3ATBEP/I’KEHO
Haxa3 MinicrepcTBa oxoponn
310pOB'st YKpainu
30.08.2019 Ne 1925
PeecTpaniiine mocBigueHHst
Ne UA/2556/01/01

IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 32c00y

®APMAJIUIIIH®
(FARMADIPINE®)

Cknao:

oioua peuosuna. nifedipine;

1 M1 po3uuny mMicTuTh Hipenuniny y nepepaxysanti Ha 100 % cyxy pedoBuny 20 mr (30 kparenb);
donomidichi pewogunu: noiieTmieHrikonb 400, eranon 96 %.

Jlikapcbka ¢gopma. Kparni opaiibHi.
OcHogni @hizuko-ximiyHi é1acmusocmi: TPO30pa >KOBTOro abo 3eleHYBaTO-)KOBTOTO KOJILOPY B’si3Ka
piauHa 31 cTaOKUM CITUPTOBHM 3aITaXOoM.

dapmakoTepaneBTHYHA rpyna. CeleKTHBHI aHTArOHICTH KAaJBIII0 3 MEPEBAKAIOYUM BIUIMBOM Ha
cymunu. Konx ATX CO8C AO05S.

Dapmakono2iuHi enracmueocmi.

Dapmarxoounamixa.

@apmamumin® TPOSBISLE AHTHAHTIHATBHY Ta AHTHTIIEPTEH3MBHY Ai10. BIOKYe HaIXOIKeHHS iOHIB

KaJIBI[I}0 y KapIIOMIOIUTH Ta IJ1aJICHFKOM S130B1 KIIITHHA KOPOHAPHUX 1 nepudepuaHnx apTepii uepes
MOBUTbHI MOTEHIIIAN3aleKHI KalbIli€eBl KaHATU MeMOpaH KIITHH. Po3cinabiroe riageHpki M’ sI3U CYIHH,
JIKBIAYE CHAa3MHU 1 PO3LIMPIOE KOPOHApHI Ta mnepudepuuHi apTepii, 3MEHIIYIOYH NepupepuyHuil
CYAMHHHUH omip, apTepiaJibHUM THCK, MiCIsHaBaHTaXeHHs 1 MoTpe0y MiOKapAa B KHMCHI; HE3HAYHO
3HMKY€E CKOPOTJIMBICTh MiOKap/a, JeII0 3MEHIIIYE arperaiio TpPOMOOIIMTIB.

dapmakokinemuxa.

[Ipu npuiioMi BHYTPILIIHBO J100pe BCMOKTYETHCA 3 TPABHOTO TpakTy, OiojgoctymHicTh — 40-60 %.
Oco6muBo mBHAKO (depe3 5-10 XB) edeKT po3BUBAETHCS MPHU CYOTIHTBAILHOMY MPUMOMI. 3BHYANHO
MakcuMyM Jii peectpyerbest uepe3 30-40 xBunmH. IlpuiioM ki iICTOTHO HE BIUIMBA€ Ha IIBUIKICTb
BCMOKTYBaHHs mpemnapary. ['emoauHamiuHuil edexT 30epiraeTbcsi mpoTsAroM 4-6 roauH. 3 Ouikamu
I1a3Mu KpoBi 3B’s3yeTbes A0 90 % Hideaumniny. Merabomi3yeTbes y TEYiHII 1 BUBOJIUTHCS 3
OpraHi3aMy TEpeBaXHO Yy BHUIJISAI HEAKTUBHUX METaOONITIB. 3arajlbHUN KIIpeHC HIipEauminy —
Bix 0,4 no 0,6 n/xr/roa. Ilepion HamiBBUBEIEHHS CTAHOBUTH 2-4 TOMWMHU. Y IIOJEH JNITHHOTO BIKYy Ta
MAIIEHTIB 13 LUPO30M IMEYIHKM METaboJi3M HipEeAUIIHY YHOBUIBHIOETHCSA, TOMY B HHUX MEpiof
HaMiBBUBEIECHHS Npenapary Mo)ke MOJOBKUTHCSA Maiike B 2 pasH, 110 MOTpedye 3MEHIICHHS /103U Ta
301IbIICHHS I1HTEpBajliB MDK MNpuiiomMamu mnpemnapary. B opranismi HipenumniH He Kymymoe. Y
HE3HAYHUX KUIBKOCTSX MOTpAIUIsie€ Kpi3h reMaToeHuedaniyHii Ta alneHTapHuid 6ap’epy, IPOHUKAE y
TpyIHE MOJIOKO.

Kainiuni xapakrepucTuku.
IHlokazanna.
ApTepianbHa rinepTeHsis (3 METOIO JIIKYBaHHSI TIEPTEH3UBHUX KPHU3IB).



Ilpomunoxkaszanns.

- l'ocTpuit iHdapkT Miokapaa (IpOTATroM nepuux 4 THXHIB);

- KapIlOreHHUH TIOK;

- TSOKKHUH a0pTaJIbHUM Ta MITPaJbHUM CTEHO3;

- HecTaOlTbHA CTEHOKAP/Iis;

- HE BHMKOPHCTOBYBAaTH JJIsl JIIKYBaHHS HamajiB CTEHOKap[ii, BTOPUHHOI NpodimakTHKH iH(apKTa
MioKap/ia;

- ICKOMITEHCOBaHa CeplieBa HEIOCTATHICT;

- apTepianabHa rinoTeHsis (cucromunui aprepianbauii THCK (AT) Hukue 90 MM pT.CT.);

- IUTYHOYKOBI Taxikapaii 3 po3mpeHuM Komruiekcom QRS;

- CHHJIPOM CIIA0KOCTi CHHYCOBOTO BY3JIa;

- cunapom Bonbda-Tlapkincona-Yaiita (WPW), cuanpom Jlayna-I'anonra-Jlesaiina (LGL);
- AV onoxkana Il ta III ctyneHis;

- mopipis;

- iJIe0CTOMA, IO BCTAHOBJICHA IMiCIISl IIPOKTOKOJIEKTOMIT;

- MiJBUILEHA YYTJIMBICTh 10 HipeqUImiHy Ta iHIINX KOMIIOHEHTIB MIpenapary;

- MiIBUIIIEHA YYTIUBICTh 0 1HIIUX AUTIAPOMIPUIUHIB;

- HE IPUIMATH OJJHOYACHO 3 PUPAMITIIHHOM.

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0Ill.

IIpenapaty, SKi BINIMBAIOTh HAa €EKTUBHICT HIQEUMIHY.

Hidenunin merabomizyeThesi yepe3 cuctemy mutoxpomy P450 3A4, mo po3ramoBaHa B CIH30Bii
00OJIOHIII KUIIEYHUKY Ta mediHii. Yepes 1e, mpemnapaTH, siKi iHTIOYIOTh a00 1HAYKYIOTh I[I0 CUCTEMY
(dbepMeHTIB, MOXKYTh 3MIHIOBATH «II€pIIe MPOXOPKEHHS» (IMICIs MEpOpaTbHOTO 3aCTOCYBaHHA) a0o
KIIipeHC Hi(eauIiny.

[Tpu 3acTocyBaHHI HideaUTIIHY pa3oM 3 HIKYEHABEICHUMH IIperapaTaMu Ciij OpaTH 10 yBard CTYIiHb
1 TPUBATICTH B3a€EMOIIi.

Pughamniyun

Pudammninun 3HauHO iHIYKYye cucteMy nutoxpomy P450 3A4. Ilpu omHOo4YacHOMY 3acCTOCYBaHHI 3
pudaMminuHOM 010I0CTYIHICTD HieAUTIiHY 3HAYHO 3HIKYETHCS 1, TAKAM YHHOM, HOTO €(PeKTUBHICTD
nocnalmroeTbesl. 3BaXKaroud Ha 1€, 3aCTOCyBaHHsA KoMOiHauii HideaumiHy 3 pudaMIiluHOM
MIPOTHUITOKA3aHe.

IIpy opHOYacHOMY 3acCTOCYBaHHI HM)KUCHABEJCHMX Cila0uX abo MOMIpHUX IHTIOITOPIB CHCTEMH
nutoxpoMy P450 3A4 HeoOXiAHO KOHTPOJIIOBAaTH apTeplalbHUM THCK 1, y pa3l HEOOXIIHOCTI, CIif
PO3IIISIHYTH MUTAHHS PO 3HWKEHHA 103U Hipeuminy.

Maxponioni aumubiomuku (HanpuKIaAod, epumpoMiyuH)

JlocnipkeHb B3aeMO/i1 HiQequmiHy Ta MaKpoJIiJHUX aHTUO10THKIB He rpoBoauitocs. [IeBHI MakposiaHi
aHTHOIOTHKHM 1HTIOYIOTH ONOCEpEeNKOBaHUN cuctemoro nutoxpoMmy P450 3A4 meraboni3Mm 1HIIMX
mpemapaTiB. 3Bakalo4M Ha I, HE MOJXKHA BHKIIOYUTH MHMOBIPHICTh 30UIBIIEHHS KOHIIEHTpAILii
Hieauniny B Iu1a3Mi Ipy 0JIHOYACHOMY 3aCTOCYBAaHHI 000X Mpenaparis.

ABUTPOMIIMH, SKUHA CTPYKTYPHO CXOKMH Ha TNpPEJICTaBHUKIB KJIacy MaKpOJIIHUX aHTUOIOTHKIB, He
irioye CYP3A4.

Ineioimopu anmu-BIJI npomeasu (hanpuxnad, pumonasip)

KniniyHe mocmiJKeHHs, 0 BUBYAa€ WMOBIPHICTh B3a€MO/Iii HieOUMNiHy Ta MMEeBHUX 1HT10ITOpPIB aHTHU-
BII nmporeasu, me He mpoBoauiock. Bimomo, 1o mpemapatu IbOrO Kiacy iHTIOYIOTH CHCTEMY
muroxpomy P450 3A4. Kpim Toro, mpemapatd IbOro Kjiacy iHriOyroTh IN VIro omocepenxoBaHUit
cucremoro 1utoxpomy P450 3A4 wmerabonism Hideauminy. Ilpu 3acTocyBaHHI OIHOYACHO 3
HipeaTuniHOM HEe MOXKHa BHUKIIIOUHWTH 3HAYHOTO 30UIBLIEHHS KOHLEHTpauii HipeaumnmiHy B IUIa3Mi
BHACIIIJIOK 3HIDKEHHSI METAa00Ii13My IIPU MEPLIOMY NMPOXOHKEHH] Ta 3HMKEHHSI IIBUAKOCTI BUBEICHHS 3
OpraHi3my.




A301bHi anmumikomuKku (HaNPUKIAo, KemoKOHA30J1)

KiinigHOrO JOCHIPKEHHS, 110 BUBYAE€ WMOBIPHICTH B3aeMOJii Hi)eOUMIHY Ta TMEBHUX a30JbHHUX
AHTUMIKOTHKIB, III€ HE MPOBOAWIOCH. Bimomo, o mpenapaTd IbOTO KJIacy IHTIOYIOTH CHCTEMY
utoxpomy P450 3A4. Ilpu mepopaiabHOMY 3aCTOCYBaHHI OJHOYACHO 3 Hi()AUIMIHOM HE MOXHA
BUKJIIOYUTH 3HAYHOTO 30UIBIICHHS CHCTEMHOI O0100CTYMHOCTI HieIUITiHy BHACIHIJIOK 3HUKEHHS
MeTa0oI3My MIPH MEPUIOMY TPOXOKEHHI.

Dnyoxkcemun

KniniyHe moCiiDKEHHS, [0 BUBYAE€ WMOBIPHICTH B3aemojii Hidemuminy Ta (iayokceTuHy, Ie He
POBOIMIIOCH. Bimomo, mo ¢uyokceTrH iHrioye in Vitro omocepeakoBaHUN CHCTEMOIO IUTOXPOMY
P450 3A4 wmerabonizm Hideaumniny. [Ipu ogHOYacHOMY 3acTOCyBaHHI 000X MpemapariB He MOXKHA
BHUKJTFOYUTH 301IBIIICHHS KOHIIEHTpaIlii HipeauITiHy B IIa3Mi.

Hegazooon

Kiiniuae mociiJKeHHs, 110 BHUBYAa€ HMOBIPHICTH B3aemojii Hidemumniny Ta Heda3omoHy, Iie HE
npoBOAMIOCH. Bimomo, mo HedaszomoHn iHriOye in VIitro omocepeakoBaHHl CHCTEMOIO IIUTOXPOMY
P450 3A4 metabomnisMm iHmmX mpenapariB. [Ipu ogHOYacHOMY 3acToCyBaHHI 000X mMperapaTiB He
MO’KHA BUKITFOUUTH 301IBIICHHS KOHIICHTpAIii HiQeIUIiHy B IUIa3Mi.

Xinynpucmun/0ansghonpucmun

OnHOoYacHe 3aCTOCYBaHHS XIHYNPHCTHHY/#anbQonpucTuHy 1 HideAUIiHYy MOXE MPU3BOJUTH [0
3017bIICHHS KOHIIEHTpallli HihequniHy B Iu1a3mi.

Banvnpoeesa kucroma

KniniyHoro gociifkeHHs, 0 BUBYA€ HMOBIpHICTh B3aeMojii HieqUMiHy Ta BaJbIPOEBOI KUCIOTH,
I11€ He IPOBOIMIOCH. BioMo, 110 BambIpoeBa KUCIOTA 301IbIITYE KOHIIEHTPAIIIO B IJIa3Mi CTPYKTYPHO
noai0HOro 6JI0KaTOpa KajbI[iEBUX KaHAIIB HIMOJUIIHY BHACTIAOK 1HT1OyBaHHS ()epMEHTIB. 3BaKa0un
Ha IIe, HE MOXXHa BHKJIIOYUTH 30UTBIICHHS KOHLEHTpalili HipemumniHy B Tuia3mi Ta 30UTbIICHHS
€(EeKTUBHOCTI.

Lumemuoun

Buacninok inridyBanus uuroxpomy P450 3A4, numMeTHAMH MiBUILYE KOHIEHTpAIilo HideaumniHy B
TUTa3Mi Ta MOYKE TIOCHITIOBATH aHTUTINEPTCH3UBHUN €(EKT.

Luzanpuo

OpHOYacHE 3aCTOCYBAaHHS M3ANPUIY 1 HiGeTUIiHy MOKE MPU3BOJUTH 10 30UIBIICHHS KOHIICHTpPAIIil
Hi(eAUITIHY B TUIA3MI.

Ilpomueninenmuuni 3acobu, axi iHOyKyrome cucmemy yumoxpomy P450 344, maxi ax ¢enimoin,
Kapbamazenin i penobapbiman

@eHiToiH 1HAYKYE cuctemy nutoxpomy P450 3A4. Ilpu ogHOYacHOMY 3acTOCyBaHHI 3 (PEHITOTHOM
01010CTYNHICTh Hi(EAUIIHY 3HIKYEThCS, a e(eKTHBHICTh mocnabmoeTses. [Ipu ogHOYacHOMY
3aCTOCYBaHHI 000X TMpemnapariB HEOOXIJHO KOHTPOJIIOBAaTH KJIIHIYHY BIAMNOBIAb Ha TEpariio
HieAUIIHOM 1, Y pa3i HE0OX1THOCTI, PO3IJIAHYTH MUTAHHS MPO MiJBUILEHHS 103U Hidenuminy. Y pasi
MIJIBUINCHHS 703U HienuIiHy MmijJ 4ac OJIHOYACHOTO 3aCTOCYyBaHHs 000X TMperapariB, P BiAMIHI
(beHITOIHY CIij] pO3TJISAHYTH MUTaHHS PO 3HWKEHHS JI03U HieaAUIIiHY.

Kniniuanx fgocnmijpkeHb 11 BHUBYEHHS WMOBIPHOCTI TOTEHINMHOI B3aeMofii HipeAumiHy Ta
kapOamaseniny a0o ¢enobapOitany He HpoBOAWIOCH. Binomo, mo o6uaBa mpenapaTH 3HHXKYIOTb
KOHIEHTpaLli B IUIa3Mi CTPYKTYpHO MOJA10HOTO O10KaTopa KalblleBUX KaHAJIB HIMOJUIIHY BHACTIAOK
iHAyKii GpepMeHTiB. 3BaXKarouM Ha 11€, He MOKHA BUKIIOYUTH 3HIDKEHHSI KOHIIGHTpaIlil HiQeaumniny B
1a3Mi Ta 3MEHIIEeHHS €(eKTUBHOCTI.

Anmueinepmen3usHi npenapamu

Hidenunin moxke 301IbIIyBaTH AHTUTINEPTEH3UBHUNM €(QEKT aHTHUTINEPTEH3UBHUX Ipenaparis, IO
3aCTOCOBYIOTBHCSI OJIHOYACHO, TAKUX fK: J1ypeTukH, B-0mokaropu, iHriditopu AII®D, antaronictu ATl
pENenTopiB, 1HII KaJIbIli€B1 AHTArOHICTH, O-aJpeHepTiuHi OJokaTopH, iHrioiTopu OJIES, a-meTunaona,
MarHito cyibdar.

IIpu ogHOuacHOMy 3acTocyBaHHI HideaumiHy 3 [-Os0kaTopaMu TOTPIOEH PETENbHUNH MOHITOPHHT
MaIieHTa, OCKiIIBKY BiJOMI MTOOUHOK] BUMAIKH 3arOCTPEHHS CepIIeBOT HEOCTATHOCTI.

Jueoxcun i meoghinin



KowmOinamis Hidbenuminy i3 TMTOKCHHOM Ta T€O(PLTIHOM 3a3BHUYai 100pe MEPEHOCUTHCS XBOPUMH, TYKE
PIAKO MOKJIMBE MiJBUILEHHS PIBHSA JUTOKCHHY Ta Teo(]isiHy y mia3Mmi KpoBi (CiiJl KOHTPOJIOBATH
BMICT OCTaHHIX y IjIa3Mi KpoBi). 3BaXKalouu Ha IIe, MallieHTa He0OXiTHO KOHTPOJIIOBATH HA HAsBHICTH
CHMIITOMIB MEPE03yBaHHs JUTOKCHHY 1, Y pa3i HEOOXiTHOCTI, CIiJl 3HU3UTH A03Yy TIIKO3UIY, Oepydu
710 yBaru KOHIEHTPALIl0 TUTOKCUHY B ILJIa3Mi.

Amiooapon i XiHiOuH

AMiOmapoH 1 XIHIIMH MOXYTh ITJICHJIFOBATH HETaTHBHY 1HOTpOmMHY fito Hidenuminy. I[Ipu
OJTHOYACHOMY 3aCTOCYBaHHI Hi(eIuMiHy Ta XiHIIMHY B OKPEMHX BHIIAJKaX CIIOCTEPIrasiocsi 3HUKEHHS
piBHS XIHIAWHY, a MPU BiAMIHI HipeaumiHy — pi3ke 30UIBIICHHS KOHIIGHTpAIlli XIHIIWHY B ILIa3Mi.
3BakalouM Ha 1€, NMPU OJHOYACHOMY 3aCTOCYBaHHI abo BiAMiHI HipEeTUIiHYy PpPEKOMEHIYETHCS
MIPOBOJIUTH MOHITOPUHT KOHIIEHTpAIIl XIHIIUHY B IJIa3Mi, a y pa3i HeOOXITHOCTI BIIKOPUTYBATH J03Yy
XiHiIuHY. Jleski aBTOpM MOBIIOMIISUTM TPO 30iibIIEHHS KOHIEHTpamii Hideauminy B miasmi npu
OJIHOYAaCHOMY 3aCTOCYBaHHI 000X TIpemapariB, IPOTE IHII aBTOPM HE BiJ3HAYAIM 3MiHH
(bapMakoKiHETHKH HieauIiny.

3Bakaouu Ha 1€, CJIJI PETeIbHO KOHTPOJIOBATH apTepiajibHUN TUCK MPHU BKIIOYEHH! XIHUAWHY B
cxemy Tepanii HipenumniHom. Y pa3i HEOOXITHOCTI CIiJ 3HU3UTH 103y Hipenuminy.

Taxponimyc

Bimomo, mo TakpoiiMyc MeTabomi3yeTbes uepe3 cucreMy nuroxpomy P450 3A4. Omy6iikoBaHi qaHi
BKa3ylTh Ha Te, II0 B OKPEMHX BHUMAAKaX A03Y TAKPOIIMYCy MPH OAHOYACHOMY 3aCTOCYBaHHI 3
HipeauniHoM MokHa 3HU3UTH. [Ipu omHOUAacCHOMY 3acTOCyBaHHI 000X MHpemapaTiB CIliJ] TPOBOAUTH
MOHITOPHHT KOHIIEHTpaIlii TAKpOJIIMyCy B IUIa3Mi, 1 y pa3i HEOOX1THOCTI CIIi/1 PO3TISHYTH MUTAHHS PO
3HIDKEHHS JI03H TaKpOJIIMYCY.

IH1i BUW B3aeMoii

I'peungpymosuii cix

I'peiindpyroBuii cik iHri0ye cucremy nutoxpomy P450 3A4. BxxuBanHs rpeiindpyToBOro COKy Mpu
3aCTOCYBaHHI Hi(enuIiHy NPU3BOAWUTH [0 TIIBUIICHHS KOHIEHTpamii mnpemapary B IUIa3mi i
301IbIICHHS TPUBAIOCTI Al HideAUMiHYy BHACTIIOK 3HIKEHHS METa0oJi3My NIpU MEpHIOMY
MIPOXOJKCHHI a00 3HMKCHHI KJIipeHCy. BHACTIOK IIbOT0 MOXKE MTOCHITFOBATUCS aHTHTIIEPTCH3UBHA JTisI
npenapaty. [licns perynspHoro BxXuBaHHs rpeUndpyToBOro coky 1eil eexT MoKe TPUBATH YIIPOIOBK
npUHAMHI 3 THIB TICIIS OCTAHHBOTO BKMBAHHS COKY.

3BakarouM Ha I, MpH Tepamnii HipeaTumiHoM Cllifi YHUKaTH BKUBaHHS TpeindpyTis/rpeiindpyroBoro
COKY.

3acTtocyBaHHsS HipenUIiHy MOXe HPU3BECTH [0 OTPUMAHHS XUOHOMIJBHUIIEHUX pE3YJIbTaTiB IpH
CHEeKTPO(OTOMETPUUHOMY BH3HAUEHHI KOHIIEHTpAllll BaHUIUIMUIAAIEBOT KMCIOTH Yy cedl (poTe mpu
3aCTOCYBaHHI METOY BUCOKOE(EKTUBHOI piIMHHOI Xpomartorpadii 1eil epekt He criocTepiraeTbes).

Ocoonueocmi 3acmocyganns.

HeoOxigHo OyTtu obOepeXHMM NpU 3acTOCyBaHHI mpenapary PapMaauIiH Nali€eHTaM 3 HasBHUM
CUJIbHUM 3BY)KE€HHSM IIIYHKOBO-KHMIIKOBOTO TPAKTY UYepe3 MOXJIMBICTb BUHUKHEHHS OOCTPYKIIMHUX
cumntomiB. Jly)ke pigko MOXXYTb BUHHMKATH Oe30apu, sKI MOXYTb MOTpeOyBaTh XIpypridvHOTO
BTPYYaHHSI.

VY nooAMHOKMX BUMAJKax OyJiM omucaHi 0OCTPYKLIHHI CUMITOMH 3a BIJICYyTHOCTI B aHaMHE31 MOPYILIEHb
3 OOKY IIITYHKOBO-KHUIIKOBOT'O TPAKTY.

3actocyBaHHs mpernapaty ®apmaguriH = MOXE TMPHU3BECTH JI0 OTPUMAHHS XUOHOIO3UTHBHUX
pe3yJbTaTiB MPU PEHTI€HIBCHKOMY JOCIHIKEHHI 13 BUKOPUCTaHHAM 0api€BOr0 KOHTPACTHOTO 3aco0y
(Hanpukiaja, 1epeKTH HAIOBHEHHS 1HTEPIPETYIOThCA K MOJI).

[MamienTH 3 MOpYIIEHHSAMH (DYHKIH ME4iHKM HOTPEOYIOTh PETEIHHOIO MOHITOPUHTY, a Y TSHKKHX
BUTIA/IKaX — 3HIKCHHS JT03H.

Hipenunin metabomizyeTbcsi uepe3 cucremy nutoxpomy P450 3A4, yepe3 ue, mpemaparu, sKi
1HT10yI0Th @00 1HAYKYIOTH 10 CUCTEMY (€PMEHTIB, MOXKYTh 3MIHIOBATH «II€pIle MPOXOHKEHHS» abo
KJIipeHc Hieauminy.

®

®



Jlo mpemnapartiB, sKi € cimabumu abo MoMipHUMU 1HTI01TOpaMu cuctemu IuToxpomy P450 3A4 1 MOXyTh
MPU3BOAUTH JI0 30UTBINICHHS] KOHIICHTpAIlii HiQeUIliHy B TUIa3Mi, HAJIEKATh: MAKPOJIiIHI aHTHO10THKH
(HampuKkIaa, epuTpoMinuH), iHTiIOiTOpr aHTH-BLJI mporeasu (Hampukian, pUTOHABIp), a30JbHI
AQHTUMIKOTHKHM  (HaNpHKIaZ, KETOKOHA30J), AaHTUAENpecaHTH Heda3zoJoH Ta  (IIyOKCETHH,
XIHYTPUCTHH/ TaNIb(HOTPUCTHH, BAIILIIPOEBA KUCIOTA, ITAMETHIHH.

Ilpu cymyTHROMY 3acTocyBaHHi mnpemapary ®apmagumin® 3 UUMH IpenapataMd  HeoOXiTHO
KOHTPOJIFOBATH apTepiaibHUM THUCK 1, Y pa3i HEOOXITHOCTI, pO3TJISHYTH IMUTAHHS MPO 3HIKCHHSI 103U
Hipeauminy.

[Ipemapat He ciix 3acTOCOBYBaTH, SKIIO MOXJIMBHE 3B’S30K MDK IOMEPEIHIM 3aCTOCYBAaHHIM
Hideauminy Ta imemMidHuM OosieM. Y TaIi€HTIB 31 CTEHOKapII€I0 HaMa I MOXKYTh BUHUKATH YacTille, a
iX TPUBAIICTh Ta IHTEHCUBHICTh MOXYTh 301IBIITYBATHCh, OCOOJMBO HA MTOYATKY JIKYBaHHS.

Jlikapchki 3aco0u 3 IFOY0I0 PEYOBHHOIO Hi(heTUIIH HE 3aCTOCOBYIOTH Malli€EHTaM 3 TOCTPUM HaNaJaoM
cTabUIBHOT CTEHOKAP/Ii.

Crin 3 0co6nmBOI0 00EpeXKHICTIO TPU3HAYATH MIPEnapar MaieHTaM, ki nepedyBaloTh Ha reMoialisi,
3a YMOB 3JIOSIKICHOI apTepiajibHOI TinmepTeH3ii abo TrinmoBoJieMil, OCKUIBKH PO3MIUPEHHS KPOBOHOCHUX
CYAMH MOJE CIIPUYMHUTH y HUX 3HAYHE 3HIKCHHS apTepiajJbHOTO THCKY. 3aCTOCYBaHHS Hienuminy
XBOPUM Ha IIYKPOBHI J1iabeT MOXke MOTpeOyBaTH KOPEKIIii IIKyBaHs.

Lle#t ikapchbKuii 3aci0 MICTUTh HEBEIIMKY KIJIBKICTh €TaHOMY (aJIkoroio), merie 100 Mr/mo3y.

3acmocysanns y nepioo sacimnocmi abo 200y8anis 2pyoor.

Bazimuicme.

Hideaumnin npoTunoka3aHo 3aCTOCOBYBATH ITiJ] Yac BariTHOCTI.

Tooysanns epyooro.

Hidenumnin nmpoHHKae y rpyaHe MOJOKO, TOMY IIiJl 4ac 3aCTOCYBaHHs Mpemnapary CiiJ HPUITUHUTH
TOJTyBaHHSI TPYAIIO.

DepmunvbHicmo.

Oxpemi eKCIepUMEHTH In Vitro BHUSBHJIM B3a€EMO3B’SI30K MIX 3aCTOCYBAaHHSM aHTAroHICTIB KaJbIIiio,
30KpeMa, HidenumiHy, Ta OOOpPOTHHMH OIOXIMIYHMMH 3MIiHAMH CIEPMATO30iiB, IO MOTIPIIYIOTh
CIIPOMOXHICTh OCTAHHIX JO 3aIUTiHEHHS. Y pa3si, AKIIO COpOoOH 3aIUIAHEHHS 1n Vitro BUSBISIOTHCS
HEYCHIITHUMH, 32 BIJICYTHOCTI 1HIINX MOSICHEHb, AHTArOHICTH KaJbIIil0, HAPUKIIA] Hi(QeTUuIiH, MOXKYTh
PO3TIAAATHCS K MOXJIMBA MIPUYMHA I[LOTO SBHIIA.

30amuicms  enaueamu Ha WEUOKICMb peakyii npu Kepyeanui a6MOmMpAancnopmom ado iHwuUMU
MexaHismamu.

ITpu 3acTocyBaHHI penapaTy CJliJ] yTpUMYBaTUCh Bijl MOTEHIII{HO HEOE3NMeUHNX BHIB JiSUIBHOCTI, 110
BHUMararoTh MiIBUILEHOI yBaru (KepyBaHHs aBTOTPAHCIIOPTOM Ta ME€XaHi3MaMH TOIIO).

Cnoci6 3acmocysanns ma 0o3u.

dapmanunin® 3acTOCOBYBATH ISl JiKYBaHHS IilepTOHIYHUX KPH3iB AK MperapaT IBUAKOT JOTOMOTH.
He pexomenyeThCst 3aCTOCOBYBATH Mpemnapar y il JIiKapchKiid popMi st KypcOBOTO TPUIOMY.

ITpu HEoOXiAHOCTI MPOBENEHHS KYpPCOBOI aHTUTINEPTEH3UBHOI Tepallii mpenapar i JiKapcbKy Gopmy
nigoupae Jikap.

[Tpu panToBOMY 1 3HAYHOMY Mi/IBUILIIEHHI apTepiaJIbHOTO THCKY MOYaTKOBA pa3oBa /103a Ui JOPOCIUX
CTaHOBUTH 3-5 Kkpamnens (2-3,35 mr), ans oci0 JITHHOTO BIKy — He Oulblie 3 Kpamnenb (2 Mr) mifJ si3UK
a00 HakaraTH Ha IIMAaTOYOK CyXaps YM Ha I[yKOp, IKOMOT'a JOBIIIEe TpUMaro4u B poTi. [Ipu HegocTaTHiii
e(eKTUBHOCTI 703y MOCTYNOBO MOXXHA MIJIBUIYBaTU 10 KJIIHIYHO 3Hauymoro edekry. Hanmani y
BUMAJIKaX MIJBUILEHHS apTepialbHOTO THCKY HEOOXIJHO OpieHTyBaTucs came Ha Ito no3y. Ilpu
HeoOxiaHocT (migBuuieHHss AT mo 190/100 mm pt1. ct. — 220/110 MM pT. €T.) pa3oBy A03Y MOXKHA
MOCTYMOBO MIiJBULIMUTH B OKpeMux Bumaakax ngo 10-15 kpamens (6,7-10 mr) 3 ypaxyBaHHIM
1HIUBIIyaJIbHUX 3MiH TTOKa3HUKIB AT y XBoporo.

HeoOxigHo BpaxoByBaTH 1HIUBIAyaJbHY YYTJIUBICTH OKPEMHUX XBOPHX J0 CDapMazmniHy®. VY Takux
BUMAJIKax 103y Tpeba migduparu iHIUBIAyalbHO, TOYMHAIOUH 3 3 Kpareib, 1 OCTYIOBO 30UIbLTYBAaTH



Ha 2-3 kpari (1,34-2 Mr) 10 TOCSATHEHHS KIIIHIYHOTO €eKTYy.
[TepeBuinieHHsT MOYATKOBOI JO3H IMpenapary MOXKe MPU3BECTH 0 PI3KOTO 3HUKEHHS apTepialibHOTO
THUCKY!

imu.

[Ipemnapat He 3aCTOCOBYBATH JUIsl JIIKyBaHHs AiTel (0 18 pokis).

Ilepedosysanns.

Cumnmomu 2ocmpoi inmokcuxayii HigoeOuniHom.: TIOPYIICHHS CBIJOMOCTI aX /10 KOMH, 3HUIKCHHS
apTepiaIbHOTO THCKY, Taxikapais/Opaaukap[is, Timepriikemis, MeTa0OIIYHUN anua03, TINOKCis,
KapA10T€HHUH 1IOK, 110 CYTPOBOJIKY€ETHCS HAOPSKOM JIETEHIB.

Jlikysanna. 3axonu AJi HaJAaHHS HEBIAKIAJHOI JIOTIOMOTH Y MEpIy Yepry MOBHHHI OyTH CIIpSIMOBaH1
Ha BUBEJICHHS IPerapary 3 opraHi3mMy Ta BiTHOBJIEHHS CTa01IbHOT TeMOJUHAMIKH.

[Ticns mepopanbHOTO 3aCTOCYBAaHHS PEKOMEHIYETHCS TOBHICTIO BHUIOPOXXKHUTH IUTYHOK, Yy pasi
HEOOX1THOCTI — Y KOMOiHaIii 3 IPOMHUBAHHSIM TOHKOTO KHUIIICYHUKY.

BuBenenns mnpemnapary 3 Opradi3My MOBHHHO OyTH SKOMOIa IIOBHIIIMM, BKJIIOYAIOYM TOHKHN
KHUIIEYHUK, OCOOJIMBO Yy BHIAJKaX IHTOKCHUKAIl MpernapaTaMd Hienuriny 3 YyIOBUIbHEHUM
BHUBUIBHEHHSIM IS 3a1100iranHs abcopOitii nir09oi peuoBUHHU.

Ockinbku A5 HiQenuIiny XapakTepHUil BUCOKUN CTYMiHb 3B’sI3yBaHHsS 3 OUIKamMH IUIa3MHU KpOBI Ta
BI/IHOCHO HEBEIMKHA O00’€M pO3MOAUTY, TeMOJialli3 HEePEKTUBHUN, MPOTE PEKOMEHIYETHCS
MpoBeeHHS M1a3mMadepesy.

Bpanukapnito MOXKHa yCyHYTH OeTa-cuMIiaToMiMeTHKamH. [Ipy yHoOBUTBHEHHI CEPIIEBOTO PUTMY, IIO
CTAaHOBUTH 3arpo3y ISl JKUTTS, PEKOMEHAYEThCS 3aCTOCYBAHHSI LUITYYHOTO BOJISL PUTMY.

lNnoreH3iro, MO BUHHWKIA BHACTIJIOK KapAiOr€HHOTO IIOKY 1 Ba3ojMWiaTaiii, MOXXHa YyCyBaTH
npernapatamu Kanbiito (10-20 mn 10 % po3umHy Kanblilo XJIOpuay abo TIIIOKOHATY BBOJSTH
BHYTPIIIHFOBEHHO TOBUJIHHO, MOTIM MOBTOPIOIOTH Yy pa3i motpedu). BHACHiZOK IBOro CHpOBATKOBI
PiBHI KaJlbIiI0 MOXYTh JOCSTTH BEPXHBHOI MEXi HOpMH a00 OyTH HE3HAYHO MiJBUIIEHUMH. SIKIIO
BBEJICHHS KaJIBIIII0 HEJIOCTATHRO €PEKTUBHE, JOILIIHLHIM € 3aCTOCYBAaHHS TAKUX CHMITATOMIMETHKIB, K
nomnaMiH abo HopaapeHamid. Jlo3m muMx mnpenapariB MmiAOUPaOTh 3 YpaxXyBaHHSAM JOCSTHYTOTO
JKYBaJIBHOTO e(EeKTY.

JIo 10IaTKOBOTO BBEAEHHS PIAMHU CIHiA HIAXOIUTH JY)Xe OOEpekHO, OCKUIBKM HpU IbOMY
MIIBUIYETHCS HEeOe3IeKa MepeHaBaHTaXKCHHS CepIIsl.

Ho6iuni peaxuii.

IIpu poTpuMaHHI peKOMEHAalll 100 3acTOCYBaHHsA Ipenapary MoOiyHi peakuii OyBaroTh
HE3HaYHUMH 1 000POTHUMH, SIK TIPABUJIIO, HE MOTPEOYIOTh BIAMIHM TEparii.

IIpy dYacTOMy 1 HEKOHTPOJIHOBAHOMY 3aCTOCYBaHHI MOXJIMBI MOOIYHI peakuii XapakTepHi, Ul
IpernapariB i€l papMaKoIOri4HOl TPYIIH.

3 6oky cucmemu kposi ma Jnimgpamuynoi cucmemu: JEUKOIEHIs, arpaHyloOLMTO3, aHeMis,
TPOMOOILIUTOTIEHIS.

3 60Ky imynHoi cucmemu: anepriuHi peakxiii, anepriyHuii HaOpsSK/aHTIOHAOPSAK (BKJIIOYAIOUM HAOPSK
roprani*), anadinaktuyHa/aHadiIakToiIHA peaKiis.

Icuxiuni po3naou’ peaxiii CTpUBOXKEHOCTI, 30y/UKEHHS, pO3J1aJH CHY.

3 6oky mep6ogoi cucmemu: TOTOBHUIN Ol1b, BEPTUTO, MIrPEHb, 3alIaMOPOYEHHS, TPEMOp, TilecTesis,
napecresisi, TU3ecTe3isl, COHIMBICTh, BTpaTa CBIJOMOCTI.

3 60Ky 0Ominy pewosun ma memabonizmy: TIEPriikeMis (CIiJ BpaxOBYBaTH y XBOPHUX Ha IyKpOBUM
niaber).

3 b6oky opearie 30py: OPYIICHHS 30y, OLTH B OUYax.

3 60Ky cucmemu cepys: Taxikap[is, MIOCUICHE CEpUEOUTTS, OUIb y TPYIIX (CTEeHOKap/Iis).

Backynapui poznaou: HabpsK, Ba3ouIaTallis, TimoTEeH31s.

3 60Ky ouxanvHoi cucmemu: HOCOBA KPOBOTEYA, 3aKJIa/IeHHS HOCA, UCITHOE.



3 60Ky WaYHKOBO-KUUKO8020 MpaKmy: 3anop, OUTh y MITyHKOBO-KHUITKOBOMY TPaKTi 1 a0 oMiHATBHUI
O111b, HYIOTa, JUCIIEIICIs, METEOPU3M, CYXICTh y pOTi, Tinepiuiasig sceH, 0e3oap, aucgaris, KHIIKOBa
HETIPOXIJIHICTh, BUpa3Ka KUIICUYHUKY, OJIFOBaHHS, HEIOCTATHICTh racTpoe3odareaabHOro ChiHKTEPA.
3 60Ky newinku ma JHCOBYOBUBIOHUX WLIAXIG. TPAH3UTOPHE IIJABHUINECHHS AKTHBHOCTI (PEpMEHTIB
MIEYiHKH, YKOBTSHHIIS.
3 6oky wxipu ma niOWKIpHOT KIIMKOBUHU. €pPUTEeMa, TOKCUYHHHA eIMiJepMaTbHUN HEKPOi3,
(hOTOUYTIIMBICTE, IypIypa, CBEpOIXkK, KPOITMB’ THKA, BUCHII.
3 60Ky ckenemuo-m’s3060i cucmemu, CHOLYYHOI MKAHUHU Ma KICMOK: M’SI30B1 CylOMH, HaOpsKu
Cyri00iB, apTpaIris, Miajris.
3 60Ky HUPOK ma ceuo8UBIOHUX WLIAXIE: TIONIYPisl, TU3Ypis.
3 60Ky penpodykmueroi cucmemu ma MOJIOYHUX 3a7103 . CPEKTUIIbHA TUCHYHKIIIS.
3azanvui poznadu: BiMIyTTS HE3AYyKaHH, HeCcTIenupIYHUHA O11h, TUXOMaHKA.

*MOKE MPU3BOAUTH JI0 HACHIJIKIB, SIKi CTAHOBJISITH 3arPO3Y JJIST JKUTTS.
VY maui€eHTiB 31 370AKICHOIO TINEPTEH3IE€I0 Ta TIMOBOJEMIEI0, sIKi IepedyBalOTh HAa reMoiaii3i, Moxe
CIIOCTEpITraTUCs 3HAYHE 3HIKCHHS apTepiajIbHOr0 THUCKY BHACIIIOK Ba30IUJIATAIIi].

Tepmin npuoamnocmi. 3 poku.
He BuKOpHCTOBYBATH Mpemapar miciis 3aKiHYeHHS TePMiHY IPUJATHOCTI, 3a3HAYCHOTO Ha YIAKOBIII.

YmoBu 30epiranns.
30epiratu B OpuTiHAIBbHIN yIaKoBIi IpH TeMiieparypi He Buie 25 °C.

30epiratu y HEJJOCTYITHOMY IS NiTE€H MiCITi.

Ynakoska.
ITo 5 mut a6o 25 mn y ¢uakoHni. [To 1 ¢nakony y nauiii.

Kareropis Bignmycky. 3a penentom.

BupooHuk.
[TAT «®apmax».

Micue3HaxoaxeHHsl BAPOOHHMKA Ta ii0ro ajpeca Micus NpoBazKeHHs AiTIbHOCTI.
VYkpaina, 04080, m. KuiB, Byn. ®pynze, 74.

Jlata octannboro neperasaay. 30.08.20109.



YTBEPXJIAEHO
IIpuka3 Munucrepcrsa
3PaBOOXPaHEeHUs] Y KPAUHbBI
30.08.2019 Ne 1925
PerucrpannonHoe yiocropepenue
Ne UA/2556/01/01

HNHCTPYKIUA
10 MeIUINHCKOMY NPUMEHEHHIO JIEKAPCTBEHHOI0 CpeacTBa

®APMAJIUITUH®
(FARMADIPINE®)

Cocmas:

oeticmeyrowee éeujecmso. nifedipine;

1 M pacTBOpa conepxxut Hueaununa B nepecuére Ha 100 % cyxoe BemectBo 20 mr (30 kamnens);
scnomozamernvHule gewyecmea: NoAUITUIEHIMKOIb 400, sTanon 96 %.

JlekapcTBennasi gopma. Kamnau opajibHbI€.
OcnosHble uzuKo-xumMuyecKue ceoticmea: TPO3PadHas >KEITOTO WM 3eJIEHOBATO-KENTOrO IIBETa
BSI3Kasl AHUAKOCTh CO CIa0bIM CIIUPTOBBIM 3aI1aXOM.

dapmakorepaneBTHYecKasi rpynmna. CeleKTHUBHBIE AHTArOHHCTBHl KalblMA C IpeoliIagaronmm
BiusiHueM Ha cocyasl. Kog ATX CO8C AO0S.

(Dapmakwwzultecxue ceoilicmea.

DapmakoouHamuxa.

CDapMaI[I/IHI/IH® MMpOABICT AHTHAHTMHAJIBbHOC W AHTUTHIICPTCH3UWBHOC HeﬁCTBHe. BJ'IOKI/IpyCT

[IOCTYIUIEHUE HOHOB KajbLUsl B KapJAWOMHOLUTHl W TJIQJAKOMBIIIEYHbIE KIETKU KOPOHApHBIX U
nepudepuyeckux apTepuil yepe3 MeJJIeHHble MOTEHIMal3aBUCUMbIE KajblIMEBbIE KaHaJIbl MeMOpaH
KJIeToK. Paccrnabiser rinagkue MbIIIbl COCYAOB, JUKBUIUPYET CIa3Mbl U pacIIUpsieT KOPOHApHbIE U
nepugepuyeckre apTepuu, yMeHblIas nepudepruueckoe COCyIucToe CONPOTHUBIEHHE, apTepHalIbHOE
JaBJIeHHWEe, TOCTHArpy3kKy M TOTPEeOHOCTh MHOKapAa B KHUCIOPOJE; HE3HAUUTENbHO CHUYKAET
COKpPaTMMOCTb MHOKap/1a, HECKOJIBKO YMEHbBINAET arperainto TpOMOOIIMTOB.

Dapmaxokunemuxa.

[Tpu npueme BHYTpb XOpOILIO BCACHIBAETCS B MUILEBAPUTEIBHOM TpakTe, onogoctynHocts — 40-60 %.
Ocobenno OwicTpo (uepe3 5-10 muH) >ddexT pa3zBuBaeTcs NMpu CyOIMHTBaIHLHOM mnpueme. OOBIYHO
MaKkCUMyM JieHcTBUsl peructpupyercs uepe3 30-40 munyT. [IprieM numm cymecTBEHHO HE BIMSET Ha
CKOpOCTb BCachlBaHUs Ipenapara. l'eMoanHamuyeckuil »¢(eKT coxpaHseTcss Ha MNPOTSHKEHUU
4-6 yvacoB. C Oenkamu Mia3mMbl KpoBH cBsi3biBaeTcs A0 90 % Hudenunuua. MertaGonusupyercs B
MEYEHU U BBIBOJUTCS M3 OpPTraHM3Ma MPEUMYIIECTBEHHO B BUJE HEAKTUBHBIX MeTabonuToB. OOmuit
kiupeHc Hudenunuaa — ot 0,4 1o 0,6 si/kr/4. Ilepuoa nosnyBbIBeACHUS COCTaBIseT 2-4 yaca. Y moaei
MO’KUJIOTO BO3pacTa M MAalMEHTOB C LUPPO30M IEYEHU METadO0JIM3M HHU(EIUNNHA 3aMeUIsIeTcs,
MIO3TOMY Yy HUX MEPUOJI MOTYBBIBECHHS MperapaTa MOXKET YAJIUHATHCA MOYTH B 2 pasa, yTo Tpedyer
YMEHBIIIEHUs J03bl W YBEJIWYEHHs HMHTEPBAJIOB MEXAYy IpHeMaMu Ipenapara. B opranusme
HUGEIUIUH He  KyMmynupyercs. B He3HAauMTeNbHBIX  KOJIMYECTBAX  IMPOHUKAET  CKBO3b
reMaTodHIeQalTnyecKuil 1 MIaleHTapHbld Oapbepbl, MPOHUKAET B IPYAHOE MOJIOKO.

KinHnyeckue XxapakTepuCTHKH.
Ilokazanus.
ApTepuanbHasi THIEPTEH3USI (C 1IeJIbIO JIEUEHUS TUIePTEH3UBHBIX KPHU30B).



Ilpomueonoxazanus.

- OcTpslii HHGAPKT MUOKapa (B TEUEHHUE MEPBHIX 4 HEETb);

- KapIMOTEeHHBIN 1IOK;

- TSKEJIBIM a0pTaJIbHBIM U MUTPAJIbHBIA CTEHO3;

- HecTaOuIbHAsl CTEHOKap/IHS;

- HE TPUMEHATH IJIs JICYCHUS TPHUCTYIOB CTEHOKAPAWH, BTOPUYHOM NPOPUIAKTHKH HH(apKTa
MUOKap/a;

- IEKOMIICHCUPOBaHHAas CEpAEcUHasi HEAOCTATOYHOCTb;

- apTepuasbHas TUIIOTEH3Us (CUCTOIMYECKOe apTepuaibHoe nasienue (AJl) Huxe 90 mm
pT. CT.);

- JKEJIYJ0YKOBBIE TAXUKAPIUU C paclIupeHHBbIM KomIiuiekcoM QRS;

- CHH/IPOM CJIa0OCTH CUHYCOBOTO Y371a;

- curapom Bonbda-Ilapkuncona-Yaiita (WPW), cunapom Jlayna-I"anonra-Jleaiina (LGL);

- AV-onokana Il u Il creneneii;

- mophupus;

- UJIEOCTOMA, YCTAaHOBJIEHHAS [10CJI€ TPOKTOKOJISKTOMUM;

- MIOBBIILICHHAS! YYBCTBUTEIBHOCTh K HUPEAUIIUHY U JPYTUM KOMIIOHEHTaM Ipernapara;

- MTOBBIIICHHAS YyBCTBUTEILHOCTD K APYTHUM JUTHUAPOIIAPUITHAM;

- He IPUHUMATH OJTHOBPEMEHHO C PUGaAMIUIITHOM.

B3aumooeiicmeue ¢ opyzumu 1ekapcmeeHHbIMU Cpeocmeamu u opyzue 6uobl 63aumMo0etiCmeui.
[Ipenapatel, KOTOpPBIC BAUSIOT Ha 3QQEeKTUBHOCTE HUGENUTHHA.

Hudemunun wmerabGonusupyercss udepe3 cuctemy nuroxpoma P450 3A4, kotopas HaxoguTcs B
CIIM3UCTON 000JIOUKE KUILIEYHHUKA U Ne4YeHU. B cBSA3M ¢ 3TUM, npenaparbl, KOTOpble UHIMOUPYIOT WIH
UHIYOUPYIOT 3Ty CHUCTeMy (EepMEeHTOB, MOTYT U3MEHATh «IIEPBOE TMPOXOXKACHUE» (Iocie
NEepOPaTBHOTO MPUMEHEHHSI) HITH KIMPEHC HU(EAUTHHA.

[Tpu npumeHeHnn HU(ETUTUHA COBMECTHO C HMXKETIPUBEICHHBIMU IIpErapaTaMu CIeIyeT YUUTHIBATh
CTENEHb U JUINTEIbHOCTh B3aUMO/IEHCTBUA.

Pughamnuyun

Pudamnuuun 3HauMTeNbHO WHAYHHpYET cucreMy nurtoxpoma P450 3A4. Ilpu onmHOBpeMEHHOM
IPUMEHEHUH C pUPaMIULUHOM OMOAOCTYMHOCTh HU(EAMIINHA 3HAYUTEIBHO CHMXKAETCA M, TaKUM
o0OpazoM, ero 3(pPeKTUBHOCTD OCIIa0IsAeTCs. YUYUTHIBAs 3TO, MPUMEHEHHE KOMOWHAIINKA HU(DETUTINHA C
pUpaMIIUITHOM MPOTUBOMOKA3aHO.

[Ipy OJHOBpPEMEHHOM NPUMEHEHUN HUKETPUBEACHHBIX CJIA0BIX WJIM YMEPEHHBIX WHTHOUTOPOB
cucreMbl 1uToxpoma P450 3A4 HeoOX0oaMMO KOHTPOJIUPOBATh apTepUajbHOE JaBI€HHE U, IPH
HE00XO0IMMOCTH, CJIEYET PACCMOTPETh BOMPOC O CHIXKEHUHU J03bl HUPEAUITHHA.

Maxponuonvle anmubuomuxu (Hanpumep, SpUmpomMuyuH)

HccnenoBanus B3auMoAeHCTBUS HUBEOUNMHA U MAKPOJIHMIHBIX AHTUOMOTUKOB HE IPOBOJMIIKCH.
OmnpeneneHHble MakpOJIMIHbIE AHTUOMOTHKM WHTHOMPYIOT ONOCPEIOBAHHBIA CHCTEMON LHMTOXpOoMa
P450 3A4 wmertabonu3m Jpyrux TMpenaparoB. YYUTHIBasS H3TO, HENb3s HCKIIOUYUTH BEPOSTHOCTH
YBEJIMYEHUS] KOHILIEHTpaluu HHU(ETUnuHa B IUIa3Me€ MpPU OJHOBPEMEHHOM HPHUMEHEHHH O000MX
[IpenapaToB.

ABUTPOMHUIIMH, KOTOPBII CTPYKTYpPHO 10100€H NpeACTaBUTEISAM Kilacca MaKpPOJIMIHBIX aHTUOMOTHKOB,
He unrubupyer CYP3A4.

Hneubumopwvr anmu-BUY npomeaswl (Hanpumep, pumonagup)

Knununyeckoe wucciegoBaHuMe, HM3ydalolllee€  BEPOSITHOCTh  B3aWMOAEWCTBUS  HU(pETUNMHA U
OIpeJieIeHHBIX UHIMOUTOpoB aHTU-BUY mpoTeassl, elje He MpoBOAMIOCE. M3BECTHO, UTO Mpenaparkl
3TOro Kjlacca MHTUOupyroT cuctemy nutoxpoma P450 3A4. Kpome Toro, mpemapaThl 3TOro Kiacca
UHTUOUPYIOT IN VItro omocpenoBaHHbIA cucTeMol nutoxpoma P450 3A4 merabonusM HugenunuHa.
[Ipy nmpuMeHeHUM OJHOBPEMEHHO ¢ HU(DETUIUHOM HENb3s HCKIIOYUTh 3HAUUTEIBHOTO YBEIMYEHUS
KOHIIGHTpallMu HU(deounuHa B IJIa3Me BCJIEACTBHUE CHW)KEHUS MeTaboiu3Ma IMpU  TEpBOM
MIPOXO’KJICHUU U CHIXKEHHUS CKOPOCTH BBIBEJICHUS U3 OpraHU3Ma.




A30nbHble aHmuMuKomuKyu (Hanpumep, KemoKoHa301)

Knunuueckoe wuccieoBaHue, M3ydyarolllee BEPOATHOCTh  B3aMMOACUCTBUS — HUpEAMIIUHA U
OIPEJICJICHHBIX a30JIbHbIX AaHTUMHUKOTHUKOB, €lIe He MPOBOAMIIOCH. M3BECTHO, 4TO mpemaparbl 3TOro
KJlacca MHTHOUpPYIOT cuctemy nutoxpoma P450 3A4. Ilpu nepopaibHOM NPUMEHEHUH OJHOBPEMEHHO
C HU(EIUNMHOM HEeNIb3s HCKIIOYUTh 3HAYUTEIBHOTO YBEIMYEHHUS CHUCTEMHOH OMOJOCTYIHOCTH
HU(EIUTTIHA BCIEICTBHE CHIDKEHUSI META00IM3Ma TIPY TIEPBOM MTPOXO0XKICHHH.

Dnyoxkcemun

Knuanueckoe wuccieoBaHue, M3ydyarollee BEPOATHOCTh  B3aMMOACUCTBUS — HUpEAWIIUHA U
¢diyokceTnHa, emie He NPOBOAWIOCH. V3BecTHO, 4Yro (uiyokceTHH HWHruOupyer in  Vitro
OrocpeioBaHHbIi cucteMol nutoxpoma P450 3A4 merabonusm HudenunuHa. [Ipu oqHOBpeMEHHOM
IPUMEHEHUH OOOMX IIPErnaparoB HENb3s MCKIOYUTh YBEIMUYEHHE KOHIIEHTpauuu HUdequnuHa B
asMme.

Hegazooon

Knuaunueckoe nccneoBanne, u3ydyaromiee BepoITHOCTh B3aNMOACHCTBHUS HU(EeAUUHA U Heda30/10Ha,
elie He MPOBOJMIOCH. M3BecTHO, 4To HedazoqoH MHrHOMpyeT iN Vitr0 omocpemsoBaHHBIH CHCTEMOIt
mutoxpoma P450 3A4 merabonusm apyrux mpenapartoB. IIpu oJHOBpEeMEHHOM MpPUMEHEHHH 000MX
IIPEnapaToB HeNb3s1 UCKIOUYUTh YBEIMYEHHE KOHIICHTPALUU HU(eJUn1uHa B I1a3me.
Xunynpucmun/oanvponpucmun

OnHOBpeMEHHOE MPUMEHEHHE XHUHYIPUCTUHA/1adb(QONPUCTUHA U HU(EAUIIMHA MOXET IPUBOAUTH K
YBEJIMUEHUIO KOHLEHTpaluu HU(PEAUNNHA B IIa3Me.

Banvnpoesas kucnoma

Knuanueckoe nucciegoBanue, H3yvarlee BepOSITHOCT B3aUMOACHCTBUS HU(PEIUITHHA U BaJIbIIPOCBOI
KHCJIOTHI, elle He IPOBOAMWIOCH. MI3BeCTHO, UTO BajblpoeBas KUCIOTAa YBEIMUMBACT KOHIIEHTPALUIO B
IiasMe CTPYKTYpPHO IOA0OHOro OJjioKkaTopa KajdbLMEBbIX KAaHAIOB HHUMOJIMUIIMHA BCJIEJICTBUE
UHTUOMpOBaHUSA (EPMEHTOB. YUUTBIBAasS 3TO, HENb3s HCKIIOUUTh YBEJIUYEHUE KOHIEHTPALUU
HU(EIUNTIHA B TUTa3Me U yBeIWYCHHE YPPEKTHBHOCTH.

L{umemuoun

BcenenctBue wnrnOupoBanus 1mmroxpoma P450 3A4, n@MeTHIWH TOBBIMIACT KOHIICHTpPAIUU
HU(eAUNUHA B IU1a3M€ U MOXKET YCHWIINBAaTh AHTUTUIIEPTEH3UBHBIN AP HEKT.

Luzanpuo

OnHOBpeMEHHOE TNPUMEHEHHE IM3anpuaa W HUPETUNHMHA MOXKET MPUBOJUTH K YBEJIWYECHHUIO
KOHIEHTpalluu HU(pEAUNHA B TUIa3Me.

IIpomueosnunenmuueckue cpeocmea, Komopule UHOyyupyiom cucmemy yumoxpoma P450 344, maxue
Kak ¢henumoun, kapoamazenun u gpenobapoumar

@enutonH uHAynupyer cucreMy unuroxpoma P450 3A4. Ilpm OnHOBPEMEHHOM IPUMEHEHUM C
(eHuTOMHOM OHOJOCTYNHOCTh HU(pEIUNUHA CHUXaercd, a 3¢dekTuBHOCTh ocnabnsercs. [Ipu
OJTHOBPEMEHHOM MPUMEHEHHH 000MX MpenapaToB HEOOXOAUMO KOHTPOJIUPOBATh KIMHUUYECKUI OTBET
Ha Tepanuio HUQPEIUNMHOM M, MPU HEOOXOJWMOCTH, PACCMOTPETh BOMNPOC O TMOBBIIIEHUH J03bI
Hu¢enunuHa. Ilpu moBelIeHUN 1036l HU(PETUIHMHA BO BpeMs OJHOBPEMEHHOTO MPUMEHEHHsS 000MX
[IpernapaToB, IPU OTMEHE (PEHUTONHA CIEAYET PACCMOTPETH BOIIPOC O CHUYKEHUH J103bl HU(ETUITHA.
KnuHndeckue wuccnenoBaHus MJii  M3YYEHUS BEPOATHOCTH IOTEHIMAIBHOTO B3aUMOJEHCTBUS
HupenunuHa 1 kapbamaszenuHa win GpenodbapduTana He mpoBoAUIUCH. V3BecTHO, UTO 00a npenapara
CHIDKAIOT KOHIIEHTPALMM B IUIa3M€ CTPYKTYpHO TIOJOOHOro OJoKaTopa KalbLMEBbIX KaHAJIOB
HUMOJIUIIMHA BCJEACTBUE HHIAYKIUH (EPMEHTOB. YUWUTHIBAs ATO, HENb3S HCKIIOYUTH CHIKEHUS
KOHIICHTpalMU HU(EUNMHA B II1a3Me U yMeHbIIeHus 3 peKTHBHOCTH.

Anumueunepmensugrvle npenapamol

Hudenunua MoxeT yBelnW4YMBATh aHTUTHIEPTEH3UBHBIM 3((EKT aHTUTUIEPTEH3UBHBIX IPENaparToB,
KOTOpbI€ MPUMEHSIOTCS OJHOBPEMEHHO, TaKuX Kak: AUYpPEeTUkH, [B-Omokaropsl, mHrubutopsl AllD,
aHTtaroHucTel AT1 pernentopoB, Apyrue KaiblIME€Bble aHTArOHUCTHI, O-aJJPEHEPrHUECKUe OJIOKATOPBHI,
uarunoutopsl ®JIES, a-MeTungomna, Maruus cynbdar.



[Ipu ogHOBpEeMEHHOM MNPUMEHEHHH HueaunuHa ¢ [-OJoKaTopamMu HEOOXOIUM TINATETbHBIN
MOHHUTOPHHI TAIllMEHTa, TOCKOIbKY W3BECTHBI €IWHUYHBIC CIy4au OOOCTPEHUS CepIeYHON
HEJ0CTaTOYHOCTH.

Huzoxcun u meogpunnun

Komb6unanus Hudenunuua ¢ TMroKCHHOM U T€O(UIUIMHOM OOBIYHO XOPOILIO MEPEHOCUTHCS OOJIBLHBIMU,
OYECHb PEIKO BO3MOXKHO YBEIMYEHHE YPOBHS JAMTOKCHMHA W TEODWUIUIMHA B IUIa3Me KpOBHU (clemyer
KOHTPOJIMPOBATh COJEpXKaHHE IOCIEeIHUX B IUIa3Me KpoBH). [Ipu OIHOBPEMEHHOM NPHUMEHEHUU
HU(ETUNIHA U JUTOKCHHA MOXET CHIDKATHCS KIMPEHC JUTOKCHHA W YBEIMYMBATHCS KOHICHTPAIUS
JIUTOKCHHA B IUIa3Me. YUYUTHIBAs 3TO, MallMeHTa HEOOXO0AMMO KOHTPOJIUPOBATh HAa HATMYKUE CUMITOMOB
NEPEO3UPOBKH JAUTOKCHHA W, NMPH HEOOXOIUMOCTH, CIEAYeT CHU3UTh 03y TIIMKO3W[A, YUUTHIBAs
KOHIIEHTPALIUIO TUTOKCHHA B TUIa3Me.

Amuooapor u Xunuouu

AMUOIApOH M XUHUAMH MOTYT YCHUJIMBATh HETaTHUBHYIO MHOTpOMHOE neicTBue Hupenununa. llpu
OJTHOBPEMECHHOM TIPUMEHEHUW HUQPEAWIMHA W XWHHJIWHA B OTICIBHBIX CIydasx HaOII0JaI0Ch
CHIDKCHHE YPOBHSA XUHUIWHA, a MPU OTMEHE HHU(EAUINHA — PE3KOe YyBEIWYCHHE KOHIICHTpAaIuu
XUHUJIMHA B IUIa3Me. YYHTHIBAs 3TO, MPH OJHOBPEMEHHOM MPUMEHEHUHM WJIA OTMEHE HHU(EIUIMHA
PEKOMEHIyeTCsl MPOBOJIUTh MOHUTOPUHI KOHIEHTPAIlMK XHUHHUJIMHA B IUIa3Me, a MpU HE0OXOIUMOCTH
OTKOPPEKTHPOBAaTh J03Yy XUHHAWHA. HexkoTopele aBTOpHI cooOmany 00 yBEIMYEHUH KOHLEHTPALUU
HU(peTUNIHA B TUIa3Me IPU OJJHOBPEMEHHOM MPUMEHEHUU 000UX MPEenaparoB, OJHAKO JPYTHUe aBTOPHI
HE OTMEYaJId U3MEHEHUs (hapMaKOKUHETUKN HU(ETUITHHA.

YuuteiBas 3TO, ClIeAyeT THIATEIbHO KOHTPOJIUPOBATH apTepuanbHOE MaBJICHHE MPU BKIIOYECHUU
XUHUJUHA B cxeMy Tepanuu HupenunuaoM. I[Ipm HeoOXoAMMOCTH cleAyeT CHHU3UTh 103y
HUdeaUnIHa.

Taxponumyc

W3BecTHO, 4dYTO TakponuMmyc MeTabonu3upyercss uyepe3 cuctemy muroxpoma P450 3A4.
OnyOnuKOoBaHHBIE JIaHHBIE YKa3bIBAIOT Ha TO, YTO B OTAEJIBHBIX ClIydasX /03y TakpojuMmyca IpU
OJTHOBPEMEHHOM MPUMEHEHUU ¢ HU(PEAUITMHOM MOXKHO CHH3UTh. [Ipu ogHOBpeMEHHOM MpPUMEHEHUU
000MX MpenaparoB CileayeT MPOBOAUTH MOHHUTOPUHT KOHIIEHTPAIMH TAaKpOJIMMYyca B IUIa3Me, U IMpH
HE0OXOIMMOCTH CJEeIyeT PACCMOTPETh BOIIPOC O CHUKEHHUH JI03bI TAKPOIUMYCA.

Jpyrue BUbl B3aUMOJIEHCTBUN

I'petingppymosuliii cox

I'pelin¢gpyroBeiii cok MHrHOUpyeT cucremy nuroxpoma P450 3A4. Vnorpebdnenue rpeindpyroBoro
COKa MpHU MpUMEHEHUN HU(]eIUNHA TPUBOANUT K MOBBIIICHUIO KOHIICHTPAIUH Mpenapara B Iia3Me U
YBEJIMUEHUIO JJUTENIbHOCTH JAEUCTBUS HU(DEAUNMHA BCIECICTBUE CHUKEHHUS MeTaboI13Ma Mpu MepBOM
MIPOXO>KJICHUH UM CHIKEHUU KIIMpeHca. BerencTBue 3Toro MokeT yCHINBaThCS aHTUTUTIEPTEH3UBHOE
nevictue npenaparta. [locne perynspHoro ynorpe6ieHus: rpedn@pyToBoro coka 3ToT 3hPeKT MOKeT
JUINTHCA B TEUEHUE IO KpaifHel Mepe 3 qHEl mocie mocueHero ynoTpedieHus coka.

VYyurbiBas  3TO, OpU  Tepanuud  HUPEAUNHHOM  cleayer — u3lerarb  ynorpeOieHus
rpeiindpyros/rpeindpyroBoro coka.

[Tpumenenne HUGBETUIHHA MOXKET TPUBECTH K TIOTYYCHHIO JIO)KHOIOBBIICHHBIX PE3YJIbTATOB IPHU
CMEKTPOPOTOMETPHYHOM OTIPEICICHHN KOHIICHTPAIIMH BaHWIMJIMHHIAIBHOW KUCIOTHI B MOY€ (0IHAKO
MpU TPUMEHEHUH METOoJa BBICOKOI(PGHEKTHUBHON >KUIKOCTHOM Xpomatorpaduu 5ToT 3PPexT He
HabIr01aeTCs).

Ocobennocmu npumeHnenus.

Heo6Xx0auMo OBITH OCTOPOKHBIM IIpH HpuUMeHeHHH Tperapata ®apmaaunuu® nanueHTaMm ¢
UMEIOIIUMCSL CHJIBHBIM CY)KCHHEM JKeTYJOYHO-KHIIEYHOTO TpakTa B CBS3M C BO3MOXHOCTBIO
BO3HHUKHOBCHUSA 06CprKHI/IOHHBIX cumitoMoB. OuyeHb PEAKO MOTr'yT BO3HHKATb 66303131)1, KOTOPEBIC
MOTyT OTPeOOBATh XUPYPTUIECKOTO BMEIIATEIHCTBA.

B CAVMHUYHBIX ClIy4dasax OBLIM OITMCAaHBI O6Cpr1(I_[I/IOHHI)Ie CUMIITOMBI IIPpU OTCYTCTBUHM B aHaMHE3C
HaApPYIIEHUI CO CTOPOHBI KENTYI0UHO-KUIIIEUHOTO TPAKTA.



[Ipumenenue mnpenapata ®apmaaunuu® MoXKeT NPUBECTH K IONYYEHHUIO JIOKHOMONOKHUTEILHBIX

pe3yabTaTOB NpPU PEHTICHOBCKOM HCCIEIOBAHUU C HCIOJIb30BAHWEM OapHUeBOro KOHTPACTHOTO
cpezacTBa (HarpuMep, AePeKThl HAOJHEHUsI MHTEPIPETUPYIOTCS KaK MOJIUI).

[TaneHTHI ¢ HapYHICHUAMHU (DYHKIMHA TeYeHH HYXIAIOTCS B THIATEIBHOM MOHUTOPHHTE, @ B TSKEIBIX
Clly4yasiX — CHUKEHUH J103Bl.

Hudenunun merabonusupyercst yepe3 cuctemy muroxpoma P450 3A4, B cBsi3u ¢ 3TUM, Mpemnaparsl,
KOTOpbIE MHTHOUPYIOT WM HMHIYLUUPYIOT 3Ty CHUCTEMY (EpMEHTOB, MOIYT H3MEHATh «IIEpBOE
MPOXOKJICHUE» WIH KIUPEHC HU(DEIUIHUHA.

K mpenaparam, KOTopble SBISIFOTCS CIa0bIMU MJIM YMEPEHHBIMH MHTMOUTOPAMM CHUCTEMBI LIUTOXpOMaA
P450 3A4 u MOryT NMpUBOIUTH K YBEIHMUYEHHUIO KOHIIEHTPAUUU HU(EIUNHHA B IJIa3Me, OTHOCSATCS:
MakpoOJIMJIHble AaHTUOMOTUKHM (Hampumep, SPUTPOMULMH), HHruoutopsl aHTu-BUY npoteassl
(Hampumep, PUTOHABHP), A30JbHBIC AHTUMHUKOTHKU (HAapUMeEp, KETOKOHA30JI), aHTHUJETPECCAHTHI
He(a30/I0H U (IIyOKCETHH, XMHYIIPUCTUH/AAIb(QOIPUCTUH, BaIbIIPOEBask KUCIOTA, IIMMETUINH.

IIpu coBMecTHOM NpuMeHeHHH mpenapata ®apmaaunuua® ¢ STHMH IIpeHapaTaMH HeoOXOIHUMO
KOHTPOJIMPOBATh apTepUaIbHOE JaBJIE€HUE U, IPU HEOOXOAMMOCTH, PACCMOTPETh BOIIPOC O CHUKEHUU
10361 HU(eTUIHHA.

[Ipenapatr He cieayeT NPUMEHATh, €CIM BO3MOXKHA CBSI3b MEXAY MpPEIblIyLIIMM MPUMEHEHUEM
HUpEIUNIHA U WIIeMHYeCKOH OO0Nbl0. Y TAalMeHTOB CO CTEHOKApAHEW MPUCTYIBI MOTYT BO3HUKATh
yale, a UX JAJIUTEIbHOCTh U HHTEHCUBHOCTh MOT'YT YBEJIMUHMBAThLCS, OCOOCHHO B Hayaje JICUeHHs.
JlexapcTBeHHbIE CpeACTBa C JCHCTBYIOIIMM BEIIECTBOM HUGEAUNHMH HE NPUMEHSIOT MalUeHTaM C
OCTpPBIM IIPUCTYIIOM CTAaOMIILHON CTEHOKAap/IHH.

Crnemyer ¢ 0co00ii OCTOPOKHOCTBIO HA3HA4aTh Mpemnapar MalHeHTaM, KOTOpbIE HaxOIsATcs Ha
reMojidanuse, MIpu 3JI0KAYeCTBEHHON apTepUalbHOW TUIEPTEH3UM WM TMIIOBOJIEMHHU, IOCKOJIBKY
paciiipeHre KPOBEHOCHBIX COCY/IOB MOKET BbI3BaTh Y HUX 3HAUMTEIbHOE CHUKEHHE apTEpUaIbHOTO
nasnenus. [lpumenenne HugenunuHa OOJBHBIM CaXapHBIM JHA0ETOM MOXKET HOTPeOOBATh KOPPEKIIUH
JICUEHUS.

OTO JEKapCTBEHHOE CPEJICTBO COJEPKHUT HEOOJIbIIOE KOJUYECTBO JTAaHOJA (AIKOrojs), MeEHee
100 mr/no3y.

IIpumenenue 6 nepuoo bepemeHHoOCmMuU UIU KOPMAEHUS 2PYObIO.

bepemennocmo.

Hudenunun npoTuBonokazaHo NpuMeEHSITh BO BpeMsi 0€peMEHHOCTH.

Kopmnenue epyowio.

Hudenunun npoHukaer B IpyAHOE MOJOKO, MO3TOMY BO BpeMsi IPUMEHEHHUs IpernapaTa CleayeT
MIPEKPATUTH KOPMJIEHUE TPYBIO.

DepmunbHOCmb.

OTnenbHblE SKCHEPUMEHTHI In VItro BBISBMIM B3aUMOCBS3b MEXIy MPUMEHEHHEM aHTAarOHUCTOB
KalblUs, B YAaCTHOCTH, HH(EJUNNHA, U OOpaTUMBIMM OHOXMMHYECKMMHU H3MEHEHUSIMU
CIIepMaTO30MJI0B, KOTOPbIE YXYALIAI0T CHOCOOHOCTh MOCIEIHUX K OIUIOAOTBOpeHHI0. B ciyuae, ecnu
MOMBITKA  OIUIOAOTBOPEHHUS 1IN VItro OKa3bIBaIOTCS HEYCHEUIHbIMH, NpPHU OTCYTCTBUH APYTUX
OOBSICHEHU, aHTarOHUCTHI KaJbLIUs, HapuMep HU(EIUNNH, MOTYT pacCMaTpUBAThCs KaK BO3MOXKHas
MIPUYKHA 3TOTO SBJICHUS.

Cnocobnocme 6nusams Ha CKOpOCMb peakyuu npu YHNpasieHuu asmompaHCnopmom uiu  Opyeumu
MEXAHUSMAMU.

[Ipy npuMeHeHuM mpenapara cieayeT BO3IAEPKUBATHCA OT MOTEHIMAIBHO OIMACHBIX BHJIOB
JesTeIbHOCTH, TPEOYIOIINX MOBBIIICHHOTO BHUMAaHU (YIpaBJIeHUE aBTOTPAHCIIOPTOM U MEXaHU3MaMHU
U T.IL.).

Cnocob npumenenus u 003bl.
Dapmadunun® npumensamo Ons 1eueHus 2UNepMOHULECKO20 KPU3a KaK npenapam cKopoi noMouju.
He pexomenodyemcs npumensamos npenapam 6 3mou 1eKapcmeeHHol hopme 05l KyPCo8o2o npuemd.



Ilpu  HeobXoOumocmu npogedeHusi Kypcogol aHMUSUNEPMEH3UBHOU mepanuu npenapam u
JIeKapCmeeHHyio popmy noobupaem 8pad.

[Ipu BHE3alTHOM U 3HAYUTENILHOM MOBBILICHUH apTEPHAILHOTO JaBJICHUS HayalbHAas pa3oBas J103a JUIs
B3pOCIBIX cocTaBisieT 3-5 kamenb (2-3,35 Mr), Ans Ui MOXUIIOro Bo3pacTa — He Oosee 3 Karenb
(2 Mr) moJ1 A3BIK WJIM HAKamaTh HA KyCOYeK cyXaps WJIHM caxapa, Kak MOXKHO JOJbIle yIep>KUBas BO PTY.
[Tpu HegocTaTouHOM 3(h(HEKTUBHOCTH 103y NMOCTEIIEHHO MOYKHO MOBBIIIATh A0 KIMHHYECKH 3HAYUMOTO
sbdexkra. B panpHelimiemM B clydasx IOBBIIICHUS apTepUATIbHOIO JaBJICHHUS HEO0OXOIUMO
OPHEHTUPOBAaTbCSI HMMEHHO Ha 3Ty 1o03y. Ilpu HeoOxomumoctu (moBeimenue AJl 1o
190/100 mm pt. ct. — 220/110 MM PT. CT.) pa30BYIO 103y MOYKHO ITOCTEIIEHHO MOBBICUTh B OT/ICIbHBIX
ciyqasix o 10-15 xamens (6,7-10 mMr) ¢ yderoM MHAMBHUAYAIbHBIX M3MEHEHUU Mokazateneit AJl y
00JIBHOTO.

HeoOxomuMo  y4uTHIBaTh  WHIUBUAYAIBHYIO  YyBCTBHUTEIBHOCTH  OTHCIBHBIX  OONBHBIX K
®apmagunuay”. B Takux ciydasx 103y HYKHO IOAOHPATh HHIAMBHAYAIbHO, HAYMHAS C 3 Kalleib, U
MMOCTETICHHO YBeIn4unBaTh Ha 2-3 karu (1,34-2 Mr) 10 JOCTHKEHUS KIMHUYECKOTO0 3 dekTa.
[IpeBbilieHre HayaIbHON J03bI IperapaTa MOXKET MPUBECTH K PE3KOMY CHUKEHHIO apTepHaIbHOTO
naBjieHus !

Hemu.

[Ipenapat He mpUMEHSTH Ui JieucHus aAereit (o 18 yer).

Ilepeoo3uposka.

Cumnmomel  ocmpoti uHmoKcukayuu Hugeoununom: HAPYLIEHUE CO3HAHUS BIUIOTH J0 KOMBI,
CHIDKEHHE apTEepHaIbHOTO NABJICHUS, TaXUKapAws/OpaguKapausi, THIEPTINKEMHS, METa0O0IMIECKUMA
alM103, TUIIOKCUS, KApAUOT€HHBIN 110K, KOTOPBIH COIPOBOXKAAETCSI OTEKOM JIETKHX.

Jleuenue. Mepbl 110 OKa3aHUIO HEOTJIOKHOM MOMOILM B MEPBYIO OUYEpElb JOJIKHBI ObITH HAIPaBJIEHbI
Ha BBIBEJICHUE Mpernapara u3 OpraHu3Ma U BOCCTaHOBJIEHUE CTaOUIbHON reMOJMHAMUKH.

[Tocne mepopadbHOrO NPHUMEHEHHS PEKOMEHAYETCS MOJHOCTHIO OINOPOKHUTH JKEIYNOK, TIPH
HE00XOAUMOCTH — B KOMOMHAILIUHU C TPOMBIBAHUEM TOHKOT'O KUIIEYHHKA.

BriBeienue mpemnapara U3 opraHuizMa JIOJDKHO OBITh HauOoJIee IMOHBIM, BKJIIOYAsi TOHKHH KUIICYHHK,
0COOEHHO B CllyyasiX MHTOKCHUKALMU NpernaparaMud HU(EIUIHHA C 3aMeJUIEHHBIM BbICBOOOXKICHHEM
JUTS TIPETOTBpAIIeHHs aOCOPOIINY AEHCTBYIOIIETO BEIIECTRA.

ITockonbky A HUGEOUNHUHA XapaKTepHa BbICOKAsl CTENEHb CBS3bIBAHUSA C O€JIKaMU IIa3Mbl KPOBU U
OTHOCHUTENIbHO HeOoJbIION 00BeM pacmpeleneHus, TremMoauann3 Hed()(EeKTUBHBIA, OJHAKO
peKoMeHayeTcs IpoBeieHue Mmiazmadepesa.

Bpanukapnnio MOXKHO yCTpaHUTh OeTa-cHMIaroMHMeTHKamu. [Ipu 3aMemnieHuH cepJedHOro pHUTMAa,
KOTOPBII COCTaBJsieT yrpo3y AJIs JKU3HHU, PEKOMEHIYEeTCsl MPUMEHEHHE HCKYCCTBEHHOTO BOIMTEINS
puTMA.

['unoteH3uto, KOTOpas BO3HUKJIA BCJIEACTBHE KapAMOTEHHOIO IIOKAa M Ba30JWIaTallud, MOXHO
ycrpansath npenaparamu kanbiins (10-20 mur 10 % pactBopa Kajibliys XJIOpUIa WK TITFOKOHATA BBOIAT
BHYTPUBEHHO MEIJICHHO, IOTOM TOBTOPSIOT MPU HEOOXOIUMOCTH). BenencTBue 3Toro cblBOPOTOUHbBIE
YPOBHH KaJIBIIUSI MOTYT JJOCTHYb BEPXHEH T'PaHHIIBI HOPMBI HITM OBITh HE3HAYUTEIHHO MOBBIIICHHBIMHU.
Ecnu BBeieHHE KallblUsl HEJOCTATOYHO 3(p(heKTHBHO, 1eeco00pa3HbIM ABISETCS MPUMEHEHUE TaKUX
CHMITATOMUMETHKOB, KaK JOTIaMUH WJIM HOpaapeHaTuH. J[03bI 3TUX MpenapaToB MOAOUPAIOT C YIETOM
JOCTUTHYTOTO JeueOHoro s dexra.

K nomomHUTETPHOMY BBEICHHIO JKUAKOCTH CJIEIyeT MOIAXOAUTh OYEHb OCTOPOYKHO, TIOCKOJIBKY IPH
3TOM IOBBIIIAETCS OMACHOCTH MEPETPY3KU CepLa.

Ilo6ounvie peakyuu.

[Ipu coOmrogeHnM pekoMeHAAalMi 1O TNPUMEHEHHUIO Ipenapara IMOOOYHbIE peakIuu OBIBAIOT
HE3HAYUTEJIbHBIMU M 00paTUMBIMU, KaK MPaBUIIO, HE TPEOYIOT OTMEHBI TePAHH.

[Ipn yacToM M HEKOHTPOJIMPYEMOM MPHUMEHEHUH BO3MOXHBI MOOOUYHBIE PEAKIMH, XapaKTEepHbIE IS
IpernapaToB 3TON (HapMaKOJIOTHUYECKOM IPYIIIbL.



Co cmopoHbl cucmembl Kpogu U aumgamudeckoll cucmemvl. ITEHKONEHUs, arpaHyJOLHUTO3, aHEMHUS,
TPOMOOIIMUTONICHUSI.
Co cmopoHbl UMMYHHOU cucmemsl. aIJICPTUUYECKHe pEaKluu, aJUIepruuyecKuil OTEeK/aHIMOOTEK
(BKITIOYAst OTEK TOpTaHu™), aHadUIaKTHIEeCKas/aHAPUITAKTOUTHAS PEaKIIUS.
Icuxuueckue HapyweHus: peakliii BCTPEBOKEHHOCTH, BO30YXI€HHUE, PACCTPONCTBA CHA.
Co cmoponbl HepeHolUl cucmembl: TOJOBHAs 0ONb, BEPTUTO, MHUIPEHb, T'OJOBOKPY)KEHHUE, TPEMOD,
TUIEeCTe3Hs], MapecTe3usl, TU3eCTe3Usl, COHJIUBOCTb, TOTEPSl CO3HAHMUS.
Co cmoponvl obmena eewjecms u memaboOIU3MA’ THIEPTIAUKEMHUS (HEOOXOAMMO YYHUTHIBATh MpPHU
MPUMEHEHUHU MAIUEHTaM C CaXapHbIM AHA0ETOM).
Co cmoponbl opeanos 3penus. HapyIeHus 3peHusi, 00JIb B IJ1azax.
Co cmopoHbl cucmemvl cepoya’ TaXUKapAus, yCUIEHHOE cepaliedueHune, 00ab B Tpyau (CTEHOKapAus).
Backynapuvie paccmpoiicmeéa’ OTeK, Ba30AuIaTalus, THIIOTECH3USI.
Co cmopoHbl ObixamenvHol cucmemsl. HOCOBOE KPOBOTEUEHHUE, 3aJI0KEHHOCTh HOCA, AUCITHO).
Co cmopoHvl dHceny0ouHo-KuueyHo2o mpaxma: 3amnop, 0ok B JKEIYIO0YHO-KUIIEYHOM TPAKTe U
abroMuHaNIbHAsE 00JTb, TOIIHOTA, IUCIICIICUS, METEOPU3M, CYXOCTh BO PTY, FHIEpILIa3us AeceH, 6e3oap,
mucarus, — KUIIEYHAss  HEMpPOXOJUMOCTb,  sI3Ba  KUIIEYHHKA, pBOTA,  HEIOCTaTOYHOCTD
ractpoas3odarearbHOTO CUHKTEPA.
Co cmoponbl neuenu u JHcenuesbleo0sWux nymelii: TPAH3UTOPHOE TIOBBIIIICHUE aKTUBHOCTA (PEPMEHTOB
MEYCHH, KENTyXa.
Co cmopoHbl Kodcu U NOOKONMCHOU KIemuyamKu. dpUTeMa, TOKCHYECKHA AHIEPMATbHBIA HEKPOIIH3,
(OTOYYBCTBUTEIBHOCTD, TYyPIYpPa, 3y, KPaUBHUIIA, CHIIIb.
Co cmopoHbl CcKeNemHO-MblUeYHOU CUCTeMbl, COCOUHUMENbHOU MKAHU U KOCmel: MBbIIIEYHbIE
CYIOpOTH, OTEKH CYCTaBOB, apTPAJITHUsl, MHAIITHS.
Co cmopoHbl noyex u Mouesvbi800AWUX nymetl: TOTNYPHUS, TA3YPHUSL.
Co cmopoHbvl penpodyKmueHoU cucmembl U MOJIOYHBIX Jicele3: SPEKTUIbHA TUCHYHKITUS.
Obwue napywenus: OUTyIIEHUE HEJOMOTaHUs, HecTienupuieckas 00Jb, IUXOPaIKa.

*MOET MPUBOJUTH K MOCIEICTBUSAM, KOTOPbIE IPEICTABISIOT YIPO3Y ISl )KU3HH.
Y DanuMeHToB CO 3JIOKAYECTBEHHOW TMIIEPTEH3MEH M THUIIOBOJEMHEH, KOTOpPBIE HAaXOAATCA Ha
reMojualini3e, MOXKeT HaONI0IaThCs 3HAYUTENILHOE CHIDKEHUE apTEepHabHOTO JIaBIICHUS BCIEICTBUE
Ba30/IMJIATAIIUH.

Cpok 2oonocmu. 3 roja.
He ucnonp3oBaTh mpenapar nociie OKOHYaHHs CPOKa TOHOCTH, YKA3aHHOTO Ha YIIaKOBKE.

YcioBus XxpaHeHUs.
XpaHUTh B OPUTMHAJIBHOM yIakoBKe MpH TeMiieparype He Boiie 25 °C.

XpaHUTh B HEIOCTYITHOM JUIsl IETEN MECTE.

Ynakoska.
ITo 5 mut mnm 25 ma Bo dnakone. [1o 1 ¢pnakony B mauke.

Kareropus ornycka. Ilo penenry.

IIpousBoauTenn.
ITAO «®apmax».

MecToHax0X1eHHe MPOU3BOANTEIIS U €r0 aJpec MecTa OCylIeCTBICHNS 1eATeJIbHOCTH.
VYkpauna, 04080, r. Kues, yn. ®pynze, 74.

Jara nociennero nepecmorpa. 30.08.2019.



