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IHCTPYKUIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 3ac00y

BJIIC®
(BLIS)

Cknao:

diroua pevogura: pynaraguny Gymapar;

1 M1 MicTUTh pynaraguHy ¢ymapary 1,28 Mr y nepepaxyBaHHi Ha pynaTaau 1 mr;

oonomigxcui  pewosunu. Hatpito rigpodocdar Oe3BoaHMIA, KHCIOTAa JIMMOHHA O€3BOJIHA,
Metmimapariapokcubdensoar (E 218), mpormisnieHrnikonb, MyKpo3a, caxapuH HATPi0, apoMaTH3aTop
0aHaHOBHH, BOJ]A OUHUIIICHA.

Jlikapcbka popma. Po3uun opajibHUH.
OcHnosni ¢hizuxo-ximiuni eracmusocmi: Tpo3opa 0Oe30apBHa a0 KOBTyBaTa piMHA 3 3amaxoM
OaHaHa.

dapmakoTepaneBTHYHA rpyna. [Hii aHTUriCTaMiHHI peNapaTu JUisi CHCTEMHOTO 3aCTOCYBaHHS.
Kox ATX RO6A X28.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

PynartanuH HajexuTh 10 APYroro MOKOJIHHS aHTUTICTAMIHHUX IIperapaTiB 1 € aHTaroHiCTOM
ricraminy TpuBajioi nii 3 BHOIPKOBOIO NEepUPEPUYHOI0 AHTATOHICTUYHOIO aKkTHBHiCTIO 10 Hi-
peuentopiB. [leski 3 Horo merabomiTiB (Ae3/10paTaguH 1 HOTro TiJpOKCUIBOBAHI METaOOIITH)
30epiratoThb aHTUTICTAMIHHY aKTHBHICTh 1 MOXXYTb YacCTKOBO POOMTH CBilf BHECOK 10 3arajibHOl
e(eKTUBHOCTI Ipenapary.

JlociipKkeHHsT pymnaTaguny in Vitro y BHCOKIiM KOHIIEHTpAIlil MOKa3ald rajJbMyBaHHS JeTPaHyIsIii
OMACHUCTUX KIITHUH, CIPUYMHEHE IMYHOJIOTTYHUMHU 1 HEIMYHOJIOTIUHUMHU MHOJpa3HUKAaMHU, a TaKOXK
BUX1J IIUTOKIHIB, 30kpeMa TNF, 13 omacucTux KIiTHH 1 MOHOUUTIB JroauHu. KiiHiyHe 3HaYeHHS
CTIOCTEPEIKYBAHUX EKCIIEPUMEHTAIbHUX JAHUX M€ TUTBKH HAJEKHUTD MiATBEPIUTH.

Po3unH 11 mepopalbHOrO 3acTOCYBaHHS pyHaTauHy MaB MNOMIOHMH (papMaKOKiHETUYHUI
npodine y aitedl BikoM Big 6 go 11 pokiB, sIK 1 y AOpociauX Ta JiTed BiKOM Bia 12 pokis:
¢dapMakouHaMiuHUK  epeKT (3MEHIIEeHHS IUIOII 3 MYyXUPSIMH, AaHTUTICTaMiHHUH edeKT)
crioctepiraBcs 1 yepe3 4 THKHI MICHS JIIKYBaHHS.

Ockinbky pynaTaguH Mae 37aTHICTh OJOKyBaTH BUBUIBHEHHS TiCTaMiHy Ta IHIIMX MeEIiaTOpiB
3amajgeHHs, OYIKyeTbCs, IO BiH Oyne e(QeKTUBHUM IpHU JIKyBaHHI CHMIITOMIB IHIIMX BH/IB
KpOIIMB’ THKH, KPIM XPOHIYHOT CIIOHTAHHOI KPOITUB’ SIHKH.

Dapmaxokinemuxa.

Jimu

VY miarpyni aitei 2-5 1 6-11 pokiB pynaTaauH HIBUAKO BCMOKTYBaBcs, a cepeAHs] Cmax CTaHOBUIIA
1,9 ar/mi i 2,5 Hr/MI TiCHIS TOBTOPHOI MTEpOpaNIbHOT J03H BianoBiaHO. 1o cTOCyeThes eKCIO3HITil,
cepenns 3aranpHa mioma mij kpuBoto (AUC) cranoBuna 10,4 Hreron/mn y aiteit 2-5 pokiB i
10,7 mreron/mn y miteid 6-11 pokiB. Yci 11i 3HaUSHHSI aHAIOTIYHI THUM, sIKi OTPUMaHi y AOPOCIHUX i
T JUTITKIB.

CepenHiii mepio/] HaNiBBUBEICHHS pyNaTauHy y IiTei 2-5 pokiB craHoBuB 15,9 romunm, a y mitei
6-11 pokiB — 12,3 roguHu, 10 € AOBIINM, HIX Y JOPOCTHUX 1 MiJUTITKIB.



Edekt BKuBaHHS %1

JlocipkeHHs B3aeMOZIT 1K1 3 TepopaibHUM PO3UYMHOM pyINaTaJuHy He MPOBOIMIIN.

JlocmiKeHHsT BIUIMBY BXXKHBAaHHS 1KI TPOBOJWIM Y JOPOCITUX 1 MIJUIITKIB, 3aCTOCOBYIOUH
pynatagud y Tabnerkax mo 10 mr. BykuBaHHS 1Ki NMOCHIIIOE€ CHCTEMHHUH BIUIMB PyNaTaJuHy Ha
opranizm (AUC) nmpubauzno Ha 23 %. MakcumanbHa KOHIIEHTpAIlis pynaTaJuHy y IJia3Mi KpoBi
(Cmax) y pe3ynibTati BXKUBaHHS 1K1 HE 3MIHIOEThCSI. L{i BIIMIHHOCTI HE MalOTh KJIIHIYHOTO 3HAYCHHS.
MeTta60113M 1 BUBEJICHHS

[Tpu nocmimxenHi exckpeuii y nopociux 34,6 % BBeneHOro pynaTaguHy BUBOJIUTHCS 13 cedero, a
60,9 % — 3 dekanismu, 310panumu 3a 7 nHIB. PynmaTaauH miagaeTbcs 3HAYHOMY MPECUCTEMHOMY
MeTabomi3My TMpu NEepopaibHOMY MUIAXY 3acTocyBaHHS. He3miHeHa axkTUBHA CyOCTaHIIis
BUSBIIAETHCS B ceul Ta y (ekalisx JMIIe B He3HAYHUX KUIbKOCTSX. Lle o3Hawae, mo pymaraguH
Maike TMOBHICTIO MeTaboIi3yeTbcs. 3arajioM AakTHBHI METaOONITH Je3/I0paTajuHy Ta IHIIMX
TAPOKCHIIBOBAHKMX TMOXITHUX CTaHOBWJIM BiaAmoBimHO 27 % 1 48 % Big 3araibHOTO CHCTEMHOTO
BIUIMBY aKTUBHHX PE4OBHH. JloChi/pKeHHsT MeTaboui3My in VItro B MiKpocoMax TMEYiHKU JEOJIUHU
MOKa3aJM, 10 PyMaTaJuH MeTa0Ooi3yEThCS TOJOBHUM YHHOM 3 ydacTio nuroxpomy P450 (CYP
3A4).

Hoxniniuni dani 3 beznexu

Jlari TOKITIHIYHUX OCIHIIPKCHb HE BKa3yIOTh Ha ICHYBaHHS OCOOJIMBOTO PHU3HUKY JUIS JIFOJCHKOTO
OprasizMy Ha MiJICTaBl CTAaHAAPTHUX JOCHIDKEHb (DapMaKOJIOT1YHOT TOKCUYHOCTI IIPU TTOBTOPHOMY
3aCTOCYBaHHI, TEHOTOKCHYHOCTI Ta KaHI[EPOTE€HHOCTI.

Jo3u pymaraguny, mo y 100 pa3iB mepeBuIlyBajdl peKOMEHIOoBaHY KiiHiYHY Ao3y (10 mr), He
BIuMBaiy Ha inTepBann QTc Ta QRS i He CIPUYMHSIIN CUMITTOMIB apUTMIii y pI3HUX BHJIIB TBApHH,
HampuKIaJg y LIypiB, MOPCHKUX CBHHOK Ta cobak. Pymaranumu Ta Horo ocHOBHHMII MeTabomiT B
OpraHi3Mi JIIOIUHH, 3-T1IpOKCUIE3IOpaTaliH, He BIUTUBAIOTh HA TIOTEHIIAN il CepIeBOro M'sa3a y
BosiokHax [lypkiHbe cobak y koHueHTpamisx, mo MiHiMyMm y 2000 paziB Buimi 3a Cmax Hpu
3actocyBanHi 10 mr mpemapary. Ilix "ac nociifpKeHHs BIUIMBY pYyNaTaJWHy Ha KJIOHOBAHUHN T'eH
crenugiqHOro Kajli€BOro KaHaiy ceplis BiH IPUTHIYYBaB I KaHal y KOHIIEHTpallii, 1o Oyna y
1685 paziB Bumow 3a Cmax, sIKa qocsranacs npu 3actocyBanHi 10 mr mpemapary. JlocmimkeHHs
po3MoONily B TKaHWHAX WIypiB pPa/liOaKTUBHO MIUEHOTO pyMaTraguHy IOKa3ajid, L0 BiH He
HAKOIMYYEThCS Y TKAHUHAX CepIIs.

Crocrepirasiocst 3HauHe 3HWKEHHS (DEePTUIIBHOCTI SIK CaMIIiB, TaK 1 CAMOK ILIypiB IPU 3aCTOCYBaHHI
no3u 120 mr/xr/no0y, ko Cmax y 268 pa3iB Bumia 3a Cmax B OpraHi3Mi JFOJAWHH, KA JTOCSITAETHCS
MIpHU 3acTOoCyBaHHI TepaneBTHUHOI 103H (10 Mr/moby). IloBimomusiocss mpo TOKCUYHHM BIUIMB Ha
T (3aTpUMKa pPO3BUTKY, HEMOBHE YTBOPEHHS KICTKOBOI PEUOBWHHU, HE3HAYHI BIIXHIICHHS
PO3BUTKY CKelleTa) y HIypiB MPU TOKCHUYHHUX AN caMoK jgo3ax (25 ta 120 mr/kr/mo0y). Ilig vac
JOCIIJKEHb Ha KpPOJISIX TOKCHYHUH BIUIMB Ha PO3BUTOK CIIOCTEPITaBCs MPH 3aCTOCYBaHHI 103 10
100 mr/kr. PiBeHb, 110 HEe BUKIMKA€E MIKIJIMBOI Aii, Ui UIypiB CTAaHOBUTH 5 MI/KI/moly, a amns
kpoaiB — 100 mr/kr/no0y, npu mboMy Cmax BiMOBIIHO y 45 Ta 116 pa3iB BHIla 3a KOHIIEHTPAIIIIO,
110 I0CSTAEeThCs IPU 3aCTOCYBAaHHI TepaneBTUYHOI 1031 Yy o guHU (10 Mr/no0y).

Kuiniuni xapakTepucTuKku.

Ilokazannusa.

CumnTomMaTHyHe JIKyBaHHS aJepriyHOro pUHITY (BKIIOYAIOUYM MEPCUCTYIOUUH allepriYHUi PHUHIT) 1
KpOMUB’SIHKYU y AiTel BikoM Bix 2 10 11 pokis.

Ilpomunoxazannsa.
l'inepuyTauBICTh A0 pynaTaguHy abo 10 OyIb-sKOro IHIIOr0 KOMIIOHEHTA Mpernapary.

B3aemooia 3 inwiumu nikapcoKumu 3acodamu ma iHuii 6UOU 63a4cMO0ill.

JlocaiakeHb B3aeEMOIi pynaTaguHy y BUIIISIII OpajbHOTO PO3UMHY Y JIT€H HE MPOBOIMIH.
JlocnmipkeHHsT B3aeMOoii OyiM mpoBeeH] TUIbKU Y TOPOCIUX Ta MiAITKIB (BikoM BiJ 12 pokiB) i3
3aCTOCYBaHHSIM pymHaTaJuHy y BUTIIsIAL TabiaeTok 10 mr.

Bnaue inwux nikapcokux 3acobié Ha pynamaoun

CyMicHOro mpu3HaueHHs 3 TOTy)XHUMH iHriOiTopamn CYP3A4 (BkIOYarO4M iTpakoHA30lI,
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KETOKOHA30JI, BOPUKOHA30J1, 03aKOHAa301, iHriditopu BIJI-ipoTeasu, kmapurpomituH, HehazomoH)
crig yHukatu. [Ipu cymicHOMY mpu3HadeHHi 3 momipHumMu iHridiTopamu CYP3A4 (eputpoMinu,
GbiyKaHO030I1, AUITIa3eM) CITifl MPOSBISTH 00EPEKHICTb.

CyMmicHe npu3Ha4YeHHs pynartaguHy B 1031 20 MI i KETOKOHa30:1y ab0 epUTPOMILMHY MOCHIIOE
CUCTEMHHUW BIUIMB pymataauHy B 10 pas3iB 1 octaHHix — y 2-3 pa3u. LI xomOiHamii He
CYIIPOBOJDKYIOThC 3MiHamMu iHTepBanry QT a0o 30iIbIICHHSAM YacTOTH MMOOIYHUX peakiiit
MOPIBHSIHO 3 OKPEMHM 3aCTOCYBAHHSIM 3a3HAYCHUX IIperaparis.

Bzaemonis 3 rpeitndpyrom

OpnHovacHM TIpUiOM pymataauHy B TabneTtkax mo 10 mr i rpeindgpyroBoro coky B 3,5 pasa
MOCWJIIOE 3arajibHy Jito pynatanuHy. Lle BinOyBaeThCs, TOMy L0 CiK rpedndpyra MiCTUTh OJWH
a00 OinbIIe KOMMOHEHTIB, MmO 1HTi0YI0Th CYP3A4 1 MOXYTh HiABUIIUTH KOHIIEHTPAIlIO Yy TUTa3Mi
KpOBI MpenapaTiB, MeTab0i3M SKUX 3AiHCHIOETHCS 32 ornoMoroio CYP3A4, Takux sik pynaTaauH.
KpiMm TOro, Oyn0 BHCIOBIEHO MPHUMYIIEHHS, 1[0 TpedndpyT Moke BIUIMBATH Ha KUIIKOBI
TPAHCIIOPTHI CHUCTEMH JIIKApChKUX 3aco0iB, Taki sK TiikonpoTteiH-P. He cmig BxuBaru
rperndpyToBUii CIK OJJHOYACHO 3 IPUHOMOM TIperiapary.

Bnnue pynamaouny na inwi 1ikapcoki 3acoou

HeoOxigHo notpumyBatucs 00epeXHOCTI MPHU OJHOYACHOMY IpPU3HAYEHHI1 PYNaTaJuHy 3 1HIIUMU
JKapChbKUMHU 3aC00aMH, 0 META0O0MI3yIOTHCS 1 MAIOTh BY3bKWH TEPaNeBTUUHUHN 1HACKC, OCKIJIBKU
JlaH1 PO BIUIMB pyNaTaJWHy Ha 1HIII JIIKapChKi 3aCO0M 0OMEKEHI.

Bzaemogisi 3 ankoronem

[Ticns mpuiiomy ankoroiito go3a pymaraguHy 10 Mr He3HaYHMM YHWHOM BIUTMBA€E Ha pPe3ylbTaTh
JESIKUX TECTIB Ha ICHXOMOTOPHY IMpane3laTHICTh, MO0 3HAYHO HE BIAPI3HAETHCS BiJl BIUIMBY
MpUiioMy TUTBKK ofHOrO anmkoronro. Jloza 20 Mr mocuitoBalia 3MiHH, COPHUYMHEHI MPUHOMOM
AITKOT OJIIO.

Bzaemonis 3 genpecantamu [THC

Sk 1y pasi 3acTOCYBaHHSI iHIIMX aHTUTICTaMiHHHX IMPENapariB, HE MOXKHA BUKIIOYUTH B3a€MOJIII 3
nenpecantamu [THC.

Bzaemouis 3i cTaTuHaMu

bescumntomue minBuieHHs KpeaTuH(ocdokiHazu 1HOAI BifA3HAYAIM Mg Yac KIIHIYHUX
JIOCHTIUKeHb pymarajiuHy. Puswk mnpu B3aemomii 31 craTmHamMu (Ieski 3 HHX TaKOX
MmetabomizytoTecs i3odhepmentom CYP3A4 nntoxpomy P450) HeBimomuii. Tomy pymataauH ciif 3
00epexKHICTIO 3aCTOCOBYBATH MPU OJTHOYACHOMY MPU3HAYEHHI 31 CTATHHAMMU.

Bzaemonis 3 migazonamom

[Ticas npuitomy 10 mr pynataauHy B koMOiHaIii 3 7,5 MI MiJla301aMy criocTepiranocs 301IbIIeHHS
excno3ullii (Cmax 1 AUC) Migasonamy. 3 1i€i NpUYUHM pyNaTajuH i€ sK JErkui 1Hri0iTop
CYP3AA4.

Ocobnueocmi 3acmocyeanns.

besneka Ta eheKTUBHICT pynaTaJuHy y AiTel BIKOM JI0 2 pOKiB He Oyia BCTAaHOBJICHA.

Cning yHukatu KomOiHauii pynataauHy 3 noty:xHuMH iHriOiTopamu CYP3A4 1 3 oGepexHicTIO
npu3Havyatu 3 nomipHumH iHriditopamu CYP3A4 (nuB. po3ain «B3aeMosis 3 IHIIMMU JTIKapCHKUMU
3aco0aMu Ta 1HII BUIA B3aEMOIIN).

Moxe 3Ha100UTHCSI KOPUTYBaHHS 103U 4yTiuBuX cyoctpatiB CYP3A4 (Hanpukiaj, ciMBacTaTHH,
noBactatuH) 1 cyoctpatiB CYP3A4 3 By3bKUM TepaneBTUYHUM 1HIEKCOM (HaNpHUKiIal,
IUKJIOCIIOPUH, TaKpOJIMYC, CHPOJIIMYC, €BEpOJIMYC, IHU3ampuiI), OCKUIBKH pyHaTagluH MOXKe
M1JBUIITYBAaTH KOHIIEHTPAIIIIO [IUX MperapaTiB y Iia3mi KpoBi (IuB. po3aun «B3zaeMonist 3 iHIIUMU
JKapChbKUMHU 3aC00aMHU Ta 1HII BUJIU B3AEMOJIN»).

Bnnus pynataauny B Tabnetkax o 10 Mr Ha GyHKIIIIO ceplis oliHIOBaIu B AociimxkeHHi Thorough
QT/QTc y mopocnux, B IKOMY pynaTajJuH y 7031, 110 NepeBullye TepaneBTudyHy B 10 pasis, He
BruiBaB Ha EKI' 1 TUM caMuM HE CIPUYHMHSIB HACTOPOXKEHOCTI MIOJ0 Kap10JOTiYHOI O€3MeKH.
OnHak pynatajuH ciij 3 00epeXHICTIO MPU3HAYATH Malli€HTaM 13 MOoAoBkeHHsAM iHTepBainy QT,
MalieHTaM 3 HECKOPUTOBAHOIO TIMOKATIEMI€I0, MAaIl€eHTaM 31 CTIMKUM MPOapUTMIYHUM CTaHOM,
TaKUM SIK KJIIHIYHO 3HauyIa OpaguKkap/ais, rocTpa iimeMis Miokapaa.

[oBigommsiu po M1BUIIECHHS KpeaTuHpochokinazm, anaHiHaMiHOTpaHcdepasH,
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acaptaramiHoTpaHc]epasu, a TakoXX MPO 3MIHY MOKa3HHUKIB (DYHKIIIOHAIbHUX TEYIHKOBUX MPOO
SK IO HeuyacTi moOivHi peakuii pynaraguHy B Tabsuerkax mo 10 mr y gopociux.

He pexomenmoBaHuii OgHOYACHUN MPUHUOM pymaTaauHy 3 TPEUNPPYTOBUM COKOM (AMB. PO3ILNT
«B3aemois 3 iHIIUMU JIIKAPCHKUMH 3aCO0aMHM Ta 1HIII BUIN B3aEMOIN»).

Le#i mkapchkuii 3aci® MICTUTB IIyKpO3y, TOMY BiH MOXe OyTH IIKIAIUBHMA 11 3y0iB. Skmio y Bac
BCTAaHOBJICHA HEMEPEHOCUMICTh JESKUX LYKPIB, MPOKOHCYJIbTYWTECS 3 JIKapeMm, IMepil HiX
MpUHAMAaTH el JTIKapChKHii 3aciO.

Jlikapcpkuii 3aci6 MICTUTh METHIINIAPATriIPOKCUOCH30aT, 0 MOXKE CIPUUYMHUTH aJepriyHi peaxiii
(MOXJTMBO, YITOBUJILHEHI).

Leit npenapat mictuth 200 MI IPOMIIEHTIIIKOIIO B KOKHOMY MITUTITPI.

OnHouacHe 3acTOCyBaHHSI 3 OylIb-SKHM CyOCTpaTOM [UISi alKOTOJIBJCTIAPOTCHA3H, TaKUM SIK
€TaHOJI, MO’KE BUKJIMKATH MOOI4HI peakuii y AiTei BIKOM 10 5 pOKiB.

Xoya OyJ0 MmoKa3aHo, IO MPOMIJICHTIIIKOIb He BUKIMKAE MTOPYIICHHS PENPOAYKTUBHO1 (QyHKIIIT 200
BHYTPIIIHBOYTPOOHOTO PO3BUTKY Yy TBapWH a00 JIOAMHU, BIH MOXXE MOTPANMUTH y IUIia Ta OyB
BHUSIBJICHUH y MoJiori. SIK HaciaigoK, HEOOXiAHICh MPU3HAYEHHS MPOMIJICHIIIKOIIO0 BariTHUM abo
MaIieHTKaM, 10 TOAYIOTh TPYAIIO, CIiJ PO3IIISIATH B KO)KHOMY KOHKPETHOMY BUIIAJIKY

[NamienTam 13 mopyueHHAMU (QYHKIIT HUPOK a00 MEYIHKK HEOOX1IHUN MEAMYHUN HArJIs, OCKUTBKA
MOBIIOMJISUTOCS. TIPO pi3HI MOOIYHI peakilii, MoB'I3aHi 3 MPOMUICHTIIIKOJIIEM, TaKi SK IMOPYIICHHS
¢GbyHKIIT HUPOK (TOCTpuil TyOyNApHUII HEKPO3), TOCTpa HUPKOBA HEAOCTATHICTh Ta AUCQYHKIIIS
TICYiHKH.

Le#t mpemapatr mictuth MeHmie 1 MMonb Hatpito (23 mr) Ha 1 wmu, ciig OyTu oOepeXkHUM TMpU
3aCTOCYBaHHI MaIliEHTaM, SIKi 3aCTOCOBYIOTh HaTPI-KOHTPOJIBOBAHY JIETY.

3acmocysanns y nepiod sacimuocmi abo 200y8amms 2pyooro.

JlikapcbKuit 3aci0 3aCTOCOBY€ETHCS AITSIM.

Bacimnicmo

Jani mpo oOMeXeHy KUIbKICTh (2) BariTHOCTEM, MiJ Yac sSIKUX MpUiiMalld pymnaTtaanH, BKa3yloTh Ha
BIJICYTHICTh TOOIYHUX peakiiii pynaTajuHy Ha BariTHICTH a0 370POB’s TUI0/a/HOBOHAPOIKEHOT
quTuHY. Ha jpaHmii yac HeMae iHIIMX BIAIMOBIIHMX EIIJIEMIOJIOTIYHUX JaHuX. JloCHifKeHHS Ha
TBapUHAX HE BUSBISIOTH MPSMOTO ab0 HEMpPSIMOTO IIKIJIMBOTO BIUIMBY Ha BariTHICTh, PO3BUTOK
eMOpioHa/moa, Ha Tmepebir monoriB ab0 Ha MOCTHATANbHUN PO3BUTOK. K 3amoODKHUI 3axif
PEKOMEHIYEThCSI YHUKATH 3aCTOCYBaHHS Iperapary y rnepioJi BariTHOCTI.

T'ooysanns epyooio

Pymaraaue npoHrKae y MONOKO TBapuH. HeBimoMo, YW MpPOHHMKAE PYMATAAWH y TPYIHE MOJIOKO
KIHKHU. PilIeHHs 11070 NPUIUHEHHS TOAYBaHHS IpyIo a0o MPUIHMHEHHsS/yTpUMaHHs Bij Tepamil
pynaTaguHOM CIiJl MPHIMAaTH, BPaXxOBYIOUM KOPHUCTH BiJl TOAYBaHHS TPYAIIO [UIS JAATHHU Ta
KOPHUCTb BiJI JTIKYBaHHS JUIs MaTepi.

DepmunvHicmo

BincyTHi KiiHIUHI JaHi Mpo BIUIMB HpenapaTy Ha (epTwibHICTh. JlOCHiIKEHHS Ha TBapHHAX
MOKa3ajJy 3HAYHE 3HIKEHHS (PEepTUIBHOCTI MpHU PIBHAX BIUIMBY BHILE, HIK Yy JIOAEH, IpH
MaKCHUMaJbHi! TepaneBTUYHIN 1031.

30amuicms énauseamu Ha WEUOKICMb peaxyii npu KepysawHi a8mMOMmMpPAaHCnOpmomM abo [HWUMU
Mexanizmamu.

JlixapchKkuit 3aci® 3aCTOCOBYETHCS AITSIM.

Pynaranun y 1031 10 Mr He MaB HISIKOTO BIUIMBY Ha 3[JaTHICTh KEPyBaTH aBTOMOO1JIEM 1 IPALIOBaTH
3 IHIOMMM MEXaHI3MaM{ Yy TPOBEACHHMX KIIHIYHUX JOCHipKeHHsX. IIpoTe mamieHT MOBUHEH
CIOYATKy OI[IHUTH BJACHY pEaKIil0 Ha JIKyBaHHS [penaparoM, IMepll HIK KepyBaTH
aBTOTPAHCIIOPTOM a00 MPAIIOBATH 3 IHITMMH MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

Jliig 3a0e3neyeHHs] TOYHOTO J03YBaHHS yIIaKOBKa MICTUTH IIIPUII-T03aTOP.

VY ropioBuHy (prrakoHa BCTaBUTHU IIMPHUI-I03aTOP Ta BIAMIPATH HEOOXiIHY KIIBKICTH PO3UYHHY 3
ypaxyBaHHSIM BIKY Ta MacHy Tijia JUTHHH.



SO ¢uiakoH MICTUTBH aJianTep, pO3MILIEHUH Y TOPJIOBUHI, HEOOXIAHO MIUJIBHO BCTABUTHU ILIPHII-
J03aTop y IIMKAKY ajanTepa Ta TEepeBepHYTH (IakoH TOTOpy THOM, OOEPEk)HO TOTATHYTH
MOPIIICHb, BTATYIOYHM PIAWHY Yy IIMPHUI-A03aTOp A0 MOTpiOHOI BiamiTku. HabpaBmmu moTpiOHY
KUTBKICTh PO3YHHY, MEPEBEPHYTH (DIAKOH Yy OYATKOBE MOJIOKEHHS Ta 00€PEKHO BUMHATH LITIPHIL-
n03aTop i3 ¢urakoHa.

[Ticas BUKOpUCTAHHS MPOMHUTH JI€Tali MINpPULIA-103aTOpa TEIIO BOIOKO.

Jo3yeanns

Jitu BikoMm Bix 2 10 11 pokiB

3 macorw mina 6i0 10 0o 25 xe: 2,5 mu (2,5 Mr pymaraguny) opaibHOro po3unHy 1 pa3 Ha 00y
HE3AJIE)KHO B[l BXKUBAHHA 1KI.

3 macorw mina 6io 25 ke: 5 miu (5 Mr pynartajuHy) OpajJbHOro po3unHy | pa3 Ha 100y HE3aIeKHO
BIJI BXKUBAHHSA 1KI.

Jlopocani 1 gitv BikoM Bl 12 pokiB

VY nopociux Ta AiTei BiIkoM Bija 12 poKiB Kpallle 3aCTOCOBYBATH TaOJIETKU pynaraauny mo 10 mr.
[NarieHTH 3 HUPKOBOIO 200 MEYIHKOBOIO HEJIOCTATHICTIO

Uepes BiACYTHICTh KIIIHIYHOTO JOCBIAy 3aCTOCYBaHHS IIpernapary IMami€eHTaM 3 IMOPYIIEHHSIMH
¢byHK1ii HUPOK a00 MeYiHKH HE PEKOMEH0BAHO.

Jimu.

JlikapcbKuit 3aci0 3aCTOCOBYBATH JiTSAM BikoM Bif 2 10 11 pokis.

OCKiBKHM HEIOCTaTHBO JTaHUX MPO 3aCTOCYBAHHS JIIKAPCHKOTO 3aCO0Y MITSAM BIKOM J0 2 POKIB, HE
PEKOMEHIYEThCS 3aCTOCOBYBATH HOTO Y I1iil BIKOBIil KaTeropii.

Ilepeoosysanns.

He moBigoMisuii mpo BUNAAKU TEPEIO3yBaHHS TPENaparoM y JOPOCIHMX 1 JiTeld. Y mporeci
JOCTIPKEHHS KITIHIYHOT Oe3MeKu pymnatagud 1o0pe nepeHocuBcs B 1000Biii 1031 100 Mr npoTsrom
6 nniB. HaiiGinpm mnommpeHo MNOOIYHOI0 peakiielo Oyna coHnuBicTh. [Ipu BHmagKoBOMY
MIPOKOBTYBaHHI YK€ BHUCOKHUX JI03 CIIiJi MPOBECTH CHUMITOMATHYHE JIIKYBaHHS Ta BXKUTH
HEOOXITHHX MiATPUMYBAIbHUX 3aXO/IB.

Io6iuni peakuii.

YacroTa moOiYHMX peakiliii BU3HaYeHa TakuM yuHOM: yacto (> 1/100, < 1/10), newacro (> 1/1000,
< 1/100).

3 60Ky Kposi i rimghamuynoi cucmemu: HEUACTO — €03MHOQITISL, HEUTPOIEHis.

3 60Ky HepBo60i cucmemu: 9aCTO — TOJOBHUM O1J1b, COHJIMBICT; HEYACTO — 3alIaMOPOYCHHS.

3 60Ky WIYHKOBO-KUWKO8020 MpaKkmy: HEYacTo — HyJO0Ta.

3 60Ky wiKipu ma cnonyuHoi mKaHuHu: HEYacToO — €K3eMa, HiYHa MITJINUBICTb.

Ingpexyii ma ineasii: HEUACTO — rPUII, HA30(APHUHTIT, IHPEKI1i BEPXHIX IUXAIbHUX MUISAXIB.
3acanvhi nopyuiennsn: HE4acTO — BTOMITIOBAHICTb.

[ToB1AOMJIEHHS PO MiJI03PIOBaH1 NOOIYHI peakiii

[ToBinomieHHs npo MoOivHI peakiii micias peecTpauii JiKapchbKoro 3aco0y Mae BEUKE 3HAYEHHS.
Ile nae 3Mory mpoBOAWTH MOHITOPHUHI CIIBBIAHOIIEHHS KOPUCTB/PU3UK MPH 3aCTOCYBAHHS LIOTO
JKapchbKoro 3aco0y. MennyHuM Ta GpapMalieBTUYHUM MPaLliBHUKAM, a TAKOX MarieHTaM abo iXHiM
3aKOHHUM IpEJICTaBHUKAM CJIiJl TOBIIOMJIATU MPO yC1 BUMAJAKH MiJ03pIOBAaHUX MOOIYHMUX peakKiiiit
Ta BIJICYTHOCTI €()eKTUBHOCTI JIIKAPCHKOTO 3aCO0y uepe3 aBTOMATH30BaHy iH(OpMaIliiiHy cucremy
3 (hapmakoHarysIIy 3a mocuaanusM: https://aisf.dec.gov.ua.

Tepmin npuoamnuocmi. 2 POKH.
TepMmiH npUIATHOCTI MiCHs NEPUIOTO BIAKPUTTS (prakoHy — 12 MicsriB.
He 3acTocoByBaTH npenapar micist 3aKiH4eHHs] TEPMIHY IPUIATHOCT, BKA3aHOTO Ha YIaKOBIIi.

YMoBu 30epiranus.
30epiraTy B OpUTiHANBHIN YyIaKoBIli pH Temneparypi He Buie 25 °C.
306epiraTty B HEJOCTYITHOMY JIJISl AITEH MICIII.


https://aisf.dec.gov.ua/

YnakoBka. [To 100 mn y ¢umakoni 3 agantepom abo 6e3 agantepa. Ilo 1 ¢uakoHy 31 mmpuIoM-
J103aTOPOM Y TTayIIi.

Kareropis Bigmycky. 3a perientom.

BupooHuk.
AT «Dapmakx».

Micue3naxo/:keHHs1 BUPOOHMKA Ta HOro agpeca Micusi IPOBAKEHHA TisIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupuiiscbka, 74.

JaTa octanuboro neperJsiay. 21.08.2024.



