IHCTPYKIOIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

CEMJIOIIIH®

(SAMLOPIN®)

Cknao:
ditoua pevosuHa: S(-) amlodipine besylate;
1 TabneTtka mictuth S(-) ammomuniny 6ecunaT eKBiBaeHTHO S(-) amyioguiiny 2,5 Mr a6o 5 mr;

JonoMidCcHI peuoBuHU: 11eJIi0JI03a MiKPOKPHUCTaliuHa, Kaiblliio rigpodocdaTt gurigpar, 3asiza OKCup
xkopTu# (E 172), KpeMHito miokcup Konoiguuit 6e3BOMHUM, HATPil0 KPOXMAIbIIIKOIAT (THI A),
MarHiwo cTeapar.

Jlikapcbka ¢popma. TabneTku.

OcHoBHI (i3uko-xiMiuHI 81aCMuB0OCMI: CBITI0-)KOBTOT'0 KOJIbOPY KPYTIi, IJIOCKOLUTIHAPUYHI
TabneTky 3 ¢hackom Ta JorotunoM «K» 3 omHOTro 60oKy.

dapMakoTepaneBTHYHA rpyna. CeleKTHBHI aHTArOHICTH KaJIbIlii0 3 TepeBaxKHUM BIIJTHBOM Ha
CYOVHH.

Kog ATX C08C A01.

dapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Amnopumis - paneMiuga cymiur S(-) Ta R( ) i3omepis. S(-) amlodipine - akTuBHa XipanbHa ¢popma
aMJIO[UIIIHY - @HTArOHICT Kasbllilo (MoXigHe OUTifpOoIipuanHy), 10 0J10Kye HaAXOOKeHH i0HiB
KaJIbI[il0 0 MiOKapAa Ta A0 KJIITUH I'JIafeHbKUX M A3iB.

MexaHi3M TinoTeH3UBHOI [Iii aMIOIUIIIHY 3yMOBJIEHUY 0€310CcepeIHb0I0 Po3cIabiIioyoio Tielo Ha
rIafeHbKi M'g3u cyauH. TOYHUM MeXaHi3M aHTUaHTiHAIBHOTO e(PEKTY aMJIOOUIIiHY BU3HAUYEHUN
HeIOCTaTHHO, OfHAK HUXKYe3a3HaueHi e(eKTH BifirpaloTh IEBHY POJIb.



1. AMnogutmiH po3mupIOE TepuepruyHi apTepioy i TaKUM YMHOM 3HUXKYE NepudepudHuil omip
(mocTHaBaHTaxeHHs). OCKiIbKY CepLeBUN PUTM 3aJIMINAETHCS CTA0ITbHUM, 3HUKEHHS
HaBaHTaXKEHHS Ha ceplie IIPU3BOOUTD N0 3HUXKEHHS CIIOXKKWBaHHS eHeprii Ta moTpebu Miokapaa y
KHCHI.

2. Po3mupeHHs rO0BHUX KOPOHAPHUX apTepii Ta KOPOHAPHUX apTepios (HOpMalbHUX Ta
ilmeMi3oBaHUX), MOXKJIMBO, TAKOX Biflirpa€e poyib y MexaHi3Mi Oil amnogumniny. Take pO3MUPEHHS
IiABUINYE HACUYEHICTh MiOKapa KMCHEM V TallieHTiB 3i clla3MOM KOpPOHapHOI apTepil (CTeHOKap/His
[TpuHLMeTana abo BapiaHTHa CTeHOKapMis).

Y nmatieHTiB 3 apTepianbHOIO TiepTeH3iel0 3aCcToCyBaHHs npenapaTy 1 pa3 Ha o6y 3abe3meuye
KJIIHIYHO 3Hauyllle 3HUXKEHHS apTepialbHOr0 TUCKY IPOTATOM 24 TOAUH Y [IOJI0KEHH] gK JexXaul,
TakK i cTosiun. Yepe3 MOBiMbHUM IIOYATOK [il aMJIOAUIIIHY TOCTPa apTepiaibHa TimoTeH3is 3a3BUYail He
CIIOCTEPIra€eThCH.

Y mairieHTiB 3i cTeHOKapMi€lo Ipy 3aCTOCYyBaHHi ofiHiel H060BOI HO3U Ipenapary MmigBUIIYEThCS
3arajapHUM 9ac Gi3MYHOr0 HaBaHTaXKEHHS, 9ac [0 IT0YaTKy CTeHOKapAil i 9ac mo 1 MM genpecii
cermenTa ST. [IpenapaT 3HUKYE YaCTOTy HallafliB CTEHOKaPii Ta 3MeHIIye MoTpedy y 3acToCyBaHHI
HITPOTJIiLlepUHY.

AMJTOTIUIIIH He acoII0ETLCS 3 OyAb-IKUMU MOGIYHUMY MeTabomiyHuMY AisiMu abo 3MiHaMu piBHS
JinimiB y a3Mi KpoBi i MOXKe 3aCTOCOBYBaTHCS TalliEHTaM i3 aCTMOI0, IIyKPOBUM fiabeToM Ta
oIarpoio.

dapmMaxoKiHemuxka.

BCMOKTYBaHHSA/PO3MOMIII.

[Ticns nepopasibHOTO 3aCTOCYBaHHS TePaleBTUYHUX N03 aMJIOOUIIH IIOCTYIIOBO abCcopOyETHCS y
na3My KpoBi. OgHOYaCHe BXKMBaHHS 1XKi He BIJIMBA€ Ha BCMOKTYBaHHS aMJIOAUITiHY. AGCO/TIOTHA
6iomoCTymHICTh HE3MiHEHOI MOJIEKYJIM CTaHOBUTE Mpubnu3Ho 64-80 %. MakcumasnbHa KOHIIEHTpallis
y IJIa3Mi KPOBi HOCATAETHCS MPOTATOM 6-12 ropus micnis 3actocyBanHs. O6’eM pO3MOTiNy CTAHOBUTh
npubnu3Ho 21 JI/KT; KOHCTaHTa gucolrianii kucnotu (pKa) amnonurminy ctaHoBUTh 8,6. [TocmimkeHHS
in vitro MpomeMOHCTPYBaIH, 110 3B’ I3yBaHHS aMJIOOUIIHY 3 OilKaMu Ij1a3Mu KPOBi CTAHOBUTD
npubau3ao 97,5 %.

Metaboi3M/BUBEIEHHS.

[lepion HaniBBUBEOEHHS i3 MMJIa3MU KPOBi CTAaHOBUTH NMpuONMu3Ho 35-50 roguH. PiBHOBaxXHa
KOHIIEHTPAIlis y IJ1a3Mi KPoBi JocsAraeThCs micis 7-8 oHiB 6e3mepepBHOT0 3aCTOCYBaHHS ITpemapary.
AMJTOQIUTIIH TOJIOBHUM YMHOM MeTaboi3yeThCsl 3 YTBOPEHHSIM HeaKTUBHUX MeTa0oJIiTiB. [IpubnusHo
60 % BBefeHOI 0031 BUBOOUTLCA i3 ceyelo, mpubau3Ho 10 % 3 IKUX CTAHOBUThH aMJIOAUIIIH Y
He3MiHEeHOMY BUTJIAML.

[TamiedT TiTHLOTO BiKY.

Yac mocATHeHHS PiBHOBaXKHUX KOHIIEHTPAIliM aMJIOAUIIIHY Y IJIa3Mi KpOBi OAiOHUY Y MallieHTiB
JIITHBOTO BiKY Ta Y JOPOC/IMX IAI[iEHTIB MOJIOAIIOro BiKy. KiipeHc aMmofuminy 3a3Bu4ail felno
3HUXKEHUH, 110 V MalliEHTIB IITHLOTO BiKy IPU3BOAUTD OO0 30iNMbIIeHHS IIJIOIII il KPHBOIO
«KoHIeHTpauisg/4ac» (AUC) Ta nepiony HaliBBUBEEHHS IIpenapary.

[NarienTy i3 mopyieHHsIMYU GYHKITI HUPOK.



AMJTOIUIIIH eKCTEHCUBHO 0ioTpaHCHOPMYETLCS N0 HeaKTUBHUX MeTaboriTiB. 10 % amnoguminy
BUIINIIETHCS Y HE3MIHEHOMY BUTJIAMI i3 ceyelo. 3MiHM KOHIIEHTpallil aMJIOOUIIIHY V IIJTa3Mi KPOBi He
KOPEJIOIOTh 3i CTyIleHeM MopylLIeHH GQYHKII1 HUPOK. [lallieHTaM i3 mopymeHHAMEA QYHKII1 HUPOK
MOXKHa 3aCTOCOBYBaTU 3BUYaKHI 03U aMJIOOUIIIHY. AMJIOOUIIIH He BUOANISETHCS LUIAXOM Hiamizy.

[lamieHTH i3 mOpVIIeHHAMY MVHKINI ITeYiHKNA.

[adopmariis mogo 3aCTOCYBaHHSA aMJIOAUIIIHY NallieHTaM i3 TOopyIIeHHAMY (YHKIIil IeYiHKY TyXKe
oOMexeHa. Y TallieHTiB i3 Ie4iHKOBOI HeIOCTATHICTIO KITipeHC aMJIOAUIIIHY 3HUKEHUH, 1110
IPU3BOUTH [0 30iNbIlIeHHS TPUBAJIOCTI Iepiofy HamiBpo3nany Ta Ao 36inemenHs AUC nmpubnu3Ho Ha
40-60 %.

KriniuHi xapaKTepHUCTHKH.
Iloka3anus.

- ApTepianbHa rinepreHsis.

- XponiyHa cTabinbHa CTEHOKAPIis.

- BasocnactuyHa cTeHOKaphisa (cTeHoKapmis ITpuHIIMeTana).

IIpomunoka3zaHnus.

- Bigoma mimBuIleHa YyTIMBICTh 10 OUTIOPOMiPUOUHIB, aMIOOUIIHY ab0 [0 Oyab-IKOTO iHIIOTO
KOMITOHEHTa IIpenapary.

- ApTepianbHa rinoTeH3is TSIXKKOI'0 CTyIEeHd.
- [lIok (BKMOYayy KapoiOreHHUH III0K).
- O6CTPYKIis BUBITHOTO TPAKTY JIiBOTO IMIUIYHOUKA (HAIPUKJIaZ, CTEHO3 a0PTU TSXKKOTO CTYIIEHS).

- T'emoprHaMmiuHO HecTabibHaA ceplieBa HEJOCTATHICTh IicIIs TOCTPOro iHdapKTy Miokappa.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
Bnaue iHwux aikapcvkux 3acobie Ha ama00uniH.

HasBHi maHi momo 6e3meYHOro 3aCTOCYyBaHHS aMJIONHUITIHY 3 Tia3uOHUMHU [AiypeTHKaMH, anbda-
6mokaTtopamu, 6eta-6;10kaTopamy, iHribitopamu ATI®, HiTpaTaMu IIPOIOHTOBAHOI [il,
CyOiHTBaIbHOIO (OPMOIO HiTPOTIillepUuHY, HECTEPOITHUMH IIPOTU3ANAIbBHUMHE JTiIKapChKUMHU
3acobamu, aHTHOIOTHKAMY, OPaJIbHUMH TilOTIiKeMiYHUMH JTIiIKapChKUMH 3aCc00aMu.

[laHi, oTpuMaHi y IpOLECi in vitro 0OCIifXkKeHs i3 II71a3MO0I0 KPOBi JIIOOWHY, CBiYaTh IIPO BiACYTHICTD
BIIJIUBY aMJIOJHUITIHY Ha 3B’sI3yBaHHS 3 6iTKaMu KPOBi JOCTIIXKYBaHUX JTiKapChKUX 3aC00iB (AUTOKCUH,
deniToin, BapbapuH abo iHgOMeTaIUH).



IHeibimopu CYP3A4.

OpHoYacHe 3aCTOCyBaHHS amyioauminy Ta iHriditopis CYP3A4 notyxkHo1 abo momipHoi il (iHribiTopu
IpoTeas, a30JIbHi IPOTUTPUOKOBI 3aCc00M, MAaKpOJIioy, TaKi K epPUTPOMILIMH ab0 KJTapUTPOMIIIUH,
Beparmnamin abo gunTiazeM) MoXke MPU3BECTH N0 3HAYYILIOTO MiABUILEHHS €KCIIO3UIil aMIOAUIIIHY, 1110
TaK0kK MOXKe IPU3BECTU [0 MifBULIEHHS PU3UKY BUHUKHEHHS rinoTeH3il. KiiHiuHe 3Ha4eHHS TaKUX
3MiH Moxke OyTu OilbIll BUpaXkKeHUM Y IMallieHTiB TITHLOTO BiKy. Moxe OyTH HeoOXimHUM KITiHiuHe
CIIOCTEPEXKEHHS 3a CTAHOM TallieHTa Ta migdip mo3u.

He pekoMeHIy€eThCSI OMHOYACHO 3aCTOCOBYBATH aMJIOTHUITIH Ta ITpeindpyTu abo rpeindpyToBuii cik,
OCKIiJIbKY ¥ IeIKHX NallieHTiB 6i0l0CTYMHICTh aMJIOAXIIIHY MOXKe IigBUIIYBaTUCS, 1110 3i CBOT0 OOKY,
IIPU3BOIUTH [I0 ITOCUJIEHHS TilTOTEH3UBHOI Mil.

Inoykmopu CYP3A4.

KoHueHTpanis amIoguIiny B a3Mi MoXke 3MiHIOBATUCH ITiC/IA OMHOYACHOI'0 3aCTOCYBaHHS BiJOMUX
ingykTopiB CYP3A4. ToMy ciif IPOBOAUTH MOHITOPUHT apTepiabHOTO TUCKY i KOperyBaTu J03y 3
ypaxyBaHHSIM OJHOYACHOT0 IPUIOMY LIMX JTIKAPCHKUX 3aC00iB IK BIPOAOBXK TaK i MiCIsA CYyIyTHHOTO
JiKyBaHHS, 0COOIMBO 1€ CTOCYEThCS CUMbHUX iHAYKTOpPiB CYP3A4 (Hanpukian pudaMiiuugy,
3Bip00010 3BUYANHOTO).

[lanmpoaseH (iHdy3ii).

Y TBapuH cHoCTepiraaucs LITyHOYKOBi GiOpuisALil 3 meTabHIM HACTigKOM Ta CEepLeBO-CYIUHHUN
KOJIaIIC, 110 aCOLif0BaIUCA 3 TillepKaslieMi€lo, Mics 3aCTOCYBaHHS BepalaMiny Ta JaHTPOJIeHy
BHYTPIITHEOBEHHO. Yepe3 PU3UK PO3BUTKY TilepKalieMii peKOMeHOOBaHO YHUKATH 3aCTOCYBaHHS
0JI0KaTOPiB Ka/JIbI[iEBUX KaHAJIB, TAKUX SK aMJIOTHUITIH, CXUJIBHUM [0 3JI0SKiCHOI TimepTepMii
nalieHTaM Ta IIpHU JIiKyBaHHi 3JI05IKiCHOI riepTepMil.

Bnaue amaoduniHy Ha iHWI AikapcoKi 3acobu.

limoTeH3uBHUY e(pEKT aMJIOAUIIIHY IOTEHIIIOE TiIMOTEH3UBHUM €(DEKT iHIINX aHTUTINEePTeH3UBHUX
3aco6iB. AMJIOnUIIiH He BIJIMBa€E Ha papMaKOKiHETHKY aTOpBACTATUHY, IUTOKCUHY, BaphapuHy.

Takpoaimyc.

IcHye pU3UK MifBUIIEHHS PiBHS TAaKPOJIIMyCy B KPOBi IIPXA OQHOYaCHOMY 3aCTOCYBaHHI 3
aMJIOMUIIIHOM, OfIHAK (hapMaKOKiHETUYHUY MeXaHi3M TaKol B3a€EMO[il ITOBHICTIO HE BCTAHOBIIEHO.
[ITo6 yHUKHYTHA TOKCUYHOCTI TaKPOJIiMyCy IIpU CYIIyTHbOMY 3aCTOCYBaHHI aMJIOTUIIiHY, TIOTPi6eH
PeryspHUAN MOHITOPUHT PiBHS TaKPOIIMYyCy B KPOBi Ta, 3a He0OXigHOCTi, KOPEK1Iis fO3yBaHHS.

IHeibimopu mTOR (mammalian target of rapamycin — MilleHi panaMilliHy y CCaBIIiB)

IuribiTopu mTOR, Taki sIK cuposiMyc, TEMCUPOJIIMYC Ta eBepoimyc, € cybctpaTtamu CYP3A.
Awmmopuris € cnabkuM inribitopom CYP3A. TIpy omHOYaCHOMY 3aCTOCYBaHHI aMIOOUIIIH MOXKe
IPU3BOOUTH [0 30inbIIeHHS eKcmo3utlii inridiTopie mTOR.

LukaocnopuH.

HocmimKeHb B3aEMOIill IMKJIOCTIOPHHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 3[[0POBUMHU OOPOBOJIBI[IMHU
abo iHIIMMU IpyllaMy He MPOBOJUIIOCS, 3a BUHATKOM 3aCTOCYBaHHS MallieHTaMH i3
TPAHCIIJIaHTOBAHOI HUPKOI, V SKUX CIIOCTEPIrasocs MiHIUBe MiIBUIIEHHS 3aTAIIKOBO]
KOHIIEHTPallil TUKJIOCIOPUHY (B cepenHboMy Ha 0-40 %). [I71g nauieHTiB i3 TpaHCIIAHTOBAHOO



HUPKOIO, SIKi 3aCTOCOBYIOTh aMJIOAUIIIH, CJIifl PO3T/ISTHYTH MOXK/IUBICTh MOHITOPUHTY KOHIIEHTPAIIil
IIMKJIOCTIOPUHY Ta, 3@ He0OXigHOCTI, 3HU3UTH 03y LUUKIIOCIOPUHY.

CumsacmamudH.

OpHoYacHe 3aCTOCyBaHHS Oaratopa3oBux 103 amuoauniny 10 Mr Ta cuiMBacTaTUHY B 7031 80 Mr
TIPU3BOIUIIO N0 30iNbIIEeHHST €KCIIO3UIlii CUMBACTaTUHY Ha 77 % IOPIBHSHO i3 3aCTOCYBaHHSM JIUIIE
cuMBacTaTHHY. [IJ1s maIieHTiB, SKi 3aCTOCOBYIOTh aMJIOUIIIH, O3y CUMBACTATUHY CJIifl 00MEXUTH [0
20 Mr Ha 100y.

CundeHagin.

Opnopa3zoBui nputiom 100 Mr cunmeHadiny namieHTaMu 3 eCeHIliaIbHOIO TilepTEeH3i€10 He BIIJIMBAB
Ha (papMakokiHeTHKy amnonuniny. [Ipu omfHOYaCHOMY 3aCTOCYBaHHI aMJIONUIIIHY i cungeHadiny K
KOMOiHOBaHOI TepaIllii KOXKeH i3 mpemnaparTiB MPOSBIISIB TiMOTeH3UBHUN e(heKT He3anexkKHo Bif iHITIoro.

THwi nikapcwki 3acobu.

Kniniyni gocmigkeHHS B3a€EMOIii Tpemnaparty moKas3aiy, 110 aMJIOAUIIIH He BIIJIUBA€E Ha
(bapMaKOKiHETHKY aTOPBaCTaTUHY, TUTOKCUHY a00 BapdapuHy.

EmaHoa (ankozonw).

OpHopa3oBuil Ta baraTopa3oBui npuitoM 10 Mr aMIOguUIliHy HE MaB CYTTEBOTO BIIUBY Ha
(bapMOKIHETHUKY eTaHOIy.

CyMicHe 3aCTOCyBaHHS aMJIOAUIIIHY 3 HIUMETUANHOM He MaJjio BIUIMBY Ha (hapMaKiHETUKY
aMJIOUIIIHY.

CyMicHe 3aCTOCyBaHHS MpenapariB alloMiHil0/Mar#iio (aHTalKIiB) i3 pa30BO0 03010 aMJIOJUIIHY He
MaJio CyTTEBOTOBIUIMBY Ha ()apMaKOKIHETUKY aMJIOTUIIIHY.

JlabopamopHi mecmu.

BrnuB Ha MOKa3HUKY J1a00pPaTOPHUX TECTiB HEBiOMMIA.

Oco06.1ueocmi 3acmocyeaHHs1.
besneka Ta eeKTUBHICTh 3aCTOCYBaHHS aMJIOAUIIIHY IIPY TiIePTOHIYHOMY KPH3i He OI[iHIOBaIUCS.
ITauieHmu i3 cepuesor HedocmamHicmio.

IaHiit KaTeropii maIfieHTiB aMJIOOUIIIH CIIifl 3aCTOCOBYBATH 3 00epexkHicTI0. Byo mokasaHo, 1110 y
IallieHTiB i3 CepIieBO0 HEJOCTATHICTIO TSXKKOro cTyneHs (kiac I1I ta IV 3a knacudikariero NYHA)
IIPU 3aCTOCYBaHHiI aMJIOOUIIIHY 3POCTA€ YaCTOTa BUMIAMKiB PO3BUTKY HaOpsKYy yereHs. [lamienTam i3
3aCTiAHOIO CEPIIeBOI0 HENOCTATHICTIO 0/I0KAaTOPH KaJbIiEBUX KaHAJIiB, BKJIFOYAIOYH aMJIOTHUITIH, CJIif
3aCTOCOBYBaTH 3 00€peXkKHiCTI0, OCKIJIbKM BOHM MOXKYTb ITigBUIIYBAaTH PU3UK CEPIIEBO-CYAUHHUX IOTIN
Ta JIeTaJIbHUX BUMAKiB Y MaOyTHHOMY.

ITauienmu i3 nopyweHHAMU QYHKUII NneyiHKU.

[Tepion HamiBBHMBeeHHS aMJIOAUIIiHY Ta MapaMeTpu AUC BHUII y NAIli€HTIB i3 MOpyIeHHIMU QYyHKITII



MeYiHKY; peKOMeHOalli# oao 103 IpenapaTty HeMae. ToMy maHii KaTeropii maiieHTiB cifn
PO3MOYMHATH 3aCTOCYBAHHS MTperaparty 3 HanHuK40i 103u. HeoOxigHo OyTH 06epekHUMU K Ha
IIOYaTKY 3aCTOCYBAHHS IpemnapaTy, Tak i mig 9ac 30inbueHHs qo3u. ITarieHTam i3 TsKK0I0
IIe4iHKOBOIO HEIOCTATHICTIO MOXKe OyTH HeoOXimHMM MOBiNbHUY Mif0ip 03K Ta peTenbHe
CIIOCTEPEXKEHHS 3a CTAHOM ITallieHTa.

ITayieHmu AiMHbO20 BIK)Y.
306inpIIyBaTH qO3y IpelapaTy JaHilk KaTeropii maiieHTiB ciif 3 06epexkHiCTIO.
ITauieHmu 3 HUPKOBOI HedocmamHicmio.

Iawiit kateropii mauieHTiB He0OXiMHO 3aCTOCOBYBATH 3BMYAlHI 103U MpenapaTy. 3MiHM KOHIIeHTpaIlii
aMJIO[UIIIHY Yy IJIa3Mi KPOBi He KOPEIIITh 3i CTyIIeHeM MOPYIIeHb (QyHKIil HUPOK.

AmMmnopguniH He BUOANSAETHCS IIUIAXOM Tiami3y.
AMIIOOUIIiH He BIIMBA€E Ha Pe3y/bTaTy 1a00paTOPHUX JOCTiIKEHE.

He pekoMeHOy€eThCS 3aCTOCOBYBATH aMJIONHUITIH pa3oM i3 rpeundpyrom abo 3 rpeindpyToBUM COKOM,
OCKIiNTbKM YV OeSIKUX TallieHTiB 0i0JoCTynHiCTh MOXKe OyTu 30inbIleHa, 0 IPU3Bee [0 TOCUTIeHHS
TimoTeH3UBHOT0 e(PEKTy Ipemapary.

Hampiti.

Lleit mikapcbku# 3aci6 MicTuTh MeHIe 1 MMoib HaTpito (23 Mr) Ha TabneTKy, TOOTO IPaKTUYHO
BIJILHUM Bifj HATPito.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.
be3neka 3acTocyBaHHS aMJIOQUIIIHY XKiHKaM y epiof BariTHOCTI He BCTAHOBIIEHA.

3aCcTOCOBYBaTH aMJIOQUIIIH Y IIepiof] BariTHOCTI peKOMEHAYEThCS JIUIlle y TUX BUIafKaX, KOJIX HEMae
Oe3neuHinIol afbTePHATUBY, @ PU3UK, II0B’I3aHUY i3 CAMUM 3aXBOPIOBAHHSM, IEPEBUIIYE MOKIIUBY
IIKOAY Bif JIIKyBaHHS [OJI1 MaTepi Ta IJIofa.

Y mpotueci gocnifxKeHb Ha TBApUHAaX IIPU 3aCTOCYBaHHI BUCOKUX 103 CIIOCTEpiransacs penpoayKTUBHA
TOKCUYHICTB.

ITepiod 200ysaHHA 2pydoH0.

AMJTOOUTIIH €KCKPETYETHCA Y TPYAHE MOJIOKO. KinbKiCTh aMJIOOUIIHY, IKa MOXe IMOTPaIIaTi QUTUHI
i3 rpygHUM MOJIOKOM MaTepi, MOXe CTaHOBUTHU Bif 3-7 1o 15 % mo3u, 1o 3acToCOByBajacsa MaTip’'1o.
BnnuB aMiiopuniny Ha HOBOHaPOMAXKEeHUX HeBifoMuu. [Ipy NPUUHATTI pillleHHs PO IPOLOBXEHHS
TOOyBaHHS I'PYALIO YK IIPO 3aCTOCYBaHHS aMJIOAUIIIHY HEe0OXiIHO OIiHIOBaTH KOPUCTh FOOYBaHHS
TPYAOI0 OJI DUTHUHYU Ta KOPUCTH Bifl 3aCTOCYBAaHHSA IIpenaparty Ajis MaTepi.

depmuabHicMb.

[ToBimommsinocst mpo 060poTHi 6ioxiMiuHi 3MiHK T'OJIOBKY CIIePMAaTO30ifa y AesIKUX MallieHTiB Ipu
3aCToCyBaHHi 6710KaTOpPiB KanbllieBuX KaHauiB. KiiHiuHoi indopmallil 1100 MOTEHIIIHHOTO BIIJIUBY
aMJIOJUIIIHY Ha (HepTUJIbHICTh HeIOCTaTHLO.



30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

AMTOUIIIH MOXKe YMHUTH He3HauHuM a00 MOMipHUY BIIJIUB Ha 3[aTHICTh KEPYBaTH aBTOTPAHCIOPTOM
a0o mpaloBaTH 3 iHIIMMU MeXaHi3MaMu.

[IBupKicTh peakuii MoxKe OyTH 3HMKeHa IIPX HasSBHOCTiI TAKUX CUMIITOMIB, SIK 3allaMOPOYEHHS,
TOIOBHUY 0inb, CITyTaHICTh CBimOMOCTiI abo HymOTa.

Cnip 6yTr 06epekHUMH, 0COOIMBO Ha MMOYaTKy Teparil.

Cnoci6 3acmocyeaHHss ma do3u.
Hopocai.

Insg niKyBaHHS apTepianbHOI rinepTeH3ii Ta CTeHOKapPAil 3BUYaliHa II0YaTKOBa [i03a Iipernaparty
Cemomia® cTaHoBUTH 2,5 MT S(-) amsionutiny 1 pa3 Ha mo0y. 3aiexkHo Bifi peakilil maIfieHTa Ha
Teparliio 103y MOxKHa 30iMbIINTH 10 MaKCUMaJIbHOI I03H, 1[0 CTAHOBUTL 5 MT S(-) amnoguminy 1 pas
Ha 100y.

[TaumieHTaM 3i CTeHOKapAi€lo IpefapaT MOXkKHa 3aCTOCOBYBaTH K MOHOTepariio abo y koMmOiHalii 3
iHIIMMYU aHTUaHTiHAILHUMH JIiIKapChKUMU 3acobaMu NPU PE3UCTEHTHOCTI [0 HiTpaTiB Ta/abo
ageKBaTHUX 003 OeTa-6710KaTOPIB.

€ mocBig 3acTOCyBaHHS IIpemnapary y KoMm0OiHalii 3 Tia3augHUMK OiypeTuKaMu, anbda-010KaTopaMu,
6eta-61okaTopamu abo iuribitopamu AII® maiieHTaM 3 apTepianbHOIO TilepTeH3IEl0.

Hemae HeoOximHOCTI y migbopi 103U mpemnapaTy Ipu OGHOYACHOMY 3aCTOCYBaHHI 3 Tia3uIHUMU
niypetukamu, 6eTa-0mokatopaMu Ta iHribitopamu AITO.

ITayieHmu AiMHbO20 BIKY.

Hemae HeoOximHOCTI y migOopi mo3u mjis gaHol KaTeropii marieHTis. [TinBuieHHs J03H CIIif
IIPOBOJUTH 3 00EPEKHICTIO.

ITauieHmu i3 nopyweHHAMU PYHKUil HUPOK.

PexoMeHOy€eThCS 3aCTOCOBYBATH 3BUYalHi 03U MIpenapaTy, OCKiJIbKY 3MiHK KOHIIEHTpalii
aMJIOIUITIHY y TJ1a3Mi KPOBi He ITOB’3aHi 3i CTyIeHeM TSKKOCTI HUPKOBOI HEJOCTAaTHOCTi. AMJIOAUIIiH
He BUBOOUTHCS LIUIAXOM Hiamizy.

3acmocysaHHA nauieHmMam i3 nopyweHHAMU pyHKYil neyviHKu.

o3u npemnaparty Ad 3aCTOCYBaHHS IallieHTaM i3 MOpyIIeHHIMU (QyHKIIil TeYiHKY Bif IETKOTO [0
TIOMipHOTO CTYTIEHS TSIKKOCTi He BCTAHOBJIEHi, TOMY mifg6ip MO3M CIlif TPOBOOUTH 3 00epexkHICTIO Ta
IIOYMHATH 3aCTOCYBaHHA i3 HAMHUXKYOI [03H4 (OUB. po3ainu «PapMaKoIOTiuHi B1aCTUBOCTI.
dapmakokineTuka» i «OcoOIUBOCTI 3aCTOCYBaHHS»).

dapMaKOKiHETUKY aMJIOOUIIIHY He [OCTigXKyBa/y y MMalli€HTiB i3 MOPYLIeHHAMHU (PYHKIIil TeYiHKA
TSKKOTO CTYIIeHs. Y MallieHTiB i3 MOpylIIeHHAMY (QYHKII] IeYiHKU TSIKKOTO CTYTIeHsS 3aCTOCYyBaHHS



AMJIOMMITIHY CJIif MMOYMHATH 3 HAWHUKYOI 03K Ta MTOCTYIIOBO ii 30ibIIyBaTH.

Ta6neTku 1o 2,5 Mr npenapaTy Cemyonin® He Ipu3HayeHi A1 PO3IO/iTY HaBIi A1 OTPUMAaHHS
go3u 1,25 mr.

Ta6neTku 1o 5 Mr npenapaTty Cemonin® He MpU3HAYeHi [ PO3NOMIIY HABII AJI OTPUMAaHHS N03K
2,5 MT.

Himu.

Besneka 3acTocyBaHHS S(-) aMJIOOUIIiHY AiTAM He foBefeHa. [IpenapaT NIpOTUNIOKAa3aHUM A1
3aCTOCYBaHHS 11iif BiKOBi# KaTeropii malieHTiB.

Ilepedo3yeanHs.
IocBi HABMUCHOTO IePeNOo3yBaHHs aMJIONUIIIHY 00MeXKeHUH.

Cumnmomu nepedo3ysaHHs: HasiBHa iH(pOpMallis Ja€ MifCTaBy BBaXKaTH, 1110 3HaYHE
mepefo3yBaHHS  aMJIOAHUIIIHY IPU3Befe N0 HaAMipHOI nepudepuyHol Ba3oguiaTallil Ta, MOXKIIHUBO,
no pedaeKTopHOI Taxikapmii. [ToBimoMIIsIIOCS PO PO3BUTOK 3HAYHOI Ta, MOXKJIMBO, TPUBAJIO]
CHCTEMHOI TirtoTeH3il, BKII0YaouH IIOK i3 JIeTajJIbHUM HaCIiIKOM.

3pigka moBiZOMIISIIOCS PO PO3BUTOK HEKapAioreHHOro HaOpsIKy jiereHiB BHACIiTOK
nepemno3yBaHHsI aM/IOMUIIIHY, AKHMHA MOXKe MaTH BiICTpOYeHHH MOYaTOK (uepe3 24-48 romun
mic/isi MpUioMy) i mMOTpeOdyBaTH MTYYHOI BEHTHIsAMII iereHb. ®aKTOpaMH, 10 CIPHSIOTH
PO3BHTKY HEKapaioreHHOro HaOPsIKy jlereHb, MOXKYTh OyTH paHHi peaHimaniiHi 3axomu
(BK/II0UaIOUH NepeBaHTaKeHHs PiTuHOI0) A1 miaTpuMKH nepdysii Ta cepueBoro BUKUAY.

JIiKy8aHHA: KJIIHIYHO 3HaYYyllla TiI0TeH3isd, 3yMOBJIeHa [Iepef03yBaHHAM aMJIOQUIIiHY, BUMarae
aKTHUBHOI IiATPUMKH TisITbHOCTI CEPIeBO-CYOUHHOL CUCTEMH, BKITIOYAI0YX YaCTUM MOHITOPUHT
GYHKLIN cepls Ta AWXaHHS, MiAHATTS HUXKHIX KiHIIIBOK, MOHITOPUHT 00’€My LIMPKYJIIOI0YO0] PiTUHU Ta
CEeYOBUOINIEHHS.

[ BIGHOBIIEHHS TOHYCY CyIUH Ta apTepiaJibHOr0 TUCKY MOXKHA 3aCTOCYBAaTU CYAUHO3BYXKYyBaJIbHI
IpernapaTy, yIIeBHUBIIKCH Y BiICYTHOCTI TPOTHIIOKa3aHhb [I0 1X 3aCTOCYBaHHS. 3aCTOCYBaHHS KaJbIIii0
TJTIIOKOHATY BHYTPIIIHbOBEHHO MOXKe OyTH KOPUCHUM [J151 HiBeTloBaHHS e(eKTiB 6710Kagu KalbllieBUX
KaHaJIiB.

YV mesikux BUIIafKax Moxe OyTH KOPUCHUM IIPOMUBAHHS IITYHKA. 3aCTOCYBaHHS aKTUBOBAHOTO
BYTi/JIS 3MOPOBUM 0OPOBOIBLSAM IIPOTATOM 2-X TOOUH IIicyis BBegeHHs 10 M aMIOAUIIiHY 3HAYHO
3MEHILINUJIO PiBEHDb UOT0 BCMOKTYBaHHS.

OckinbKy aMIOguIiH 3HaYHO0 Mipolo 3B's13yeThCs 3 Ginkamu, edeKT fmianily He3HaUHUH.

ITo6iuni peakuii.

[Tpu 3acToCyBaHHI aMIOAUIIHY HaliyacTille MOBigOMIISIOCS PO TaKi mo0iyHi peakiiii, AK:



COHJIUBICTB, 3aTIaMOPOYEHHS, TOJIOBHUY 6ifb, MOCUIEHe CepLeOUTTs, MPUILIUBH, OiNlb Y YepeBHii
TIOPOXKHUHI, HyI0Ta, HAOPSIKYU rOMiTOK, HAOPSIKY Ta IifBUIIleHA BTOMJIIOBAHICTb.

[To6iuni peaktii, sSiKi criocTepiranucs mif 4ac 3aCTOCYBaHHS aMJIOIUIIIHY, HaBedeHi HUX4e 3a
CHCTEMaMHU OpTaHiB Ta 3a YaCTOTOI0 BUHUKHEHHS: AyxKe dacTo (= 1/10), gacTo (Bin

= 1/100 go < 1/10), HewacTo (Big = 1/1000 mo < 1/100), pigko (Big = 1/10000 mo < 1/1000), nyxe
pioko (= 1/10000), HeBimoMO (He MOXXKHa BCTAHOBUTHU Ha IIigCTaBi HAIBHUX HAHUX).

3 6oky kpoei ma aimpamuyHoi cucmemu: [Iy:Ke PiIKo — JIEHKOIUTOIEHIS, TPDOMOOLUTOIEHIS.
HesigoMo — nypnypa, aHeMis, arpaHyI0LUTO3.

3 6oky imyHHOI cucmemu: [Iyxe PioKo — anepriyHi peakiii.
3 6oky memaboaizmy ma asimeHmapHi po3aadu: [yxke pimko — rimepriikemis. HeBimomo — cmpara.

3 6oky ncuxiku: HeyacTo — pmempecis, 3MiHM HAacTPOIO (BKJTIOYAI0YU TPUBOXKHICTE), 6e3COHHS. Pigko
— CIUIyTaHICTh CBifoMOCTi. HeBimoMo — HepBO3HICTh, BTpaTa CBiIOMOCTI, IIOPYLIEHHS CHY,
OemepCcoHami3alis.

3 6oky Hepeosoi cucmemu: YacTo — COHJIUBICTh, 3alIaMOPOYEHHS, TOJIOBHUM 6iNlb (TOJIOBHUM YHHOM
Ha II04aTKy JIiKyBaHHS). HeyacTo — TpeMop, AUCTeB3is, CUHKOIIE, TiecTe3is, mapecresid. [Jyxe
piOKo — rinepToHyC, epudepuyHa Helponarisa. HeBimomMo — eKcTpamipaMigHUANW CUHOPOM.

3 60Ky opaaHis 30py: YacTo — moOpyIIeHHS 30py (BKJII0Yauu JUIIIONI0). HeBimoMo — KOH IOHKTHBIT,
Oinb B 04ax.

3 60Ky opaaHis cayxy ma aabipuHmy: HeyacTo — n3BiH y Byxax. HeBinoMo — ImIym y Byxax.

3 6oky cepus: HacTto — nocuneHne cepredbutTsi. Heyacto — aputmist (BK/I04awyy OpaguKkapmiio,
[IUTyHOYKOBY TaXiKapfilo Ta MepexTiHHA nepencepns). [lyxke pigko — iHdapKT Miokapaa. HeBimomo —
TaxiKapfis, Halmafu CTeHOKapAil, opTocTaTUYHa (IIOCTypasibHa) TiloTeH3is, Komarnc, 6ifb y rpyasax.

3 6oky cyOuH: HacTto — mpuniauBu. HedacTo — apTepianbHa rimoTeH3isd. Jyxke pigko — BacKyIiT.
Hesinomo — nepudepryna imemis.

PecnipamopHi, mopakaavHi ma mediacmuHaabHi nopyweHHA: YacTto — pucnHoe. HeyacTo — puUHIT,
Kamrenb. HeBimoM0O — HOCOBa KpOBOTeYa.

3 60Ky WayHKOBO-KUWK0B8020 mpakmy: YacTo — 6inb y XKUBOTIi, Hy[I0Ta, AUCIIEIICisI, TOPYIIEHHS
IIepUCTaIbTUKY KUIIEUHUKY (BKJII0Yal04y 3aIop Ta Aiapeio). HeyacTo — Gii0oBaHHS, CyXiCTh ¥ POTI.
[ly>Ke pifKo — IaHKPeaTUT, TaCTPUT, rinepinasis ssceH. HeBimoMo — aHOpEKCis, BTpaTa aleTury,
IUCKOM(DOPT B eliracTpaabHil iNSHI, METEOpU3M, KUIITKOBa AUCPYHKIA, oucdarisi, 3MiHa
CMaKOBUX BITUyTTiB.

3 6oky 2enamobiniapHoi cucmemu: [Iyxe piIko — remaTuTy, B T. 4. QyIbMiHaHTHUM TeTIaTUT,
JKOBTSIHUIIS, MTiIBUINIEHHS PiBHS MTEYiHKOBUX (PePMEHTIB (1110 Hal4aCTille acolliloBanIocs 3
xonecta3oM). HeBimomo — rinepOinipybinemisi, mopyiieHHs QyHKIIII MeUiHKH.

3 60Ky wkipu ma nidwkipHoi mkaHuHu: HedyacTo — ajomerrisi, mypunypa, 3MiHa 3a0apBlieHHS IIKipH,
IifBUINEeHe TOTOBUINIEHHS, CBepOixK, BUCHIIaHHS, eK3aHTeMa, KponuB'siHKa. [IyxKe pigko —
aHTiOHEBPOTUYHUU HaOpsK, MynbTH(OPMHA epuTeMa, eKChOoliaTUBHUM JepMaTuT, CuHapoM CTiBeHca
—IIxoHCOHa, HAOPSAK KBiHKe, poTouyTauBicTh. HeBinOMO — MOpPYyIIEHHS MirMeHTallil MKipH,
€puTEeMaTO3HUY BUCHUII, MaKyJIONaMyJIsPHI BUCUIIYM, TOKCUYHUN eTifjepMaIbHUN HEKPOIi3.



3 6oky ckesnemHo-M’ 5130801 ma cnoayyHoi mkaHuH: Yacto — HaOpPSK rOMIJIOK, CyHOMHU M'sI3iB.
Hewacto — apTpanris, mianris, 6inb y cniuai. HeBigoMo — purigHicTs M’s13iB.

3 60ky HUpPOK ma ceyosudiabHoi cucmemu: HedacTo — MOPYIIEHHS CEYOBUIINEHHS, HIKTYpis,
TifBUIIIEHA YaCTOTa CEYOBUITYCKAHHS.

3 60Ky penpodykmugHoi cucmemu ma MoA04YHUX 3a103: HedyacTo — iMIOTEHIIis, TiHeKOMacTis.
HeBigomo — cTaTeBa UCOHYHKIIiA.

3azanvHi nopyweHHA ma cmaH micus eeedeHHA: [yxe dyacTo — HaOpsK. YacTo — mifgBUIleHa
BTOMJIIOBaHICTh, acTeHisi. HeyacTo — 6inb 3a rpygHUHOIO, 6inb, HE3OyKaHHS.

HocaidacenHA: HedacTo — 30inbiIeHHs a00 3MEHIIEHHSI MacCH Tifna.
[ToBimOMIIANIOCA PO BUHATKOBL BUIIAKU PO3BUTKY €KCTpalipaMifHOr0 CUHAPOMY.

[ToBigomiieHHs 1po mo6ivHi peakirii.

[ToBimomneHnHs mpo 1mob6iuHi peakilil micns peecTpallil Tikapchbkoro 3aco0y Ma€ BenrKe 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIIBBiIHOLIEHHS KOPUCTH/PU3UK IIPUA 3aCTOCYBaHHI [IEOTO
JiKapCchKOro 3aco0y. MeguuHuM Ta apMalleBTUYHUM IIpalliBHUKAM, a TAaKOX IallieHTaM abo ixHiM
3aKOHHUM ITIPeCTaBHUKAM CJIiT] IOBiTOMJISITH IIPO YCi BUITAAKHK MMi03PI0BAaHUX MOOIYHMX Peakilii Ta
BimCyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMATH30BaHY iHGOpPMAIliliHy CUCTEMY 3
(dhapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.

3 POKH.

YmMmoBH 30epiranssi.

30epiratu B OpuriHaabHi{ yIaKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu y HegOCTYIIHOMY OJIS1 OiTeM MiCIIi.

VYnaxoBka.

[To 14 tabneTok y O6micTepax; mo 2 abo 1o 4, a6o 1o 6 6icTepiB y KAPTOHHIN yIIaKOBIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHUK.



TOB «KYCYM OAPM».

Micue3HaxomaKeHHsI BUPOOHHKA Ta aJpeca Micisi IPOBaJdXKeHHsI HOr'0 Tis/IbHOCTI.

40020, Ykpaina, Cymcebka o61acts, M. Cymu, Byn. CkpsibiHa, 54.

abo

BupoOHHK.
KYCYM XEJITXKEP I1BT JITH/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxomKeHHsI BUPOOHHKA Ta aJipeca Micusi IPOBaJXKeHHsI HOr'o TisyIbHOCTI.
CII-289 (A), PIIKO Inpmactpian apea, Yomauki, bxiBani, [lict. AnBap (PagxacTtan), [Hmis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

abo

BupoOHUK.

TOB «['JIEOD®APM JIT».

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micis MpoBaIXKeHHs HOTr0 Tis/IbHOCTI.

40020, Ykpaina, Cymcrka ob6nacts, M. Cymu, Bys. [JaBumoBchkoro I'puropis, 54.



