IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

KOMBITPHII XOT CIIT°®

(COMBIGRIP HOT sip®)

Cknao:
ditoui peyosuHu: paracetamol, cetirizine hydrochloride, phenylephrine hydrochloride;

1 came mo 5 r mictuTh napauetamony 500 Mr, netupusuny rigpoxmopuny 10 mr, benineppuny
rigpoxsopuny 10 mr;

O0ONOMIJCHI PeYOBUHU:

Kom6irpun Xot Cinm 3 TMMOHHUM CMaKOM: KPEMHIIO JioKCUA Kooiguui 6e3BOAHMIM, aciapTaM
(E 951), manit (E 421), kcaHTaHOBa Kame[b, TapTpa3uH (E 102), apoMaTu3aTop TMMOHHUH,
caxaposa;

Komb6irpun Xot Cim 3 MaJIMHOBUM CMaKOM: KPEMHIiI0 TiOKCH[I KONIOITHUY 0e3BOMHUM, acllapTaM
(E 951), mamnit (E 421), kcanTaHOBa KaMenb, epuTpo3uH (E 127), apoMaT3aTOp MaIuHOBUH,
caxapoa3a.

JIikapcbeKa ¢opma. ITopOIIOK [/ OPaJbHOr0 PO3YHHY.
OCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:
KombOirpumn Xot Cinm 3 THMOHHHM CMaKOM: Malxke Oi/ini MOPOIIoK 3 6J1ig0-3KOBTHUM BigTiHKOM.

KombOirpun Xot Cinm 3 MaTHHOBUM CMakKOM: MalizKe Oifli¥ ITOPOIIOK 3 OJTig0-poKeBUM
BiOTIHKOM.

(I)apMaKOTepaIIeBTI/I'-IHa rpyia.

AHanreTHKM Ta aHTHIIpeTHKH. [TapareTamos, Kom0OiHallii 6e3 IICUX0IeNTHKIB.

Kom ATX N02B E51.

dPapmakono2iuHi e1acmusocmi.

®apmakoduHamika.



ITapauemamos 9uHUTH 3HEOOIOBAIBHY, XKapO3HUKYBANIbHY i CITabKy MPOTHU3AMaIbHY [il0.

MexaHi3M [il napalieTamoiTy IoB’g3aHui i3 BIJIMBOM IIpernapaTy Ha LEeHTP TEPMOPETYIIil y
rinotanaMyci, 3gaTHiCTIO iHTiOyBaTU CUHTE3 MIPOCTArjaHAKMHIB Ta MeJiaTopiB 3amnaneHHs (KiHiHY,
CEPOTOHIHY) i miBUINIEHHSM ITOpora 60Ib0BOI YUY TIUBOCTI.

Llemupu3uHy 2i0pox10pul € MOTYKHUM aHTUTICTaMiHHUM 3aCO00M, CEJIEKTUBHUM
antaronicroM H,-perientopiB. Bix iHribye ricraminonocepenkoBaHy paHHI0 a3y ajmepriuHoi
peakliii, a TaK0XK 3MeHIIIy€e Mirpaiiio eo3nHO0QisiB Ta BUBIIbHEHHS MeOiaTOPiB 3alaleHHs],
mocna0I0l0Yy TaKUM YMHOM IIi3HIO alleprivyHy peakiiio. LleTupu3uH NpakTUYHO He [i€ Ha
iHIIT pellenTOpH i TOMY He CIprunHsE HebaKaHUX aHTUXOJIIHEPTiYHUX Ta
AHTUCEPOTOHIHOBUX e(EKTIB.

deHineppuHy 2idpox10pud € BiTHOCHO CEJIEKTUBHUM (;-aipeHOMIMeTUKOM. YUHUTH ClIabKy mito
Ha Q,- i B-agpeHopeLenTopy. 3aBAsSKU CyAUHO3BYKYyBalbHOMY eheKTy QpeHineQpuH 3MeHIIIye
HaOpsK CIu30BO1 000JIOHKY HOCA, 00'€M HA3aJIbHOTO CEKPETY i MOKpalllye HOCOBE OUXaHHS,
OCKIJIBKY TIOJIETIIY€E IPOXOAKEHHS MOBITPS Yepe3 HiC. 3aCTOCOBYETHCS 3 METOI0
TUMYaCOBOT0 IIOJIETIIEHH 3aKIafeHOCTI Hoca npu 3acTyni, ['PBI, cinHiu raps4ni Ta iHuUX
aJIepriyHux peaxiisx.

dapmaxkoKiHemuxka.

ITapayemamo WBUAKO BCMOKTYETHCS 3 TPABHOI'O TPAKTy, MaKCUMaJlbHa KOHLIEHTPALlis B
na3Mi KpoBi gocsaraethes yepe3 10-60 xB. Po3nopinsgerscs y OiMbIIOCTi TKAHUH OpPTraHi3My.
[Ipu 3BUYaVHUX TepaleBTUYHUX KOHIIEHTpAllidX JIKIlle He3HauHa YaCTUHA [IapaleTamMony
3B’s13y€ThCs 3 O6iKaMu Myta3Mu KpoBi. [Tepion HamiBBUBeeHHS 3 MJIa3MU KPOBi CTaHOBUTH
1-3 rogunu. [TapareramMon MeTabOi3yETHCS TOOBHUM YMHOM Y IIEYiHIl i BUBOOUTHCS
HAPKaMHU IIepeBaXKHO y BUTTISAI TTIIOKYPOHIOHUX 1 Cynb(haTHUX KOH I0raTiB, MeHIe 5 % mo3u
BUMINISAETLCS Y HE3MIHEHOMY BUTISAI.

Llemupu3uHy 2i0pox10pud MBUAKO BCMOKTYETHCS 3 TPABHOT'O TPAKTY; IIPX MPUKAOMI Iif 9ac 1xi
abcopO11ist He 3MEHIIYEThCS, ajle MOXKe Ielll0 YIIOBiTbHIOBATUCS. MaKcuMalibHa
KOHIIeHTpallisg B m1a3Mi KpoBi (mpubnusno 0,3 MKr/Mi) gocsraetbes yepel 30 - 60 xB micns
npuroMmy 10 Mr netupusuHy. TepMiHaJIbHUY [1€PIOJ HaIliBBUBEOEHHS Y HOPOCIUX CTAHOBUTH
6,7 - 10,7 rogunu, a y giteu - 6,1 - 7,1 roguau. LleTupu3uH BUAIISIETHCS IIePEBaXKHO Y
He3MiHeHOMY BUTTISMI i3 cedeto. Y Malli€HTiB 3 IerkKUMU ab0 IOMipHUMHU IOPYIIEHHSIMU
GYHKITI HUPOK Tepiofl HalliBBUBeIeHHs 3pocTae mo 19 - 21 roguuu. ITpubnuzuo 90 %
IeTUPU3UHY 3B’SI3y€ThCS 3 OiTKaMu IJ1a3MU KPOBI.

deHineppuHy 2i0poxs0pud NTETKO BCMOKTYETHCA ITiCIIS IEPOPAIbHOI0 IIPUKMOMY, OJHAK
BHACJIiMOK iHTEHCUBHOTO IIePEICUCTEMHOI0 MeTab0Ii3My, ITepeBakKHO Y eHTEePOIUTAX,
cucTeMHa 0iogoCTymHiCTh cTaHOBUTH nuine 40 %. MakcuMalnbHa KOHIIEHTPallid B My1a3Mi
KpPOBI focsAraeThcs uepel 1 - 2 rogunu nicng npuroMy. [lepion HaniBBUBeNeHHS 3 IIJIa3MU
KPOBi CTaHOBUTH 2-3 roguHu. [licns abcopOiiil dheHine@puH iHTeHCHBHO 0i0TPAHCHOPMYETHCA
y TeviHIi i BUAINSEThCA i3 cedelo epeBaxkHO y BUTTIAAI MeTaboriTiB, MeHIe 20 % no3u
BUBOOUTHLCS Y HE3MIHEHOMY BUTJISAAIL.



Kniniuni xapakKTepuCTHKH.
Iloka3anhs.

JIikyBaHHSI CUMIITOMIB, 1[0 BUHMUKAIOTh IIPX F'OCTPUX PECIipaTOPHUX BipyCHUX iH(MEKLisgX, IPui,
anepriyvHoMy puHITI (migBUILIEHHS TeMIepaTypa Tijla, HeXuThb, HaOpSK CIU30B01 060I0HKK HOCA,
JIOMOTA y Tifi, TONOBHUM 6ifb).

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTD [0 MiIOUMX PEYOBHH, TiTPOKCU3UHY, OYIb-SIKUX MMOXiTHUX ITillepa3uHy B
aHaMHe3i ab0 [0 iHIIKMX KOMIIOHEHTIB IIpenapaTy; TSIXKKi MOpyIIeHHs GYHKIIN TeYiHKY Ta HUPOK;
BpoOf:KeHa rinepbinipybinemis; cuunpom 2Kunbbepa; mediluT rinoko30-6-pochaTmerimporeHasu;
aJIKOT0J1i3M; 3aXBOPIOBAHHSA KPOBi (y TOMYy YHCIIi BUpaXxKeHa aHeMis, JJeUKOIIeHisd); apTepianbHa
rinepTeH3is; cepleBo-CyINHHI 3aXBOPIOBaHHS; TiepTUPe03; LIyKPOBUH AiabeT; 3aKpHUTOKyTOBa
r7ayKoMma; rineptpodis mepegMixypoBol 3am03u; GeoXpoMOLKUTOMA; 3aCTOCYBaHHS NalliEeHTaM, SKi
TKyI0ThCS iHTi6iTOpaMy MOHOAMiHOOKCHA3U Ta MPOTATOM 2 TUXKHIB IiC/Is MPUIUHEHHS TaKol
Teparil.

B3aemodis 3 inwumu aikapcokumu 3acobamu ma inwi eudu e3aemMooill.

Ilapauemamon

KymapuHosi anmukoazyaaHmu (Hanpukaad, eappapuH): MOCUIEHHS aHTUKOATyJISHTHOTO
epeKTy Ipu OMHOYACHOMY [IOBTOTPUBATIOMY PETYISIPHOMY IIOOeHHOMY 3aCTOCyBaHHI
nmapanetaMmosy. [1py nboMy MiABUIYETHCSA PU3UK KpOBOTeUi. [IepiofuyHuy IpUOM He
BUSIBJISIE 3HAYHOTO €(EKTY.

Lliypemuku: 3uuKeHHS eEeKTUBHOCTI OCTAHHIX.

Jlikapcuki 3acobu, w,0 Cmumya0H0Mb AKMUBHICMb MiKPOCOMA/NbHUX (pepMeHmMis neviHkKu
(Hanpukaad, bapbimypamu, iH2ibimopu MoHOAMiHOOKCUOA3U, MPUUUKAIYHI aHmudenpecaHmu,
npomucy0omHi 3acobu), 2enamomoKCcu4Hi 3acobu: TOCUIIEHHS rellaTOTOKCUYHOCTI ITapareTaMoy.

I30Hia3uQ: 36inmbIIeHHS PU3UKY T'eIIaTOTOKCUYHOTO CUHAPOMY (IIpX 3aCTOCYBAHHI BUCOKUX [103
mapaleTamory).

Bapbimypamu: 3HUKEHHS aHTUITIPETUYHOTO ePEeKTY MapaleTaMoy.

[IIBMOKiCTH BCMOKTYBaHHS ITapalieTaMoJly Moxe 30i/1bIIyBaTUCh MEmMOoK/A10Npamioom ta
domMnepudoHOM i 3MEHIIIyBaTUCh X0/1€CMUPAMIHOM.

Cnipg 6yTr 06epeXHUMU IIPU OJHOYACHOMY 3aCTOCYBaHHI IapareTamoiy 3 QIyKIoKCaIuIiHOM,
OCKIiJTbKM OJHOYACHUM ITPUHOM aCOII0ETHCS 3 METaOO0IIYHUM aluI030M i3 BUCOKOIO aHiOHHOIO
IIiTHHOIO, 0COOJIMBO Y MallieHTiB 3 ¢haKTopaMu pHU3UKY (OUB. Po3main «OcoOMMBOCTI 3aCTOCYBaHHS»).

[Ipemapat He CJIiff 3aCTOCOBYBAT! OAHOYACHO 3 aJIKOTOJIEM.

[lemupu3uHy 2i0pox.10pud



Teogiain: y gocmifKeHHi 6araTropa3oBoro 3actocyBanHs Teodininy (400 mr 1 pa3 Ha goby) Ta
[eTUPU3UHY CIIOCTepiramocs He3HauHe (16 %) 3HUKEHHS KITipeHCY LIeTUPU3KHY, Y TOM 4ac
K OUCIO3ULiS TeoQiiHy He MOPyIIyBaiacd IpKU OGHOYACHOMY IPUKAOMI IETUPU3UHY.

PumoHasip: y moCTigxKeHHi 6araTopa3oBOro 3aCTOCyBaHHSI puToHaBipy (600 Mr 2 pa3u Ha
no0y) Ta netupusuny (10 Mr Ha mo0y) TPUBAIICTh €KCIIO3UIIi1 10 IeTUPUIUHY 30i/TbIINIIaCs
npu6nu3Ho Ha 40 %, y TOM Yac SIK AUCIIO3ULlisg PUTOHABIPY meio nopyuryBanacs (-11 %) npu
OIHOYACHOMY IIPUUOMI LIETUPU3UHY.

CedamusHi 3acobu: HeMa€ JaHUX IIOJ0 MOCUIEHHS e(eKTy CeNaTUBHUX 3ac00iB MPU 3aCTOCYBAHHI y
TePANeBTUYHUX J03aX. AJle CJIil yHUKATH OMHOYAaCHOTO 3aCTOCYBaHHS KX 3aC00iB.

HocnimkeHHS hapMaKOKiHEeTUYHOI B3aEMOIil TPOBOTUIINCS [AJIS LETUPU3UHY Ta IceBHoedeapuHy,
IIUMETHUINHY, KETOKOHA30Jly, EpUTPOMIIINHY, a3UTPOMILIMHY; (hapMaKOKiHETUUHHIX B3aEMOLIN He
CIiocTepirasnocs.

Y mocnigXeHHSIX 3aCTOCYBaHHS LIETUPU3UHY 3 UUMETUAUHOM, TJINi3UA0M, fia3eriaMoM Ta
niceBgoe@enprHOM He BUSIBJIEHO 0Ka3iB Mo6ivHuX (hapMaKOmUHAMIUHUX B3a€EMOZI.

Y mocmigXeHHSX 3aCTOCYBaHHS LIETUPU3UHY 3 a3UTPOMILIMHOM, EPUTPOMILIMHOM, KETOKOHA30JI0M,
TeodisiHOM Ta nceBmoedeqpHHOM He BHUSIBIIEHO MOKa3iB mMOOIYHUX KIIiHiYHUX B3aeMopmii. OKpiM Toro,
OJHOYACHe 3aCTOCYBaHHS IETUPU3UHY 3 MaKpoJligamMu abo KETOKOHA30JI0M HiKOIK He ITPU3BOAUIIO 10
KJIIHIYHO 3Hauymux 3MiH Ha EKT.

006’eM abcopOiril eTHPHU3KUHY He 3HUKYETHCS MIPU NIPHUUOMI 1XKi, X04a ITOKa3HUK a0copOiIil
3MEHIIYETHCS Ha 1 TOOUHY.

[Tpu npuiiomi eTUPU3UHY Y TEPAeBTUYHUX [03aX He CIOCTePiraaocs KIHIYHO 3HAUYLIUX
B3a€EMOZIiN 3 aJIKOroJjieM (IIpu pPiBHSX aJIKOToJIko y KpoBi 0,5 r/m). [IpoTe mpenapart He Cif
3aCTOCOBYBATHA OOHOYACHO 3 aJIKOTOJIEM.

deHineppuHy 2i0poxa10pud.

IH2i6imopu MOHOAamiHOKcuOa3u: IOCUIIEHHS CEPLeBOr0 Ta TinepTeH3uBHOTO eeKTiB PpeHinePpuny.
[TpemapaT He CIlif 3aCTOCOBYBATH IallieHTaM II0 JIKYIOThCS iHri6iTopaMy MOHOAMiHOOKCHOA31 Ta
IIPOTSTOM 2 TUXKHIB IIiCIg IPUNIMHEHHS TaKol Teparil.

CumnamomiMemuyHi amiHu: TMiABUILIEHHS PU3UKY CEPIIEBO-CYANHHUX MOOIYHUX peakKIliil.

AHmuzinepmeH3ugHi 3acobu (Hanpukaad, B-610Kkamopu, 0ebpucokeiH, 2yaHemuouH, pe3epniH,
memuadona): 3HUKEHHS e(DeKTUBHOCTI B-0710KaTOPiB Ta iHIIMX aHTUTINIEPTEH3UBHUX
IpernapariB. 3pocTae PU3UK TinepTeH3sii Ta iHINX CeplieBO-CYAUHHUX MOOIYHUX PeakKIliil.

TpuuukaiuHi aHmudenpecaHmu (Hanpuk.aad, amimpunmuJiH): MiOBULLIEHHS PU3UKY CEPLIEBO-
CYIUHHUX MOOIYHUX peakilii.

Cepuesi eaiko3udu (Hanpukaad, Ou20KCuH): MiABUILLIEHHS PU3UKY IIOPYILIEHHS CEPLIEBOTO PUTMY
abo iHpapkTy Miokapaa.

Oco06.1ueocmi 3acmocyeaHHsi.



He mepeBuillyBaTy 3a3Ha4eHUX 03 IIpemnapary.
He 3acTocoByBaTu npenapaT OOgHOYACHO 3 iHIIKMHU 3aco0aMH, 110 MiCTATH TapaleTaMol.

SKII0 CHMIITOMY He 3HMKAIOTh ab0 rOJI0OBHMUI Oinb CTa€ MOCTIMHUM, MAI[iEHTY CIIiJ 3BEPHYTHUCS 10
JIiKaps.

[MarmienTaM, SKi MOOHS TPUUMAaOTh aHANTETUKY IIPU apTPUTaX Jerkol ¢opMu, Ciif
IIPOKOHCYJIbTYBATUCA 3 JIiKapeM, IepIl HiXK 3aCTOCOBYBaTH IIpenapar.

[Tepeqn 3acTOoCyBaHHSIM IIpenapaTy CJIifi IPOKOHCYIbTYBATUCS 3 JTiIKapeM IIPU 3aXBOPIOBaHHAX
nevinky a6o HUPOK, abo y pas3i 3aCTOCyBaHHS aHTUKOATY/ISHTIB.

Y XBOpUX i3 aKOTOJIbHUMU HEIUPOTUYHUMY YpaXKeHHSIMU IeUiHKU 301/IbIIyEThCS PU3UK
renaToTOKCHUYHOI Iil mapaleTaMory.

Y nami€eHTiB 3 TAKKAMU iHQEKIiIMYI, TAKUMU K CEICUC, SKi CYIPOBOAXKYIOTHCA 3HUKEHHAM PiBHSA
TJIyTaTioHa, IpU MPUMOMI ITapalleTaMoJly MOXKe MigBUIIUTUCS PU3NK BUHUKHEHHS MeTa00igHOTO
anupo3dy. CumnrToMamMu MeTab0IivHOTO aluao3y € IMuboKe, TPUCKOPEHE YU YTPYOHEHE OUXaHHS,
HymoTa, O/1t0BaHHS, BTpaTa ameTuTy. Ciig HeraHo 3BEPHYTUCS [0 JiKaps y pa3i mosiBu IUX
CHAMIITOMIB.

PekomeHayeThCst OyTH 00epeKHUMU ITPU OMHOYACHOMY 3aCTOCYBaHHI IapalieTamMmony 3
GbIyKnoKcaluIiHOM Yepe3 IifBUIeHUN PU3UK MeTaboIigHOr0 aluA03y 3 BUCOKOI0 aHIOHHOIO
IIiTHHOI0, 0COOJIMBO Y MAIli€HTIB i3 TAKKO0I0 HUPKOBOIO HEIOCTATHICTIO, CEIICUCOM, Y pa3i HefoigaHHS
Ta 3a HASBHOCTI iHIMNX TPUYMH AeilluTy rIyTaTioOHy (HalpUKiIal, XPOHIYHUM alKOr0J1i3M), @ TaK0XK
SIKIIIO 3aCTOCOBYIOTHCSI MAaKCHMaJIbHi 000Bi M03u mapaleTaMoily. PEKOMEHAYETHCS PeTeIbHUN
MOHITOPUHT CTaHY Malli€HTIiB, BKIJII0YA0UYU BUMIPIOBAHHS PiBHSA 5-OKCOIPOJIIHY B Ccedi.

[TpemapaT 3aCTOCOBYBATH 3 00€PEKHICTIO MAI[iEHTAM, CXHUIBHUM [0 3aTPUMKHU Cedi (IMOIIKOmKEeHHS
xpe0Ta), i3 OK/II031MHUMY 3aXBOPIOBAaHHSAMY CYIUH (BKJI0Yaouu heHoMeH PeliHo), i3 XpoHiuHOI0
HUPKOBOIO HEJJOCTATHICTIO (OTPiOHA KOPEKIIisl pexkuMy [03yBaHHs), MTallieHTaM JIiTHbOTO BiKYy 3
HUPKOBOIO HEJJOCTATHICTIO (MOXKJIMBE 3HUKEHHS KITy00uK0BOl1 (pinbTpatiii), naiieHTaM 3 eliyiencieio
Ta IaljileHTaM i3 pU3UKOM BUHUKHEHHS CYLOM.

AuTyuricraminHi 3aco6u PUTHIUYIOTE MIKIPHY anepriudy mpo0y, ToMy Iepef il IpoBefeHHSM IIPUIoM
npernapaTy HeoOXigHO MPUNMHUTH 3a 3 OHi 10 AOCTiAKEHHS.

[TpemapaT MoxXe BIIMBATU Ha Pe3yNbTaTH 1a00paTOPHUX JOCIiIKEHb 100 BMiCTy B KPOBi I'TIOKO31
Ta CEe4Y0BOl KUCJIOTH.

[TpemapaT MiCTUTH acmapTaM (xKepeso GeHinanaHiny), AKuii Moxke OyTH MIKiAJIUBUM [AJIST XBOPHUX 3
(beHiNnKeTOHypi€0.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

[Ipemapat He C1if 3aCTOCOBYBATH y IIePiof BariTHOCTI Ta rOLyBaHHS IPYALIO.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o



iHwumu MmexaHizmamu.

[MamienTaM, IKi KEPyIOTh aBTOTPAHCIIOPTOM a0o0 iHIIUMU MeXaHi3MaMU, He CITif IIePeBUIITyBaTH
PEeKOMeHI0BaHi f03U Ta CJIil BpaXxOBYyBaTU peakllilo BIaCHOT0 OpraHi3My Ha Ipenapar.

Cnocid 3acmocyeaHHsi ma do3u.
Bwmict 1 carme ciif po3YMHUTY y CKIISHII Tapsg40l BOOHU (ajie He OKPOILYy) Ta BUMUTH.

HopocnuM i gitaMm BikoM Bif 12 pokiB 3acTocoByBaTu I10 1 caille KoxkHi 4-6 ToguH (110 Mipi
HeOOXiTHOCTI 71 TOJereHHs] CUMIITOMIB) 10 4 pa3iB Ha Ho0y. IHTepBanu Mix mpuiioMaMu MalOTh
OyTtu He MeHIIe 4 roguH. OgHOpPa30Ba 03a He Mae nepeBullyBaTy 1 camre. TpuBamicTh TiKyBaHHS
CTAHOBUTL He Oinblre 7 mio.

Himu.

[IpenapaT 3aCcTOCOBYBaTHX HiTSIM BiKOM Bif 12 poOKiB.

Ilepedo3yeanHns.
Cumnmomu nepedo3y8aHHA napau,emamonom.

YpaxeHHS NeYiHKM MOXe BUHUKHYTH y JOpOCnuX, ki npuiiHsanu 10 r i 6inplue mapaneTaMony, Ta y
miTei, SKi npuitHaau nmoHap 150 Mr/Kr Macu Tina. Y nami€HTiB 3 pakTopaMu PU3UKY (TpUBaIUi
npuiioM Kapbamaserniny, derHobapbiTany, heHiToiny, mpuMinony, pudamminury, 3B8ipo6oio abo iHIIIX
Ipenaparis, 1[0 iHAYKYIOTh I€YiHKOBI (pepMEHTH; 37I0BXKUBAHHSA aJIKOT0JIeM; HEeIOCTaTHICTh
TJIyTaTiOHOBOI CUCTEMHU, HaIPUKJIaZ HEIIpaBUIbHE XapuyBaHHs, KicTo3Huu ¢iopos, CHII,
TOJIONYBaHHS, MYKOBIiCIMI03, KaXeKcisl) MpUiHATTA 5 I abo Ginblle mapameTaMoiy MOXKe IPU3BECTH
[0 YpaXeHH [IeYiHKHU.

CumnToMu nepefo3yBaHHA B nepii 24 rogunu: 61igicTh, HyHoTa, 6/TI0BaHHS, aHOPEKCid Ta
abpgomiHanbHUH O0ilb. YpaXkeHHS MeYiHKKM MOXKe CTaTH SBHUM depe3 12-48 roguH micis
nepeno3yBaHHs. M0oXyTh BUHUKATH MTOPYIIEHHS MeTa001i3My I'JTIOKO3K Ta MeTabOoMiuHuH allugos.
[Tpu TSKKOMY OTPY€EHHI ITe4iHKOBa HEJOCTATHICTh MOXKe IIPOrpecyBaTy B eHlledasionarito,
KPOBOBUIIMBY, TIMOTIiKEMil0, KOMy Ta MaTH4 JIeTaJlbHUY HACHiAOK. ['0CTpa HUPKOBa HEJOCTATHICTH i3
TOCTPUM HEKPO30M KaHaJIblliB MOXKe IPOSIBISTUCS CUIbHUM 00JIeM y [OiNISHIN IOoMepeKy, reMaTypi€io,
IIPOTEIHYpi€lo i PO3BUHYTUCH HaBITh 3a BiICYTHOCTI TSXKKOT0 ypaXkKeHH IediHKu. Bin3Havyanace
TAKOXK CepIieBa apuTMisd i TaHKPeaTHur.

Cumnmomu nepedo3yB8aHHA UemupusuHy 2i0poxa10pudoM.

CHUMIITOMH, 1110 CIIOCTEPIraaucs micisa CyTTEBOTO Mepeno3yBaHHs LIEeTUPU3UHY, TOJIOBHUM
YHMHOM IIOB’s13aHi 3 BIIJINBOM Ha LIeHTPaJIbHy HEPBOBY CUCTeMY ab0 3 eeKTaMu, 1[0 MOXKYTh
BKa3yBaTH Ha aHTUXOJiHepriyny mito. [1o6iuni edexTH, npo AKi MOBiIOMIANOCS MiCIsA
IPUUOMY [I03H, L0 MIEPEBUIIyBaja I0OHAMMeHIIe ¥ 5 pa3iB peKOMeHI0BaHy J000BY 103y,
BKJIIOYAIOTh: CIIJIyTaHICTh CBIIOMOCTI, Jlapelo, 3allaMOpPOY€EHHS, MIiIBUILEHY BTOMJIIOBaHICTh,
royioBHUH 6inlb, HE3OyKaHHS, Mifgpia3, cBepOixkK, HECIIOKiH, cefallito, COHIUBICTh, CTYIIOP,



TaxXiKap[iio, TPeMOp, 3aTPUMKY CEUYOBUITYCKAHHS.
Cumnmomu nepe0do3yB8aHHA (peHineppuHy 2i0poxa0pudom.

[Tepeno3yBaHHA (peHiTePpUHOM MOXKe IPU3BECTH [0: apTepiaibHOl rinepTeH3il 3 pedIeKTOPHOI0
OpapuKapmielo, HePBO3HOCTI, TOJIOBHOT'O 00JII0, 3aIlaMOPOYeHHSsI, 6€3COHHS, HYOOTH, OTI0BAHHS,
Taxikappii, Big4yTTsa cepuieOUTTS, ajleprivHuX peakiliii, Migpia3dy, rocTporo Hanagy 3aKpUTOKYTOBOI
rrIayKoMu (IepeBakHO Y pa3i HagBHOCTI 3aKPUTOKYTOBOI TJIayKOMHU), AU3YPil Ta 3aTPUMKHU Cedi
(mepeBaXkHO y pa3i HaABHOCTI OOCTPYKIil CEY0BOr0 Mixypa). Y TAXKKUX BUNTaIKax MOXKe BUHUKHYTHU
30eHTeXKeHHS, raoliHallil, CyAoMu Ta apuTMii. OgHaK Npu nepefo3yBaHHI KOMOIHOBAHOTO
IpernapaTty TOKCUYHa JI03a IapaleTtamoiy Oyne qocsirHyTa HabaraTo paHile, HiXK BUSBISATHCS
TOKCUYHI edekTu heHineppuny.

JIiKy8aHHA.

[TamienTa cuif HeralHO OCTABUTH Y JIIKapHIO, HaBiTh SKIIO BiICYTHI paHHI CUMIITOMU
nepeno3yBaHHs. CUMITOMHU MOXYTh OyTH 00MexKeHi HygoTowo Ta 0/1r0BaHHSIM ab0 MOXKYThb He
BimoOpazkaTu TSIKKOCTi Iepeio3yBaHHs Y PU3UKY YPaxKeHHS OpPraHiB.

JIikyBaHHS BKJIIOYA€ CUMIITOMATUYHI Ta MiATPUMYIOUi 3axoqu. fAKIo HagMipHa J03a mpemnapary 6yiia
HpI/IfIHﬂTa Yy MéeXaXx 1 TOOUHU, IMOKa3aHi IIPOMUBaHHA IIJIIYHKA Td 3aCTOCYBAHHA aKTUBOBAHOI'O
Byrins. KOHIIEHTpallito mapalieTaMoiy y IIjla3Mi KpPoBi CITifi BuUMipioBaTy dyepes 4 roguHu abo
ni3Hime micns npuitoMy (6inbIn paHHI KOHLIEHTPallil € He ocToBipHUMHU). JIiKyBaHHS N-
aLeTWINUCTEIHOM MOoXKe OyTH 3aCTOCOBAHO IIPOTATOM 24 FOOUH Iicig IPUIOMY IIpenapary,
ajie MaKCUMaJbHUM 3aXUCHUM e(PeKT HacTae Py MOTO 3aCTOCYBaHHI IIPOTSITOM 8 TOAUH
nicng npuiioMy. EQeKTUBHICTh aHTUAOTY apalneTaMoly Pi3K0 3HUKYETHCS MIiCSA IIHOTO
yacy. [Ipu HeoOXiIHOCTI MallieHTy BHYTPIITHEOBEHHO CITifl BBOOUTU N-alleTUJIIIHACTEIH, 3TigHO
3i BCTAHOBJIEHUM IIepesikoM f03. [Ipu BigCcyTHOCTI 6/1F0BaHHS MOXKHa 3aCTOCOBYBATH
METIOHIH IIepopabHO gK BIiNNIOBIIHY albTepPHATUBY V BilfaJeHUX palOHax [103a JliKapHel.

ITob6iyHi peakuii.

3 60Ky cucmemu Kpoei ma aimpamuyHoi cucmemu: TPOMOOITUTOIIEHIS, arPaHyIOLUTO3,
aHeMis1, cynbbhremornobinemis i MmetreMmornobinemis (11iaHo3, 3aguinka, 00711 B cepiii),
reMOJIITUYHAa aHeMis, CUHIII Y4 KPOBOTEYl.

3 6oky Hepeosoi cucmemu: TOJIOBHUM 6ilb, 3a1TaMOPOYEHHS, TAPECTe3isi, CyIOMH, IUCTEB3is,
OUCKiHEe3isI, IUCTOHIA, HEIPUTOMHICTh, TPEMOp, aMHe3is, IOPYLIEHHS [1aM A Ti.

3 60Ky opeaHie 30py: TIOPYIIEHHS aKOMOAallil, HeYiTKiCTh 30py, MUMOBIIIbHI PyXU OYHOTO
sa061yKa.

3 6oky opaaHis cayxy ma pieHosazu: BEPTUTO.

3 60Ky cepueso-cy0uHHOi cucmemu: TaXikapisi, BiT4yTTs cepueOuTTs, cepleBi apuTMii,
apTepiajibHa rinepTeHsid.

3 60Ky OuxaavHoi cucmemu: OPOHXOCIIa3M Y MAlli€HTIB, YYTIUBUX [I0 alleTUIICAIIUIOBO]
KUCJI0TH Ta fo inmux HII33, dhapuHrir.



3 6oxy mpasHo20 mpakmy: abgoMiHanbHUN 6inb, CYXiCTh Y POTI, HYHOTA, miapest, 6inb B emiracTpii,
OJTIOBaHHS.

3 60Ky HUPOK ma cevosusiOHOi cucmemu: OU3YPIid, €Hypes, 3aTPUMKa Ceul.
3 60Ky eHOOKPUHHOI cucmeMmu: TimoriKeMis, ax [0 TimorimikeMiyHOI KOMH.
3 60Ky xap4ysaHHA ma 0OMiHy pe4yOoBUH: TOBUIIEHUN alleTHT.

3 6oky eenamobisiapHoi cucmemu: IOPYLIeHHS GQYHKIIM NeYiHKY (MiABUINEHHS PiBHSA
6inipy6iHy Ta nediHkKoBUX (GepPMEHTIB: TpaHCcaMiHas, yxkHoi pocdaTasy, y-
rayTaminTpancdepasu), ik IpaBuio, 6e3 pO3BUTKY KOBTSHHUILI.

3 6oky imyHHOI cucmemu, WKipu ma niOWKipHOi KAIMKOBUHU: PeaKIlii TimepyyTIuBOCTI, Y
TOMY 4MCIIi aHadinakcis, aHabimaKTUYHKN 110K, CBepOiXK, BUCHUIIAHHS Ha IKipi Ta CIM30BUX
00010HKaX (BK/IIOYAIOUYM €ePUTEMATO3HUM Ta TeHepali30BaHU BUCHII), KPOIIUB'THKA,
AHTiOHEeBPOTUYHUM HAOPSK, MiCIleBi MeIMKaMeHTO3Hi BUCUIIAHHS, MYJTbTU(HOPMHA
eKCymaTuBHa epuTeMa (y ToMy umcii cuaapoM CTiBeHca-[[;)KOHCOHA), TOKCUUHUAMN
emimepManbHUK HEKPOJIi3 (cuHapoM Jlakenmna), HaOpsaKu.

3 60Ky ncuxiku: COHIUBICTh, TPUBOXKHICTb, arPECUBHICTD, CIUTYTAHICTh CBiIOMOCTI, mempecis,
ramouuHanii, 6e3CoHHS, TiK, CyillUgaNIbHi TYMKH.

3azanvHi nopyweHHA: TifBuUIlleHa BTOMIIOBaHICTh, aCTeHis, He3MyKaHHS, HaOpsK.
O6cmediceHHs: 30iMbIIEHHS MacCH Tifna.

[ToBimoMmeHHs mpo Mo0iYHiI peakilil MicJs peecTpallil TiKapcbKoro 3aco0y Ma€e BaK/IMBe
3HaueHH. Lle mae 3MOry NpoBOAUTYU MOHITOPHHT CIIBBIAHOIIEHHS KOPUCThL/PUIUK IIPU
3aCTOCYBaHHI IIbOTO JTiKapchKOro 3aco0y. MemguuHuM Ta papMalleBTUYHUM ITpalliBHUKAM, a
TaAKOX TallieHTaM a0o iXx 3aKOHHUM IIpe[CcTaBHUKAM CJIifl IIOBiIOMIISITH IIPO yCi BUMTAAKK
nifo3poBaHuX M00IYHUX peakKlliil Ta BiiCyTHOCTI e(eKTUBHOCTI JTiKapChKOTO 3aco0y yepes
aBTOMaTHU30BaHy iHGOpPMaliiiHy CUCTeMYy 3 papMaKOHATIAAY 3a IOCUIaHHSIM:
https://aisf.dec.gov.ua

TepMmiH NpuUaaTHOCTI.

4 poxu.

YmoBH 30epiranns.

30epiraTtu B opuTiHabHil yIakoBIl Ipu TeMepaTypi He Buie 25 °C. 30epiraté B HEOOCTYIIHOMY
IJIST OiTed Micti.

YnakoBka.


https://aisf.dec.gov.ua

I[To 5 r mopomiky B cate, 1o 10 caile y KapTOHHIN mayIy.

KaTteropis Bigmycky.

be3 perenra.

BupoOHHUK.
Eseptonxen Jlang Caencus Jlimiten/

Evertogen Life Sciences Limited.

Micue3HaxoaKeHHsI BHPOOHHKA Ta HOT0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

[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,
[Monemnani (Bi), Enuepna (Em), Maxaby6Huarap, Tenaurana, IH-509 301, Iamis /

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



