IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Hopsack®

(Norvasc®)

CKnao:

ditoua pevosuHa: amnogumniny 6ecunar; 1 TabneTka MicTuTh 6,944 Mr amnoguminy 6ecunary, 110
eKBiBaJIeHTHO 5 mr amnoguminy; 1 Tabnetka mictuth 13,889 Mr amnopuminy 6ecunary, 1o
ekBiBanieHTHO 10 Mr amnoguminy;

0onoMidCcHI pe4osuHuU: 11eJ1i0JI03a MiKPOKPHUCTaliuHa, Kamblliio rigpodocdaT 6e3BogHMM, HATPiIO
KPOXMaJbrIKOIAT (Tul A), MarHiio cTeapar.

Jlikapcbka ¢popMa. TabrneTku.
OcHOBHI (i3uKo-XiMiuHI 81aCMUBOCMI:
mabaemku no 5 me:

- TabneTKy Bip Ginoro mo maiixke 6inoro Konpopy, y hopMi cMaparfa, 3 rpaBipyBaHHSIM
«AML 5» Ta po3[inbHOI0 PUCKOIO 3 OOHOTO0 OOKY i morotunoMm «Pfizer» - 3 iHmoro;

abo

- TabneTKy Bipg 6inoro mo matixke 6inoro Kompopy, y hopMi cMaparfa, 3 rpaBipyBaHHSIM
«AML 5» Ta po3MiNbHOI0 PUCKOIO 3 OMHOT0 60Ky i 63 MapKyBaHHS - 3 iHIIOTO;

mabaemxku no 10 me:

- TabneTKu Bifg 6isoro mo Maiixke 6inoro Konbopy, y popmi cMaparpa, 3 rpaBipyBaHHAM
«AML-10» 3 ogHOT0 6OKY i Morotunom «Pfizer» - 3 iHmoro;

abo

- TabneTKu Bif 6isoro mo Maiixke Oinoro Konbopy, y popMmi cMaparpa, 3 rpaBipyBaHHAM
«AML-10» 3 ogHoOro 00Ky i 6€3 MapKyBaHHS - 3 iHIIIOTO.

(I)apMaKOTepalIeBTI/I'-IHa rpyiua.

CeneKTUBHI aHTArOHICTH KallbIlil0 3 MepeBaxkKHUM BILIMBOM Ha cyaunu. Kog ATX C08C A01.



Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

AMJTOUIIIH - aHTATOHICT KaJlbllilo (IOXigHe guTigpomipuauHy), 1m0 6710Kye HagXOmXKeHHs ioHiB
KaJIbI[il0 70 MiOKapAa Ta A0 KJIITUH IJIafgkKuxX M’s3iB.

MexaHi3M TilTOTEH3UBHOI [il aMIOTUITIHY 3yMOBJIEHHH 0e3ocepeiHbOI0 PO3CIabIi00v00 Ji€ Ha
TafKi M's13U cynuH. TOYHUY MeXaHi3M aHTHaHTIHAIBHOTO e(DeKTy aMJIONUIIiHY BU3HAYEeHUN
HEIOCTaTHHO, OHAK HUXKYe3a3HaueHi e()eKTH BifirpaloTh IEBHY POJIb.

1. AMnogumiH po3mupioe nepudepruyHi apTepionu i TaKUM YMHOM 3HUXKYE IepudepUdHUN OITip
(mocTHaBaHTaxKeHH:). OCKiTBKY CePIIeBUI PUTM 3aJIUIIAETHCS CTAOIIPHUM, 3HUKEHHS
HaBaHTAXXKEeHHS Ha ceplie MPU3BOIUTh 10 3HUXKEHHS CIIOXKMBAaHHS eHeprii Ta moTpedu MioKapaa B
KHCHI.

2. Po3miupeHHs TOJIOBHUX KOPOHAPHUX apTepil Ta KOPOHAPHUX apTepion (HOpMalIbHUX Ta
ilmemizoBaHUX), MOXKJIMBO, TaKOXK Biflirpae poJib y MexaHi3Mi fil amnoguniny. Take po3mMpeHHs
IiABUINYE HACUYEHICTh MiOKapAa KMCHEM y HallieHTiB 3i Clla3MOM KOPOHaApHOI apTepil (CTeHOKapHis
[TpunuMeTana abo BapiaHTHa CTEHOKapHis).

Y mairieHTiB 3 apTepianbHOO TinepTeH3i€l0 3aCTOCYBaHHS Ipenapaty 1 pa3 Ha no0y 3abe3neyye
KJIIHIYHO 3Hayyllle 3HUXKEHHS apTeplalbHOr0 TUCKY IPOTATOM 24 TOOUH Y ITOJI0KEHH] gK JieXaul,
TakK i cTosiun. Yepe3 MOBIIbHUM II0YATOK [Ail aMJIOAUIIIHY TOCTPa apTepianbHa TinoTeH3is 3a3BU4ail He
CIIOCTEPIraeThCA.

Y natieHTiB 3i cTeHOKapieto MpX 3aCTOCYBaHHI ofHiel 1060BOI 03U IpemnapaTy MigBUIIYEThCS
3aranbHMM 9ac (pisuvHOro HaBaHTaXKEeHHS, Yac [0 I0YaTKy CTeHOKapHil i 4ac mo 1 MM menpecii
cermenTa ST. [IpenapaT 3HUKY€E YaCTOTy HallafliB CTEHOKapii Ta 3MeHIIye MoTpedy y 3aCcTOCyBaHHI
HITPOTJIiLIEpUHY.

AMJTOTIUIIIH He acoII0ETLCA 3 OyAb-IKUMU MOOIYHUMY MeTabomiYHUMY AisiMu abo 3MiHaMu piBHS
JimimiB y ma3Mi KpoBi i MOKe 3aCTOCOBYBATHCS MAlliEHTaM 3 aCTMOIO, ITYKPOBUM fiabeToM Ta
[IoJarporo.

dapmakokiHemuka.

BCMOKTYBaHHA/PO3MOMII.

[Ticns mepopanbHOTO 3aCTOCYBaHHS TEPANEBTUYHUX 103 aMJIOAUIIIH TIOCTYII0BO abCOpOy€eThCS y
na3My KpoBi. AGconioTHa 0i000CTyIHICTh HEe3MiHEHOI MOJIEKY/IM CTAHOBUTD IIPHUOIN3HO

64-80 %. MakcumanbHa KOHILIEHTpalis y IIj1a3Mi KPOoBi JOCATAaEThCS IPOTAToM 6-12 roguH micns
3acTtocyBaHHsS. O6’€M PO3MOOiNy CTAaHOBUTH MpubIU3HO 21 JI/KT; KOHCTAHTa gucomialii kuciotu (pKa)
aMJIOAUIIIHY CTaHOBUTH 8,6. [loCHiAKEHHS in Vitro IpogeMOHCTPYBaJH, 10 3B I3yBaHHS aMJIOAUIIIHY
3 OiflKkaMu MJ1a3Mu KPOBi CTAaHOBUTH IpuOIu3H0 97,5 %.

OpHOYacCHe BXKMBaHHSA 1Ki He BIUIMBA€ Ha BCMOKTYBaHHSI aMJIOAUIIIHY.

Metaboi3M/BUBEIEHHS.

[lepion HamiBBUBENEHHS 3 MJIa3MU KPOBi CTAHOBUTH NpuOnu3Ho 35-50 roguH. PiBHOBaxHa
KOHIIEHTPAIlis y IJ1a3Mi KPoBi JocsAraeThCs micis 7-8 oHiB 6e31epepBHOr0 3aCTOCYBaHHS IIpemapary.
AMJTOIUTIIH TOJIOBHUM YMHOM MeTaboTi3yeThCsl 3 YTBOPEHHSIM HeaKTUBHUX MeTa0oJIiTiB. Bnu3pko



60 % BBemeHOI 03U BUBOIUTHCS i3 ceueto, mpubnu3no 10 % 3 SKuX CTAaHOBUThH aMJIOOUIIIH V
HEe3MiHEeHOMY BUTJISL.

[NalieHTH JiTHHOT'O BiKYV.

Yac mocArHeHHS PiBHOBaXKHUX KOHIIEHTPAIliM aMJIOAUIIIHY Y IJIa3Mi KpPOBi OAiOHUY Y Malli€HTiB
JIITHBOTO BiKY Ta y HOPOCHUX NallieHTiB. KimipeHc aMIoauminy 3a3Bru4yai Jel0 3HUKEHUH, 110 Y
TALEHTIB JIITHROTO BiKYy MPU3BOOUTE [0 30i/bIIIEHHS IIJIOMII ITif KPHBOIO «KOHIIEHTparis/d4ac» (AUC)
Ta Iepiony HalliBBUBeIEeHH IIpenapary.

[larienTy 3 MOpyIIeHHAM QYHKIIIM HUPOK.

AwmonuIiH eKCTeHCUBHO 6i0TpaHChOPMYETHCS 10 HeaKTUBHUX MeTaboiTiB. 10 % amnopuminy
BUTIINIIETHCS Y HE3MIHEHOMY BUTJISAL 3 ceuelo. 3MiHM KOHIIEeHTpallil aMJIOAUIIiHY Y MJIa3Mi KPOBi He
KOPEJIOIOTh 3i CTyIleHeM IMOpyLIeHHS QYHKIIN HUPOK. [lamieHTam i3 mopyueHHAM QyHKIIIA HUPOK
MOXKHa 3aCTOCOBYBATU 3BHMYalHI 03U aMIOJUIIIHY. AMJIOOUIIIH He BUNAIAETHCS LIIAX0OM Aiai3y.

[NamieHTH 3 HOPVIIeHHAM QVHKINI ITeYiHKHA.

[HpopMaLis 100 3aCTOCYBaHHS aMJIOAUIIIHY NalliEeHTaM i3 MopyLUIeHHAM QYHKII] IeYiHKy AyxKe
oOMexkeHa. Y TallieHTiB i3 mIe4iHKOBOI HeIOCTATHICTIO KITipeHC aMJIOUIIiHY 3HUKEHUH, 110
IPU3BOMNUTH [0 30iNbIlIeHHS TPUBAJIOCTI Iepiofy HamiBpo3nany Ta o 36inemenHs AUC npubnu3Ho Ha
40-60 %.

iTH.

HocnigxeHHS papMaKOKiHETUKY ITPOBOOUIIY 3 y4YacTIO 74 miTell 3 apTepianbHOIO TillepTeH3i€0 BiKOM
Bim 12 mo 17 pokiB (TakoxkK 34 maIfieHTH BiKoM Bif 6 1o 12 pokiB Ta 28 mallieHTiB Bikom Big 13 mo 17
POKiB), 5IKi 3aCTOCOBYBaJI aMJIOAUIIH ¥ fo3ax 1,25-20 mr Ha 1o0y 3a 1 abo 3a 2 npuiioMu. 3a3Budai
KJIipeHC Py MepopalbHOMYy 3aCTOCYBaHHI AiTIM BiKOM Bif 6 o 12 pokiB Ta Big 13 mo 17 pokis
CTaHOBUB 22,5 Ta 27,4 n/ropuHy BigNOBiAHO AN xJ0n4uKiB i 16,4 Ta 21,3 n1/roguHy BiATIOBIOHO Aj1d
niBuaTok. CriocTepiraeThcst 3HauHa BapiabeNlbHICTh €KCIIO3Ullii y pi3HUX MallieHTiB. [HhopMalris momo
MaIliEHTiB BiKOM [10 6 POKiB oOMexkeHa.

KiiniuyHi XxapaKTepHUCTHKH.
Iloka3aHnHus.

- AprepianbHa rinepreHsid.

- XponiyHa cTabillbHA CTEHOKAP/Iis.

- BasocnactuyHa cTeHOKapmisa (cteHokapmis ITpuHIIMeTana).

IIpomunoka3aHHsi.

- Bigoma mipBuIlleHa YyTNUBICTh [0 AUTIOPOMiIpUAUHIB, aMIoouniny abo mo 6ymb-sIKOro iHIIOTOo
KOMIIOHEHTa IIpernapary.

- AprepiaiibHa TilOTEeH3ia TAKKOIO CTYIIEH.



- [lIok (BKMOYary4y KapOioreHHUH III0K).
- O6CTPYKIIis BUBIIHOTO TPAKTY JIiBOTO IIUIyHOYKA (HaIPUKIIaZ CTEHO3 a0OPTH TSAXKKOTO CTYIIEHS).

- T'emoprHaMiyHO HecTabibHA ceplieBa HEJOCTATHICTh IicIIs TOCTPOro iHdapKTy Miokappa.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
Bnaus iHwux aikapcvkux 3acobie Ha ama00uniH.

HasiBHi gaHi o0 6€31meyHoro 3aCTOCYBaHHS aMJIOAUIIIHY 3 Tia3uIHUMMU [iypeTUKaMu, anbda-
6okaTtopamu, OeTa-61o0KaTopaMy, iHribiTopamu AII®, HiTpaTamMu IIPOJIOHTOBAHOI [ii,
cyOmiHTBaIbHOIO (POPMOIO HITPOTIillepHHY, HECTEPOITHUMH IIPOTU3aNaIbHUMU JTiIKapChKUMU
3acobamu, aHTUOIOTUKAMM, OpaIbHUMM TilOTIiKeMiYHUMY JIiIKapChKUMHU 3ac00aMu.

IlaHi, oTpuMaHi y X0fi in vitro OCIiAXeHs 13 I1JIa3MOI0 KPOBI JIIOAWHY, CBIAYATh PO BiACYTHICTD
BIIJIUBY aMJIOMUIIIHY Ha 3B’sI3yBaHHS 3 OiTKaMu KPOBi JOCTIIKyBaHUX JIiIKApPChKUX 3aC00iB (QUTOKCHH,
dbeniToin, Bapdapun abo iHOOMETAIH).

IHeibimopu CYP3A4.

OpHoYacHe 3aCTOCyBaHHS amyiofuminy Ta iHriditopis CYP3A4 notyxkHo1 abo momipHol il (iHribiTopu
IIpoTeas, a30/IbHi MPOTUTrPUOKOBi 3aco6u, MaKpOJIiAK, Taki K epUTPOMIIIMH a0 KJTapUTPOMILIUH,
Bepanamin abo gunTiazeM) MoxKe MPU3BECTU [0 3HAUYIIOrO MigBUINEHHS €KCIIO3UIlil aMIONUIIIHY, 1110
TaKOXK MOXKe IIPU3BECTHU [0 IMiABUIIEHHS PU3UKY BUHUKHEHHS rinoteH3sii. KiiHiuHe 3Ha4YeHHS TaKuX
3MiH Moxke OyTu OilbIll BUpaXkKeHUM Y IallieHTiB TITHLOTO BiKy. Moxe 0yTH HeoOXimHUM KITiHiYHe
CIIOCTEPEXKEHHS 3a CTAHOM TallieHTa Ta Mmigdip mo3u.

He pekoMeHIy€eThCSI OMHOYACHO 3aCTOCOBYBATU aMJIOJUIIIH Ta TpeindpyTu abo rpeindpyToBuii CiK,
OCKIiJIbKY ¥ IeIKUX NallieHTiB 0i00CTYIHICTh aMJIOTUIIIHY MOXKe IMiABUIINYBATHUCS, 110, Y CBOIO YEPTy,
IIPU3BOIUTH [I0 ITOCUJIEHHS TilTOTEH3UBHOI Mil.

Inoykmopu CYP3A4.

KonuenTpanis aMIoguIiHy B Ij1a3Mi MOXKe 3MIHIOBATUCH IIiC/IA OZHOYACHOT0 3aCTOCYBaHHSA BilOMUX
ingykTopiB CYP3A4. ToMy ciif IPOBOOUTH MOHITOPUHT apTepiabHOTO TUCKY 1 KOperyBaTu J03y 3
ypaxyBaHHSM OOHOYACHOTO IPUHOMY KX JTiKapChKUX 3ac006iB SK BIIPOOOBXK TaK i MiC/Is CyMyTHHOT'O
JiKyBaHHS, 0COOIUBO 1€ CTOCYEThCS CUNbHUX iHOYKTOPiB CYP3A4 (Hanpukiaf, pubaMIIiluHy,
3Bip000I0 3BUYANHOTO).

LanmpoaseHx (iHdy3il).

Y TBapuWH cIocTepiranucs mayHOYKoBi GiOpuisLii 3 meTabHIM HACTIIKOM Ta CEPIIEeBO-CYIUHHUN
KOJIaIIC, 110 aCOLif0BaIUCA 3 TillepKaslieMi€lo, MicIs 3aCTOCYBaHHS BepalaMiny Ta JaHTPOJIeHy
BHYTPIITHEOBEHHO. Yepe3 PU3UK PO3BUTKY TilepKalieMil peKOMeHOO0BaHO YHUKATH 3aCTOCYBaHHS
0JI0KaTOpiB Ka/bI[iEBUX KaHAJIB, TAKUX SK aMJIOOUITIH, CXUJIBHUM [0 3JI0SKiCHOI TimepTepMii
nalieHTaM Ta IIPHU JIiKyBaHHi 37I05IKiCHOI riepTepMil.

Bnaue amaoduniHy Ha iHWi AiKkapcwKi 3acobu.

limoTeH3uBHUY e(pEKT aMJIOAUIIIHY IOTEHIIIOE TiITOTEH3UBHUN €(DEeKT iHIINX aHTUTINEePTEeH3UBHUX



3aco0iB.
Takpoaimyc.

IcHye puU3uK MifBUIIEeHHS PiBHIB TAKPOJIIMYCY B KPOBI IIpU OJHOYACHOMY 3aCTOCYBaHHI 3
aMJIOOHUITIHOM, OOHAK (apMaKOKiHETUYHUN MeXaHi3M TakKol B3aEMOIii ITOBHICTIO HE BCTAHOBIIEHO.
[ITo6 yHUKHYTHA TOKCUYHOCTI TaKPOJIIMyCy, IPU CYNIyTHbOMY 3aCTOCYBaHHI aMJIOOUIIIHY Malli€eHTaM,
K1 IPUUMa0Th TAKPOJIIMYC, CJIil IPOBOOUTHU PETYJIIPHUN MOHITOPUHT PiBHIB TAKPOIIMYCY B KPOBi
Ta, Y pa3i HeoOXimHOCTI, KOPUT'YBaTH 03y TAKPOJIiMYCy.

mTOR iHeibimopu (mammalian target of rapamycin - MillleHi panaMilliHy Y CCaBIIiB).

Taxi mTOR inribitopu, gk cuposniMmyc, TeMcuposniMmyc i eBepomnimyc € cyoctpatamu CYP3A. Ammogurmin
€ cnabkum inribiTopom CYP3A. IIpu omHO4YacHOMY 3acTocyBaHHi amnonuininy 3 mTOR inri6iTopamu
BiH MOXKe [TIOCUJIIOBATH BIIJIUB OCTAHHIX.

LukaocnopuH.

HocnigXeHb B3a€MOii IUKJIOCTIOPUHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 300POBUM JOOPOBOJIBISIM
abo B iHIIKX rpynax He IPOBOAUIIY, 3@ BUHITKOM 3aCTOCYBaHHS IallieHTaM i3 TpaHCIIaHTOBaHOIO
HUPKOIO, Y SIKUX CIIOCTEPiranocsi MiHIUBe MigBUIIEHHS 3aJIMIIKOBO]I KOHILIEHTpAallil IIMK/IOCIOPUHY (B
cepegaboMy Ha 0-40 %). [In1g maIfieHTiB i3 TpaHCIIaHTOBAHOI HUPKOI, SIKi 3aCTOCOBYIOTh
aMJIOIUIIIH, CJIif PO3TISHYTU MOXKJIUBICTh MOHITOPUHTY KOHIIEHTPALil IUKJIOCIIOPUHY Ta, ¥ pasi
HeOoOXiIHOCTI, 3MEHIINUTHU 003y IUKJIOCIIOPUHY.

Cumsacmamud.

OpHoYacHe 3aCTOCyBaHHS GaraTopa3oBux 03 amuoauniny 10 Mr Ta ciMBacTaTUHY B 7031 80 Mr
IIPU3BOMUIIO 10 30ibIIeHHS €KCIIO3UIlil CUMBacTaTUHY Ha 77 % MOPIBHSHO i3 3aCTOCYBaHHSAM JIUILIE
cUMBACTaTHHY. [I715 MalieHTiB, AKi 3aCTOCOBYIOTh aMJIOUIIIH, 103y CUMBACTATUHY CITif 0OMEXHUTH [0
20 Mr Ha m006y.

CundeHagin.

Opnopa3zoBui nputiom 100 Mr cunmeHadiny namieHTaMu 3 €eCeHIlialbHOIO TilepTeH3i€10 He BIIJIMBaB
Ha ¢papMaKOKiHETHKY aMIofuIiHy. [Ipu ogHOYaCHOMY 3aCTOCyBaHHI aMIOOUIIIHY Ta cungeHadiny B
SIKOCTi KOMOiHOBAHOI Teparrii KoXKeH i3 mpenapaTiB IPOSIBIISB TiI0TeH3UBHUM e(eKT He3alexkKHO Bif
iH1Ioro.

THwi aikapcwvki 3acobu.

Kniniyni gocnigkeHHS B3a€EMOil IpenapaTy noKa3aiy, 110 aMJIONUIIIH He BIIJIUBA€E Ha
(bapMakoKiHETHKY aTOpBaCTaTUHY, JUTOKCUHY a00 BaphapuHy.

Emanoa (anxoeonw).

OnHopa3oBui Ta 6araTopa3oBuii npuitoM 10 MT aMJIOAUIIIHY He MaB CyTTEBOTO BIUIMBY Ha
(bapMaKOKiHETUKY €TaHOIy.

CyMicHe 3aCTOCyBaHHS aMJIOOUIIHY 3 IUMETUANHOM, He MaJjio BIUIMBY Ha ()apMaKOKiHETUKY
aMJIOUIIIHY.

CyMicHe 3aCTOCyBaHHS MpenapariB allOMiHil0/Mar#io (aHTalXiB) i3 pa30BO0 [N03010 aMJIOJUIIHY He



MaJI0 CyTTEBOTO BIIIUBY Ha (hapMaKOKiHETHKY aMJIONUIIIHY.
JlabopamopHi mecmu.

By Ha MOKA3HUKYU 1a00PaTOPHUX TECTIB HEBiHOMMUI.

Oco6.1ueocmi 3acmocyeaHHsi.
Besneka Ta e(peKTUBHICTh 3aCTOCYBaHHS aMJIOAUIIIHY IPY TiIePTOHIYHOMY KPH3i He OI[iHIOBaIUCH.
ITauienmu i3 cepueaor HedocmamHicmio.

IaHi kaTeropii maiieHTiB aMJIOOUIIIH C/TiT 3aCTOCOBYBATH 3 06€peKHICTI0. Y X0[Ii HOBrOTPUBAJIOTO
n1a11e60-KOHTPOJIbOBAHOT'O JOCITI?KEHH Y MallieHTiB i3 cepIieBo0 HeJOCTATHICTIO TSXKKOI'0 CTYIIEeHS
(xkmac III Ta IV 3a knacudikaniero NYHA) npu 3acToCyBaHHI aMJIOAUIIIHY 4YaCTOTa BAMAOKIB PO3BUTKY
HaOpPsKY JiereHb Oyya BUIOO MOPIiBHSHO i3 3acTOCYyBaHHAM ILtanebo. [TamienTaM i3 3acTiitHOI0
CepIIeBOIO0 HEMOCTATHICTIO OI0KATOPU KaNbIlieBUX KaHaJIiB, BKITIOUAIOUYM aMJIOOUIIiH, CITif
3aCTOCOBYBaTH 3 00€peXkKHICTIO, OCKITbKY BOHU MOXKYTh ITiIBUIIYBATH PU3UK CEPLIEBO-CYOIUHHUX TOMiH
Ta JIeTAJIbHUX HACTIiAKIB Y Mait0yTHEOMY .

ITauieHmu i3 nopyweHHAM PYHKUiII neviHKU.

[Tepion HamiBBMBeEeHHS aMJIOOUIiHY Ta mapaMeTpu AUC BHUIIi ¥ aIi€eHTIB i3 MOPYIIeHHAM QYHKIIi1
IeYiHKY; peKOMEeHallil CTOCOBHO 03 IIpellapaTy HeMae. ToMy JaHill KaTeropil Mai€eHTiB CIIif
PO3MOYKMHATH 3aCTOCYBaHHS IIpernapary i3 HanHuK40i 1o3u. Ciig 6yt 00epekXHUMHU SIK Ha IMOYaTKy
3aCTOCyBaHHS IIperapary, Tak i mifg yac 36inbineHHs no3u. [lamienTaM i3 TIKKO00 MeYiHKOBOIO
HEeJOCTaTHICTIO Moxe OyTH HeoOXiMHUM MOBIMbHUY MigOip 403U Ta PeTeNlbHUM HaTsAl 3a CTAHOM
MMaIlieHTa.

ITayieHmu AiMHbO20 BIKY.
30inpIIyBaTy g03y IpelnapaTy fAaHil KaTeropii maiieHTiB ciif 3 06epexkHiCTIO.
ITauieHmu i3 HUPKOBOIO HedocmamHicmio.

[aHii KaTeropil nali€eHTiB CIiff 32CTOCOBYBaTH 3BUYalHi [03U IpelapaTy. 3MiHYA KOHIIEHTpallil
aMJIOJUITIHY Yy IJ1a3Mi KPOBi He KOPEJIOIOTh 3i CTyleHeM MOopylleHb (QYyHKIIN HUPOK. AMJIOAUIIIH He
BUMAJIETHCS LIJIIXOM Aiai3y.

AMITOQIUTIIH He BIIJIUBA€E Ha pe3yIbTaTH J1ab0pPaTOPHUX [OCTiIXKEHb.

He pekoMeHIy€eThCSI 3aCTOCOBYBATH aMJIOTHUITIH pa3oM i3 rpendpyrom abo 3 rpeindpyToBUM COKOM,
OCKIiJIbKM ¥ IeSKUX NallieHTiB 6i00CTyMHICTh Moxke OyTu 306inbleHa, 1110 pU3Bene 00 MOCUIeHHS
TimOTEeH3UBHOr0 e(PeKTy mpemnapary.

Hampiti.

Lleit mpenapaT MicTuTh MeHIle 1 MMOIb HaTpito (23 Mr) Ha Tab6eTKy, TOOTO MPAKTUYHO BiTbHUH Bif
HaTpilo.

depmuabHiCMb.



[MToBigomunsnocs mpo 000poTHi 6ioXiMiyHI 3MiHU T'OJIOBKY CIIePMaTO030iia y AesKUX MallieHTiB Ipu
3aCTOCyBaHHi 6110KaTOPiB KasblieBuX KaHamiB. Kniniunoi indopMariii 111010 MOTEHLIRHOTO BILIUBY
aMJIOHUIIIHY Ha (HepTUIbHICTh HeOCTATHEO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
Besneka 3acToCcyBaHHS aMJIOOUIIIHY XKiHKaM y [1epiof BariTHOCTI He BCTaHOBJIEHA.

3aCTOCOBYBaTH aMJIOOUIIIH Y IIepiof BariTHOCTI peKOMEHAYEThCA JIUIlle y TUX BUIIaKaX, KOJIXL HEMae
Oe3neyHimoi anbTepHATUBY, a PU3UK, TI0B’I3aHUN i3 CaMUM 3aXBOPIOBAHHSM, IIEPEBUIIYE MOXKIIUBY
IIKOAY Bif JIIKyBaHHSA [JI MaTepi Ta 1oaa.

Y xomi gocmigKeHb Ha TBapUHaX IIPU 3aCTOCYBaHHI BUCOKUX 03 CIIOCTepiranacs penpogyKTUBHA
TOKCUYHICTE.

ITepiod 200ys8aHHA 2pydoH0.

AMITOIUIIIH BULINAETHCA ¥ MaTEPUHChKe MOIOKO. CIiBBiIHOIIEHHS NO3U, OTPUMaHO1
HOBOHApPOAKEHUM Bifl MaTepi, y Mi2KKBapTUJIbHOMY [ialla30Hi OLiHIOITH K 3-7 %, MakcuMyM 15 %.
[lis amMIoguIIiHy Ha HEMOBJIAT HeBiToMa.

[Tpu npUMHATTI pillleHHS PO IPOJOBKEHHS TOAYBaHHS IPyAAIo ado PO 3aCTOCYBaHHS aMJIONUIIIHY
HeoOXiHO OLiHIOBATH KOPUCTH TONYBaHHS TPYOAI0 AJIS AUTUHU Ta KOPUCTD Bifl 3aCTOCYBaHHS
npenapary OJjis MaTepi.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

AMIIOOUIIiH MOXe YMHUTH He3HAaUYHUYM ab0 OMIpHUI BIIJIUB Ha 3MaTHICTh KEPYBaTH aBTOTPAHCIIOPTOM
abo mpalffoBaTH 3 iHIIUMU MeXaHi3MaMHU.

[IBupKicTh peakuil MoxXe OyTH 3HMKEHA IIPY HasBHOCTI TAaKMX CHMIITOMIB K 3allaMOpPOYEHHS,
TOJIOBHMI OiNlb, CIIIyTaHICTh CBimoMoCTi abo HymoTa.

Cnip 6yTy 06epekHUME, 0COONIMBO Ha MOYaTKy Teparil.

Cnoci6 3acmocyeaHHss ma do3u.
Ilopocai.

[ng niKyBaHHS apTepianbHOI TinepTeH3ii Ta CTeHOKapPAil 3BUYaliHa II0YaTKOBa [I03a Iipernaparty
HopBaCK® CTaHOBUTH 5 MT 1 pa3 Ha mo0y. 3ayie’kHO Bifl peakliii mallieHTa Ha Teparliio 03y MOXHa
30iTBIIUTH N0 MAaKCUMAaJIbHOI 03H, 1110 cTaHOBUTL 10 Mr 1 pa3 Ha moly.

[TamieHTaM 3i CTeHOKapAi€lo IpemapaT MOXKHa 3aCTOCOBYBaTH K MOHOTepario abo y KoMmOiHalii 3
iHIIMMYU aHTUaHTiHAIBHUMH JIiIKapChKUMU 3acobaMu NpU PE3UCTEHTHOCTI [0 HiTpaTiB Ta/abo
ameKBaTHUX 003 0eTa-6710KaTOPIB.



€ mocBipm 3acTocyBaHHS IpenapaTty y KoMm0OiHalii 3 Tia3ugHUMU OiypeTuKaMu, anbda-610KaTopamy,
6eTa-611okaTopaMu abo iHTriGiTOpaMu aHTiOTEH3MHIIEPETBOPIOBAILHOTO (PEPMEHTY MallieHTaM 3
apTepianbHOIO TillePTEeH3i€lo.

HeMmae HeobOxigHOCTI y mig6opi 403U Ipenapary npu 0QHOYaCHOMY 3aCTOCYBaHHI 3 Tia3ugHUMU
niypetrkamu, 6eTa-010KaTopaMy Ta iHTiGiTOpaMu aHTiOTEH3UHIIEPETBOPIOBAIBHOTO (DePMEHTY.

Ilimu sixom 8i0 6 poKie 3 apmepianabHO0 2inepmeHsiero.

PekoMmeH0oBaHa M0YaTKOBa [i03a Ipernapary HopBaCK® IJIs1 1i€]l KaTeropii malieHTiB CTaHOBUTD 2,5 MT
1 pa3 Ha moby. Ko HeoOXigHMI piBeHb apTepiallbHOTO TUCKY He Oyae HOCATHYTHH IPOTSATOM

4 TUXKHIB, 103y MOXKHa 30inbIKUTH {0 5 MT Ha [00y. 3aCcTOCYBaHHS IIpenapaTy y J03axX BUIlEe 5 MT [JIs
[aHOl KaTeropil nalieHTiB He AOCIiIXKYyBaJu.

ITayieHmu AiMHbO20 BIKY.

Hemae HeoOximHOCTI y migbopi mo3u miis gaHol KaTeropii marieHTis. [TinBuieHHs J03H CIIif
IIPOBOOUTH 3 00EPEeXKHICTIO.

ITauieHmu 3 nopyweHHAM PYHKUil HUPOK.

PexoMeHOy€eThCS 3aCTOCOBYBATH 3BUYAWHI 03U NIpenapaTy, OCKiIbKY 3MiHU KOHIIEHTpallii
aMJIOUITIIHY y TJ1a3Mi KPOBi He ITOB’g3aHi 3i CTyIeHeM TSKKOCTiI HUPKOBO1 HEJOCTAaTHOCTi. AMJIOAUIIiH
He BUBOOUTHCS LIUIXOM Aiamizy.

ITauieHmu 3 nopyweHHAM (PYHKUiI neviHKU.

Io3u mpemapary OJjs 3aCTOCYBaHHS IalliEHTaM 3 MOPYIIeHHIM (QYHKIIii TeYiHKX Bifl IETKOT0 [0
IIOMipPHOT'0 CTYII€HSI He BCTAHOBJIEHi, TOMY MmigOip mo3u CIlif IPOBOOUTH 3 00E€PEXKHICTIO Ta MOYUHATH
3aCTOCYBaHHS IIperapary i3 HanHUXK4Y0i 703K B fiama30Hi 103 (quB. po3min «Oco6auBOCTi
3acTocyBaHHS» i «®apMakosoriyHi BnactuBocTi. ®apMakokiHeTHKa»). PapMaKOKiHETUKY aMJIOOUIIIHY
He JOCIiKyBaJiy y Malli€HTiB i3 MOpyIIeHHIM (QYHKIIii MeYiHKM TSAXKKOTO0 CTyIeHs. [[J1s malieHTiB i3
NOpYIIeHHAM (QYHKIIil IeYiHKH TSIKKOTO CTyIeHs 3aCTOCyBaHHS aMJIOAUIIIHY CJIifi TOYUHATH i3
HaWHMKYO]1 [03U Ta MOCTYIOBO 11 30iIbIIyBaTH.

TabneTku 1Mo 5 MI' MOKHA PO3MiMUTH HABIIIJ IS OTPUMaHHS OO3U 2,5 MT.

Himu.
[IpenapaT MOXXHa 3aCTOCOBYBATH HOiTSM BIKOM Bifi 6 POKIB.

BnnuB amnopuniny Ha apTepialbHUM THUCK MAIli€HTIB BiKOM [0 6 POKiB HEBIIOMUI.

ITepedo3yeaHHs.
ITocBig HAaBMUCHOTO IIepe03yBaHHs IIpenapaTy 00MeXeHuH.

Cumnmomu nepedo3ys8aHHA: HasiBHA iH(pOpMallisi Ja€ MifcTaBU BBaXKaTH, 110 3HaYHe IIepefo3yBaHHS



aMJIOOUITIHOM TTPU3BeNe N0 HagMipHOI mepudepruyHol Ba3oauIaTallil Ta, MOXKJIMBO, 10 Pe(pIeKTOPHOI
taxikapmil. [ToBimoMIIsIIOCS PO PO3BUTOK 3HAYHOI Ta, MOXKIIMBO, TPUBA/IOl CUCTEMHOI apTepianbHOl
rimoTeH3ii, BKJIIOUAIOUH IIIOK i3 JIeTaJIbHUM HACJIiIKOM.

Pigko moBimoMiIsiniocst Mpo HeKapaioTeHHUY HaOpsK K HACTIIOK Iepeno3yBaHHSI aMIOOUIIIHY, SKe
MOXKe MPOSIBJISATUCS 3 BiICTPOYEHUM NOYaTKOM (24-48 roguH micnsa npuioMy) i BUMarae no4aTky
IITY4YHOI BEeHTUJIALIL JlereHb. PaHHI peaHiMalliiiHi 3ax0onu (BKJII0UalOUM IIepeBaHTakKeHHS PiAUHOIO)
IJIS MigTPUMKH Tep@ys3il Ta ceplieBOro BUKUAY MOXKYTh OYTH ITPOBOKYIOUUMU (paKTOPaMHU.

JIikysaHHA: KJIIHIYHO 3HAUYIlla apTepiajbHa TinoTeH3isd, 3yMOBJIeHa IIepeo3yBaHHAM aMJIOAUIIiHY,
BUMAarae akKTHBHOI MiTPUMKH AisiTbHOCTI CEPIIEBO-CYAUHHOI CUCTEMH, BKIIIOYAIOYN YaCTUN
MOHITOPUHT QYHKIIN CepIsl Ta AUXaHHS, MiAHATTS HUXKHIX KiHI[IBOK, MOHITOPHUHT 00’ €My
IIUPKY/II0I0Y0]l PiAVHYN Ta CEYOBUIITEHHS.

[Ins BigHOBIEHHS TOHYCY CyOWH Ta apTepiaabHOr0 THCKY MOXKHA 3aCTOCYBaTH CYAMHO3BYXKYyBalbHi
IpenaparTy, YIeBHUBIIKUCH ¥ BiICYTHOCTI MPOTUIIOKa3aHhb [I0 iX 3aCTOCYBaHHSA. 3aCTOCYBaHHS KallblIii0
TJIIOKOHATY BHYTPIIIHEOBEHHO MOXKe OyTH KOPUCHUM MJIS HiBeToBaHHS ePeKTiB 6710Kay KalbliEBUX
KaHaJlis.

V mesikvx BUIIagKaxX MoxKe OyTH KOPHUCHUM ITPOMHUBAHHS LITYHKA. 3aCTOCYBAHHS aKTMBOBAHOTO
BYTiJIIS 30POBUM JOOPOBOJIBISM IIPOTSTOM 2-X TONUH Iicis BBefeHHs 10 Mr aMIoguminy 3HaYHO
3MEHIINJIO PiB€Hb UOT0 BCMOKTYBaHHS.

OCKinTbKY aMJIOIUIIIH 3HAYHOIO Mipoo 3B’I3y€eThCs 3 OinkamMu KpoBi, epeKT mianisy He3HaYHUH.

ITo6iuni peakuii.

[Tpu 3acToCyBaHHI aMIOOUIIHY HalyacTillle TOBigOMIISITIOCS TIPO Taki mo0iYHi peakilii SK: COHNTUBICTD,
3araMOpPOY€eHHS, TOJIOBHUM 0ifb, MOCKIIeHe cepLeOUTTS, MPUIITKUBU, Oilb y YepeBHil OPOKHUHI,
Hy[oTa, HaOPsAKU rOMiNOK, HaOPSKHY Ta MifiBUIlleHa BTOM/IIOBAHICTh.

[ToGiyHi peakiiii, mpo sIKi IOBIMOMIISAIOCS IIiff Yac 3aCTOCYBaHHS aMJIOAUIIIHY, HaBe[eHi HUXKYe 3a
CHCTeMaMH Ta KjlaCaMM OpraHiB Ta 3a 4aCTOTOI BUHMKHEHHS: Ayxke 4dacTto (= 1/10), gacTo (Big

= 1/100 go < 1/10), mewacto (Big = 1/1000 mo < 1/100), pigko (Big = 1/10000 mo < 1/1000), nyxe
pigko (< 1/10000) HeBigoMO (He MOXKHa BCTAaHOBUTH Ha IifICTaBi HAsIBHUX JaHUX).

3 60Ky Kpoei ma aiMpamuyHoi cucmemu.

Iyxke pigKo: TeNKOUUTOIEHIST, TPOMOOLMTOTIEHIS.
3 boky imyHHOI cucmemu.

IyXe pigko: anepriuxi peaxkirl.

3 6oky memaboaizMmy ma asimMeHmapHi po3aaou.
IlyXe pigKo: rinepriikemis.

ITcuxiuHi nopyweHHA.

Heuacro: menpecis, 3MiHM HACTPOIO (BKJII0Ya04M TPUBOXKHICTE), 0€3COHHS.



Pigko: cinyTaHiCTh CBiZOMOCTI.

3 boky Hepeogoi cucmemu.

YacTo: COHNUBICTh, 3allaMOPOYEHHS, TOJIOBHUM Ginb (TOJIOBHUM YMHOM Ha II0YATKY JiKyBaHHS).
HeuacTo: TpeMop, OUCTeB3is, CHHKOIIE, TillecTe3is, mapecTesis.
Ilye pigko: rinepToHyc, nepudepuyHa HelponaTis.
HesigoMo: ekcTparmipamifHi po3iaau.

3 60Ky opaaHis 30py.

YacTo: mopyuIeHHs 30py (BK/II0Ya4y OUIIIIOII0).

3 6oky opaaHie cayxy ma nabipuHmy.

HeuacrTo: 03BiH y Byxax.

3 6oky cepus.

YacTo: nocuseHe cepuebuTTs.

HeuacTo: apuTtMis (BKiTIoYarouu 6pagrKapmiio, MITyHOYKOBY TaxikKapfilo Ta MEePexXTiHHS rmepencepas).
Iyxe pigko: iHpapKT MioKappa.

3 60Ky cyOuH.

YacTo: IpUIIUBY.

HeuacTo: apTepianbHa rinoTeHsis.

IlyXe pigKo: BACKyJIiT.

PecnipamopHi, mopakaavHi ma mediacmuHaabHi NOPYWeEeHHA.
YacTo: gucIHoe.

Heuacro: xatens, puHiT.

3 60Ky WAYHKOBO-KUWKOBO20 MPAKMY.

YacTo: 0inb y XKUBOTi, HyJ0Ta, AUCIIEICis, MOPYIIeHHS IePHUCTaIbTUKYN KUIIEUHUKY (BKITI0YAI0UH
miapelo Ta 3armop).

HeuacTo: G110BaHHS, CYXiCThb y POTi.
[lyXe pigKo: maHKpeaTUT, TaCTPUT, TillepIiasisi SCeH.
3 6oky eenamobiniapHoi cucmemu.

IyKe pigKo: TelaTUTH, JKOBTSIHULS, MiABUIIEHHS PiBHS MEYiHKOBUX (pepPMEHTIB (1[0 Hal4yacTime
aCoI[iI0BAJIOCS 13 X0IeCTa3oM).



3 60Ky wkipu ma nidwKipHOi MKAHUHU.

Heuacro: anormernisi, mypmuypa, 3MiHa 3a0apBfieHHS LIKipH, MigBUIIIeHe TIOTOBUOINIEHHS, CBepOixXK,
BUCHII, eK3aHTeMAa, KPOIIUB' THKA.

IyXe pigKo: aHTiI0HEBPOTHYHUM HAOPSIK, MybTH(QOPMHaA epuTeMa, eKChOoTiaTUBHUM IepMaTHT,
cuagpoM CriBeHca-[[k0HCOHa, HabpsK KBiHKe, (HOTOUYTIUBICTE.

HeBigmoMo: TOKCUYHUY emligepMalbHUN HEKPOIi3.

3 60Ky ckesemHo-M’ 5130801 ma cnoay4YHOi MKAHUH.

YacTo: HaOpsiKaHHS TOMIJIOK, CyIOMHU M’ SI3iB.

HeuacTo: apTparnris, mianris, 6inb y ciuHi.

3 60Ky HUPOK ma ce4osudinbHO20 Mpakmy.

HeyuacTo: nmopylieHHs CeYOBUAIIEHHS, HIKTYPis, MigBUIleHa YaCTOTa CEYOBUIIYCKaHHS.

3 60Ky penpodykmueHoi cucmemu ma MOJA0YHUX 3d/103.

HeuacTo: iMIIOTeHIIis, TIHEKOMACTis.

3azanbHi NOpywWeHHA ma CmaHu y Micli 86e0eHHA.

IyxKe 4acTo: HaOPSKHU.

YacTo: nmigBuIlleHa BTOM/IIOBaHICTh, aCTEHis.

Heuacro: 6inb y rpynsx, 6inb, He3oyKaHHS.

ITocaiosceHHs.

HeuacTo: 36inbiieHHs abo 3MEHIIEHHST MacH Tifna.

[ToBimOMIIANIOCS PO BUHATKOBL BUIIaAKW PO3BUTKY €KCTpalipaMifqHOr0 CUHAPOMY.
iTH.

Awmmopurmin qo6pe MepeHOCUTLCS TP 3aCTOCyBaHHi OiTaM. IIpodint mobiyHux peakiiit 6yB nmogibHUM
[0 THX, IO CIIOCTepIiraaucs y JOPoCnux. Y JOCTiAKeHHi 3 y4acTio 268 miTeil HaildacTilie
TIOBiIOMJISINIOCS TIPO TakKi mo6iyHi peakilii: ToOJ0BHUM 6inb, 3alTaMOPOYEHHS, PO3UINPEHHS
KPOBOHOCHMX CYOUH, HOCOBAa KPOBOTeYa, Oi/llb V¥ 2KMBOTI, aCTeHis.

Binburicts mobGiyHMX peakiiiit Oynu 1erkoro abo moMipHOTo cTyneHs. TAXKi mobiuHi peakiril
(mepeBaxHO rofloBHUM 6inb) crioctepiranucs y 7,2 % npu 3acTocyBaHHi 2,5 Mr amnogutiny, y 4,5 %
IIPY 3aCTOCYBaHHi 5 Mr amnoguniny, Ta y 4,6 % - y rpyni mnane6o. HalinmommpeHiioo TpuYnHo0
BUK/IIOUEHHS 3 NOCTimXKeHHs 0y/la HEKOHTPOJIbOBaHa TrimepTeH3is. 2KogHOTo pa3y BUKIIIOUEHHS 3
moCTimKeHHs He OyJ0 CIpUYMHEeHe BigXuleHHAME TabopaTopHuX MOKa3HUKIB Big HopMu. He 6yrio
3a(ikCOBaAHO CYTTEBUX 3MiH IIYJIbCY.

ITosidomaeHHs npo nido3prosaHi nodbiuHi peakuii.



[ToBimoMIIEHHS TIPO Mig03pIoBaHi MoOiuHi peakiril micias peecTpatii TiKapchbKoro 3aco0y Ma€e BaXKJIuBe
3HauyeHHs. Lle mae 3mMory mpoBoguTy 6e3rnepepBHIIM MOHITOPUHT CIIiBBiTHOLIEHHS MiX KOPUCTIO i
PU3KMKAMHM, TTOB’I3aHUMHU i3 3aCTOCYBAHHSM I[OTO JIIKAPCHKOT0 3aco0y. JIikapsiM citig 3BiTyBaTH IIPO
Oynmb-siKi mimo3proBaHi moOiuHi peakilil BiAmoBigHO M0 BUMOT 3aKOHOJ@BCTBA.

Tepmin npudamHocmi. 4 poku.

YMmoBH 30epiraHssi.

30epiratu npu TeMiepatypi He Buile 25 °C y HeIOCTYIIHOMY [JIsS AiTel MicCIIi.

YnaxoBka.

I[To 10 TabneTtoxk y 6iicTepi, mo 3 abo mo 6 G1icTepiB y KAPTOHHIN yIIaKOBIIi.

Kareropis Bigmycky. 3a peLenTom.

BupoOHUK.
P-®apwm [Ixepmani ['M6X/

R-Pharm Germany GmbH.

Micue3HaxoIKeHHsI BUPOOHHKA Ta HOT0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.
I'enpix-Mak-IlITpacce 35, 89257 InnepTticcen, HimeuunHa/

Heinrich-Mack-Strasse 35, 89257 Illertissen, Germany.

abo[]

BupoOHHK.

[daitzep Mentobekuypunr [owunenn I'm6X /

Pfizer Manufacturing Deutschland GmbH.



Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.
BerpibmrerTe ®paitbypr, Mycsanbpans 1, 79090 ®paitbypr, Himeuunna /

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.

[ B incmpykuii, wo 6yde 8knadeHa 8 KAPMOHHY ynakoeky, 6yde 3a3HavyeHull aulle 00uH 8UPOOHUK
(moti, wo 6ye 3adisiHull 014 8unycky cepii).



