIOI0Th MiKpoCcOMasibHi pepMeHTH MevYiHKU Ta i30Hia3uf,
MOXKYTb ITOCHJTIOBATH T€MaTOTOKCUYHICTE Iapalietamony. IIpu omHOYacHOMY 3aCTOCyBaHHi
rapaleTamMoiTy 3 relmaTOTOKCHYHUMU 3acob6aMu 30i/TbITy€ETHCS TOKCUYHUY BIIJIUB IIperapariB Ha
ne4iHKy. [Tapareramon 3HUXKye eheKTUBHICTh AiypETHKIB.

Cnig 6yTu 00epeXHUMU IIPU ONHOYACHOMY 3aCTOCYBaHHI IlapaneTaMoiy 3 GIyKIOKCalUIiHOM,
OCKiJIbKYM TaKU{ OMHOYACHUM IIPUNOM aCOII0ETLCA 3 META00TiUHUM allig030M i3 BUCOKUM aHiOHHUM
ITPOMiKKOM YHACJiOK IiporiyTaMiHOBOTO aI[ui03y, 0COGIMBO Y MallieHTiB 3 (aKTOpaMu pU3UKY
(muB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

deHineppuHy 2i0poxs0pud IPU 3aCTOCYBaHHI 3 iHIOMETAIIMHOM Ta OPOMOKPUIITUHOM MOXKE
CIIPUUYMHUTHU TAXKKY apTepilajbHy rinepTeH3iio; 3 CUMIaTOMIMETUYHUMU aMiHaMu,
OUTOKCHHOM i CepIieBUMH TTKO3UAaMHU IIigBUINY€E PU3UK apUTMil Ta iHQapKTy MioKapaa.

Moxe 3HUKYyBaTH eeKTHBHICTh [3-67T0KaTOPIB Ta iHIIKWX aHTUTINEPTEeH3UBHUX IIpenapaTiB
(pe3epniny, METUINONY) 3 MiABUIIEHHSIM PU3UKY apTepialbHOI rinepTeHsii Ta mo0iYHUX CepIieBo-
CyIUHHUX peaklii.

Ankamnoigu payBoJib®ii 3MeHIyI0Th TepaneBTUUHNN edeKT PeHinedpruHy TifpoXI0pULY;
a-agpeHo6nokaTopu (peHTonamin), peHoTiasuuu, hypoceMin Ta iHII OiypeTUKM MepeInKoakKaiTh

Ba30KOHCTPHUKIIL.

®eninedpuH 3 iHIIKUMYU cuMnaToMiMeTHKaMu 36inbIIye pU3UK MOGIYHUX CEPIIEBO-CYAUHHUX PeakKIIii.



B3aemopis deninedpuny rigpoxnopuny 3 iHriditopamu MAO cnpuduHSE TinepTeH3UBHUN eDeKT, 3
TPULMK/TIYHUMY aHTUIepPecaHTaMy (aMiTPUNTUIIHOM) - MiABUIIY€E PU3UK KapAiOBaCKyIIPHUX
n06iYyHKX eeKTiB.

X0pheHipamiHy Maseam mOCUITIOE aHTUXOIHEPTIUHY [Ii0 aTPOIIiHY, CTa3MOJTiTUKIB, 3aC00iB, 1110
IPUTHIYYIOTh LIeHTPaIbHy HEPBOBY CUCTeMY (TpaHKBinizaTopu, 6apOiTypaTi), MpOTUNAPKiHCOHIYHUX
Ipenaparis.

He 3acTocoByBaTy OMHOYACHO 3 anKoroneM. XnopdheHipaMiny ManeaT IIpu OGHOYACHOMY
3aCTOCYBaHHI 3 alIKOrojieM MOTEHIIOITh [il0 OOUH OOHOTO.

OpHoYacHe 3aCTOCYyBaHHS 3i CHOLiMHUME 3acobamu, 6apbiTypaTaMu, 3aCIOKiINBUME 3aco0aMy,
HeHUpoJIeNTUKaMy, TPaHKBiNIi3aTopaMy, aHeCTEeTUKaMU, HAPKOTUYHUMU aHaJIbreTUKaMU, aJIkorojieM
IIOCHUJIIOE [Iito xopdeHipaMiHy Maseary.

ManpoTtuniH (YOTUPULUKITIYHAY aHTUAENIPEeCAHT) Ta iHII IpenapaTy aHTUXOJIIHEPTidHOl Ail: MoXke
TIOCUJIUTUCEH aHTUXOJTiHepriyHa Ais IuX IpenapariB abo TakKuX aHTUTiCTaMiHHUX 3aco0iB, K
xJopdeHipamiH.

KogeiH mpu ogHOYAaCHOMY 3aCTOCYBaHHI MOCUITIOE e(DEKT aHa/12emuKi8-aHmunipemukia
(mokpaitiye 0i0OMOCTYIHICTE), NOXIOHUX KCAHMUHY, a- ma B-adpeHomimemukis,
Nncuxocmumya08a1bHUX, MUPEOMPONHUX 3acobis, epeomamiHy (IIOKpaIIyeThCS BCMOKTYBaHHS
eproraminy 3 TPaBHOTO TPAKTY).

LlumemuduH, 20pPMOHAIbHI KOHMPAUenmueu, i30Hiazud IOCUIIOIOTD Iito Kodeiny.
Kodein 36inbliirye iMOBIpHICTh ypazKeHHS MEYiHKY IellaTOTOKCUYHUMU IIperapaTaMu.

Kodein 3HMKYE eheKT onioidHUX aHA/2emuKie, aHKCioimukie, CHOOilIHUX ma cedamueHux 3acobis,
€ QHTATrOHICTOM 3acobi8 015 HAPKO3y ma iHWUX npenapamis, Wo NPUzHiuyomb UeHmMpPAaabHy
Hepeosy cucmemy, KOHKyPeHTHUM aHTaroHiCTOM npenapamis adeHo3uHy, adeHo3uHmpugocpamy
(ATQ); 3HMKYy€E KOHIIEHTPALIILIO JIiTil0 y KPOBI.

OroTokcHYHi Ta poToceHcubinizyoyi npenapaTy Ipu OAHOYACHOMY 3aCTOCYBaHHI MOXKYTh
migcuimoBaTH M00iYHI ehekTH.

Oco06.1ueocmi 3acmocyeaHHsi.
He nepesuilyBaT peKOMEH0OBaHI JO3U.

He 3acTocoByBaTu 0OJHOYACHO 3 IIpellapaTaMy, AKi MICTATH ITapaleTaMol, Ta 3 iHIIUMU
IPOTU3aCTyIHUMU 3acobaMy; 3 ceJaTUBHUMHU, CHONIMHUMU 3aco0aMu. PU3UK nepeno3yBaHHS
MiABUILIYETHCS IIPU aJIKOTOJIBHUX 3aXBOPIOBAHHAX IeviHKu. [1ig 4yac jaiKyBaHHS CIIif BUKJIIOUUTHU
BXKUBAHHS aJIKOTOJII0, IKUY ITOCUJIIOE CeJaTUBHUYU epeKT ximopdeHipaMiny mMaseary i
renaToOTOKCUYHICTE ITapaleTamMoIy.

SIKII0 CUMIITOMH 3aXBOPIOBAHHS HE 3HUKAIOTh a00 roJIOBHUM Oi/b CTA€ MOCTIMHUM, CJIifi 3BEPHYTHUCS
0o JiKap4.

[Ipu 3acTOCyBaHHI Ipenapary CIif YHUKaTU HagMipHOTO BXKMBaHHS KaBU, MILIHOTO Yalo, iHIIUX
TOHI3yIOYKX HAIOIB Ta JIiIKapCchKuX 3ac00iB, 110 MiCTITh KOdeiH. Lle Moxke CIPUYNHUTH



npobieMu 3i CHOM, TPEMOD, HallPyKeHHs, IPATiBIUBICTh, BITUYTTS CEPIIEOUTTS.

3 00epexkHICTI0 3aCTOCOBYBATH ITPU KOMITIEHCOBaHi# ceplieBili HeIOCTATHOCTI, MallleHTaM, V SKUX
ICHy€ PU3UK BUHUKHEHHS CYIOMHUX HaIlafiB, Mali€eHTaM 3 XPOHIYHUMU 00CTPYKTUBHIUMHU
3aXBOPIOBAHHSAMY [AUXaJIbHUX LUISAXIB, IEPCUCTYIOUNM a00 XPOHIYHMM KalllJleM, SKUM BUHHUKAE
BHACJIIAOK KypiHHA YU eM(pi3eMu JiereHb, KOIU KallleJIb CYIIPOBOAXKYETHCS HAIJIUIIKOBOIO CEKPELiEl0
XapKOTHUHHS, MAlliEHTaM 3 BPOIXKEHUM IOI0BXKeHUM iHTepBanoM QT abo y BulagKax TPUBAJIOTO
IIPUUOMY IIperaparTis, 110 MOXYTh TofoBxKyBaTH QT iHTEpBa.

[TpemapaT MoXKe BIJIUBATH Ha Pe3yJIbTaTU J1ab0pPaTOPHUX [OCTiAKEeHb BMICTy B KPOBi I'JTIOKO3H.
3acToCyBaHHS IIpenapaTy MoXkKe 3yMOBUTH ITO3UTUBHUY aHAIITUYHUN Pe3yIbTaT JOIIIHT-
KOHTPOJIIO.

[Tepeqn 3acTOCyBaHHSIM IIpenapaTy HeoOXimHO MOPagUTUCh 3 JTiKapeM, SKIIO MallieHT 3aCTOCOBYE
BapdapuH yu mofiOHi IpenapaTH, SKi MalOTh aHTUKOATYNISHTHUM e(eKT, abo Ma€e MOpyIIeHHS
GYHKIIII HUPOK i MeYiHKHU.

Y pa3si HasBHOCTi apTepianbHOI rinmepTeH3il, emisnerncii, afeHoMu IPOCTaTH, IOPYyIIeHb CEPIIEBOTO
puUTMy, (E0OXPOMOIIMTOMHU, PO3/IafiB CEUOBUITyCKaHHS IIpenapaT Moxe OyTu Npu3HadYeHU! JiKapeM
TIJIBKY MiCJIS OL[IHKY CIIiBBIOHOIIEHHS PU3UK/KOPUCTE.

AK110, 32 peKOMeHAalli€to Iikaps, IpenapaT 3aCTOCOBYETHCS IIPOTATOM TPUBAJIOro Iepiony,
HeoOXiTHO 3[ifCHIOBATH KOHTPOJIb (YHKIIIOHAIBHOTO CTAHY MeYiHKK Ta KaPTHUHU MepudepudHoil
KPOBI.

Y XBOpUX 3 aIKOTOJIbHUM YPazKeHHSIM MeUiHKK 30iIbIIyeThCS PU3UK FeaTOTOKCHYHOI [ii
mapaleTamorny.

[Tpenapat Moxe BITMBATH Ha pe3yJNIbTaTy J1TaO0paTOPHUX JOCTiAXKEHD 11010 BMICTY B KPOBi I'/TIOKO3H1
Ta CEe40BOl KUCJIOTH.

denineprH MOXKe CIPUYUHUTY IPUCKOPEHHS TyJIbCY, 3allaMOPOYeHHS ab0 CUIbHE CepLeduTTs;
OT2Ke, MAIEHTIB CJIi PO IIe IIOMEePEIUTH.

Y nami€eHTiB 3 TAKKAMU iHGEKIiSIMHU, TAKUMU K CETICHUC, 110 CYIIPOBOAXKYIOTHCS 3HUKEHHSM PiBHSI
TJIyTaTioOHy, IpU IPUIOMI ITapalleTaMoly IiIBUIIYETHCSA PU3UK BUHUKHEHHS MeTa0o iYHOT0 alligo3y.
CumnromaMu MeTab0TivHOTO alumo3y € rauboKe, MprucKopeHe abo yTpyaHeHe OUXaHHS, HY[OTa,
OrmoBaHHS, BTpaTa aneTuty. Ciif HeraHO 3BePHYTHUCS [0 JiKaps y pa3i MosSBU LUX CUMIITOMIB.

[ToBimoMIsINIOCS TIPO BUIIQKXA MeTa0OJIiYHOTO allif03y 3 BUCOKUM aHiOHHUM ITPOMiXKKOM yHaCITiOK
IipOTIyTaMiHOBOTO aI[MA03Y V MAL€HTIB i3 TIKKMMU 3aXBOPIOBAHHSIMHU, TAKUMHU SIK TSIKKa HUPKOBA
HEIOCTaTHICTh Ta CEICUC, a TAaKOXK Y MAallieHTiB, y SKUX 0yJI0 HeJOCTAaTHE XapyyBaHHS UM iHIIi
IPUYUHY OeiuuTy IIyTaTiony (Halpukiiana, XpOHIYHUY ajIKoT0J1i3M) i gKi IpuiiMasy mapaneTaMos y
TepamneBTUYHIM 1031 TPOTSIroM TpuBanoro nepiogy abo komOiHallif0 IapaleTamony i
GnykIoKcanmiiny. dKIo € migo3pa Ha MeTa0O0IIYHNM a3 i3 BUCOKUM aHIOHHUM IIPOMiKKOM
YHAaCIIiIOK IipOrIyTaMiHOBOr 0 allifi03y, PEKOMEHAYEThCSA HEraiHO IPUIUHUTHI
3aCTOCYBaHHA MapalleTaMoJly Ta IPOBOOUTH PeTeIbHUY MOHITOPUHT CTaHy IallieHTa.
BumipioBaHHS PiBHS 5-OKCOMPOJIiHY B cedi MoxkKe OyTH KOPUCHUM 7 ineHTudiKail
ipOTJIyTaMiHOBOTO alUI03y SIK OCHOBHOI IPUYMHYU MeTa00JIiYHOTO alluI03y 3 BUCOKUM
aHIOHHUM IIPOMiKKOM Y TIalLli€HTIiB i3 MHOXKUHHUMU (PAaKTOpPaMU PU3UKY.

Y pasi BumagKoBoOro nepego3yBaHHs XBOPOMY He0oOXiTHO HeraiHO 3BePHYTUCH [0 JIiKaps, HABIiTh



AKINO CaMOIIOYYyTTA He HOl"ip].HI/IJ'[OCB.

JlikapceKui 3acib MiCTUTDh y CBOEMY CKJlafii a300apBHUK koBTHi 3axif (E 110), sxuii Mae
ajlepreHHUY MOTeHIian. Y pa3i HasBHOCTI aneprii 7o a300apBHUKIB 3aCTOCYBaHHS IIpenaparTy
3a0opoHeHe.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00ro.

He 3acTocoByBaTH y niepiof BariTHOCTI abo rogyBaHHS TPYILOIO.

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

Y nepion mikyBaHHS CIif YHUKATH KePyBaHHS TPaHCIOPTHUMHU 3aco0aMu, poboTH 3 MexaHi3MaMu Ta
iHIMX HeOe3eYyHuxX BULIB Oi/ILHOCTI.

Cnocid 3acmocyeaHHsi ma do3u.

HopocnuM i giTsam BikoM Bif 12 pokis - 1 TabneTka 4 pa3u Ha fo0y, He YacTille HiX yepe3
4-6 ropuH. [Ipenapat npuiMaloTh IOHalMeHIle Yepes MiBrofUHMU Iic/s npuitoMy 1xki. TpusamicTb
nikyBaHHS 0e3 KOHCyJbTallil Tikaps - He Oinbliie 3 gHIB.

Himu.

Jlikapchkui# 3aci® mpu3HaYaTH OiTSM BiKOM Bif 12 pOKiB.

Ilepedo3yeanHs.
Cumnmomu nepedo3yB8aHHA.

[Tpu nepeno3yBaHHi napayemamony B nepiii 24 TOOUHYA PO3BUBAIOTHCS CUMIITOMMU: OITificTh, HYOOTa,
OrmioBaHHS, aHOPEKCis Ta 6isib y KuBOTI. [lifBUIIYETHCS aKTUBHICT IIE€UiHKOBUX TpaHCaMiHa3,
30inbIIy€eTHCS KOHIIEHTpalid 6inipy0iHy i 3HUXKY€EThCS piBeHb NIPOTPOMOiHY. Y pa3i mepeso3yBaHHS
MOXKYTh CIIOCTEpiraTUCs MifiBUIIleHEe TOTOBUAIIEHHS, TICUXOMOTOPHE 30yIXKeHHs ab0 NpUrHiYeHHS
IIeHTPaJIbHOl HEPBOBOI CUCTEMH, 3allaMOPOYEHHS, MOPYIIEHHS CHY, COHJIUBICTD, TOPYIIEHHS
CepIIeBOr0 PUTMY, TaxiKapzisi, eKCTPaCUCTOJIis, TpeMop, rineppedneKcis, CyqoMu, IaHKpeaTur. Y
ITIOONUHOKUX BUIAJKaX IIOBILOMIIAIOCS IIPO TOCTPY HUPKOBY HENOCTATHICTE i3 TOCTPUM HEKPO30M
KaHaJIbIIiB, 110 IPOSIBNISIETLCS 00JIeM Y TiNIHIII TOIePeKy, TeMaTypi€eto, IPOTeiHypi€Elo,
He(POTOKCUYHICTIO (HUPKOBA KOJIiKa, iIHTepPCTUIliabHUY He(PUT, NamiIIpHUNA HEKPO3).

BxuBanus mopocnuM 10 r a6o Ginblire mapalieTaMoiy Ta DUTHHOW moHaf 150 Mr mapalieTaMoiy Ha
KiZlorpaM MacH Tijla MOXKe IIPHU3BECTH [I0 TeNaToleTI0IIPHOr0 HEKPO3y 3 PO3BUTKOM eHIledanomnarii 3
MOPYILIEHHSAM CBiTOMOCTI, ITe4iHKOBOI KOMH Ta JIETAJIbHOT'0 HACIIJKY.



[Mepimi kminiyHi i 6i0XiMiuHI 03HAKU ypaXKeHHS MEeYiHKU MOXKYTh 3’ IBUTUCS dyepe3 12-48 rogun micns
nepeno3yBaHHsI. MOXYyTh BUHUKATH MTOPYIIEHHS MeTa001i3My I'TIOKO3K Ta MeTabO0TiYHUHN allugos.
[Ipu TprBasOMy 3aCTOCYBaHHI BUCOKUX 03 MOXKJIUBI anjacTUYHa aHeMis, TaHIUTOIEeHis,
arpaHyIoUXTOo3, HEUTPOIEHis, TeUKOIeHisI, TPOMOOIUTOMEHis.

Y nauieHTiB 3 pakTOpamMu PU3UKY (TpuBaje JiKyBaHHS KapbamasemninoM, perobapbiTanom,
dbeHiTOIHOM, TPHUMiTOHOM, prudaMITinmHOM, 3Bipob60oeM ab0 iHIIMMY TiKaPCHKUMH 3aco0aMu, 110
iHOyKy0Th GEePMEHTH TediHKH; alKOoTr0/Ii3M; IIIyTaTIOHOBa KaxeKCis (po3i1agu TpaBleHHS,
MyKoBiciupmo3, BIJI-iHdekIis, ronon, Kaxekcis)) 3acTocyBaHHS 5 T abo GinbIie
IapaneTaMojly MOXKe IIPU3BECTH [0 YPaKEeHHS IeYiHKU.

CuMnToMHU Iepeno3yBaHHs, 3yMOBJIeHi Hi€l0 (eHine(ppuHy Ta X10ppeHipamiHy maseamy:
TOJIOBHMM Oiflb, Tilleprifipo3, COHIUBICTh, IOPYIIEHHS CBiIOMOCTi, 0€3COHHS, 3MiHU
MIOBEIiHKHY, ICUXOMOTOPHE 30yIKEeHHS a60 MpUTHiYeHHs IIeHTPaIbHOI HepBoBoi cuctemu (ITHC),
HECIIOKIil, IpaTiBIUBICTb, TPEMOP, CYOOMH, TieppedeKcis, 3araMOpoYeHHs, HyI0Ta, O/TI0BaHHS,
apTepianbHa rimepTeHsis, Taxikapmis, apUTMil, eKCTPaCHCTOJIis.

[Tpu nepeno3yBaHHI X/10peHIpamiHy Maseamy CTaH MOXKe BapiloBaTH Bifi IPUTHIYEHOTO [0
30ymKeHOoro (HeCHoKii Ta cymoMu). MOXKYTh CIIOCTEPIraTUCS aTPOIiHOMOAIOHI CUMIITOMH,
BKJII0YAI0UM Mifpia3, poTodo0iro, CyXiCTh IMKipy Ta CIU30BUX 000JIOHOK, MigBUIIEHHS
TeMIIepaTypH Tijla, aTOHiI0 KAIIEYHUKY; IPUTHIYEeHHS I[eHTPaibHOI HEPBOBOI CUCTEMU
CYIPOBOMXKYETHCS PO3TIaJaMy OUXAaHHS Ta MOPYIIEeHHSIMH po0OTU CeplieBO-CYAUHHOI
CHACTeMU (3MEHIIeHHS YaCTOTH MyJIbCY, 3MEHIIEHHS apTepialbHOT0 TUCKY aX [0 CYOUHHOI
HEeOOCTATHOCTI).

[Tpu nepeno3yBaHHi KogeiHy BiI3HaYalOThCS TaKi CUMIITOMU: 3HEBOOHEHHS, TilepTepMis, A3BiH ¥
ByxaX, Oi/ib B emiracTpasnibHii ginsgHIi, 30iIbIIeHHS YaCTOTH [iype3y, eKCTPACUCTOMis, TaXikapmis,
IPUCKOpPeHe OUXaHHS, apUTMis, BIUIMB Ha LIeHTPaJIbHy HEPBOBY CUCTEMY (3arlaMOpo4YeHHs, 0e3COHHS,
30ymKeHHSs, OPaTiBIUBICTh, ICUXOMOTOPHE 30yMXKeHHSs, CTaH adeKTy, TPUBOXKHICTb, TPEMOD,
OrmioBaHHS, CyOOMHU, KOHBYJIbCii, aXKUTallisl, 3aHEIIOKOEHHS, JIeIipiii, MigBHIleHa TaKTUIbHA abo
00/1b0Ba YYTIIUBICTD).

[Tpu TAKKOMYy OTpy€eHHI KOMOiHOBaHMMHU IIpenapaTaMu (Iapareramor, xnopdeHipaMil, heHinedpus,
Ko(elH) mopyieHHs QyHKIIY MeYiHKM MOXKYTh IIPOTPecyBaTy A0 eHnedanonarii 3 mopymeHHIM
CBiIOMOCTi, KDOBOBUJIUBIB, TinmoriikeMil, HabpAKy MO3KY, B OKPEMUX BUIIAfIKaX - 3 JIETaJIbHUM
HaciigkoM. ['ocTpe mopyiieHHS GYHKIIN HUPOK 3 TOCTPUM HEKPO30M KaHAaJIbIiB MOXKe ITPOSBISATUCS
CUJIbHUM II0IIepeKOBUM 00JIeM, reMaTypi€lo, MpoTeiHypielo i po3BUHYTHUCS HaBiTh MPU BigCyTHOCTI
TS2KKOTO YpaXkeHHd ITevYiHKU. Bu3Havanuch TaKOX ceplieBa apuTMis Ta IaHKPEaTHUT.

JlixyeaHHA nepedo3yB8aHHA.

Y pasi migo3pu Ha nepeno3yBaHHS MallieHTa CIlif HOCTaBUTH Y JiKapHi0. CAMITOMU MOXYTh OyTH
oOMexkeHi HyloTo0 Ta 6/10BaHHAM a00 MOXYTh He BioOpazkaTH TSIKKOCTI IIepefilo3yBaHHs Yu
PU3UKY ypaXXeHHS opraHiB. Ciifi po3risgHyTH JIiIKyBaHHSI aKTUBOBAaHUM BYTI/IJIAM, SKIO0 HagMipHa
Io3a mapatieTaMoiny Oyia mIpuiHSATa y Mexax 1 roguau. [IpoTarom nepimmx 6 TOOuH micus
TiI03pI0BaHOI0 Mepeo3yBaHHs HEOOXIIHO MPOBECTH MPOMUBaHHSA. [Tpu TSAXKKil rinepTeHsii e
IOILIITPHUM 3aCTOCYBaHHS O-, B-agpeHo610KaTopiB. KoHIIEHTpallis mapaleTaMony Y IIja3Mi KpoBi
TIOBUHHA BUMIipIOBaTUCS Yyepe3 4 roguHu abo misHime micnis npuiiomy (6inbIn paHHI KOHIIEHTPAIlil €
HeloCTOBipHUMHU). [TpoTsAroM 24 ropuH micis NpUMOMY 3aCTOCOBYIOTh BHYTPIITHEOBEHHE BBEOEHHS
alleTUINUCTEIHY (aHTUAOT IIPK OTPYEHHI ITapaleTaMoJIoM), MaKCUMaJlbHUM e(eKT Bif 3aCTOCyBaHHS
OTPUMYIOTh IIPOTSATOM MEPIINX 8 TOAUH Micis npuiioMy. [IpoTArom nepumx 8 roguH micis



Iepeno3yBaHHs, y Pa3i BiICyTHOCTI O/1i0BaHHS, MO3Ke OyTH 3aCTOCOBAHUM METIOHIH IIEPOPaIbHO SK
BifITIOBigHa albTEepHATHUBA y BifJaleHNX pallOHax 1o3a JlikapHel. EQeKTUBHICTh aHTUAOTIB Pi3KO
3HUKYETHCS MiCTIs IIbOro Yacy. [Ipu HeoOXimHOCTI MaIieHTy MOXKHA BHYTPIlTHbOBEHHO BBOTUTHU
alleTANIIUCTEIH 3TiIHO 3 YNUHHUMH PEKOMEHAIliIMU.

ITo6iuHi peakuii.

3 60ky wKipu i nidwkipHoi KAimKosuHu: IIKiPHI BUCUIIX, BUCUII Ha CIIM30BUX 000JIOHKAX
(3a3BUYal reHepani3oBaHUM BUCUII, EpUTEMATO3HUM), CBePOiXK, KPOIIUB'THKA,
MynIbTU(OPMHA eKCyJaTHBHA epuTeMa, CuHApoM CTiBeHca - [[:KOHCOHA, TOKCUYHUMN
emigepMasnbHUM HEKPOIi3 (cuHapoMm Jlanenna).

3 6oky imyHHOI cucmemu: peakiil Timep4YyTINUBOCTI, BKIOYAIOUYM aHadinakciio,
aHaQimaKTUYHUY 110K, aHTIOHEBPOTUYHUYN HaOPSIK.

3 60Ky ueHmpasavHoi HepPeos8oi cucmemMu: TICUXOMOTOPHE 30YIKEHHS i MOPYLIIeHHS
opieHTallil, 3aHEeIOKOEHICTh, 3MiHU IMOBEAiHKY, BifTYYTTS CTPaxy, TPMBOTa, APaTiBIUBICTS,
TIOPYIIIEHHST CHY, 0€3COHHS, COHJIUBICTD, 3allaMOPOYEHHS, CIIJTyTaHiCTh CBiOMOCTI,
rajonuHalii, JenpecuBHi CTaHU, TPEMOD, HepBoBa 30yIKEHICTh, BiIUYTTS ITOKOJIIOBAaHHS i
TSKKOCTI y KiHITiBKaX, IITyM Yy ByXaX, TOJIOBHUM 0iflb, B OKPEMUX BUITafAKaX - KOMa, CyIOMH,
OUCKIHEe3id.

3 6oky OuxaavbHoi cucmemu: GPOHXOCIIA3M Y MAIiE€HTIB, YYTIUBUX 0 aCIipUHY Ta MO iHIIHX
HECTEPOIgHUX MTPOTU3analbHUX 3aC00iB.

3 60Ky opaaHis 30py: MOPYIIEHHS 30PYy Ta aKOMOMAIIii, Mifgpia3, MigBUIIEHHS BHYTPIIIHHOOYHOTO
TUCKY, CyXiCTb O4ell.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 3HUKEHHS alleTUTY, HyIoTa, GII0BAHHS, CyXiCTh Y POT],
rinepcaniBatis, meuis, muckoMopT i 6inb B emiracTpii, 3arocTpeHHsT BUPa3K0OBOI XBOpoOH,
MeTeOopu3M, Aiapes, 3amop.

3 6oky eenamobisiapHoi cucmemu: TOPYIIEHHS (DYHKIIIl TeYiHKY, MiABULEHHS aKTUBHOCTI
NeYiHKOBUX ()EPMEHTIB, K MPaBujI0 03 PO3BUTKY KOBTSHUI, TelIaTOHEKPO3 (IIpU
3aCTOCYBaHHI BUCOKHUX [103), T€IIaTOTOKCUYHICTb.

3 60Ky eHOoKpuHHOI cucmemu: TITIOTIIIKEMIsI, X [0 TiMOTJIiKeMidHOI KOMH.

3 6oky cucmemu kpogi ma Aim¢pamuyuHoi cucmemu: aHeMis, y T. 4. TeMOJIiITUYHa aHeMisd, CUHIIL
YU KPOBOTEUi; cynbpremoriobineMis i MeTreMoraobiHeMis (IliaHO3, 3aAuIlKa, 007 y cepiii).

[Tpu TpuBanmoOMy 3aCTOCYBaHHI y BUCOKUX [03aX - allJlTaCTU4YHA aHeMis, TaHIUTOIEeHis,
arpaHyJoOLUTO3, HEUTPOIIEHis, JIeUKOIeHis, TPOMOOIUTOIEHis.

3 60Ky HUPOK ma ceuo8udinbHOi cucmemu: IPU 3aCTOCYBaHHI BUCOKHUX 03 - HEPPOTOKCUUHICTh
(BKJIIOYAOYY MAMiNgpHUY HEKPO03), IOPYLIeHHs CeYOBUIIYCKaHH, 3aTPUMKa cedi Ta
YTPYAHEHHS CeYOBUIIYCKAHHS, AU3YyPis, IHTEePCTUIiaTbHAN He(PPUT, HiABUILIEHHS KITipEHCY
KpeaTuHiHy, 30iNbIIIeHHS eKCKPeIlil HaTpilo Ta Kasbllilo, aCEeNTHYHa Miypisd, HUPKOBa KOJiKa.



3 60Ky cepueso-cyouHHOi cucmemu: apTepianbHa TinepTeH3is, Taxikapais abo pedaekTopHa
OpamuKapmis, apuTMmis, 3aguliika, 6ib y cepiii.

ITopyweHHs memaboai3mMy ma Xxapuy8aHHs: MeTabOIiYHUY allu03 i3 BUCOKUM aHIOHHUM
IIPOMiKKOM (4acTOTa HeBigoMa).

THwi: 3aranmbHa cnalKiCTh, TOCKTIeHe TOTOBUINIEHHS, TiMOTTiKeMis, ika MOXe ITPorpecyBaTu
axX [0 TinmoriIikeMiyHOl KOMHM, 3aKJIafeHiCTh Hoca, MOXK/INBEe XUOHe MigBUINIEHHS Ce40BO1
KHCJIOTH B KPOBI, 1110 BU3HAYAETHCSI MeTOAOM Bittner; He3HauHe MiABUILIEHHSA 5-
TiAPOKCHUiIHIOIONTOBOI KMCJIOTH, BaHiIIIMUTOaIeBOl KUCIOTH Ta KaTeXoJlaMiHiB y cedi,

Onuc okpeMux moO6IYHUX PeaKIin

MemaboaiyHull ayudo3 i3 8UCOKUM AHIOHHUM NPOMidicKoM. Bumagku MeTaboivHOTO aluo3y 3
BUCOKMM aHIOHHUM IIPOMIXKKOM YHACJIILOK IIipOrIyTaMiHOBOI'O alju03y CIOCTEPIraanucs y MalieHTiB
i3 haKTOpaMu pU3UKY, IKi IpUiMany mapaieTaMo (ouB. po3ain «OcoOMMBOCTi 3aCTOCYBaHHS»).
[lipornyramiHOBUY alli03 MOXKe BUHUKATU Yepe3 HU3bKUY PiBeHb IJIyTAaTiOHY Y LIUX IAlli€HTIB.

[ToBimomneHHs mpo mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaYEHHS.
Lle nae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
niKapchKoro 3acofy. Megu4yHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IMallieHTaM abo ix
3aKOHHUM IIpeACTaBHUKAM CJIifl MOBiJOMJIATH IIPO yCi BUMAAKHY Mif03pI0BaHUX IO0IYHUX peakliil Ta
BifmCyTHOCTI e(peKTHUBHOCTI JTiKapCchKOT0o 3aco0y yepe3 aBTOMaTU30BaHy iHdopMaliiHy cCucTeMy 3
(dapMmakoHarasAay 3a nocuiaHHAM: https://aisf.dec.gov.ua

Tepmin npudamHocmi. 4 POKH.

YMoBH 30epirannsi. 30epiraTu B OpuUTiHaIbHINM YIAKOBI Tpu TeMnepaTypi He Butie 25 °C.

30epiratu B HEOOCTYIIHOMY IJISI OiTEW MicCIIi.

YnakoBka.

[To 8 TabneToK y 6rmicTepi 3 Gosbru amoMiHieBOl i ITiBKY MOTiBiHiNXIOpHOHOI abo 110 8 TabIeToK y
6rmicTepi i3 poneru amominieBol; mo 1 6micTepy y maydili 3 KapTOHY.

[To 8 TabmeToK y 6rmicTepi 3 Gobryu amoMiHieBOl i ITiBKY MOTiBiHiTXIOpHOHOI abo 110 8 TabIeToK y
6micrtepi i3 ponpru amominiesoi; mo 1 6micTepy y mauni 3 KapToHy; 1Mo 10 mayoK y rpymosiil mayii 3

KapTOHY.

ITo 4 TabneTku y 6micTepi 3 Gobru anoMinieBoi; mo 1 6rmicTepy y manepoBoMy KoHBepTi; mo 20
IIariepoBUX KOHBEPTIB y I'PYIIOBiY aylli 3 KapTOHY.

[To 4 TabneTku y 6micTepi 3 Gonbru anoMinieBoi; mo 1 6micTepy y mayili 3 KapToHy; 1mo 20 mavox y



TPYNOBiH Ayl 3 KAPTOHY.

Kareropis Bignmycky. be3 penernra.

BupoOHUK.

EsepronxeH Jland Caencus Jlimiter / Evertogen Life Sciences Limited.

Micie3HaxomKeHHsT BUPOOHKKA Ta MOT0 agpeca MicClisl TPOBafXKeHHS TisiTbHOCTI.

[TmoT Ne: Ec-8, Ec-9, Ec-13/I1i Ta Ec-14/I1i Ti Ec Aii Au Ci, ®apma Ec [ 3ert, I'pin Ingactpian I1apk,
[Monenanni (Bi), Equepna (Em), Maxaby6uarap, Tenmaunrana, IH-509 301, Iumis /

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India



