IHCTPYKULIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHsI IiKapChbKOro 3acooy

BJIIC®

(BLIS)

Cknao:
ditoua pevyosuHa: pynaTafguHy pyMapar;
1 M micTuTh pynataguny pymapaty 1,28 mr y nepepaxyBaHHi Ha pynaTaguH 1 MrT;

donomidicHi pevoguHu: HATPilo rigpodocdaTt 6e3BOAHNMIM, KMCIIOTa TUMOHHA 0e3BOHA,
MeTunnaparigpokcubensoart (E 218), mponineHrikons, IyKpo3a, caxapuH HaTpilo,
apoMaTu3aTop 0aHAHOBUM, BOJla OYMIIEHA.

JlikapcbKa ¢popMa. Po3urH OpanbHUH.

OcHosHi (izuko-ximiuHi 81acmusocmi: Ipo3opa Oe30apBHa abo KOBTyBaTa pifHa 3 3allaxoM
OaHaHa.

®dapmakoTepaneBTHYHA Irpyna. [HIi aHTUTiCTaMiHHI IIperapaTy Ajisd CUCTEMHOI'0
3actocyBaHHsA. Kog ATX RO6A X28.

PapmakKon02iuHi eaacmueocmi.
®apmakoOuHamika.

PynaTaguH HaneXuTh 00 OPYroro MOKOJIIHHSA aHTUTICTaMIHHUX IIpelapaTiB i € aHTaroHiCTOM
rictaminy TpuBasoi fii 3 BubipkKoBoO neprudepuyHO0 aHTarOHICTUYHOI0 aKTUBHICTIO 0o H;-
petienrTopiB. Jleski 3 oro MeTaboJIiTiB (Ie31M0paTafuH i #Oro rigpoKCUIb0BaHi MeTaboJIiTH)
30epiraloTh aHTUTICTaMiHHY aKTHUBHICTh i MOXYTh YaCTKOBO POOUTH CBiif BHECOK [I0 3aTasIbHOI
e(eKTUBHOCTI IIpenapary.

HocnigeHHs pynaTagyHy in vitro y BUCOKiM KOHIIEHTpAIlil TOKa3aayu rajJlbMyBaHHS JeTpaHy sl
OTIACUCTUX KJIITHH, CIIPUYVHEHE IMYHOJIOTIYHMMY | HEIMYHOJIOTIYHMMHU IIOAPa3HUKaMHU, a TaK0X
BUXi[l IIUTOKIiHiB, 30KpeMa TNF, i3 omacucTux KIiTUH i MOHOLUTIB MoguHu. KiiHiuHe 3HaYeHHS
CIIOCTEePEeXKYBaHUX €KCIIePUMEHTANIbHUX JaHUX 1€ TiIbKU HaleXUTh MiATBEPOUTH.

Po3uuH f71s mepopaabHOTO 3aCTOCYBaHHS pyllaTaguHy MaB MOAi0HUY (HapMaKOKiHETUYHUYN IPodins y



miten BikoM Bif 6 mo 11 pokiB, $K i y mopocnux Ta AiTey BikoM Bif 12 pokiB: hapMakKoguHaMigHUN
e(eKT (3MeHIIeHH IO 3 MyXUPSIMU, aHTUTiCTaMiHHUY e(deKT) crocTepirascs i yepes 4 TUXKHI
iCIIs JIIKYBaHHS.

OckinbKu pynaTtafiiH Ma€ 30aTHICTh 6JI0KyBaTH BUBIIbHEHHS TicTaMiHy Ta iHIIMX MeqiaTopiB
3arajeHHs, O4iKy€eThCs, 110 BiH Oyme eeKTUBHUM IIPH JTiKyBaHHI CUMIITOMIB iHIIUX BU[IIB
KPONHUB THKHY, KPiM XPOHIYHOl CIIOHTAHHOI KPOIIUB SHKH.

dapmakoKiHemuka.
Himu

Y miprpyni gitex 2-5 1 6-11 pokiB pynaTaguH MBUAKO BCMOKTYBaBCH, a cepenss C,,,
ctaHoBuna 1,9 Hr/mm i 2,5 HI/MII HiC/Is TOBTOPHOI ITIepOpabHOI J03u BigmoBigHo. [llo
CTOCYETBHCS €KCIO3UIlil, CepeHs 3arajibHa 1ioma mig KpuBoio (AUC) ctanosuna 10,4
Hr*TOA/MN y mited 2-5 pokiB i 10,7 Hreromg/mn y miter 6-11 pokiB. Yci 11i 3Ha4yeHHS
aHaJIOTiyHi TUM, K1 OTPUMaHi y JOPOC/IUX i MiJTITKIB.

CeperpHill nepion HamiBBUBE[EHHS pPyllaTafuHy y OiTeu 2-5 POKiB cTaHOBUB 15,9 roguHy, ay
aiteu 6-11 pokiB - 12,3 roguHY, ILI0 € JOBLIKAM, HiX y JOPOCIUX i MiATITKIB.

EdeKT BXKMBaHHS 1XKi
HocmigKeHHS B3a€EMO[il 1Ki 3 TepopabHUM PO3YHMHOM PyNaTagyuHy HE ITPOBOIOUIIH.

HocmigXKeHHS BIJIMBY BKHWBaHHS 1XKi TPOBOAUIIN Y OPOCIIUX i MifJTiTKiB, 3aCTOCOBYIOUH
pynaTtaguH y TabneTkax mo 10 Mr. BxXuBaHHS 1XKi IOCUITIOE CUCTEMHUM BILJIUB PyNaTafuHy
Ha oprani3aMm (AUC) npubnu3Ho Ha 23 %. MakcuMasbHa KOHIIEHTpAllis pyrnaTaguHy y Iaa3Mi
KpoBi (C,,,) Y Pe3ynbTaTi BXXUBaHHA 1XKi He 3MiHI0€ThCA. L]i BiTMiHHOCTiI HE MalOTh KIIiHIYHOTO
3HQYEeHHH.

Metaboni3M i BUBeIeHHS

[Tpu mocmimKeHHI eKCKpelil ¥ mopocinux 34,6 % BBeOeHOT0 pynaTafguHy BUBOOUTHCS i3

ceuelo, a 60,9 % - 3 dpekamniamu, 3i0paHuMu 3a 7 OHIB. PymaTaguH migmaeTbCs 3HAUHOMY
IIPecUCTeMHOMY MeTaboJi3My IIpH ITepopaIbHOMY LIJIIXY 3aCTOCyBaHHS. He3mineHa
aKTHBHA CYOCTaHIlisSI BUSIBIISIEThCS B ce4i Ta y peKaIisix Juile B He3HaYHUX KiTbKOCTsX. Le
O3HayaE, 0 pynaTaguH MalKe IMOBHICTIO MeTab0Mmi3y€eThCs. 3araoM aKTUBHI MeTabomiTi
[e370paTafuHy Ta IHIIUX TiAPOKCUIbOBaHUX IMOXIOHUX CTAHOBUIX BIAMOBIAHO 27 % 148 %
Bifl 3arajIbHOTO CUCTEMHOTO BIJIMBY aKTUBHUX PEUOBUH. [locmimKeHHs MeTabomi3My in vitro
B MiKpOCcOMax MeYiHKU JIIOAWHY IT0Ka3alHy, 1110 pyrnaTafguH MeTa00Ii3yeThCS TOTOBHUM YMHOM
3 y4acTio uutoxpomy P450 (CYP 3A4).

[TokaiHiYHI OaHi 3 6e3neku

IaHi DOKiHIYHUX OOCiIXKEeHb HE BKa3yIOTh Ha iCHYBaHHS 0COOJIMBOT0 PU3UKY IS
JIIOACBKOTO OPTaHi3My Ha MifCTaBi CTaHmAPTHUX AOCIIgXeHb (papMaKOoI0TigHOI TOKCUYHOCTI
IIpYU IIOBTOPHOMY 3aCTOCYBaHHI, TeHOTOKCUYHOCTI Ta KaHIIEPOreHHOCTI.

[lo3u pynaraguny, 10 y 100 pa3iB mepesuilyBaiu peKOMeHI0BaHy KiliHiuHY [03y (10 Mr), He



BIINIMBasX Ha inTepBanu QTc Ta QRS i He CIpUYMHSANIYN CHMIITOMIB apUTMil y PiSHUX BUTIIB
TBApHWH, HAIIPUKJIA[ y IIypPiB, MOPCHKUX CBUHOK Ta C0OaK. PymaramguH Ta HOr0 OCHOBHUU
MeTaboJIiT B OpraHi3mi mogunu, 3-TifpoKcume3nopaTafnH, He BIIJIMBAIOTh HAa MOTEHIiaN il
CepLeBOro M'si3a y BoJIoKHax I1ypkinke cobak Yy KOHLEHTpalisx, mo MigiMyM y 2000 pasiB Bui
3a C,., Ipu 3actocyBaHHi 10 Mr npemnaparty. Ilifg yac gocnifgkKeHHA BIJIUBY pyllaTafuHy Ha
KJIOHOBaHUY I'eH Cenu(pivHOro KaaieBoro KaHajly Ceplid BiH IPUTHIYYyBaB I[ed KaHal y
KOHIIeHTpaliil, mo 6yna y 1685 pagziB Bumioio 3a C,,,, SKa OocsAranacs mpu 3acTocyBaHHi 10
Mr npenaparty. [LociigKeHHs PO3I0LUTYy B TKAHWHAX LIYPIB PafioaKTUBHO MIYEHOTO
pynaTaguHy IIOKa3ay, 110 BiH He HAKOMUUYEThCS Y TKAHWHAX CepLs.

CroocTtepiranocsi 3HayHe 3HUKEHHS (QEepPTUNIBHOCTI SK CaMIIiB, TaK i CaMOK IIypiB Ipu
3acTocyBanHi mo3u 120 mr/kr/moby, konu C,,. y 268 pasis Buiua 3a C,,,, B OpraHi3mi T0IuHY, Ka
IOoCATa€eThCs NIPY 3aCTOCYBaHHi TepaneBTHYHOI 103u (10 Mr/go0y). IToBigoMIIsiioCs: IPO TOKCHYHUM
BIIJIUB Ha IUTiM (3aTPpUMKa PO3BUTKY, HEIIOBHE YTBOPEHHS KiCTKOBOI PEUYOBHMHY, He3HAYHI BiIXUIeHHS
PO3BHUTKY CKejieTa) y IIypiB Py TOKCUYHUX I caMOK mo3ax (25 ta 120 mr/kr/moby). [Tig wac
OOCIIAXKEHb Ha KPOJISIX TOKCUYHUU BIJIMB Ha PO3BUTOK CIIOCTepiraBcs MpU 3aCcToCyBaHHI 103 1o 100
Mr/KT. PiBeHb, 1110 He BUKJIMKAE LIKIATKUBOI [ii, IS IIypiB CTaHOBUTH 5 MI/Kr/mo0y, a mis Kporis - 100
Mr/Kr/mo6y, npu usomy C,.. BinmosigHo y 45 Ta 116 pasiB Bullla 3a KOHILIEHTPAIIil0, 1110 [OCATAETHCS
IIPU 3aCTOCYBaHHi TepanmeBTUYHOI 103U y mogunu (10 Mr/moby).

KriniyHi xapaKTepUCTHKH.
Iloka3anusa.

CuMInTOMaTHA4HE JIiIKyBaHHS alepriyHOr0 PUHITY (BKITI0YAIOYX MEPCUCTYIOUUN allepriyHui
PHUHIT) 1 KpOIuB'THKM y [iTei BikoM Bif 2 1o 11 poxkis.

IIpomunoka3aHHs.

linepuyyTnuBicTh KO pynaTaguHy abo 1o OyAb-SKOTO iHIIOr0 KOMIIOHEHTA Ipernapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
HocmnigxeHb B3a€MO{Iil pyaTaguHy Y BUTJISIZI OPaIbHOTO PO3YMHY V AiTel He MPOBOOUIIA.

HocnigxeHHs B3aeMofiii 6yy MpoBeieHi TiMbKY y JOPOCHIKX Ta MigTiTKiB (BikoM Bif 12 pokiB) i3
3aCTOCYBAHHAM pylHaTaguHy y BUrsni TabneTok 10 mr.

Bnaue iHwux aikapcvkux 3acobie Ha pynamaduH

CyMicHoro npu3Ha4yeHHS 3 NOTyKHUMU iHTi6iTopamu CYP3A4 (BKi0Yarouy iTpaKOHA307,
KeTOKOHA30J1, BOPUKOHA30J1, T03aK0Ha30J1, iHribiTopu BIJI-mpoTeaswu, KIapuTpoMiluH, Hedga30IoH)
ciip yaukaty. [Ipu cymicHoMmy npu3HadeHHi 3 momipauMu inribitopamu CYP3A4 (eputpoMiius,
(bIyKaHO30J1, QuITia3eM) CIlif IPOSIBIIATH 00€PeXKHiCTh.

CyMicHe mpu3Ha4YeHHS pyrnaTaguHy B f03i 20 Mr i KeTOKOHA30/1y ab0 epUTPOMILIMHY ITOCUITIOE



CHUCTeMHUY BIJIMB pynaTtafuny B 10 pasis i octauHix - y 2-3 pa3u. Lli kombiHallii He
CYTIPOBOMXKYIOThCS 3MiHamu iHTepBany QT abo 36imbIIeHHSIM YacTOTH MOOIYHUX PeakIlii MOPIBHSIHO 3
OKpEeMUM 3aCTOCYBaHHSM 3a3Ha4yeHUX IIperaparis.

Bsaemomis 3 rpein TOM

OpHOoYacHUM IPUKOM pynaTaguHy B TabneTkax mo 10 Mr i rpedndpyToBoOro CoKy B 3,5 pa3a IMOCHUIIOE
3arajbHy Aito pymnatapuny. Lle BigOyBa€eThcs, TOMY IO CiK rpeindpyTra MicTUTh oguH abo Ginbiie
KOMITOHEHTIB, 110 iHTi0yoTh CYP3A4 i MOXKYTh IiABUIIUTY KOHIIEHTPAIIiI0 V II71a3Mi KPOBi Ipenaparis,
MeTabomi3M AKUX 3[iMCHIOEThCS 3a momomoroio CYP3A4, Takux K pynatagu. Kpim Toro, 6ymo
BUCJIOBJIEHO NIPUIIYIIEHHS, 110 I'PEUI(PpPyT MOXKE BIIJIUBATH Ha KUIIKOBI TPAHCIOPTHI CUCTEMU
JikapchbKuX 3aco0iB, Taki K riikonporteid-P. He ciig BxXKuBaTH rpedn@pyToBUil Cik OGHOYACHO 3
IIPUIOMOM IIpernapary.

Bnaue pynamaduHy Ha iHwi aikapcvKi 3acobu

HeobximHO goTpuMyBaTHCS 00€PEXHOCTI IPU OHOYACHOMY IPU3HaYeHHI pyrnaTafuHy 3
iHITUMY JTiKapChKUMU 3aco6aMu, 1110 MeTaboJTi3yI0ThCS i MalOTh By3bKUM TepaleBTUYHUN
iHIeKC, OCKiNbKY faHi Mpo BIIJIUB PyMaTaguHy Ha iHII miKapchbki 3acobu oOMexkeHi.

Bzaemomis 3 ankorounem

[licng mpuitoMy ankorosio fo3a pynataguHy 10 MI He3HaYHUM YMHOM BIUIMBA€E Ha Pe3yNIbTaTu
NesKUX TECTiB Ha IICUXOMOTOPHY Mpale3faTHICTh, 110 3HaYHO He BiAPI3HSAETHCS Bif] BIJIUBY IPULAOMY
TiIbKX OJHOTO anKoromoo. [o3a 20 Mr mocuinoBana 3MiHU, CIPUYXHEH] TPUIOMOM aIKOTOJIIO.

Bzaemomis 3 genpecantamu I[THC

4K iy pasi 3aCToCyBaHHS iHIINX aHTUTiICTaMiHHUX IIpelapariB, He MOXKHa BUKIIOYUATH B3aEMOMII 3
genpecanTtamu [THC.

Bzaemomis 3i cTraTuHaAMU

Be3cuMnToMHe mifBuilleHHS KpeaTHH(POCHOKiIHA3Y iHOMI Big3HaUaIy Iifl 4ac KIHIYHUX AOCTiAKEHb
pymnaTtaguHy. PU3uK npu B3aeMopii 3i craTuHamMu (IesiKi 3 HUX TaK0XK MeTa0oJTi3yoThCs
isohepmentom CYP3A4 nutoxpomy P450) HeBimomuii. ToMy pymatagu CIlif 3 00epeKHICTIO
3aCTOCOBYBATHU IIPU ONHOYACHOMY IIpU3HAYEHHI 31 cTaTHHAMH.

B3aemomis 3 MimaszomaMoM

[Ticnsa nputiomy 10 Mr pynaTaguHy B KoMOiHallil 3 7,5 MT Miga3ojiamMy CIIOCTepIiranocs
36inbienHs ekcrnosutii (C,,, i AUC) migmazonamy. 3 1iel MpUYMHY pynaTaguH i€ SK JeTKuu
inriditop CYP3A4.

Ocob.1ueocmi 3acmocyeaHHsi.
Besneka Ta eeKTUBHICTh pylaTafiuHy y [AiTell BiKOM [0 2 pOKiB He Oysa BCTAHOBIIEHA.

Cnipg yHUKaTH KOMOiHalil pynaTaguHy 3 noTyxHUME iHribitopamu CYP3A4 i 3 06epexkHIiCTIO
mpu3HadaTyu 3 noMmipaumu inribiropamu CYP3A4 (guB. po3min «B3aeMomisa 3 iHIMMUMU



JiKapChbKUMU 3aco0aMu Ta iHIIi BUAW B3a€MOIiii»).

Moxe 3HagoO0UTUCS KOPUTYBaHHSA 03U 4yTIuBUX cyocTpaTiB CYP3A4 (Hanpukxmafp,
CHMBaCTaTHH, noBacTaThH) i cybcTpaTtiB CYP3A4 3 By3bKUM TepalleBTUYHUM iHOEKCOM
(HampuKiad, UMKIOCIOPHH, TAKPOIIMyC, CHPOIIMYyC, €BEPOJIIMYC, IIU3aIpUf), OCKITbKA
pynaTagyH MOXKe MiABUILIYBaTU KOHLEHTPAL0 [UX [IpenaparTiB y I1JIa3Mi KPOBI (ZuB. po3min
«B3aeMopis 3 iHIMMMY NTiKapChbKUMHU 3aC00aMM Ta iHIII BUOM B3AEMOIiii»).

BrinuB pynataguny B TabneTrkax mo 10 Mr Ha QyHKIIiI0 cepllsd OLiHIOBAIX B HOCITiAXKeHHi
Thorough QT/QTc y gopocnux, B SIKOMY pylaTafuH y [03i, 110 IePEeBUIIYE TePaleBTUUHY B
10 pagsis, He BunuBaB Ha EKI' i TUM caMUM He CIPUYUHSAB HACTOPOXKEHOCTI L[00
Kappionoriyxoi 6e3meku. OgHaK pymaTaguH Clifl 3 00epeXkHiCTIO TpU3HavYaTy MallieHTaM i3
nonoBxkeHHAM iHTepBany QT, marienTaM 3 HECKOPUTOBAHOIO TilloKalieMi€ro, auieHTaM 3i
CTiMKHAM TPOAPUTMIYHMM CTaHOM, TaKUM (K KITiHIYHO 3Hauylna OpagrKapmis, rocTpa imemis
Miokapga.

[ToBigomsinu PO MifBUINeHHS KpeaTuH(ochoKiHa3y, anaHiHaMiHOTpaHCchepasH,
acmapraTaMiHOTpaHC(epasH, a TaKOXK IIPO 3MiHYy MOKa3HUKIB PYHKIIOHAJIbHUX TE€YiHKOBUX
npo0 SIK Ipo HevacTi mobiyHi peakiil pymaTaguHy B TabmeTkax o 10 Mr y JOpOCIux.

He pekoMeHOOBaHU OOQHOYACHUY MPUKMOM pyIllaTaAuHy 3 TPeUnPPyTOBUM COKOM (OUB. PO3MiN
«B3aemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUIU B3aEMOIIN»).

Lle#t mikapchKu# 3acib MiCTUTB I[yKPO3y, TOMY BiH MoxKe OyTH IIKignuBuM ans 3y0iB. AKiio y
Bac BCTaHOBJIEHa HEIIEPEHOCUMICTh OeSKUX LYKPiB, MPOKOHCYIBTYUATECS 3 JIiIKapeM, IMepll
HiXX TpUUMaTH Lel miKapChKui 3acio.

JIikapchKuit 3aci6 MiCTHTh MeTHINAparigpoKcrubeH30aT, 110 MOXKe CIPUYMHUTH aJlepriuHi
peakiil (MOXKJIHMBO, VIIOBITbHEHI).

Lle# mpenapat MicTuTh 200 MI IPOMINIEHTJIIKOII0 B KOXKHOMY MIiJTiTiTpi.

OpgHoYacHe 3aCTOCyBaHHSA 3 OyAb-IKUM CyOCTPATOM MJISI alTKOTO/IbAEriAporeHasu, TaKuM SK
€TaHOoJI, MOXKe BUK/IMKATH M00iYHi peakilii y miTel BiKOM 0 5 POKIB.

Xoua OyJi0 I0Ka3aHo, 1[0 MPOIiJIEHTIiKOIb HEe BUKIUKAE [TOPYIIEeHHS PEIPOTYyKTUBHOL
GbyHKIil ab0 BHYTPIIIHBOYTPOOHOTO PO3BUTKY Y TBAapUH abo0 JTIONUHMY, BiH MOXKe OTPAIUTH Y
I Ta OB BUSABIEHUN y MOJIOLi. K HAcMigoK, HeoOXifHiCh MpU3HaYEHHS MPOIiNEHT TiKOII0
BariTHUM a0 nalieHTKaM, 10 TOAYIOTh TPYAI0, CIIif PO3TISAaTé B KOXKHOMY KOHKPETHOMY
BUTIAAKY

[TamieHnTaMm i3 mopymeHHSIMH GYHKIII HUPOK ab0 mediHKM HeoOXigHUY MeOuYHUM Harlsh,
OCKiJIbKHM TIOBiTOMJISIIIOCS IIPO Pi3Hi Mo0OivyHi peakiril, oB's13aHi 3 MPOIMiNEHTIIIKONIEM, TaKi K
TOpYyIIeHHS QYHKIII HUPOK (rocTpuil TyOyIapHUM HEKPO3), TOCTPa HUPKOBA HEIOCTAaTHICTh
Ta JUCPYHKIISA IEeYiHKU.

Lle#t mpemapat MiCTUTh MeHIe 1 MMoIb HaTpito (23 Mr) Ha 1 M7, ciig OyTu 06epekHUM IIPH
3aCTOCYBaHHI Mali€eHTaM, SIKi 3aCTOCOBYIOTh HaTPii-KOHTPOIbOBaHY HI€ETY.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.
JlikapchbKuii 3acib 3aCTOCOBYETHCS TiTSIM.
BazimHicmb

IaHi mpo 06MeKeHY KinbKicTh (2) BariTHOCTEH, Iif Yac SKUX MpUiMany pyrnaTafuH, BKa3yloTh Ha
BificyTHiCTh MOGiYHUX peakiiii pynaTaguHy Ha BariTHICTh a00 3[OPOB’s MJ10[ja/HOBOHAPOAXKEHO]
ouTuHU. Ha manui yac HeMae iHIKUX BiAMOBIOHUX enimeMionoriyHux gaHux. JocnigXeHHS Ha
TBapuUHaX He BUSABISAIOTH MPSIMOT0 a00 HENMPSMOT0 IIKIITMBOTO BIJIUBY Ha BaTiTHICTBH, PO3BUTOK
eMOpioHa/mmoma, Ha nepebir mosyoriB abo Ha MOCTHATAIBHUM PO3BUTOK. fAK 3amo0iKHUN 3axif
PEKOMEHYEThCA YHUKATU 3aCTOCYBaHHA IIpernapary y [epiof BariTHOCTI.

I'odyeaHHA 2py00to

PynaTagvH IIpOHMKaE y MOJIOKO TBapuH. HeBimoMo, yv IpoOHUKAE pylaTaguH y IpynHe
MOJIOKO XiHKH. PilieHHs 1000 TPUIMHEHHS TONYBaHHS IPyaa0 abo
NIPUNUHEHHS/YTPUMaHHS Bifl Teparil pynaTafuHOM CIIifl MpuiiMaTy, BpaXOBYIOUM KOPUCTH Bif
TrOAyBaHHSA I'PYLOO0 AJ1d OUTUHYM Ta KOPUCTH Bif JIIKyBaHHS [JI1s MaTepi.

depmuabHicmb

BipcyTHi KiHiIYHI AaHi IPO BIJIUB IIpenapaTy Ha GepTuabHIiCTh. [JOCTiAXKeHH Ha TBapHHaxX
IIOKa3a/1u 3HayHe 3HUKEHHS (PepPTUIbHOCTI IPYU PiBHAX BIJIUBY BUILE, HiX Y TIOAEH, IPA
MaKCHMaJlbHIY TepaleBTUYHiN [03i.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

JlikapchbKuii 3acib 3aCTOCOBYETHCS TiTSIM.

PynaTtagus y go3i 10 Mr He MaB HifIKOTO BIIJIUBY Ha 34aTHICTh KepyBaTU aBTOMOOiIeM i
[IpaLloBaTH 3 IHIIMMU MeXaHi3MaMU y IPOBeNeHUX KIIIHIYHUX NOCIiaXKeHHaX. [IpoTe mauieHT
IIOBUHEH CIIOYATKY OLIIHATY BlIaCHY peaxilifo Ha JIIKyBaHHS IIpelapaToM, IIepIl HiXX KepyBaTu
aBTOTPAHCIOPTOM abo ImpalfoBaTH 3 iHIIMMHU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHs1 ma 0o3u.
Ins 3a0e3rneyeHHsT TOYHOTO 03yBaHHS YIIaKOBKA MiCTUTh IIIPUL-T03aTOP.

Y ropnoBuHy ¢akoHa BCTAaBUTH IIIPHUI-03aTOP Ta BigMipATH HEOOXimHY KibKiCTh PO3YHHY 3
ypaxyBaHHSM BiKy Ta MacCH Tijla JUTUHU.

Akmo ¢hakoH MICTUTD afjaniTep, PO3MillleHNH Y TOPJIOBUHI, HEOOXigHO IIiTbHO BCTABUTH ILITIPHUIL-
[03aTop Yy IINUKY afjanTepa Ta IepeBepHyTH (IaKOH JOTOPH HHOM, 00€peKHO MOTSITHYTH IOPIIEHb,
BTATYIOYH PiAVHY y LINPUI-H03aTOp A0 MOTPiOHOI BigMiTKu. HaOpasuiu moTpiOHy KilbKiCTh PO3YUHY,
TIepeBEePHYTH (PIJIaKOH Y IIOYATKOBE TOJI0KEHHS Ta 00epekHO BUMHSTH IIIPUI-T03aTop i3 iakoHa.



[Ticnsa BUKOPUCTaHHA IPOMUTH AeTalli IIIPUIla-1o3aTopa TEIJI0 BOAOO.
llo3ysaHHA

IliTu BikoM Big 2 1o 11 pokiB

3 macor miaa 8id 10 do 25 ke: 2,5 mn (2,5 MT pyniaTaguHy) opajibHOTO po34uuHy 1 pa3 Ha go0y
He3aJle’kHO Biff BXKUBaHHS 1XKi.

3 macorw miaa 8i0 25 Ke: 5 M (5 Mr pynaTtaguHy) opajbHOro po3unHy 1 pa3 Ha 100y He3alexXHO Bif
BXKMBAHHS 1XKi.

ITopocmni i gity BikoM Bifm 12 poOKiB

Y mopocnux Ta fmiTel BikoM Bif 12 pokKiB Kpallle 3aCTOCOByBaTH TaOneTKH pynaTaguHy mo 10 mr.

[TarienTy 3 HUPKOBO ab0 MeYiHKOBOI HEIOCTATHICTIO

Yepes BiACYTHICTH KJIIHIYHOTO JOCBiOy 3aCTOCYBaHHA IIpernaparTy HallieHTaM 3 IOPYLIeHHAMU (PyHKIIi1
HUPOK a00 NedyiHKYu He PeKOMEHI0BaHO.

Himu.
Jlikapcbkui 3acib 3acToCOByBaTH AiTSIM BikoM Bif 2 1o 11 pokiB.

OCKinbKH HEJOCTAaTHHO IaHUX ITPO 3aCTOCYBAHHS JTIKapChKOI0 3aco0y HiTSM BiKOM [0 2 POKiB, HE
PEKOMEHOYEThCS 3aCTOCOBYBATH MOTO V 11l BiKOBiil KaTeropil.

Ilepedo3yeanHs.

He moBigoMnsinu npo BUNafKU IIepefo3yBaHHS IIpenapaToM y JOPOCUX i giTeu. Y mpoueci
IoCTimKeHHs KiiHiyHoi 6e3meku pynataauH mobpe mepeHocuBcs B Jo00BiH 1031 100 Mr npoTtsirom 6
nuiB. HaibinmbIn momupeHoo M06ivHOI0 peakilieto 0yia COHIUBICTb. [Ipu BUIIAIKOBOMY
IIPOKOBTYBaHHI Ay2Ke BUCOKUX 103 CJIiJl TPOBECTHU CUMIITOMATHYHE JTIKyBaHHS Ta BXKUTHU HEOOXiTHUX
MigTPUMYyBaJIbHUX 3aXO0MiB.

ITo6iuni peakuii.

YacTtoTa nobGiyHMX peakiliii BU3HaUYeHa TaKuM YHHOM: yacTo (= 1/100, < 1/10), HewacTto (= 1/1000,
< 1/100).

3 60Ky kposi i aimppamuuHoi cucmemu: HEYACTO - €03UHODITIISA, HEUTPOIEHis.
3 60Ky Hepsosoi cucmemu: 4aCTO - TOJIOBHUM Oilb, COHNIMBICTh; HEYACTO - 3allaMOPOYEHHS].
3 60Ky WAYHKOBO-KUWKOB020 MPAKMYy: HEYACTO - HYHOTA.

3 6oky wkipu ma cnoay4Hoi MKaHuHU: He4YaCTO - eK3eMa, HiYyHa MITIUBICTb.



IHpekuii ma iHeasii: HeYacTOo - TPUI, Ha30()apUHTIT, iHPEKIil BepXHiX AUXaIbHUX IIIAXiB.
3azanvHi nopyweHHA: HEYaCTO - BTOMJIIOBAHICTh.

[ToBigoMIEHHS PO Mif03pI0BaHi M00iYHI peakiril

[ToBimoMmeHHs Ipo MOOiYHI peakilii Mics peecTpallil TiKapcbKoro 3aco0y Ma€e BeJIUKe
3HaueHHs. Lle mae 3MOry NpoBOAUTU MOHITOPUHT CIIIBBIAHOIIEHHS KOPUCThL/PU3UK IIPU
3aCTOCYBaHHS IIbOTO JIiIKApPChKOTr0 3aco0y. MeguyHuM Ta GpapMalleBTUYHUM IIpalliBHUKAM, a
TaKOX TallieHTaM a0o IXHiM 3aKOHHUM IIPefiICTaBHUKAM CIIif TOBiJOMISATH IIPO YCi BUTIAAKHU
igo3pioBaHUX MOOIYHUX peakIliii Ta BiACyTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y uepes
aBTOMAaTH30BaHYy iHpopMalliiiHy cucteMy 3 (hapMaKOHATISAAY 3a IIOCHAIaHHSM:

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

Tepmin npudamHocmi. 2 pOKH.
TepMiH NpUAATHOCTI MiC/Is IEPLIOTO BigKPUTTS PrakoHy - 12 MicsIiB.

He 3acTocoByBaTu npemnapar Miclis 3aKiHYeHHS TEPMiHY IPUOATHOCTI, BKa3aHOT0 Ha
yIIaKOBLIi.

YmMmoBH 30epiranssi.
30epiraTy B OpUTiHaNbHIN yIAKOBIIi IpK TeMIiepaTypi He Buire 25 °C.

30epiraTy B HEOOCTYITHOMY OJIsI MiTeH MiCIIi.

YnaxkoBka. ITo 100 M7 y ¢rakoni 3 agantepom abo 6e3 aganrtepa. [To 1 ¢prmakoHy 3i MIIPUIIOM-
[,03aTOPOM Yy I1auli.

Karteropist Bimmycky. 3a pelenToM.

BupoOHHUK.

AT «DapMak».

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr'0 ajJipeca MicCIlsi IPOBaiKeHHsI Tis/IbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.


https://aisf.dec.gov.ua

