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IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKapPChKOIo 3aco0y

CEMJIONITH®
(SAMLOPIN®)

Cknao:

ditoua pevosuna: S(-) amlodipine besylate;

1 Tabnerka MicTUTh S(-) ammoauminy 6ecusar ekBiBaleHTHO S(-) ammoauiny 2,5 mr abo 5 mr;
O0ONOMIJNCHI peuosuHU: TENI0I03a MIKPOKPHUCTANIYHA, Kalbliio Tigpodocdar aurigpar, 3amiza OKCHI
xoptuil (E 172), kpeMHII0 JIOKCUA KOJOiTHUI O€3BOAHMI, HATPIFO KPOXMAIBIIIKOIAT (TUI A), MarHito
cTeapar.

Jlikapcbka ¢opma. TabneTku.
Ocno6Hi Qizuko-Ximiuni e1acmuocmi: CBITIO-KOBTOTO KOJIbOPY KPYTJIi, INIOCKOLMIIHAPUYHI TaOJIETKH 3
dackoro Ta morotumnom «K» 3 otHOTO OOKY.

dapmakoTepaneBTHYHA rpyna. CeIeKTUBHI aHTaroHICTH KaJbLIii0 3 IepPeBaKHUM BIUIMBOM Ha CYIHHH.
Kon ATX C08C AO1.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

Awmnonunin — panemiyHa cymim S(-) ta R(+) i3omepiB. S(-) amlodipine — akTuBHa XipainbHa (opma
aMJIOJIAITIHY — AaHTAaroHICT KajbIlifo (TMOXITHE IUTIAPOMIPUAWHY), MO OJIOKYE HAIXO/KCHHS 10HIB
KaJBI[iI0 IO MiOKap/ia Ta 10 KJIITHH TJIAJICHbKUX M SI31B.

MexaHi3M TINOTEH3WBHOI il aMJIOAMIIIHY 3YMOBJIEHUN O€3MOCepeaHbOI0 PO3CIIa0II0I0U00 i€l Ha
IMaJAeHbKI M’si3u cynuH. TouHuil MexaHi3M AaHTHAHTIHAIBHOTO €(eKTy amIIONUIIiHY BH3HAYEHUH
HEJI0OCTaTHBO, OJTHAK HMKYE3a3HAUCHI €()EeKTH BIIIrParOTh MEBHY POJIb.

1. AwyomumiH po3mMpIOE TMepU(epudHi apTepioNd 1 TAaKUM YHHOM 3HIXKY€E NepupepudHHuil omip
(moctHaBaHTakeHH: ). OCKUIBKH CEPILIEBHI PUTM 3QJIMIIAETHCS CTAOUTPHUM, 3HI)KCHHS HaBaHTAKCHHS Ha
ceplie MPU3BOUTH J10 3HWKEHHS CIIOKHBAHHS €HEPTii Ta MoTpedu MioKap/a y KUCHI.

2. Po3mmpeHHs TOJIOBHUX KOPOHApHUX apTepidi Ta KOPOHApPHUX apTepios (HOPMaIbHUX Ta
1I1eMi30BaHMX), MOJKJIMBO, TAaKOX BIJIrpae poyib y MexaHi3Mmi Aii ammoauminy. Take po3MIUpeHHs
MIJBUIIYE HACUYEHICTh MIOKapAa KHCHEM Yy MAIli€HTIB 31 Ca3MOM KOPOHApHOI apTepii (CTeHOKapis
[Ipunnmerana abo BapiaHTHA CTEHOKAP/is).

VY maiieHTiB 3 apTepiaabHOI0 TIMEPTEH31€10 3aCTOCYBaHHs Npenapary 1 pa3 Ha 100y 3a0e3neuye KIiHIYHO
3HAUYIIe 3HIKEHHS apTeplalbHOr0 THCKY MPOTIAToM 24 TOAWH Yy TMOJOXKEHHI SK JIeXKaud, TaK 1 CTOSYH.
Yepes moBUIHHUI MOYATOK Jii aMJIOIUITIHY TOCTpa apTepiajbHa TINOTeH31s 3a3BHYall HE CITOCTEPIraeThCs.
VY mnaimieHTiB 31 CTEHOKapAi€l0 TNpH 3aCTOCYBaHHI OJHIET AOOOBOI 103U Mpenapary MiJBUIIYETbCS
3arajJbHUN Yac (hi3MYHOTO HaBaHTAXKEHHS, Yac JI0 ITOYaTKy CTEHOKapii 1 yac 0 1 MM nemnpecii cerMeHTa
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ST. Ilpemapar 3HMXKy€e dYacTOTy HamajaiB CTEHOKapAii Ta 3MEHIIye MoTpedy Yy 3acTocyBaHHI
HITPOTJIIEPUHY.

AMJIOTUTIIH HE aCOIIIOETHCS 3 OYIb-IKUMHU TOOIYHUMH META0OMIYHIMH JiIMU 200 3MiHAMHU PIBHS JIIITi/IiB
y TUTa3Mi KpOBI 1 MOX€E 3aCTOCOBYBATHCS TAI[IEHTaM 13 aCTMOIO, IYKPOBHM J11a0€TOM Ta MOJarporo.
Dapmaxokinemuxa.

BcMoKTYyBaHHS/PO3MOILL.

[Ticns mepopanbHOrO 3aCTOCYBaHHS TEPANEBTUYHMX /03 aMJIOAMITIH MOCTYMOBO abcopOyeThes y Mmaazmy
KpoBi. OnHOYacHe BKHMBaHHSI 1KI HE BIUIMBAE Ha BCMOKTYBAaHHS amIofuImiHy. AOCOIIOTHA
010I0CTYIIHICTh HE3MIHEHOI MOJIEKYJIM CTaHOBUTH MpuOIM3HO 64-80 %. MakcuManbHa KOHIIEHTpALis Yy
IUIa3Mi KpOBI JIOCATaeTbes MpoTAroM 6-12 roamu micnst 3actocyBaHHS. O0’eM pO3MONLITY CTaHOBUTH
npubsm3HO 21 1/KT; KOHCTaHTa aucorianii kucaoTu (pKa) amnonuminy ctaHoBuTh 8,6. JlociimkeHHs in
Vitro IPOAEMOHCTPYBAJIH, 1110 3B’A3YBaHHS aMJIOAMITIIHY 3 OUTKaMH IJ1a3MHU KPOBi1 CTAHOBUTH MPHOIU3HO
97,5 %.

MeTab60:113M/BUBEICHHS.

[lepion HamiBBUBEIEHHS 13 IUIa3MH KpPOBI CTaHOBUTH mpuOim3HO 35-50 romuH. PiBHOBakHA
KOHIIGHTpALlisl y IIa3Mi KpPOBi JOcATA€ThCs Michs 7-8 NIHIB Oe3nmepepBHOTO 3aCTOCYBaHHS Ipenapary.
AMJITOAUTIIH TOJOBHUM YHHOM METa0O0Ji3y€EThCSA 3 YTBOPECHHIM HEAKTUBHHUX MeTaOodiTiB. [IpubmmsHo 60
% BBEIIEHOI 103U BUBOAUTHCS 13 ceuero, mpuoimmu3Ho 10 % 3 SIKUX CTaHOBUTH aMJIOJHIIIH Y HE3MIHEHOMY
BUTJISII.

[NaIrieHTH JITHBEOTO BIKY.

Yac nmocsrHEHHs PIBHOBAKHUX KOHIIGHTpAIlid aMJIOMWIIIHY Yy IUIa3Mi KpOBI TMOAIOHMI y TAaIll€HTIB
JITHBOTO BIKYy Ta y JIOpOCIHMX Tali€HTIB Mosoamoro Biky. KiipeHc amiofumiHy 3a3BuUYail Jemio
3HIDKCHHM, IO Yy TMAI[i€HTIB JITHHOTO BIKY NPHU3BOAUTH N0 3OUIBIIEHHS TUIONI IMiJI KPHUBOIO
«xoHmenrparis/gac»y (AUC) Ta nepiofy HamiBBUBEIECHHS Iperapary.

[MarieHTH 13 TOPYIIEHHAMH QYHKIIT HUPOK.

AMIIOUIIIH €KCTEHCUBHO O10TpaHCPOPMYETbCS 1O HEaKTUBHHX MeTabomiTiB. 10 % ammonumniny
BUJIUISETHCS Y HE3MIHCHOMY BHTJISAL 13 cedero. 3MiHM KOHIICHTpaIllli aMJIOJUITIHY Y TijIa3Mi KpPOBI HE
KOPENIOI0Th 31 cTymneHeM mnopyiieHHs (QyHkuii Hupok. [lamieHTam i3 MOpyIIeHHSMH (QYHKIT HHPOK
MO>KHA 3aCTOCOBYBATH 3BUYalHI 1031 aMJIOIUITIHY. AMJIOIUITIH HE BUAAISAETHCS MUITXOM JTiajizy.
[arieHTH 13 HOpynIeHHAMU GYHKITIT TEUiHKH.

[Hdopmariss moa0 3acToCyBaHHS aMJIOJWITIHY TAaIlil€eHTaM 13 TOPYIICHHAMH (QYHKIII MEYIHKH TyKe
oOMerkeHa. Y MAaIlieHTIB 13 NeUiHKOBOIO HEJJOCTATHICTIO KIIIPEHC aMIIOIUTIIHY 3HWKEHHH, 110 IPU3BOANUTH
110 301UIBIIIEHHSI TPUBAJIOCTI Mepioay HamiBposnaay Ta 10 30uibmenHs AUC npubmusHo Ha 40-60 %.

KuainiuHi xapakTepucTukm.

Iloka3zanns.

— ApTepianbHa TinepTeH3is.

— XpoHiyHa cTalijabHA CTEHOKApIis.

— Bazocnactuuna crenokapis (cteHokapais [Ipuaimerana).

Ilpomunoxazanns.

— Bizoma mifgBuIeHa YYyTIMBICTD A0 IUTIIPOHIPUAMHIB, aMIIOAUIIHY a00 10 OyAb-SKOTro 1HIIOTO
KOMITOHEHTA Tperapary.

— ApTepiasibHa TiMoTeH3is TSHKKOTO CTYTCHS.

— ok (BK:IIOYAIOYN KapIOTCHHHH 110K ).

— OOCTpyKIIisl BUBIIHOTO TPAKTY JIIBOTO HUTYHOUYKA (HANIPHUKIIAJ, CTEHO3 A0PTH TSHKKOT'O CTYIICHS).

— 'emoanHaMiuHO HecTaOIbHA CeplieBa HEIOCTATHICTD MMICIIsA TOCTPOTO iH(MAPKTY MioKap/a.

B3aemooia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€Mo0iil.

Bnaue inwux nikapcokux 3acobié Ha amMio0UuniH.

HasBai nani momo Oe3meYHOro 3acTOCyBaHHS AaMIIOIUINIHY 3 TiasUAHUMH JlypeTHKaMu, aibda-
Omokaropamu, Oeta-6okaropamu, iHriditopamu AIl®D, HiTpaTaMu NMPOJOHTOBAHOI [ii, CyOIIHIBaIbHOIO



(GbopMOIO HITPOTIIIEPUHY, HECTEPOIMHUMHU MPOTU3AMATLHUMU JIIKAPCHKUMHU 3aC00aMU, aHTUOI0TUKAMU,
OpaJIbHUMH TIMOTJIIKEMIYHUMU JIKAPCHKUMU 3aC00aMHu.

JlaHi, oTpuMaHi y Npoueci in vitro NTOCIIKEHb 13 MIa3MOI0 KPOBi JIOAWHU, CBiIYaTh MPO BiACYTHICTh
BIUTMBY aMJIOJUIIIHY Ha 3B’SI3yBaHHS 3 OUTKaMU KPOBI JTOCHIKYBAaHUX JIIKAPCHKUX 3acO0iB (AUTOKCHH,
¢enitoin, BapapuH abo iHIOMETAIUH).

Ineioimopu CYP3A4.

OpnHouacHe 3acTocyBaHHs amnoauiiny Ta iHrioiropiB CYP3A4 notyxHoi abo nmomipHoi aii (iHriditopu
mpoTeas3, a3o0jbHI MPOTUTPHOKOBI 3acO0M, MAKpOJiIW, TaKi SIK E€PUTPOMIIUH ab0 KIAPUTPOMIIIVH,
BepanaMis abo AWITia3eM) MOKE MPHU3BECTH JI0 3HAUYYIIOTO IMMiJBHINECHHS €KCIO3MIll aMJIOJMITIHY, IO
TaK0 MOJKE€ TIPU3BECTH O IMiIBUIIICHHS PU3UKY BUHUKHEHHS rinoteH3ii. KimiHiuHe 3HaueHHs TaKUX 3MiH
MOke OyTH OLTBII BHpPAXEHUM Yy TAIIEHTIB JITHHOTO BiKy. Moxke OyTH HEOOXiTHHUM KIIIHIYHE
CIIOCTEPEIKEHHS 32 CTAHOM TAIli€HTa Ta MiA0ip T03H.

He pekoMeHIyeThCsS OJHOYACHO 3aCTOCOBYBATH aMJIOJUITIH Ta rperndpytu abo rpeindpyToBHil CIK,
OCKUIBKH Yy JESKHX Mali€HTiB 0i0J0CTYMHICTh aMJIOAMIIIHY MOJKE ITiJIBUIIYBaTHCA, IO 31 CBOTO OOKY,
MIPU3BOJIUTH JI0 TIOCUJICHHS T1MOTEH3UBHOI 1.

Inoykmopu CYP3A4.

KoHneHTpatliss amJIouIliHy B TUTa3Mi MOJKE 3MIHIOBATHUCS ITCJIS OJTHOYACHOTO 3aCTOCYBaHHS B1JOMHX
inaykropiB CYP3A4. Tomy ciii mpoOBOAUTH MOHITOPHHI apTEpialbHOTO THCKY 1 KOPEryBaTH /103y 3
ypaxyBaHHSIM OJTHOYACHOTO MPUHOMY ITUX JIIKAPCHKUX 3acO0IB SIK BIPOJOBXK TaK 1 MICIS CYMyTHBOTO
JIKyBaHHS, OCOOJIMBO 11€ CTOCY€EThCsI CMIIbHUX 1HAYKTOpiB CYP3A4 (Hanpuknan pudamminuny, 38ipodoro
3BUYAIHOTO).

HHanmponen (iHdy3ii).

VY TBapuwH crocTepiraaucs MNLTyHOUKOBI (iOpumsiii 3 JieTaJbHUM HACIIJIKOM Ta CEpIEBO-CYIUHHHUI
KOJIANIC, IO AaCOLIIOBATMCA 3 TilepKalieMi€ro, TMICIs 3acTOCYBaHHS Bepamamily Ta JaHTPOJICHY
BHYTPIITHROBEHHO. Yepe3 pHU3MK pPO3BUTKY TiNepKajieMii PEKOMEHJOBAHO YHHUKATH 3aCTOCYBaHHS
0JIOKaTOpIB KANBI[I€BUX KAHAJIB, TAKUX SK aMJIOJUIIIH, CXHJILHUM JI0 3JIOSKICHOI TimepTepMii marjieHram
Ta MPH JIIKyBaHHI 3JIOSKICHOT rirmeprepmii.

Bnaue amnoouniny na inwi nixapcwvki 3acoou.

[Nnoren3uBHMI e€(EKT aMIIOAMITIHY TOTEHIIOE TIMOTCH3WBHUNM €(QEeKT IHIIUX aHTUTINEePTECH3UBHUX
3ac00iB. AMJIOJTUTIIH HE BIUIMBAE Ha (PapMaKOKIHETHKY aTOpPBACTAaTHHY, TUTOKCHHY, BaphapuHy.
Takponimyc.

IcHye pU3MK MiIBUIIEHHS PiBHSA TaKpOJIMYyCy B KPOBi IPH OJHOYACHOMY 3aCTOCYBAaHHI 3 aMJIOJIUIIIHOM,
OMHAaK (papMaKOKIHETHYHUM MEXaHI3M TaKoi B3a€MOJIl IMOBHICTIO He BcTaHoBIeHO. 1100 yHUKHYTH
TOKCHYHOCTI TaKpOJiMyCy TIpH CYyIyTHbOMY 3aCTOCYBaHHI aMIIOJUIIHY, TOTpPiOCH peryaspHuit
MOHITOPHHT PiBHS TaKpOJIIMYCY B KpPOBI Ta, 32 HEOOX1THOCTI, KOPEKIIis T03YBaHHS.

Ineioimopu mTOR (mammalian target of rapamycin — MillleH1 panaMilliHy y CCaBIIiB)

[ariditopy mTOR, Taki sk cupogiMyc, TeMcHUpoOJiMyCc Ta eBepomimyc, € cyoctparamu CYP3A.
Awmnonunin € cnabkum inribitopom CYP3A. Ilpu omHouacHOMY 3acTOCYBaHHI aMJIOAMITIH MOJKE
MPU3BOJIUTH 710 301IbIIeHHs ekcno3ullii iHridiTopiB mTOR.

LHuxnocnopumn.

JocnikeHb B3a€EMOIIN ITUKIOCTIOPUHY Ta aMJIOJHUITIHY MPU 3aCTOCYBaHHI 3JJOPOBUMH JOOPOBOJIBIISIMHU
a0o IHIIUMH TrpyHaMy HE MPOBOAMIIOCS, 32 BUHATKOM 3aCTOCYBAHHS NAlliEHTAMH 13 TPAHCIJIAHTOBAHOIO
HUPKOIO, Y SKHUX CIIOCTEPITaJiocs MIHJIMBE IMiJIBHIICHHS 3aJIMITKOBOI KOHIEHTpAIlli IHMKJIOCIIOPUHY
(B cepenubomy Ha 0-40 %). [lng nDamieHTiB 13 TPaHCIUIAHTOBAHOK HHUPKOIO, SIKI 3aCTOCOBYIOThH
aMJIOJIAITIH, CJiJ PO3TJISHYTH MOJKJIMBICTP MOHITOPMHTY KOHIICHTpallli IWKJIOCIIOPUHY Ta, 3a
HEOOX1THOCTI1, 3HU3UTH 103y [IUKJIOCTIOPUHY.

Cumsacmamun.

OpHouacHe 3acTOCyBaHHSI OaraTopa3oBux a03 amnoauminy 10 mr ta cumBactaTuHy B 1031 80 Mr
MPU3BOAMUIIO 0 30UIBIICHHS €KCIO3UIli cMMBacTaTuHy Ha 77 % TOpPIBHSAHO 13 3aCTOCYBaHHSM JIUIIE
cUMBacTaTHHy. JlJIs Mali€HTiB, SIKi 3aCTOCOBYIOTh aMIIOJUIIIH, A03y CHMBACTATHHY CJiJ OOMEXHUTH IO
20 Mr Ha 100Yy.

Cunoenagin.

OnnopazoBuii npuiiom 100 mr cunaeHadisry mamieHTaMHd 3 €CEHIIAIbHOIO TIMEePTEH31€I0 HE BIUIMBAB Ha
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¢dapmakokiHeTuky amioguminy. I[Ipu oxHOYAaCHOMY 3aCTOCYBaHHI aMJIONUMIHY 1 cuigeHadury sk
KOMOIHOBAHOI Teparnii KOXeH 13 MpernapaTiB MPOSIBIAB TIMOTCH3WBHHUHN e€(eKT He3aIeKHO BiJl 1HIIIOTO.
Tnwi nikapcoki 3acoou.

KitiniuHi mociimKkeHHs B3aEMO/IIT mpenapaTy MoKaszalid, 110 aMJIOAUIIIH He BIUTMBAE Ha (DapMaKOKIHETUKY
aTOpBacTaTHHY, TUTOKCHHY a00 Bap(apHuHy.

Emanon (ankozonn).

OnHopazoBuii Ta OaratopasoBuii mnpuiioMm 10 Mr amyonumiHy HE MaB CYTTEBOTO BIUIUBY Ha
(bhapMOKIHETUKY €TaHOIY.

CyMicHe 3aCTOCYBaHHS aMJIOJUITIHY 3 IUMETHIMHOM HE MaJio BIUTMBY Ha (hapMaKiHETUKY aMJIOIUITIHY.
CyMmicHe 3acTOCyBaHHS IperapariB aJlOMiHIIO/MarHito (aHTalMIiB) i3 Pa30BOIO 703010 aMJIOIMIIIHY HE
MaJjio CYyTTEBOTOBIUIMBY Ha (hapMaKOKIHETUKY aMJIOIHITIHY.

Jlabopamopni mecmu.

BrumB Ha moka3HUKH JTa0OPAaTOPHUX TECTIB HEBITOMHUIA.

Ocoonueocmi 3acmocy8amnnsi.

Besneka Ta eheKTUBHICTH 3aCTOCYBAaHHS aMJIOAMITIHY MIPH TIEPTOHIYHOMY KpH31 HE OLIHIOBAIHCA.
Tlayienmu i3 cepyesoro Hedocmamuicmio.

Janiii xareropii maIlieHTiB aMIJIOAMITIH CIiJ] 3aCTOCOBYBaTH 3 OOEpexHicTIO. Byno mokazaHo, mo y
TAIIEHTIB 13 CEPIIEBOIO HEOCTATHICTIO TskKOro crymnens (kiac I ta IV 3a knacudikartiero NYHA) npu
3aCTOCYBaHHI aMJIOAMIIIHY 3pOCTa€ YacTOTa BHUMAJAKIB PO3BUTKY HaOpsKy iereHb. Ilamientam i3
3aCTIMHOIO CEPIICBOI0 HEJIOCTATHICTIO OJIOKATOPHM KaJbI[IEBUX KaHAJIB, BKIIOYAIOYM AMJIOAMIIIH, CIIiJT
3aCTOCOBYBATH 3 00EPEKHICTIO, OCKUIBKH BOHU MOXYTh HiJIBUIIYBAaTH PU3HK CEPIIEBO-CYJAMHHUX MOMIN
Ta JCTATBPHUX BHUMAJKIB Y MAallOYTHHOMY.

Tayicumu i3 nopyweHuaAMU PYHKYTT nevinKu.

[lepion HamiBBUBeAeHHs amuoauminy Ta napamerpu AUC BuIlll y MaIi€HTIB 13 MOPYHIIEHHAMHA (YHKITIT
NEeYiHKH; PeKOMEHIaIli} 111010 103 mpenapary Hemae. ToMmy maHiii KaTeropii NalieHTiB CJIiJ pO3NOYHMHATH
3aCTOCYBaHHS TIpemapary 3 HalHmwk4oi 103u. HeoOxigHo OyTH OO0EpeXHMMH SK Ha TIOYaTKy
3aCTOCYBaHHA TpenapaTy, Tak 1 mig dYac 30inpmieHHS A03u. [larieHtam 13 TSDKKOIO TE€YiHKOBOIO
HEJIOCTATHICTIO MOXKe OyTH HEOOX1THUM MOBUTLHUM MiA0Ip A03M Ta pEeTeIbHE CIIOCTEPEKEHHS 3a CTAHOM
MaIfieHTa.

llayienmu nimub020 8iKY.

3011bIIyBaTH 103y Mpenapaty JaHii KaTeropii mamieHTiB clif] 3 00epeKHICTIO.

Tayienmu 3 Hupkosoio HedocmamHicmio.

Janiii kateropii mamieHTiB HEOOXiJTHO 3aCTOCOBYBATH 3BHYAiHI 103U mpenapary. 3MiHH KOHIIEHTpaLii
aMJIOJIUITIHY Y TUTa3Mi KpOBI HE KOPEIOIOTh 31 CTYIIEHEM MOPYIIeHb (PYHKIIIT HUPOK.

AMJIOUTIIH HE BUAATSETHCS MUISIXOM JT1ai3y.

AMJITOAWTIIH HE BIUIMBAE HA PE3YJIBTATH JJAOOPATOPHHUX JOCIIKEHb.

He pexoMeHnayeTbcsi 3aCTOCOBYBATH aMJIOJHITIH pa3oM i3 Tpeindpyrom abo 3 rpedndpyToBUM COKOM,
OCKUJIBKM Yy JESKHX Talli€HTIB O10JOCTYIHICTh MOXE€ OyTH 301IbIlIEHa, IO MPHU3BEAE 10 TMOCHICHHS
riNOTEeH3UBHOTO e(heKTy mpemnapary.

Hampiu.

Leit nikapcpkuit 3aci6 MicTUTh MeHIe 1 MMoIb HaTpito (23 Mr) Ha TabJeTKy, TOOTO MPAKTUYHO BUIbHUIN
B1JI HATPIIO.

3acmocysanns y nepioo sazimuocmi abo 200y8aHHs 2pyoor0.

Besneka 3acTocyBaHHS aMIIOMITIIHY KIHKaM y Mepioj] BariTHOCTI HE BCTAHOBIICHA.

3acTOCOBYBAaTH aMJIOJMIIIH y TEPIOj BariTHOCTI PEKOMEHIYETHCS JIMIINE Y THX BHUIAIKaX, KOJIM HEMae
Oe3meyvHImol albTepPHATUBU, a PU3HK, MOB’S3aHUN 13 CAMHUM 3aXBOPIOBAHHSM, TEPEBUIIYE MOXKIHUBY
IIKOAY BiJI JIIKYBaHHS JJI MaTepi Ta TUI0/a.

VY mpoueci nochiykeHb Ha TBapuHAX MPHU 3aCTOCYBAaHHI BHCOKHMX 7103 CHOCTepirajgacs pernpogyKTHBHA
TOKCUYHICTb.

Ilepioo 2o0ysants epy0oio.



AMIIOIUITIH €KCKPETYEThCS Y TPYAHE MOJIOKO. KiIbKICTh aMIIonuIiHy, sIKa MOXKE MOTPAIUIATH AUTHHI 13
TPYIHUM MOJIOKOM Matepi, MOXK€ CTaHOBHTH Bim 3-7 1o 15 % mo3u, mo 3acTocoByBajacs MaTip’ro.
BB amnonumniHy Ha HOBOHApOPKEHUX HeBimoMui. Ilpu mpuMHATTI pilIeHHS TPO HPOJOBXKEHHS
TOJIyBaHHsI TPYIII0 YM TPO 3aCTOCYBAHHS aMJIOJUIIIHY HEOOXiJHO OIIHIOBAaTH KOPUCTH T'OJyBaHHS
TPYIUTIO ISl TUTHHU Ta KOPUCTH BiJl 3aCTOCYBaHHS Ipenapary JJis MaTepi.

DepmunbHicmo.

[MoBinomisiiocss mpo 00OpoTHI Oi0XiMiUHI 3MIHM TOJIOBKHM CIIEPMATO30iJa y NESKUX MAali€HTIB HpU
3aCTOCYyBaHHI OJIOKaTOpiB KaybIlieBUX KaHamiB. KiiHigHOI iH(OpMAaIi 00 MOTEHIIIHHOTO BIUIMBY
aMJIOJIUITIHY Ha (DePTUIILHICT HEIOCTATHRO.

30amuicmv  énaueamu Ha WBUOKICMb peaxyii npu KepysaHHi A8MOMPAHCNOPMOM aO0  [HWUMU
MexanizmMamu.

AMITOAUIIIH MOXK€ YMHUTH HE3HAYHWW ab0 MOMIpHMUHA BIUIMB Ha 3/aTHICTh KEPYBaTH aBTOTPAHCIIOPTOM
a00 TpalfoBaTH 3 IHIIUMH MEXaHI3MaMH.

[[IBuakicTh peakiii Moxke OyTH 3HWKEHA MPU HASIBHOCTI TAaKMX CHUMIITOMIB, SK 3allaMOpPOYCHHSI,
rOJIOBHUH O111b, CIUTyTaHICTh CBITOMOCTI 200 HYAOTA.

Crnin 6yt 00epeKHUMH, OCOOJTMBO Ha TTOYATKY Teparii.

Cnocio 3acmocysannus ma 003u.

Lopocani.

Jns mikyBaHHSL apTepianbHOI TimepTeH3ii Ta CTEHOKap/li 3BHYaifHA MOYATKOBA J103a TIperapary
Cemnonin® cranoButh 2,5 Mr S(-) amnoauniny 1 pas Ha 100y. 3a1exkKHO Bijl peakilii narieHTa Ha Tepariio
JI03y MO>KHA 30UIBIIATH O MaKCUMaJIbHOI I03H, IO CTAHOBHUTH 5 MI S(-) amyoauminy 1 pa3 Ha 100y.
[Namientam 31 cTEHOKapAi€l0 MpenapaT MOXKHA 3aCTOCOBYBATH SIK MOHOTepariio abo y KomOiHarii 3
IHITMUMU aHTHAHTIHAJTbHUMH JIIKAPCHKUMH 3ac00aMu MTPU PE3UCTEHTHOCTI JI0 HITpaTiB Ta/ab0 aJeKBaTHUX
103 6era-610KaTopiB.

€ I10CBiJ 3aCTOCYBaHHsI IIpenapary y KoMOiHalii 3 Tia3uAHUMH JlypeTuKamu, anbda-orokaropamu, 6era-
6mokaropamu abo inriditopamu AIID narienTam 3 apTepiajibHOIO TiEpTEH3IE.

Hemae neoOximHOCTI y migOopi 103W mMpemapaTy Mpd OJHOYACHOMY 3aCTOCYBaHHI 3 Tia3WIHUMHU
niypetukamu, Oeta-0okaropamu ta iHriditopamu AllD.

llayienmu nimub020 8iKY.

Hemae HeoOXigHOCTI y mit00opi 1031 Ui JaHOo1 KaTteropii namieHTis. [1iABUINIEHHS 103U CITiJ TPOBOAMUTH 3
00epexKHICTIO.

Tayiecumu i3 nopyweHHaAMU QYHKYIT HUPOK.

PexomeHayeThCs 3aCTOCOBYBATH 3BHYAlHI JI03M MpeETapaTy, OCKUIBKY 3MiHH KOHIICHTpaIlii aMJIOAUIIIHY Y
T1a3Mi KpOBi HE TIOB’s3aHi 31 CTYNEHEM TSKKOCTI HUPKOBOI HEJOCTATHOCTi. AMIIOAMITIH HE BUBOJAUTHCS
IUISIXOM Jiai3y.

3acmocyeanusn nayicumam i3 nopyuieHHAMU QYHKYTI nedinKu.

Jo3u mpemapaTy aisg 3aCTOCYBaHHS TAlliEHTaM 13 MOPYMICHHSAMH (YHKINI MEYiHKH BIJ JIETKOTO IO
MOMIPHOTO CTYIEHS TsDKKOCTI HE BCTAHOBJICHI, TOMY MiAOIp J03M CIiJ NMPOBOAUTH 3 OOEPEKHICTIO Ta
MOYMHATH 3aCTOCYBaHHS 13 HaWHWK4YOl 703U (AuB. po3aum «DapmMakosIoridyHi  BJIACTUBOCTI.
dapmakokiHeTnka» 1 «OcoOIMBOCTI 3aCTOCYBAHHS).

dapMaKOKIHETUKY aMJIOJUITIHY HE IOCHIDKYBAIM Yy TMAIEHTIB 13 MOPYMICHHSIMH (YHKINI TEYiHKA
TSDKKOTO CTyHEHs. Y TAalli€HTIB i3 MOpyIIEeHHSAMH (YHKII MEYiHKH TSDKKOTO CTYINEHS 3aCTOCYBaHHS
aMJIOJTAITIHY CJIiJ] TOYMHATH 3 HAMHIDKYOT JI03H Ta MOCTYMOBO ii 301JIbIITyBaTH.

Ta6netku no 2,5 Mr npenapaty Cemonin® He IpU3HAYEH] I PO3NOMLNY HABIILI IS OTPUMAHHS JO3H
1,25 mr.

Tabnerku mo 5 mr mpenapary Cemionin
2,5 mr.

® He TpU3HAYEHi M PO3MOJLTY HABILI NS OTPHMAHHS J03H

Limu.
Besmeka 3actocyBaHHs S(-) amJOAMIIIHY [JiTsIM He JoBefeHa. llpemapar mnpoTHIOKa3aHUM st
3aCTOCYBaHHS II1¥ BIKOBiM KaTeropii MmarieHTiB.



Ilepeoo3ysanns.

JloCBiT HABMUCHOT'O TIEpe103yBaHHS aMIIOIUTIIHY OOMEXECHUH.

Cumnmomu nepedo3ysanus: HasBHA 1H(POpMAIlis A€ MIiACTaBH BBaXKATH, IO 3HAYHE TEPEI03YBaHHS
aMJIOIMMIIHY TpU3BEAE 0 HaAMIpHOI mepuepuyHOi BazoaWiIaTalii Ta, MOXIHUBO, J0 pedIeKTOpHOI
taxikapmii. [loBimomisiocs mMpo PO3BUTOK 3HAYHOI Ta, MOXJIMBO, TPUBAJIOI CHCTEMHOI TIMOTEH3II,
BKJIIOYAIOYH IIIOK 13 JIETATbHUM HaCITiTKOM.

3piaka moBIAOMIISIIOCS PO PO3BUTOK HEKAPIIOTEHHOT'0 HAOPSAKY JIETCHIB BHACTIOK Mepea03yBaHHs
aMJIOANIIHY, SKUH MOXE MaTu BIJICTpOYEHHUM moyaTok (uepe3 24-48 romuH micns mpuiomy) i
noTpeOyBaTu ITYYHOI BEHTWIALIT jerenb. PakTopamu, IO CIPUAIOTH PO3BUTKY HEKApIAiOTEHHOTO
HaOpsKY JIETeHb, MOXKYTh OyTH paHH1 peaHiMaliiHi 3ax0Au (BKJIIOYAIOUH NIEPEBAHTAKEHHS PIAUHOIO)
JUTSL T ATPUMKH 1tepdy3ii Ta cepIieBoro BUKHUY.

Jlixysanns: KINHIYHO 3HAUYYIIA TIMOTEH31s1, 3yMOBJICHA TIEPEI03YBaHHAM aMJIOIUITIHY, BUMArae aKTUBHOI
HiATPUMKH JISUTBHOCTI CEPIIEBO-CYAMHHOI CUCTEMH, BKJIIOYAIOUYM YaCTHI MOHITOPUHT (YHKILIN cepIis Ta
JTUXaHHS, TTHATTS HUKHIX KIHIIBOK, MOHITOPUHT 00’ €MY IUPKYJIIOIYO0I PIAMHHU Ta CEUOBUIITICHHS.

Jlis BIHOBJIGHHS TOHYCY CYAMH Ta apTepiaIbHOTO THUCKY MOXKHA 3aCTOCYBAaTH CYIMHO3BY)KYBaJIbHI
npenapaTy, yIeBHUBIINCH y B1JICYTHOCTI MPOTHUIIOKA3aHb 0 iX 3aCTOCYBaHHs. 3aCTOCYBAaHHS KaJIbLIiO
TJIIOKOHATY BHYTPILIIHHOBEHHO MOXeE OYTH KOPHCHUM JUIsl HIBETIOBAaHHS €(EeKTiB OJOKaIu KalbI[IEBHX
KaHaJIiB.

VY neskux BUIAAKaX MOXe OyTH KOPUCHUM IPOMHUBAHHS IUTyHKA. 3aCTOCYBAaHHS aKTHBOBAHOTO BYT1JIS
3I0pOBUM JOOPOBOJIBISIM MPOTATOM 2-X TOAMH Micid BBeAeHHS 10 Mr amjaoaumiHy 3HaYHO 3MEHIIMIIO
piBEHb 1IOTO BCMOKTYBaHHSI.

OCKUTbKH aMJTO/IMITIH 3HAYHOIO MIpOIO 3B’ A3y€EThCS 3 OlTKaMu, e(EeKT aiaiizy He3HAUHHUH.

Iloo6iuni peakuii.

[Ipu 3acTrocyBaHHI aMJIOJUIIHY HaiyacTilie MOBIAOMIIIIOCA MPO Taki MOOIUHI peakiii, SK: COHJIUBICTD,
3aIaMOpPOYCHHS, TOJIOBHHM O1J1b, TOCHIJICHE CEPIIEONTTS, PUILUIMBH, O1JTb Y UepEBHIN MOPOXKHUHI, HYI0Ta,
HAOPSKY TOMIJIOK, HAOPSKY Ta ITiIBUIIIEHA BTOMJIIOBAHICTb.

[To61uHi peakitii, siKi CrIocTepiragrcs mijJ 9ac 3aCTOCYBaHHS aMJIOAMIIIHY, HABEACHI HIDKYE 32 CHCTEMaMH
OprasiB Ta 3a 4acTOTOIO BUHUKHEHHS: TyKe 4acTo (> 1/10), 4acTo (Bix
>1/100 no < 1/10), mevacro (Big > 1/1000 mo < 1/100), piako (Bix > 1/10000 go < 1/1000), ayxe piako
(< 1/10000), HeBimoMO (HE MOXKHA BCTAHOBUTH Ha ITiJICTaBl HASIBHUX JaHHX).

3 boky Kkposi ma nimgamuynoi cucmemu. KE PIIKO — JICHKOIIUTOINECHISI, TPOMOOIIMTOIICHIS.
HeBinomo — mypirypa, aHeMmisi, arpaHyJI0IUTO3.

3 60Ky imynnoi cucmemu: JLyxe piIko — aJleprivyfi peakirii.

3 boky memabonizmy ma arimenmapui posnaou: Jlyxe piako — rinepriikemis. HeBigomMo — cmpara.

3 6oxky ncuxiku: Hedacto — nemnpecis, 3MiHH HAacTPOO (BKJIIOYAIOUN TPUBOXKHICTH), O€3COHHS. Piako —
CIUTyTaHICTh CBigoMocTi. HeBiOMO — HEpBO3HICTb, BTpaTa CBIAOMOCTI, MOPYIIEHHS CHY,
JIeTIepCoHai3aIlisl.

3 6oky Hepsosoi cucmemu: YacTo — COHIMBICTH, 3a1IaMOPOYCHHS, TOJIOBHUI O11h (TOJIOBHUM YHHOM Ha
MOYaTKy JIiKyBaHHs). HeuacTo — Tpemop, nucreB3is, CHHKOIE, Timecte3is, mapectesis. Jlyxke piako —
rinepTonyc, nepudepudna Heiponatis. HeBimoMo — excTpamnipamMiiHUNA CHHIPOM.

3 6oxy opeanie 30py: HacTo — mopyImieHHs 30py (BKJIFOYAIOYN JUTLIONI0). HeBiIoMO — KOH IOHKTHUBIT,
OB B OUax.

3 boky opeanie cnyxy ma nabipunmy: Hedacto — n3BiH y Byxax. HeBimoMo — 1miym y Byxax.

3 boky cepya: Yacto — mocuieHe cepuedbutts. Hewactro — apuTmis (BKJIIOYaloyn Opaaukapiiio,
IIUTYHOYKOBY TaxIKapJlifo Ta MEpEeXTiHHs mepencepan). dyxke pinko — iHbapkT Miokapaa. HeBimomo —
Taxikapisi, HalmaJu CTeHOKap/ii, OpTOoCTaTu4HA (MOCTypajibHA) TiOTEH3is, KOJarc, 011k y TPy IsX.

3 6oxy cyoun: Yacto — mnpuruBu. Hedacto — aprtepianbHa rimoreH3is. [yke piko — BacKydmiT.
HeBinomo — nepudepuyna imemis.
Pecnipamopni, mopaxanvni ma mediacmunanvii nopywenns: Yacto — maucnHoe. Hewacto — pwuHIT,

Kaienb. HeBimoMo — HOCOBa KPOBOTEYA.



3 60Ky wiiyHKo8o-Kuwikogoeo mpaxkmy: Yacto — OUIb y KMBOTI, HYAOTa, TUCIEICis, MOPYLICHHS

MEePUCTATHTUKY KHUIICYHUKY (BKJIOUAIOUM 3amop Ta Jmiapero). Hewacto — OnroBaHHS, CyXICTh Y POTI.
Jly’)e piIKO — TMaHKpeaTuT, TracTpHT, Timepruiaszis siceH. HeBiloMO — aHOpekcis, BTpaTa ameTury,

TUCKOM(OPT B emiracTpajibHIN MUISHIN, METEOPH3M, KUIIKOBA MTUCPYHKINsA, aucdaris, 3MiHa CMaKOBHUX
BiTYYTTiB.

3 oboxy eenamobiniapnoi cucmemu: K€ PIIKO — TEmaTuTH, B T. 4. (yJIbMIHAaHTHUHA TEIATHUT,
YKOBTSIHUIIS, ITiIBUIIICHHSI PIBHS MEYIHKOBUX (PepMEHTIB (110 HaYacTille acoI[iIOBaNIOCsS 3 XOJIECTA30M).
HeBimoMo — rinepOinipyOinemis, mopyieHHs GyHKITIT MeYiHKH.

3 6oky wkipu ma niowxipnoi mxanunu. Hedacto — amomertisi, mypiypa, 3MiHa 3a0apBIICHHS IIKIipH,
MiBUIICHE TIOTOBUIIUICHHS, CBEpOK, BHUCHIIAHHS, CK3aHTeMa, KponuB’sHKa. J[lyxke pimko —
AHT1OHEBPOTUYHUN HAOPSK, MyJTbTU(QOpPMHA epuTeMa, eKChOoTaTUBHUN 1epMaTuT, cuaapoM CTiBeHca —

Jlxoncona, HaOpsk Kginke, ¢otouyTnuBicts. HeBiIOMO — TOpYImIEHHS MirMEHTalii MIKipH,
€pUTEMATO3HUI BUCHUII, MAKYJIOTIAITYJISIPHI BUCUTIH, TOKCHYHHI €ITiIepMaTbHUNA HEKPOITi3.

3 6oky ckenemno-m’3060i ma cnonyunoi mkanun: Hacto — HAOpSIK TOMIJIOK, CyIOMH M’s3iB.
HewacTo — aprpairis, Mmianris, OU1b y criiHi. HeB1IOMO — PHTIIHICT M S31B.

3 6oky Hupok ma ceuo8udinbHoi cucmemu: HeyacTo — TOpPYIIEHHS CEYOBUIUICHHS, HIKTYDIs,
iIBHUIIIEHA YaCTOTa CEYOBHITY CKAHHSI.

3 6oxy penpooykmugHoi cucmemu ma MONOYHUX 3an03. HedacTo — IMIOTEHIlisl, TiHEKOMAacCTisl.
HeBimoMo — craTeBa qucyHKIIis.

3acanvni nopywenns ma cman micys 6eedenns: Jlyxe dyacto — HaOpsk. Yacto — miaBHIleHA

BTOMJIIOBAHICTh, acTeHisl. HewacTo — 611k 32 TPy IHUHOIO, O1)1h, HE3TyKaHHS.

Jlocnioowcenns: Heaacto — 301bIIeHHS a00 3MEHIIICHHS MacH Tija.

[ToBimoMITsLITOCS TIPO BUHATKOBI BUTIAJKUA PO3BUTKY €KCTPAIipaMiIHOTO CHHIPOMY.

[MoBigoMIeHHS MPO MOOIYHI PEeaAKIIii.

[ToBimomiieHHs TIpo MOOIYHI peakIlii micis peecTpartii JikapchbKoro 3acody Mae Benuke 3HadeHHs. Lle nae
3MOTY NPOBOJAUTH MOHITOPHHT CIiBBITHOIICHHS KOPUCTH/PU3UK MPHU 3aCTOCYBAaHHI LIOTO JIIKapPCHKOTO
3aco0y. MenmuunuM Ta (apMaleBTUUHUM TMpalliBHUKAM, a TaKOXX TNallieHTaM a0o iXHIM 3aKOHHUM
IpeJCTaBHUKAM CJiJl MOBIAOMIIATH PO yCl BUMAAKH IiI03PIOBAHMUX MOOIYHUX peakiiii Ta BiACYTHOCTI
e(heKTUBHOCTI JIIKApChKOTO 3aco0y 4epe3 ABTOMaTH30BaHy iH(opMalliliHy cucteMy 3 (hapMaKOHATs Ty
3a mocwianHaM: https://aisf.dec.gov.ua.

Tepmin npudamnocmi.
3 poku.

YMoBH 30epiranus.
30epiraty B OpUriHAIBHIN YIAKOBII MTpH Temreparypi He Buie 25 °C.
30epiraTé y HEIOCTYITHOMY JJISI TITEH MiCIIi.

YnakoBka.
[To 14 tabnerok y Gmicrepax; mmo 2 abo no 4, abo mo 6 6micTepiB y KAPTOHHIN YITaKOBIIi.

Kareropis Bianycky.
3a perenTom.

Bupoonuk.

TOB «kKYCYM ©APM».

abo

KYCYM XEJITXKEP IIBT JIT/l/
KUSUM HEALTHCARE PVT LTD.

Micune3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEeHHSA HOro AislJIbHOCTI.
40020, Yxpaina, Cymcbka obnactb, M. Cymu, Bys. Ckpsibina, 54.
abo



CII-289 (A), PIIKO Inmactpian apea, Yonanki, bxiBaxi, [lict. AnBap (Pamxacran), [amis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

JlaTa ocTaHHBOIO Meperysmy.
20.06.2024
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