IHCTPYKIIA

OJIsA MEIHYHOTI'0 3daCTOCYBaHHSA J'IiKapCBKOI'O 3ac06y

KOMBITPHII XOT CIIT®

(COMBIGRIP HOT SIP®)

Cknao:
Oitoui peuosuHu: paracetamol, cetirizine hydrochloride, phenylephrine hydrochloride;

1 came o 5 r micTuTh napaneramony 500 Mr, neTupu3uHy rigpoxaopuny 10 Mr, dpeHineppuny
rigpoxmopuny 10 mr;

0ONOMIICHI PeYOBUHU:

Komb6irpun Xot Cin 3 TMMOHHUM CMaKOM: KPEMHIIO IiOKCUI KOJIOIHHUY 0€3BOIHMY, aclapTaM
(E 951), mamit (E 421), KcaHTaHOBa KaMenb, TapTpa3uH (E 102), apomaTtu3aTtop JTUMOHHUH,
caxapo3sa;

Kom6irpun Xot Cinm 3 MaTMHOBUM CMaKOM: KPEMHIIO IiOKCU[ KOJIOIIHUM 0€3BOJHUN, acllapTaM

(E 951), manit (E 421), kcanTaHOBa KamMenb, epuTpo3uH (E 127), apoMaTr3aTOp MaJIuHOBUH,
caxapo3sa.

JlikapcbKka ¢popmMa. [TopoiIok A1 opaJbHOr0 PO3UUHY.

OcHOB8HI (i3uKo-XiMiuHI 81aCMUBOCMI:
Kombirpumn XoT Cinm 3 THMOHHMM CMaKOM: Maiixke OifTiit OPOIIOK 3 6J1i10-)KOBTUM BigTIHKOM.

KombOirpumn Xot Cinm 3 MaIHHOBUM CMaKOM: MalizKe Oifli¥ ITOPOIIoK 3 0y1ig0-pokKeBUM
BiOTIHKOM.

®dapmakoTepaneBTHYHa rpyimna.
AnanreTuku Ta aHtunipetuku. [lapaneramors, kombiHanii 6e3 ICUX0NENTHKIB.

Kom ATX N02B E51.

Papmako102iuHi 8 1acmueocmi.



®apmakoOuHamika.
Ilapauemamo yuHUTH 3HE0OTIOBAILHY, KAPO3HUXKYBAJIbHY i C71a0Ky MpoTU3amalbHy Aio.

MexaHi3M [il mapalieTamMoily 0B’ I3aHUY i3 BIUTMBOM IIpernapaTy Ha LIeHTP TEPMOPETYIALil y
rinoTtanaMyci, 3maTHiCTIO iHTiOyBaTH CUHTE3 MIPOCTArjaHAMHIB Ta MeJiaTopiB 3amnaneHHs (KiHiHY,
CEpOTOHIHY) i MigBUIIEHHSIM ITopora 00JIbOBOI Yy TIUBOCTI.

Ilemupu3uHy 2i0pox10pul € MOTYKHUM aHTUTICTaMiHHUM 3aCO00M, CEJIEKTUBHUM
aHtarosicroM H;- peuenTopis. Bin inribye ricraminonocepenkoBaHy paHHIO a3y anepriuHoi
peaktiii, a TaK0XK 3MeHIIIy€e Mirpaiiiio e03nHO0}isiB Ta BUBIIbHEHHS MeOiaTOPiB 3alaleHHs],
moc1a0II0l0Yy TaKUM YMHOM IIi3HIO alleprivyHy peakiiiio. LleTupu3uH MpakKTUYHO He [ii€ Ha
iHIIi pellenTopu i TOMy He CIIpUuMHsIE HebaXKaHUX aHTUXOJIIHEPTIYHUX Ta
aHTUCEPOTOHIHOBUX e(EKTIB.

deHineppuHy 2idpox10pud € BITHOCHO CEJIEKTUBHUM (,-afipeHOMIMeTUKOM. YUHUTH ClIabKy mito
Ha (,- i B-agpeHopenenTopu. 3aBAsKyA CYAUHO3BYKyBaJlbHOMY e(PeKTy (QeHinedpruH 3MEHIIyE
HaOpsIK CIu30BO1 000JI0HKY HOCa, 00'€M Ha3aJIbHOTO CEKPETY i MOKpAIllye HOCOBe AUXaHHS,
OCKIJIBKY II0JIETIIYE ITPOXOAXKEHH IIOBITPS Yyepe3 Hic. 3aCTOCOBYETHCS 3 METOI0
TUMYaCOBOT0 IIOJIETIIEHHS 3aK/IafleHOCTI Hoca npu 3acTyni, ['PBI, ciHHiu rapgyni Ta iHIIMX
aJlepriyHuX peakligax.

dapmakoKiHemuka.

ITapauemamo MBUAKO BCMOKTY€ETHCS 3 TPABHOI'O TPAKTY, MaKCHMabHa KOHIIEHTPALisl B
na3Mi KpoBi gocsaraethes yepe3 10-60 xB. Po3nopinsgeTscs y OiNMbIIOCTi TKAHUH OpPraHi3My.
[Ipu 3BUYalHUX TepaleBTUYHUX KOHIIEHTPAlligX JI1ille He3HauHa YaCTUHA apaleTamMmoiny
3B’s13y€eThCs 3 OilkaMu mta3Mu KpoBi. [Iepion HamiBBUBEOEeHHS 3 IJ1a3MHU KPOBi CTAHOBUTH
1-3 rogunu. [TapareraMon MeTabOi3yETHCS TOIOBHUM YMHOM y TIE€YiHIl i BUBOOUTHCS
HAPKaMHM IIepeBaXKHO y BUTTISAI TTIOKYPOHIOHUX 1 Cynb(haTHUX KOH I0TaTiB, MeHIe 5 % m03u
BUMIIAETLCA Y HE3MIHEHOMY BUTJIAML.

Llemupu3uHy 2idpox/10pud MBALKO BCMOKTY€ETHCSA 3 TPABHOTO TPAKTY; IIPU MPUMOMI Iif 9ac 1xKi
abcopO1iist He 3MEHIIYETHCS, ajle MOXKe Helll0 YIIOBiIbHIOBAaTUCSA. MakcuManbHa
KOHIIeHTpallisg B m1a3Mi KpoBi (mpubnu3no 0,3 MKr/mi) gocsraetbes yepes 30 - 60 xB micis
npuriomy 10 mr reTupusuHy. TepMiHaIbHUY [1€PiOf HalliBBUBENEHHS Y NOPOCIIUX CTAHOBUTH
6,7 - 10,7 ropuny, a y giteu - 6,1 - 7,1 roguau. LleTUpPU3UH BUOINISETHCS IEPEBAXKHO Y
He3MiHeHOMY BUTTISMI i3 cedeto. Y malli€HTiB 3 IerkuMu ab0 IOMipHUMHU IOPYIIEHHSIMU
GyHKIIII HUPOK Iepion HamiBBUBe#eHHS 3pocTae fo 19 - 21 rogunu. [Tpudnuzuo 90 %
IIETUPU3UHY 3B’I3y€EThCS 3 OiTKaMU I1J1a3MU KPOBI.

DeHineppuHy 2i0pox10pud NTETKO BCMOKTYETHCH ITiCIIS IEPOPAIbHOT0 IIPUKMOMY, OJHAK
BHACJIIIOK iHTEHCUBHOTO ITePENCACTEMHOT0 MeTab0Ii3My, ITIepeBakKHO Y EHTEPOLUTAaX,
cucTeMHa 0iogoCTymHIiCTh cTaHOBUTH nuiie 40 %. MakcuMalnbHa KOHIIEHTPallid B Iy1a3Mi
KpPOBI focsAraeThcs uepel 1 - 2 rogunu nicng npurioMy. [lepion HaniBBUBeOeHHS 3 IIJIa3MU
KPOBi CTaHOBUTH 2-3 roguHu. ITicns abcopOilil heHine@puH iHTeHCHBHO 0i0TPAaHCHOPMYETHCS
y TeYiHIi i BUNINIETHCA i3 ceuero epeBaXkHO Y BUTTIAML MeTa0oJIiTiB, MeHIe 20 % mo3u
BABOOUTHCS Y HE3MIHEHOMY BUTTIAAI.



KrinigHi XxapaKTepHCTHKH.
Ilokazauns.

JIikyBaHHSI CUMIITOMIB, 1110 BUHUKAIOTh IIPU T'OCTPUX PECIipaTOPHUX BipyCHUX iHDEKIiAX, TPUIi,
ajieprivyHOMY pHHITI (IifABUIIEeHHS TeMIlepaTypa Tijlla, HeXKUTh, HAOPSK CIM30B01 060I0HKHU HOCAQ,
JIOMOTA V Ti/i, TONOBHUM 6ifb).

IIpomunoka3aHHs.

[TigBuIeHa YyTIUBICTE [0 AiI0UUX PEYOBHH, TiIPOKCU3NHY, OyAb-IKUX MOXiAHUX Iillepa3uHy B
aHaMHe3i ab0 [10 iHIIMX KOMIIOHEHTIB IIpenapaTy; TAXKKi MOpyIIeHHs GYHKIIiH MeYiHKY Ta HUPOK;
BpO[KeHa rinepbinipybinemis; curgpom 2Kunbbepa; mediluT r1oko30-6-pochaTmerimporeHasu;
aJIKOT0J1i3M; 3aXBOPIOBAHHSA KPOBi (y TOMY YHCIIi BUpaXKeHa aHeMis, TeUKOIeHisd); apTepianbHa
rinepTeH3is; cepleBo-CyINHHI 3aXBOPIOBaHHS; TiepTUPe0s; IyKPOBUM fiabeT; 3aKpHUTOKYyTOBa
r7ayKoMa; rinepTpodis nepeaMixypoBol 3a1031; GeoXpoMOoIMTOMa; 3aCTOCYBaHHS MallieHTaM, SKi
TKyI0ThCS iHTi6iTOpaMK MOHOAMiHOOKCHIAa31 Ta MPOTSATOM 2 TUXKHIB ITiC/Is MPUIUHEHHS TaKol
Teparil.

B3aemodis 3 inwumu aikapcokumu 3acobamu ma inwi eudu e3aemoditl.

Ilapauemamon

KymapuHosi anmukoazyaaHmu (Hanpukaad, eappapuH): MOCUIEHHS aHTUKOATyISHTHOTO
epeKTy Ipu 0MHOYACHOMY [IOBTOTPUBATIOMY PETYISIPHOMY IIOOeHHOMY 3aCTOCyBaHHI
mapaneTtaMmony. [1pyu nboMy MiABUIYETHCSA PU3UK KPOBOTeUi. [IepiofuyHuy IPUIOM HE
BUSIBJISIE 3HAUHOTO €(EeKTY.

Lliypemuku: 3unKeHHS eEeKTUBHOCTI OCTAHHIX.

Jlikapcuki 3acobu, w,0 CmumyA0H0Mb AKMUBHICMb MiKPOCOMA/NbHUX (hepMeHmMis neviHkKu
(Hanpukaad, 6apbimypamu, iH2ibimopu MoHOAMiHOOKCUOA3U, MPUUUKAIYHI aHmudenpecaHmu,
npomucy0oMmHi 3acobu), 2enamomoKCuyHi 3acobu: TIOCUTIeHHS TelaTOTOKCUYHOCTI ITapaleTaMoIy.

I30Hia3uQ: 36inmbIIeHHs PU3UKY T'ellaTOTOKCUYHOTO CUHAPOMY (ITPX 3aCTOCYBAHHI BUCOKUX [103
mapaleTamory).

Bapbimypamu: 3HUKEHHS aHTUITIPETUYHOTO e(PEeKTy MmapaleTaMoIy.

[IBuAKiCTh BCMOKTYBaHHS IIapaleTaMojIy MoxKe 36ibIyBaTHCh MemoKa10npamioom ta
domMnepudoHOM i 3MEHIIIyBaTUCh X0/1eCMUPAMIHOM.

Cnipg 6yTr 06epeKHUMH IIPU OJHOYACHOMY 3aCTOCYBaHHI IapareTaMmoiy 3 QIyKIoKCaIuIiHOM,
OCKiJTbKM TaKW# OJHOYACHUN ITPUHAOM aCOILII0ETHCS 3 METAOO0IiYHNM alliI030M i3 BUCOKHM aHiOHHUM
IIPOMIiKKOM YHaCJIiIOK IiporayTaMiHOBOTO allio3y, 0COOIMBO V MallieHTiB 3 paKTOpaMu PUIUKY
(ouB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).



HpenapaT He CIlif 3daCTOCOBYBATH OOHOYACHO 3 AJIKOT'OJIEM.

[[lemupu3uHy 2i0pox.10pud

Teogiain: y mocmimxkeHHi 6araTropa3oBoro 3actocyBanHs Teodininy (400 mr 1 pa3 Ha moby) Ta
IeTUPU3UHY CIIOCTepiramocs He3HauHe (16 %) 3HUKEHHS KITipeHCY LeTUPU3KHY, Y TOX 4ac
K OHACIO3UIS TeodiTiHy He MopyllyBaiacsd IPKA OOHOYAaCHOMY IIPUKAOMi IeTUPU3UHY.

PumoHasip: y mOCTigXKeHHi 6araTopa3oBOro 3aCTOCYyBaHHSI puToHaBipy (600 Mr 2 pa3u Ha
no0y) Ta netupusuny (10 Mr Ha mo0y) TPUBAIICTh €KCIIO3UIIi1 10 IeTUPU3KHY 30iTbIINnIacs
npubnu3uo Ha 40 %, y TOM 4ac SK OUCIIO3UIlis PUTOHABIPY meio nopymryBanacs (-11 %) npu
OIHOYACHOMY IIPUUOMI LIETUPU3UHY.

CedamuseHi 3acobu: HeMa€e JaHUX 100 IToculeHHs eheKTy cefaTUBHUX 3ac00iB IIpU 3aCTOCYBaHHI y
TepaneBTUYHHUX A03ax. AJle CMIifi yHUKaTH OJHOYACHOT'0 3aCTOCYBaAHHS LIUX 3aCO00iB.

HocnimkeHHS apMaKOKiHEeTUYHOI B3a€MOIil TPOBOIUIIUCS [JIS ETUPU3UHY Ta IceBnoedeapuHy,
[IIMETUOUHY, KETOKOHA30JIy, ePUTPOMILIMHY, a3UTPOMIIIMHY; (hapMaKOKIHETUYHUX B3aEMOZIN He
CIIOCTepiranocs.

Y mociigXeHHAX 3aCTOCYBaHHS LETUPU3UHY 3 [UMETUAVNHOM, TJIII3UA0M, fia3erraMoM Ta
nceBgoedenpUHOM He BUSBIIEHO MOKa3iB MOOIiYHUX (hapMaKOOUHAMIYHUX B3aEMOIiH.

Y pmocnigXeHHAX 3aCTOCYBaHHS LETUPU3UHY 3 @3UTPOMILIMHOM, EPUTPOMIIMHOM, KETOKOHA30JI0M,
Teo(diniHoM Ta rceBmoeeqpPUHOM He BUSIBIIEHO MOKa3iB MOOIYHUX KITiHiYHUX B3aeMofmiii. OKpiM Toro,
OJHOYACHe 3aCTOCYBaHHS IETUPU3UHY 3 MAKPOJTimamMu a00 KeTOKOHA30JI0M HiKOIKM He IIPU3BOAUIIO 10
KJIiHIYHO 3Hauywux 3MiH Ha EKI.

006’em abcopO11ii IeTUPU3UHY He 3HUKYETHCS NPU IpUMoMi 1XKi, Xoua moka3HUK abcopOii
3MEHIIYeThCSA Ha 1 roguny.

[Ipu npuiiomi IEeTUPU3UHY Y TEPaleBTUYHUX [03aX He CIIOCTepiraaocs KIiHIYHO 3HAUyILIUX
B3a€EMOZiM 3 aIKorojieM (IIpu pPiBHSX ajKoTroJio y KpoBi 0,5 r/m). [IpoTe mpenapart He Cif
3aCTOCOBYBaTU OJHOYACHO 3 AJIKOTOJIEM.

deHinedpuHy 2i0poxa10puo.

IHeibimopu MOHOAMiHOKCUOA3u: TTIOCUJIEHHS CEPLIEBOTO Ta rinepTeH3uBHOr0 epeKTiB peHinedpuny.
[TpemapaT He CIIiJ 3aCTOCOBYBATH IallieHTaM II10 JIiKYIOThCS iHTi6iTopaMy MOHOAMiHOOKCHOA3X Ta
IIPOTSATOM 2 THXKHIB ITiCIIsT MPUIIMHEHHS TaKol Teparril.

CumnamomiMemuyHi amiHu: TMiIBUILIEHHS PU3UKY CEPIIEBO-CYIUHHUX MOOIYHUX peakKIliii.

AHmuezinepmeH3ueHi 3acobu (Hanpukaad, B-6.10kamopu, 0ebpucoksii, 2yaHemuouH, pe3epniH,
memusdona): 3HUKEHHS e(heKTUBHOCTI B-67T0KaTOPIB Ta iHIIMX aHTUTIIEePTEH3UBHUX
IIpernapartiB. 3pOCTaE PU3MK TilepTeH3ii Ta iHIIUX CepleBO-CYOAUHHUX MOOIYHUX peakilill.

TpuuukaiuHi aHmudenpecaHmu (Hanpuk.aad, amimpunmuJiH): MiOBULLEHHS PU3UKY CEPLIEBO-
CYIUHHUX MOOIYHUX peakllii.

Cepuesi 2siko3udu (Hanpukaad, Ou20KCuH): TiABULLIEHHS PU3UKY IIOPYLIEHHS CEPLIEBOI0 PUTMY
abo iHpapKTy Miokapma.



Oco06.1u8ocmi 3acmocyeaHHsi.
He mepeBuiyBaTy 3a3HaYeHHUX 03 Ipemapary.
He 3acTocoByBaTH mpemapaT OQHOYACHO 3 iHIIMMHK 3ac06aMH, 10 MiCTSTh TapaleTaMoll.

ZKII0 CHMIITOMY He 3HMKAIOTh a00 TOMI0OBHMUM Oilb CTa€ MOCTIMHUM, MAI[iEHTY CIIiJ 3BEePHYTHUCS 0
JiKaps.

[NamieHTaM, Ki MOOHS IPUNMalOTh aHAITEeTUKY TIPU apTPUTaX JIeTKol GopMH, CIIif
IIPOKOHCYJIbTYBATUCA 3 JIIKapeM, IepIl HiXK 3aCTOCOBYBaTH IIpenapar.

[Tepen 3acTOCyBaHHSM IIpemapaTy CJIifl MPOKOHCYIbTYBATUCS 3 JIKapEM IIPH 3aXBOPIOBAHHSX
nevyinky a6o HUPOK, ab0 y pas3i 3aCTOCyBaHHS aHTUKOATY/ISHTIB.

Y XBOpUX i3 aTKOTOJIbHUMU HEIUPOTUUYHUMY YpaxKeHHSIMY MeYiHKU 301/IbIIyeThCS PU3UK
renaToTOKCHUYHOI il mapaleTaMory.

Y maii€eHTiB 3 TIXKUMU iHPEKIIAMY, TaKUMU SIK CEIICUC, SIKi CYIIPOBOIKYIOThCS 3HUKEHHIM PiBHA
TJIyTaTiOHa, IPY IPUHOMI ITapaleTaMosly MOXe MigBUIIUTUCS PU3UK BUHUKHEHHS MeTaboIiuHOT0
anupo3dy. CumnroMamMu MeTaboIiuHOTO aluao3y € IMu0oKe, IPUCKOPEHe YU YTPYAHEHEe NUXaHHS,
HymoTa, 6/1t0BaHHS, BTpaTa aneTuTy. Ciifg HeraHoO 3BePHYTUCS [0 JiKaps y pa3i mosiBU IUX
CUMIITOMIB.

[ToBimoMIIsIIOCS TIPO BUIIQAKXA MeTa0OJIiYHOTO allu[03y 3 BUCOKUM aHiOHHUM IIPOMiXKKOM YHACITigoK
MipOrIyTaMiHOBOT'O alu03y y MALi€HTIB i3 TAXKKAMYU 3aXBOPIOBaHHAMY, TAKUMU SK TAKKa HUPKOBA
HEeLOCTaTHICTh Ta CeICHUC, a TAaKOXK Yy MAallieHTiB, y SKux 0yJI0 HeJOCTaTHE Xap4yyBaHHS YU iHIII
IPUYUHY OeinuTy TIyTaTiony (Halpukiiah, XpOHIYHUY aKoroJIi3M) i gKi mpuiiMasny mapaneTamos y
TepaneBTUYHIH 0031 MPOTATOM TpUBaioro mepiogy abo komOiHallio mapareTaMmony i
dnyknokcamuminy. Ko € migo3pa Ha MeTab0IIYHMM allMa03 i3 BUCOKUM aHIOHHUM ITPOMiXKKOM
YHaCIiAOK MipOrIyTaMiHOBOTO allufio3y, PEKOMEHOYEThCS HeTalHO IPUIIUHUTHI
3aCTOCYBaHHS MMapalleTaMoJly Ta IPOBOOUTH PEeTEIbHUNM MOHITOPHHT CTaHy IalliEHTa.
BumipioBaHHS PiBHSA 5-0KCOIPOJIiHY B cedi Moxe OyTH KOPUCHUM 15 imeHTHdiKaIril
MipOTJIyTaMiHOBOTO allufio3y SIK OCHOBHOI IPUYMHYU MeTa0OJIiYHOT0 allifi03y 3 BUCOKUM
aHIOHHUAM IIPOMIiXKKOM Y TAIi€HTIB i3 MHOKUHHAMY (PaKTOpaMu PUIHUKY.

[TpemapaT 3aCTOCOBYBATH 3 00EPEKHICTIO MAIliEHTaM, CXUIbHUM [I0 3aTPUMKH Cedi (IOMKOIKEeHH S
xpe0Ta), i3 OK/II031MHUMY 3aXBOPIOBAaHHSAMY CYIUH (BKJI0Yalouu heHoMeH PeliHo), i3 XpoHiuHOI0
HUPKOBOIO HEJOCTATHICTIO (OTPiOHA KOPEKIIisl pexXuMy [03yBaHHs), MalliEeHTaM JIiTHbOTO BiKY 3
HUPKOBOIO HEJJOCTATHICTIO (MOXK/IMBE 3HUKEHHS KITy00uKoBoi (inbTpariii), naiieHTaM 3 erinencieo
Ta IaljileHTaM i3 pU3UKOM BUHUKHEHHS CYLOM.

AuTuricTaminHi 3aco6u MPUTHIUYIOTE MIKiIPHY anepriuny mpoly, ToMy mepef il MpPoBeeHHSM IPUIoM
npernapaTty HeoOXigHO MPUNMHUTH 3a 3 OHi 10 AOCTiAKEHHS.

[TpemapaT MoxXe BIJIMBATU Ha Pe3y/IbTaTH 1a00paTOPHUX JOCIIIIKEHD 00 BMiCTy B KPOBi I'TIOKO3H1
Ta CEe4Y0BOI KMCJIOTH.

[TpemapaT MicTUTH acmapTaM (Axepesno ¢eHinanaHiny), AKuit Moxke OyTH MIKiAJIUBUM AJIST XBOPHUX 3
(beHinKeTOHypI€Er.



3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

[Ipemapat He CIIifi 3aCTOCOBYBATH y IIePiof BariTHOCTI Ta TOQyBaHHS TPYAAIO.

30amuicmsb enaueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

TTamieHTaM, SIKi KepyOTh aBTOTPAHCIOPTOM a00 iHIIMMY MeXaHi3MaMH, He CJIijl TepeBUInyBaTH
PEKOMEHIOBaHI 03U Ta CJIiJ] BpaX0ByBaTU pPeakliilo BJIaCHOI'0 OpraHi3My Ha IIpernapar.

Cnocid 3acmocyeaHHsi ma do3u.
Bwmict 1 catme cinifg po34MHUTY Y CKIISIHIT Tapss4ol BoOu (ajie He OKPOIY) Ta BUIMIMUTH.

HopocnuM i giTaMm BikoM Bif 12 pokiB 3acTocoByBaTH 110 1 caie KoxHi 4-6 roguH (1o Mipi
HeOoOXiIHOCTI AJIs MOJIerIeHHsI CUMIITOMIB) 0 4 pa3iB Ha fo0y. [HTepBanu Mix npuiioMaMu MalOTh
OyTu He MeHIne 4 roguH. OMHOPa30Ba [[03a He Ma€ mepeBulyBaTu 1 caure. TpuBamicTh JIiKyBaHHS
CTAHOBUTL He Oinple 7 miod.

Himu.

[IpenapaT 3acTOCOBYBaTHX HiTSIM BiKOM Bifl 12 pOKiB.

Ilepedo3yeaHHsi.
Cumnmomu nepedo3y8aHHA Napau,emamonom.

YpaxeHHd NeYiHKYA MOXe BUHUKHYTU Y HOPOCNuX, aKi npuiiasanu 10 r i Ginbile napamnetamony, Ta y
mitey, fki npuiHANY noHan 150 Mr/kr macu Tina. Y maifieHTiB 3 ¢pakTopaMy pU3UKY (TpUBaIUM
npuiioM Kapbamaserniny, Gernobapbitany, heHiToiny, mpuminony, pudamminuny, 38ipo6oio abo iHIIMX
IIpenaparis, 1[0 iHAYKYIOTh II€YiHKOBI (pepMEHTH; 37I0BKUBAHHSA aJIKOT0JIeM; HEeIOCTaTHICTh
TJIyTaTiOHOBOI CUCTEMHU, HalIPUKJIaZl HEIIpaBuIbHE XapuyBaHHs, KicTo3Huu ¢iopos, CHII,
TOJIONYBaHHS, MYKOBICLIM03, KaxeKCisl) MpUUHATTS 5 T abo Oinbie mapareTaMosly MOXKe IPU3BEeCTH
[0 YpaKeHHS MeYiHKH.

CuMIToMu Iepefo3yBaHHS B mepiii 24 roguHu: OJIificTh, HyAoTa, OII0BaHHS, aHOPEKCisd Ta
abmoMiHanbHUY 6inb. YpaxkeHHs MeYiHKU MOXKe CTaTH SBHUM 4yepe3 12-48 roguH micis
nepeno3yBaHHs. M0OXYyTh BUHUKATH MOPYLIEHHS MeTa001i3My I'/II0KO3U Ta MeTaboTiyHUY aluaos.
[Tpu TSIKKOMY OTPY€EHHI ITe4iHKOBa HEJOCTATHICTh MOXKe IIPOrpecyBaTH B eHlledaomnariio,
KPOBOBUJIMBHY, TillOTJIIKEMiI0, KOMYy Ta MaTH JIeTaJIbHUAY HACNigoOK. ['0cTpa HUPKOBa HENOCTATHICTE i3
TOCTPUM HEKPO30M KaHaslblliB MOXKe IIPOSIBIATUCS CUILHUM 00J1eM y OiNITHIN IONepeKy, reMaTypi€io,
IIPOTEIHYpi€l0 i PO3BUHYTUCH HaBITh 3a BiICYyTHOCTI TSXKKOT0 ypakeHHS NediHKu. Bin3Havyanacek
TaKOX CeplieBa apUTMis 1 IaHKpeaTur.



Cumnmomu nepedo3ye8aHHs U,emupu3uHy 2i0poxa10puéom.

CuUMIITOMY, LIO CIIOCTEPiranucs Miclis CYTTEBOrO IIepefo3yBaHHs LIeTUPU3UHY, TOJIOBHUM
YMHOM II0B’s13aHi 3 BIJINBOM Ha IIeHTpaJIbHy HEPBOBY cuCTeMy abo 3 edeKTaMu, 110 MOXKYTh
BKa3yBaTH Ha aHTUXOJiHepriuny mito. [To6iuni edexTH, mpo SKi MOBiIOMASAIIOCS MiCIs
IPUIOMY [O3H, IO IlepeBUlllyBasla l0Ha¥MeHIIe ¥ 5 pa3iB peKoMeHOoBaHy f000BY [03Y,
BKJIIOYAIOTh: CIIJIyTaHICTh CBIIOMOCTI, fiapelo, 3arlaMOpPOYEeHHS, MiABUILEHY BTOMJIIOBaHICTh,
ronoBHUM Oinb, He3MyKaHHS, Migpia3, cBepOiXkK, HECIIOKiH, cefallito, COHIUBICTD, CTYIIOP,
TaxXiKapfiio, TpeMOp, 3aTPUMKY CEUYOBUITYCKAHHS.

Cumnmomu nepedo3yB8aHHs (peHineppuHy 2i0poxa0pudoM.

[Tepeno3yBaHHA (peHiTePppUHOM MOXKe IIPU3BECTH [I0: apTepiaibHOI rinepTeH3il 3 pedIeKTOPHOI0
OpaguKappieo, HEPBO3HOCTI, TOJTIOBHOTO 60JT10, 3artaMopoYeHHs, 63COHHS, HYIOTH, O/TI0BaHHS,
Taxikappii, BiguyTTs cepueOuTTS, anepriyHux peakilii, Migpia3y, TOCTPOro Hamaay 3aKpUTOKYTOBOI
r7IayKoMu (mepeBaxHO y pa3i HagBHOCTI 3aKPUTOKYTOBOI TTIayKOMH), AU3YPil Ta 3aTPUMKHU Ceydi
(mepeBaxHO y pa3i HasBHOCTi 0O6CTPYKIIii ce4oBOro Mixypa). Y TSKKHX BUIIagKaX MOXkKe BUHUKHYTH
30eHTeKEeHHS, rasiolliHallii, CyioMHu Ta apuTMii. OgHaK Npu nepeno3yBaHHI KOMOiHOBAHOTO
IpenapaTy TOKCHYHa [I03a MlapalieTaMoiy Oyae JocATHyTa HabaraTo paHilie, HiXK BUSIBISITHCS
TOKCUYHI edekTu dheHineppuny.

JIiky8aHHA.

[TamienTa caif HeraliHO JOCTABUTH Y JIIKapHIO, HaBiTh SKIIO BiICYTHI paHHI CUMIITOMU
mepeno3yBaHHSI. CUMITOMH MOXKYTh OyTH 00MeXeHi HyAOTOI0 Ta O6/1I0BaHHSAM ab0 MOXKYTh He
BimoOpazkaTu TSIKKOCTi IIepeio3yBaHHs YK PU3NKY YPaxKeHHS OpPTaHiB.

JIikyBaHHS BKJTIOYA€ CUMIITOMATUYHI Ta MiATPUMYIOUi 3axoqu. fAKIo HagMipHa J03a mpemnapary 6yiia
HpHﬁHﬂTa Yy MeXKax 1 TOOUHY, IMOoKa3aHi IIPOMUBAHHA IJIIYHKA Ta 3aCTOCYBaHHA aKTHUBOBaHOI'O
Byrins. KoHIIEHTpalliio mapaleTaMoiy V IIjla3Mi KpPoBi Tyl BuMipioBaTy yepes 4 romuHu abo
ni3Himme micns npuitoMy (6inbIn paHHI KOHIIEHTPAIll € He JocToBipHUMHU). JIiKyBaHHS N-
alleTUJIIIACTEIHOM MOXKe OYTH 3aCTOCOBAHO MPOTITOM 24 TOOUH IiCNs MPUNOMY IIpemnapary,
ajie MaKCUMa/lbHUM 3aXUCHUM e(PeKT HacTa€ IIpu MOT0 3aCTOCYBaHHI IIPOTSITOM 8 TOOUH
micng npuiioMy. EQeKTUBHICTh aHTUOTY MapaleTaMoly Pi3Ko 3HUKYETHCS MMIiCHSA IIOTO
yacy. [Ipu HeoOXimHOCTI MallieHTy BHYTPIITHbOBEHHO CJIifl BBOOUTU N-alleTUJIIIHUCTEIH, 3TigHO
3i BCTAaHOBIIEHUM ITIepeikoM f03. IIpu BigCcyTHOCTI O/MI0BaHHS MOXKHa 3aCTOCOBYBATH
METIOHIH IepopabHO SK BiNIOBIIHY albTepPHATUBY y BiifaJeHUX palOHax 103a JlikapHelo.

ITob6iyHi peakuii.

3 60Ky cucmemu Kposgi ma aimpamuyuHoi cucmemu: TPOMOOITUTOIIEHIS, arPaHYIOIUTO3,
aHeMis, cynbpremoraobineMis i MeTreMmornobiHeMis (IiaHO3, 3aguiKa, 001l B cepiii),
reMOJIITUYHAa aHeMis, CUHIIl Y4 KPOBOTEYl.

3 6oky Hepsosoi cucmemu: TOJIOBHUM Oifib, 3alIaMOpPOYEHHS, ITapecTe3is, CylloOMHU, OUCTeB3id,
OUCKiHe3is, IUCTOHIA, HEIPUTOMHICTh, TPEMOP, aMHe3is, IOPYILIEeHHS [1aM A Ti.

3 60Ky opeaHie 30py: TIOPYIIEHHS aKOMOMallil, HeYiTKiCTh 30py, MUMOBIIIbHI PyXu OYHOTO
sg061yKa.



3 60Ky opaaHis cayxy ma pieHosazu: BEPTUTO.

3 6oKy cepueso-cyOuHHOi cucmemu: TaXiKapmisi, BiTuyTTs cepuebuTTs, cepleBi apuTMil,
apTepiajibHa rinepTeHsis.

3 60Ky OuxaavHoi cucmemu: OPOHXOCIIA3M Y MAlli€HTIB, YYTIUBUX [I0 alle TUIICAIIIUIOBO]
KucnoTu Ta mo inmwmx HI133, papuHrir.

3 6oxy mpasHo20 mpakmy: abgoMiHanbHUM 6iNb, CYXiCTh ¥ POTI, HY#OTA, Aiapest, 6inb B emiracTpii,
OJTIOBaHHS.

3 60Ky HUPOK ma ce4osusiOHOi cucmemu: OU3YyPis, €Hype3, 3aTPUMKa Ceyi.
3 60Ky eHOOKpUHHOI cucmemu: TIiTIOTIKeMisi, ax [0 TilmorIiKeMigyHOI KOMHU.
3 60Ky xap4ysaHHA ma 0OMiHy pevyoBUH: TOBUIIEHUN alleTUT.

3 6oky eenamobisiapHoi cucmemu: IOPYIIeHHS QYHKIIN NeYiHKY (MiABUIIEHHS PiBHSA
6inipy6iHy Ta mediHKOBUX ()epMEHTIB: TpaHCcaMiHas, TykHoi pocdaTasy, y-
rayTaMintpancdepasu), sIK mMpaBuio, 6e3 PO3BUTKY KOBTSIHUII.

3 6oky iMyHHOT cucmemu, wKipu ma nidwkipHoi K1imkosuHu: peakllii Tiep4YyTIUBOCTi, ¥ TOMY
yuCIli aHadinakcis, aHapinakKTUUYHUY II0K, CBepOixkK, BUCUIIAHHS Ha IIKipi Ta CIM30BUX
000JI0HKaX (BK/TIOYAOYM epUTEMATO3HUN Ta TeHepali30BaHUM BUCHUIT), KPOIIMB' THKA,
aHTi0HEeBPOTUYHUM HAOPSK, MiClleBi MeIlMKaMeHTO3Hi BUCUIIAHHS, MyJIbTU(HOPMHA
eKCcymaTHBHa eputema (y ToMy 4ucii cuaapoM CtiBeHca-[[;KOHCOHA), TOKCUYHUU
elifepMaNbHUN HeKPoJIi3 (curgpoM Jlaenna), HaOPsSKH.

ITopyweHHs memaboaiamy ma xapyyeaHHs: MeTabOIIYHUY allu03 i3 BUCOKUM aHiOHHUM
IIPOMiKKOM (4aCTOTa HeBifjoMa).

3 60Ky ncuxiku: COHIUBICTb, TPUBOXKHICTb, arPECUBHICTD, CITYTAHICTh CBiIOMOCTI, mempecis,
rajronuHanii, 0e3CoHHS, TiK, CylIUgaNbHi OYMKHU.

3azanvHi nopyweHHA: TifBUIlleHa BTOMIIOBAHICTh, aCTeHis, He3nyKaHHS, HaOpsK.

Ob6cmedicenHsA: 30iTBIIEHHST MAcH Tija.

Omnuc oKpeMux n06iYHUX PeaKIli.,

MemaboaiyHull ayudo3 i3 8UCOKUM AHIOHHUM NPOMidiCKoM. Bumagku MeTabosivHOT0 anumo3y 3
BUCOKMM aHIOHHUM IIPOMIXKKOM YHACJIifOK IipOrIyTaMiHOBOI'0 aliio3y CIOCTEpIraaucs y nalieHTiB
i3 haKkTOpaMu pU3HUKY, IKi MpuiMany mapaieTaMon (ouB. po3ain «Oco0nMMBOCTi 3aCTOCYBaHHSI»).
[TipornyramiHOBUY allig03 MOXKe BUHUKATU Yepe3 HU3bKUY PiBEHb IJIyTATiOHY Y LIKUX IAIli€HTIB.

[ToBigoMiieHHs po MOGiYHI peakii micys peecTparliii TiKapcbKoro 3acoby Ma€e BaXKJIUBe
3HaueHHd. Lle mae 3MOry NpoBOOUTYU MOHITOPUHT CIIiBBIAHOIIEHHSA KOPUCTL/PU3UK IIPU
3aCTOCYBaHHI 1IbOT0 JIIKAPCHKOTO 3ac00y. MequuHUM Ta ¢apMalleBTUUHUM IpalliBHUKAM, a
TAKOX IallieHTaM a0 iXx 3aKOHHUM TIpPeiCTaBHUKAM CJIifl TOBiTOMJIATH IIPO yCi BUIAOKK



igo3proBaHUX MOGIYHMX peakIliil Ta BiACYTHOCTI e(eKTUBHOCTI JTiIKapChKOT0 3ac00y dyepes
aBTOMAaTH30BaHy iHpopMaliiiHy cucteMy 3 (hapMaKOHATrISAAY 3a IIOCHAJIaHHSIM:
https://aisf.dec.gov.ua

TepMmiH nNpuUgaTHOCTI.

4 pOKH.

YMmoBH 30epirannsi.

30epiraTu B opuriHaibHil yIIaKoBI pu TeMrepaTypi He Buile 25 °C. 36epiraTi B HEHOCTYIIHOMY
IJISL OiTed Micoi.

VYnaxoBka.

ITo 5 r nopoky B cate, 1o 10 caile y KapTOHHIN ayiy.

KaTteropis Bigmycky.

be3 penenra.

BupoOHHK.
EBepronxen Jlaiid Caencus Jlimiten/

Evertogen Life Sciences Limited.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

[TmoT Ne: Ec-8, Ec-9, Ec-13/I1i ta Ec-14/I1i Ti Ec Air Au Ci, ®apma Ec [ 3ert, I'pin Ingactpian I1apk,
[Tonemanmni (Bi), Eguepna (Em), MaxaOyOHnarap, Tenaurasna, IH-509 301, [amis /

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
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