IHCTPYKIIA
71T MEAWYHOTO 3aCTOCYBAHHS JTiKapCHKOT'0 3acoby
JOCTHUHEKC

(DOSTINEX®)

CKknao:
ditoua pevyosuHa: Kabepromiy;
1 Tabnetka micTuTh Kabeprojiny 0,5 Mr;

0onomigcHi peyosuHU: TNEUINH, TakTo3a 6e3BOHA.

Jlikapcbka ¢popma. TabneTku.

OcHogHi pi3uko-ximiuHi 81acmusocmi: Oimi, mmacki, moBracTi TabmeTku 3 rpaBitoBaHHIM «PU», 1110
po3[iseHe HACIUKOI0, 3 OOHOT0 00Ky Ta rpaBitoBaHHAM «700» i TETKOI0 HACiYKO0 Haf Ta Iif
IeHTpaIbHUM «0» - 3 iHIIOTO GOKY.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOTLCS Y TiHeKoorii. [HribiTopu
nponaktury. Kog ATX G02C B03.

®apMako/I0riudi B1aCTUBOCTI.
®apmakoduHamika.

KabGeproriH - 11e fodaminepriute noxigHe pizxKKkiB, 110 XapaKTEPU3YETHCS CUILHOIO Ta
IOBrOTPUBAJIO0 MTPOJIaKTUHO-3HMKYBAJIbHOIO aKTHUBHICTIO. [Ipenapat 6e3mocepenHb0 CTUMYIIOE D,-
nodbaMiHOBI peLleITOPY Ha IIOBEPXHi TAKTOTPOIIHUX KIIITHH rinodisa, TakKUM YUHOM iHTiOyr0oun
CEeKpelilo IIpoIaKTUHY. Llg pedoBrHa 3MEHIIy€e CeKPEeLi0 IPOJakKTUHY Yy IIypPiB IPU IePOpPaIbHOMY
3aCTOCyBaHHI y 103i 3—-25 MKI/KT Ta in vitro y KouueHTpatii 45 nr/mn. Kpim Toro, Kabeprosii YUHUTH
[eHTpaJIbHy fo(aMiHepriuyny Aito yepe3 CTUMYJALi0 D,-penenTopis y mepopaibHUX [03aX, 110
IIePEBUILYIOTh TaKi, SKi € eeKTUBHUMU IJI1 3HUXKEHHS PiBHIB IPOJIaKTUHY B CHPOBATII KPOBI.
IoBroTpuBanui BIIJIUB JIiIKapChKOT0 3aco0y [JOCTMHEKC Ha 3HUKEHHS PiBHS MIPOJAaKTHUHY, IMOBIpHO,
IIOB’I3aHUU 3 ¥OT'0 TPUBAJIOK MEPCUCTEHINEI0 B OPraHi-MilleHi, Ha IIJ0 BKa3y€e IOBiIbHA MIBUAKICTh
efliMiHallil 3arajabHOI paflioaKTUBHOCTI 3 rimodisa micis 3acToCcyBaHHSA OOHOKPATHOI ITepopajbHOI
mo3u y mypiB (t,, cTaHOBUTH pubOIU3HO 60 TOXUH).

®apmakonuHaMiuHi epeKTH BUBYAIKUCS Y 300POBUX JOOPOBOJIBIIB, XKIiHOK Y IIiC/ISIONIOTOBOMY
nepioni, Ta XBOpUX i3 nposiakTuHeMiew. [1icsa 0qHOPa30BOro IepopasbHOIr0 IPUUOMY IIpenapary y
no3i 0,3-1,5 Mr criocTepiraeTsCd 3HaYHe 3HUXKEHHS PiBHIB IPOJIAaKTUHY B IIJIa3Mi Y KOXKHIN 3



IOCTiAKyBaHUX MONyNALiii. Llel eeKT pO3BUBAETHCS MIBUAKO - IPOTATOM 3 TOAMH IIiC/Is BBEOEHHS
npenapary Ta 36epiraetbcs npoTsarom 7-28 mib y 3mopoBux 0cil i malfieHTiB 3 rinepnponakTUHEMIEO
Ta nMpoTaroM 14-21 nobu — y XKiHOK mics monoriB. CTymiHb 3HUKEHHS PiBHS MIPOJIAKTHHY Ta
TPHUBAICTh 3aexKaTh Bif HO3H.

[Ilomo enmoKpuHHUX e(deKTiB npenapaty [JOCTUHEKC, HE MTOB’I3aHUX 3 aHTUIIPOJIAKTUHEMIUHOIO Ti€l0,
HasIBHI faHi JOCIiAKeHb i3 3a/ly4eHHSIM JII0fe! MigTBepAXKYyIOTh eKCIIepUMEHTalIbHI pe3yIbTaTH,
OTpPUMaHi IIpU [OCIIiOXKEeHH] Ha TBapMHAaX, Ta CBi4aTh, 110 JOCIIiXyBaHa Pe4OBUHA
XapaKTepHU3YETLCS BUCOKOIO CEJIEKTUBHOIO Hi€l0 i He BIINIMBaE Ha Oa3albHUM PiBEHb CEKpellil iHIIuX
rOpMOHiB rinmogiza ta Koptusony. PapmakoguHaMiyHa Oisl TiKapchbkoro 3aco0y JoCTUHEKC He
KOpeJioBaa 3 TepaneBTUYHUM e(eKTOM TiJTbKY I0J0 3HUXKEHHS apTepialbHOTO TUCKY.
MakcruManbHUY TiTOTEH3UBHUM e(DEeKT ImpernapaTy B OMHOKPATHIN 4031 3a3BUYail CIIOCTEPIiraeThCs
IIPOTATOM MEePLINX 6 TOAWH IiCIs MPUMOMY Ta € 3a/IeKHUM Bifl 03U SK [AJIsI MaKCHMaJIbHOTO
3HUXKEHHS, TaK i 4aCTOTH BUHMKHEHHS.

dapmaxoKiHemuxka.

®apmakokiHeTHKY Ta MeTabomiuni mpodini npemnapaty JoCTHHEKC OOCTiAKYyBaIu Y 3MOPOBUX
noOpoBOIIBLIiB 060X CTaTEX Ta Yy MallieHTiB KiHOYOI CTaTi 3 TinepnpoiakKTUHEMIEIO.

[Ticrsa mepopanbHOTO 3aCTOCYBaHHSA PEUYOBUHM, MideHO] pPafioOaKTHBHOIO MITKOO, BOHA IIBUOKO
abcopOyBanacs 3i IIJTyHKOBOTO-KUIIIKOBOTO TPAKTY, a IMiK PagioaKTUBHOCTI y IIJ1a3Mi JocsAraBcs yepes
0,5-4 rogunmu.

Yepes 10 guiB micng 3acTocyBaHHS mpemnapaty 61u3bko 18 % Ta 72 % pafioaKTUBHOI 103U
BUMIIANIOCS 3 cedelo Ta ¢eKalisiMy BignoBifHO. BMiCT He3MiHEHOT0 IIpemnaparTy y cedi CTaHOBUB
2-3 % BBeJEHOl J03H.

OcuoBHUM MeTabomiToM, ineHTH(]iKOBAaHUM ¥ cedi, OyB 6-anin-8b-kapOOKCH-eproiiH, IKUY CTaHOBUB
4-6 % no3u mpenapaty. Y ceui Oyiu 3HaWOEHI TP JOJATKOBUX MeTa0OIiTH, SIKi 3arajloM CTaHOBUIIU
MeHIIe HixX 3 % 0o3u mpenapaTy. AKTUBHICTb MeTaOOoJIiTiB in vitro CTOCOBHO NMPUTHIYEHHS CeKpelil
IIPOJTaKTUHY 3HAYHO MeHIIa, Hik Kabeprosiny. bioTpancdopmatiis Kabeprosiny TakoxK BUBYaIacs y
T71a3Mi KPOBi 3[0POBUX JOOPOBOJIBIIIB YOJIOBIYOI CTaTi, SIKi OTPUMYBaIK JIiKyBaHHS ["*C]-
Kabeprojinom: 6yJi0 BCTaHOBIIEHO, 1110 KaOeproJiiH mifisarae MBUAKIN Ta 3HayHiK 6ioTpaHchopMaliii.

Huspkuil piBeHb BUIiITIEHHS 3 cedelo He3MiHeHOro Kabeproiny 6yJio HifTBepAKEHO TaKOXK Y
DOCIIIAKEHHAX 3 BUKOPUCTAHHIM HepaiaKTUBHOIO IIpenaparty. [lepion HaniBBUBeIEHHSA
KabeproJiny, SKui BU3Ha4YaBCs 3a MIBUIKICTIO BUAINIEHHS IIpenapary 3 cedyelo, € TpUBajIuM:

63-68 roguH y 3m0poBux K06POBOIIBLIB (P BUKOPUCTAHHI pagioiMyHoaHamnidy) Ta 79-115 rogus y
MAIliEHTIB 3 TineprnpoakTUHEeMI€E0 (Ipu BUKOpUCTaHHI MeTony BEPX).

Bepyuu [0 yBaru 3HayeHHs Nepiony HaliBBUBEOEeHHS, PiBHOBaXXHHUU CTaH MOBUHEH JOCATATUCS
yepes 4 TuXHi, 1m0 6yo migTBEpAXKEHO CepeqHiMu 3HaUeHHSIMU ITiKOBOI KOHIIEHTPallil Kabeprominy B
IJ1a3Mi KPOBi MiCJIg 0OMHOPA30BOro 3acTocyBaHHA (37 + 8 nr/min) Ta yepes 4 TUXKHI IpU
O6araTopa3oBoMy 3actocyBaHHi (101 + 43 rr/m).

Pesysibmamu ekcnepumeHmig in vitro mokasain, o0 npenapat y KoHneHTpaniax 0,1-10 ar/min Ha
41-42 % 3B’a3yeThcs 3 O6iiKaMu 11a3MHU KPoBi. [2Ka He BIIMBae Ha abcopOilito Ta po3moisn
nmpenapary.

Kniniuni xapakKTepuCTHKH.



IToxka3auns.

InribyBanHs/mpurHiyeHHs disionoriyxoi makrarrii

[uribyBanHs ¢i3ionoriuHoi micnsamnosoroBoi MakTallii ogpasy micis monoriB abo mpurHiveHHsS
JlaKTalil, 1o BCTaHOBUIACH, Y TaKUX BUIATKaX:

- ITiCJIS TIOJIOTiB, SIKIIIO MATH BUPIIIKJIA He TOOYBATH OUTUHY IPYAMI0 a00 KOJIU rogyBaHHS
TPYOAI0 MPOTUIIOKA3aHO MaTepi UM OUTHHI 3 MEOUYHUX TPUYUNH;

- IiCJIT HapOMXKEeHHS MepTBOro mioma abo abopTy.

KabGepronniH iHri0ye/npurHidye ¢izionoriyny gakTaliio IUISTX0M iHriOyBaHHS CeKpellil IponlaKkTuHy. Y
KOHTPOJILOBAHUX KJTIHIYHUX JOCIiIKEHHSIX OOHOPA30BUH npuitoMy Kabeprominy y mo3i 1 Mry
NepIIUY OeHb Iics nosoriB 6yB edeKTUBHUM Y iHTiOyBaHHI CeKpellii MOJIOKa, & TaKOXK IIPH
HalyxaHHi rpynew i 6omio y 70-90% xkiHok. MeH1e 5 % XKiHOK BigyyBau IIOHOBIIEHHS
CUMIITOMaTHKY y TPYASX Ha TPeThOMY THKHI IIiC/IS ITOJIOTIB (5IKa, 3a3BU4al, Oysa JIerkoo 3a
CTyII€eHEM TSKKOCTI).

[TpurHiyeHHS CeKpellil MOJIOKa Ta IOJIeTIIeHHS Tpu HabyxaHHi rpyfed i 6010 y TpyAsx BigMiganock
npubnu3Ho y 85 % XKiHOK B Iepiof TaKTallil TPy 3aCTOCYBaHHI IPOTSATOM [ABOX OHIB CyMapHOI J03U
kabperoniny 1 Mr, mofineHoi Ha YOTUPH NPUAOMU. BUNagku MOHOBJIEHHS CUMITOMATUKHU Y TPYASIX
yepe3 10 gHiB HevacTi (mpubau3Ho 2 % BUIMAMKIB).

JIiKyBaHHS TinepnponakTUHEMIYHUX CTaHiB

[TopyIeHHSs, IOB’sI3aHi 3 TiMeprnpoIakTUHEMIEIO, Y TOMY YHCITi aMeHOpei, oiroMeHopel, aHOBY ISl
Ta rajakTopel. JIikyBaHHS MAI[i€HTIB 3 IPOJIaKTUHCEKPETYIOYNMU afleHoMaMu rinodisa (Mikpo- Ta
MaKpOIIPOJIAKTUHOMH), iliONaTUYHOIO TilepIpolakTHHEMi€I0 ab0 i3 CHHAPOMOM «ITOPOKHLOTO»
TYPELBbKOro Cifijia 3 CyIyTHLOIO TillepIpoiaKTUHEMI€E0, K1 € OCHOBHUMU [IAaTOJIOTIYHUMU CTaHaMU,
110 3yMOBJIIOIOTH BUILE3rafiaHl KJIiHIYHI IPOSBYU.

[Tpu TpuBasioMy JiKyBaHHi ¥ mo3ax Bif 1 0o 2 Mr Ha TUXAeHb KaOeproid O6yB epeKTUBHUM [Is
HOpMati3allil piBHS MPOJIAaKTHHY Y CHpPOBATIi KPOoBi MpruOnu3Ho y 84 % malieHTiB 3
rinepnpoiakTUHEMIE.

Perynspni nuknu noHosunucs y 83 % XkiHOK 3 aMeHOpe€Elo. BifTHOBIEHHST OBYIAIl1 3aJJOKYMEHTOBAHO
y 89 % XKiHOK 3a MOKa3HMKaMU IIPOTECTEPOHY, PiBEHb SIKOT0 KOHTPOJIIOBABCS IIPOTSATOM JIFOTEIHOBOL
(da3u. 'anakTopes, sKa Maja MicClle Iepefi I04aTKOM JIiKyBaHHS, 3HUKNA V 90 % Bumapkis. Y 50-90
% XKiHOK Ta YOJIOBiKiB 3 MiKpO- a60 MaKpOIIPOJIaKTHHOMOIO BUSIBIIEHO 3MEHIIEHHS PO3MIipy IyXJIHHU.

IIpomunoka3aHHs.

[TigBuiieHa YyTNUBICTL N0 Kabeprojiny, o Oyob-IKUX [IOIOMIXKHUX PEUOBHH JIiKapChKOTO 3acoby abo
no 6ynb-SIKUX alKaoifiB PixkKKiB.

HasiBHiCTh B aHamMHe3i hiOpo3HUX 3aXBOPIOBaHb JIETEHIB, IIepHKapaa Ta 3a04ePEeBUHHOTO IIPOCTOPY.

Kabeprorin mpoTuoKa3aHuy MallieHTaM 3 IeYiHKOBOIO HEeIOCTATHICTIO Ta BariTHUM 3 T€CTO30M.
KaGeproriH He CIIifi 3aCTOCOBYBaTH OMHOYACHO 3 @HTUIICUXOTHUYHUMMU JTiKapCchKUMU 3acobamu abo
JXKIHKaM 3 MICIIIPOLOBUM IICUX030M B aHaMHe3l.



Kabeproin npoTunoka3aHuii A JOBIOTPUBAJIOTO JIIKyBaHHS, SKIIO € 03HAKK ypakKeHH KJlallaHiB
cepls, 0 BU3HAYAIOTHCA 3a JOIOMOTO0I0 exoKapaiorpadil 4o moyaTky iKyBaHHS (OUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

B3aemodisa 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

OnHovacHe 3aCTOCYBaHHA Ipenaparty [JOCTHHEKC 3 iHIIUMU JIiKapChbKUMU IIpenapaTtaMu, 0COOIKUBO 3
asikasoiflaMu PiXkKKiB, Y paHHbOMY IIiC/ISIIOJIOTOBOMY TEPiofii He acoIliloBaoCh 3 IBHUMMU
B3AEMOMiIMH, 5IKi O 3MiHIOBamIu epeKTUBHICTh Ta 6€3MEYHICTh LIHOTO IIpemapary.

3Baxkalyu Ha Te, 110 BiICYTHI [aHi Mpo B3aEMOMii0 KaOeproiiny 3 iHIMKUMY anKanoifaMu PiXKKiB,
OHOYAaCHe 3aCTOCYBaHHS I[UX IIpernaparTiB MPOTSATOM TPHUBAJIOTO JIiKyBaHHS IMpenapaToM JJoCTUHEKC
He PeKOMEHYEThCS.

Ockinbku [JOCTHHEKC peati3ye CBOI TepaleBTUYHY Aif0 MIJIAXOM MPSIMOl CTUMYJAIil fohaMiHOBUX
PelenTopiB, He PEKOMEHAYEThCA MOT0 OMHOYACHE 3aCTOCYBaHHS 3 aHTaroHicTaMu J0GaMiHOBUX
pelienTopiB (Hampukiapn GeHoTia3uHu, 6yTUpoPeHOHH, TIOKCAHTEHU Ta METOKJIONPaMif), OCKINbKY IIi
IIpernapaTyd MOXYTh 3MEHIITYBATH IIPOJIaKTUHO-3HUKYBaIbHUN e(PeKT KabeproJiny.

4k i inmi moxigHi pixkkiB, [JoCTUHEKC He CIIiJ 3aCTOCOBYBATH 3 MAKPOJIigHUMU aHTUOIOTHKAMU
(HampuKai epUTPOMILIMHOM) Y 3B’I3KY 3 MiIBUILIEHHSAM CHUCTEMHOI 6i0m0CTynHiCTi Kabeprominy.

Oco06 1ueocmi 3acmocye8aHHs1.
3acmepediceHHs 3a2a1bHO20 Xapakmepy

BeameunicTs Ta eeKTUBHICTh TpenapaTy [loCTUHEKC I1le He Oyu BCTAHOBIIEH] y MallieHTiB i3
3aXBOPIOBAHHSAMHM HUPOK Ta MEeYiHKY. AK i iHIII MoXigHi piXkKiB, [TOCTUHEKC CIIig MpU3HaYyaTH 3
00epexkHiCTIO MallieHTaM 3 TSIXKKUMU CEPIIeBO-CYIUHHUMU 3aXBOPIOBaHHSAMY, CHHAPOMOM PeiiHo,
HUPKOBOIO HEOCTATHICTIO, MENTUYHOI0 BUPa3K0i0 abo IITyHKOBO-KUIIKOBOIO KPOBOTEYEIO, @ TAKOXK 3
HasSIBHICTIO B aHAMHe3i Cepi03HUX IICUXIYHUX PO3JafliB, 0CO6IUBO MCUXOTHYHUX. Criif 6yTH 0CO6IUBO
00epexKHUMH, SIKIIO MAliEHTH OMHOYACHO MPUHMAIOTh ICUXOTPOITHUM JTIKapChKHUH IIpemnapar.

[TanieHTaM 3 pigKO CIagKOBOX HEIEPEeHOCUMICTIO rajlakTO3HU, [IOBHO JIaKTa3HO HEJOCTAaTHICTIO
abo TTI0K030-TalakKTO3HO0 ManbabcopO1lieto He CIifl 3aCTOCOBYBATH 1ieH JTikapChKUii Tpernapar.

CumrnToMaTU4YHa apTepiajbHa TilOTEH31 MOXe PO3BUHYTUCH IIPU 3aCTOCYBaHHI IIpenapaTy
IocTruHeKc 1pu Oyab-IKoMy Ioka3aHHi. Cif 3 00epeXHiCTI0 3aCTOCOBYBaTH [JOCTMHEKC OTHOYACHO 3
IHIMMMU NTiIKapChKUMHU IIpernapaTaMy, 10 3HUKYIOTh apTepialbHAN TUCK.

BriniuB ankorosito Ha 3arajibHY IEPEHOCUMICTE IIpeliapaTy Ha JaHUY Yac HEeBIJOMUM.

[Iepepn 3acTocyBaHHSM IIpernapaTy JOCTUHEKC CIIifl BUKITIOUUTU HasABHICTh BariTHOCTI, a Micisd
3aKiHYeHHs JTiKyBaHHS CJIif 3ano0iraTv BUHMKHEHHIO BaTiTHOCTI IPOTATOM IoHaliMeHIe 1 Micsis.

ITeuiHkosa HedocmamHicmb

Criig po3rIsSHYTH MOXKJIMBICTh 3aCTOCYBaHHS HUKYUX [03 [JId MALi€HTIB 3 TAXKKOI0 ITI€YiHKOBOIO
He[0CTaTHICTIO, sIKi OTPUMYIOTh JOBrOTPUBaJe JIIKyBaHHA IIperapaToM [IoCTUHEKC. Y IallieHTiB 3



TSKKOIO [TIeYiHKOBOIO HeJoCTaTHICTIO (Kiac C 3a mkanow Yaunga — I1°'10), g9Ki oTpuManu OGHOKPATHY
no3y npenapaty (1 Mr), coctepiranocs nigBuiiieHHs 3Ha4eHb AUC MOPiBHSIHO 3i 3OPOBUMU
noOpOBOIBLISIMY Ta MalliEHTAMU 3 MEHII TSXKKUM CTYIIeHeM IIeYiHKOBOI He[JOCTaTHOCTI.

ITocmypasavHa apmepiasnbHa 2inomeH3is

[Ticns 3acTocyBaHHS TiKapCchKOro 3aco0y [JoCTHHEKC MOXKe BUHUKATH IIOCTypasibHa apTepiaibHa
rinorensig. Crnig 3 06epeXKHICTIO 3aCTOCOBYBATH Il ITperapaT OAHOYACHO 3 iHITMMHU JIiIKapChKUMU
IperapaTaMy, 110 3HUXKYIOTh apTepiaJbHUN TUCK.

CoHausicmbv/panmosge 3aCUHAHHA

3acTocyBaHHA mpenaparty JJOCTUHEKC acOIliloBanoCh 3 BAHUKHEHHSIM COHIUBOCTI. ATOHICTH modaMiny
MOXKYTh OyTH IPUYNHOI0 BUHUKHEHHS €Ii30/1iB panToOBOr0 3aCUHAHHS y MAIli€HTIB 3 XBOP060I0
[Tapkincona. IToBimoMIsiIoCs PO HEYACTi BUMAKKM PAITOBOT0 3aCHHAHHS IIiJl YaC MOBCSIKIEHHOI
IisIBHOCTI, y HesIKuX BUnagkax 6e3 yCBimoMIIeHHS I10ro abo 6e3 nonepenKyBalbHUX O3HaK.
Buie3a3HaueHy iHpopMallito HeoOXigHO MOBIAOMUTH TIAIliEHTaM Ta OpPaguTy OyTH 00epeKHUMHU TIif
YJac KepyBaHHS TPaHCIOPTHUMU 3acobaMu abo poOOTH 3 iHIMMMHU aBTOMaTU30BaHUMU CUCTEMaMU
IIPOTATOM Tepiony nikyBaHHS KaOeprominoM. ITalieHTH, y SKUX CriocTepiranacs COHIUBICTE Ta/abo
eIIi30[I1 PaNTOBOTO 3aCHHAHHS, IOBUHHI yTPUMYBATUCS BiJ KepyBaHHS TPAaHCIOPTHUMU 3acobaMu
abo po6oTH 3 IHIIMMYU aBTOMAaTU30BaHUMU CUCTeMaMu. Y TaKUX BUIIagKaxX MoxKe OyTU JOLiTbHUM
3HUKEHHS 03U IIpenaparty abo NpUIMHEeHHS JTiKyBaHHS (OUB. PO3Mil «3MaTHICT BIIJIMBATH Ha
IMIBUIKICTh peakilil py KepyBaHHI aBTOTPAHCIIOPTOM abo0 iHIIMMU MeXaHi3MaMu»).

IMnyabCHe NopyweHHs KOHMPOIHO

Crig cucTeMaTU4yHO HarJIggaTy 3a CTAHOM ITAlli€HTIB 11040 BUHUKHEHHS IMIIYJIbCHOTO IIOPYLIEHHS
KOHTpomo. ITig yac nikyBaHHS aroHicTaMu godaMiHy, 30KpeMa KabeproiaiHoM, MOXKYTh BUHAKATH
IIOBEAiHKOBI CUMIITOMH iMITyJIbCHOTO MOPYIIEHHS KOHTPOJIII0, 30KpeMa MMaToJioriyHa IPHUCTPacThb [0
a3apTHUX irop, migBUIEeHHS N1ibigo, rinepcekcyanbHiCTh, KOMITYIbCUBHE O6aKaHHS BUTPa4yaTH I'POIIi
Ta KyIyBaTH, OyJiMis Ta KOMIYJIbCUBHE IepeiaHHs, CIPUYNHEH] iMITyIbCHUM MTOPYIIEeHHIM
KOHTPOJIIO, IIPO IO CJIil MOBiTOMHUTH MallieHTaM Ta 0co0aM, siKi JOTIsImaTh 3a HUMH. Y pasi
BUHVKHEHHS TaKUX CUMIITOMIB CJIiJf PO3TJISHYTU MOXKJIMBICTb 3MEHIIIEHHS NO3U/II0CTYII0BOI0
IPUNUHEHHS 3aCTOCYBaHHS IIpemnapary.

IH2ibyBaHHsA/MpuHiYeHHSA (i3ioa02iuHOi rakmauii

4K 1 iHmmi moxigHi pixkkKiB, [IOCTUHEKC He CIIif 3aCTOCOBYBATH XIiHKaM 3 apTepiaJbHOIO rinepTeHsieo,
III0 BUHUKJIA ITiJl YaC BaTriTHOCTi, HalIpUKJIa[ IpeeKIaMIICielo abo IMicIIsmoI0roBO0 apTepiaabHOI0
rinepTeHsi€lo, 3a BUHSATKOM BUMA[KIB, KO IOTEHIIiiHA KOPUCTh IIepeBaxKa€e MOXKJIUBUY PU3HUK.

[ToBimomusiniocst IPO cepiio3Hi MOoGiYHI peakiii, BKII04Yalouu apTepianbHy TinepreHsiio, iHpapKT
MioKapfa, CyAoMH, iHCy/IbT ab0 MCHUXiuHi po37aAy ¥ XKiHOK IiC/s MOJIOTiB, IKi OTPUMYBajIu
KaOeproJiid mis MpUrHiYeHHS JTaKTallil.

[ToBimomusiyiocs: IPO Cepiio3Hi MOGiYHi gBUIIA, BKII0UAI0YH TiNepTOHilo, iHpapKT MioKapaa, CyoOMH,
iHCYnbT ab0 TCcUxiuHi po3nagy y XKiHOK IiC/Is MOJIOTIB, SKi OTpUMyBanu KabeproJiH A NpUrHiYeHHS
JaKTall.

Serious side effects have been reported, including hypertension, myocardial infarction, convulsions,
stroke, or mental disorders in postpartum women receiving cabergoline to suppress lactation.

Cepiio3Hi nobiuHi edekTH, BKIIOUAOYM TillepTeHsito, iHdapKT Miokapaa, CymoMu, iHCyIbT abo



IICUXiYyHi po3nagu Oy 3apeeCTPOBaHi B TOPOIinb, SIKUM 0TpUMYyBaB Kabeproimin st mpurHidyeHHs
JIaKTallil.

Serious side effects, including hypertension, myocardial infarction, convulsions, stroke or mental
disorders have been reported in a woman receiving Cabergoline to suppress lactation.
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V mesiK¥X MAaIlieHTIB PO3BUTKY CyaoM abo iHCYNbTY IepeayBaju CUIIbHUN TOJIOBHUM Oinb Ta/abo
TPAH3UTOPHE NOPYLUIEHHS 30DY.

V mesiKvX MaIiEHTIB PO3BUTKY CyaoM a0o iHCYNbTY IepefyBaid CUIIbHUIM TON0BHUM 6inb Ta / abo
MUHYILi IOPYLIEHHS 30pY.

In some patients, the development of seizures or stroke was preceded by severe headache and / or
transient visual disturbances.

V mesiKWX TMAIiEHTIB PO3BUTOK CyoM abo0 iHCY/IbTY IepefyBajio CUILHUM I'oJIOBHUM 0Oifb i / abo
IepexifHUM IOPYIIEHHS 30Dy .

In some patients, the development of seizures or stroke was preceded by severe headache and / or
transient visual disturbances.
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[Ticns nmikyBaHHS CIIifl peTeIbHO KOHTPOJIIOBATH apTepialbHUM TUCK.
[Ticna nmiKyBaHHSA CIIif peTelbHO KOHTPOJIIOBATH apTepialbHUN TUCK.
Blood pressure should be closely monitored after treatment.
ApTepiasbHUY TUCK CIIifi PETEJIbHO KOHTPOJIOBATH IIiCIIA JIIKYBaHHS.
Blood pressure should be closely monitored after treatment.
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SIKIIO PO3BUBAIOTLCS apTepiasibHa TillepTeH3is, CyreCTUBHUM Oib ¥ TPYASX; CUIbHUIM, IPOTPECyI0Ynii
abo Ge3nepepBHU TONOBHUM Oifb (i3 mOpyIIeHHIMHU 30py a00 0e3 HbOT0) a00 03HAKM TOKCUYHOCTI
IIeHTPaIbHOI HEPBOBOI1 CUCTEMH, IIPUIOM KabeproiHy il MPUIUHUTY Ta HETahHO 00CTEeXKUTH
IalieHTa.

Y mocnigXeHHAX 3aCTOCYBaHHA NpenapaTty [JOCTUHEKC Y MiCIAII0I0r0BOMY Iepiofii 3HUXKEHHS
apTepianbHOTO TUCKY ITepeBaxKHO MPOTiKaao 6€3CUMIITOMHO i YaCTO CIIOCTEPIrasiock OMHOKPATHO
yepe3 2—-4 gHi micng mo4yaTKy JiKyBaHHS. OCKiJIbKY 3HUKEHHS apTepialbHOTO TUCKY YacTo
CIIOCTepiraeThCs y MiCIANOJIOrOBUY IIePiof He3alexXHO Bil MeOUKaMeHTO3HOr0 JIiIKyBaHH, iIMOBIpHO,
3HaYHa KiJIbKiCTh 3ape€CTPOBAHUX BUIAKiB 3HUXKEHHS apTepiaIbHOr0 TUCKY MICIIg IPUUOMY
npemnapaty JocTuHeKC He Gyia 3yMOBJIeHa [i€to mmpemnapary. I[IpoTe peKOMeHIYETLCS 3MiCHIOBATH
TepiomUYHUN KOHTPOJIb apTEPIalbHOTO THCKY, 0COOIMBO IIPOTSATOM MEePIIKX KiTbKOX OHIB mics
nIpuioMy KabeproJiny.

3 MEeTOI0 YHUKHEHHS MOXKJIMBOI IOCTYPaIbHOI apTepiajbHOI TimoTeH3il OMHOKpaTHA J03a Ipenapary
HocTuHekc He Mae nepesuinysatu 0,25 Mr i XKIiHOK, SIKi TOOYIOTh TPYAAI0 Ta IPUKMMAIOTh IIpenapar
IS IPUTHIYEeHHS BCTAHOBJIEHO]I TaKTallil (IuB. po3min «Crocid 3acToCcyBaHHS Ta J03u»). Y
KJTiHIYHOMY [OCTiIXXKeHHi {7 OIiHKY e(eKTUBHOCTI Ta IEPEHOCUMOCTiI ODHOKPATHOI NO3K
Hoctunekcy 0,5 Mr Ojist MpUTHIYeHHS JTaKTallil Y10 BCTAHOBJIEHO, 110 PU3UK PO3BUTKY MOOIiYHUX
edekTiB mpu TakKOMY ITOKa3aHHi 30inblIyeThCst MPUOIN3HO BABiYi, SKIIO TiKapChKUii IpenapaT
3aCTOCOBYBaTHU K OJHOKpPATHY 103y 0,5 Mr.

JIiKy8aHHA 2inepnpoadKkmuHeMiYHUX CMAaHIs

[Tepen moyaTKoM JiKyBaHHS IpenapaToM [IOCTHHEKC ITOKa3aHe TIOBHe 006CTexXeHH Tinodisa,
OCKIJIbKY TillepIpolakKTUHEMIS, 110 CYIIPOBOIKYETHCS aMeHOPE€EI0/TalakKToOPeEo Ta 6e3MTignsam,
Moxke OyTH ClipudMHeHa IyXJIMHOIO Timodisa.

IloCTUHEKC BiHOBIIIOE OBYJIALI0 Ta (ePTUIBHICTE ¥ XKIHOK 3 TineprnpolakTUHEMIYHAM
TinmoroHagu3MoM.

OCKIinbKY BariTHICTh MOXKe BUHUKHYTHU PaHillle, HiXK BifHOBJIEHHS MEHCTPYaIbHOI'0 LIUKILY,
PEKOMEHOY€EThCSI pOOUTH aHalli3 Ha BariTHICTH I[OHaNMeHIIIe KOXKHi YOTUPH TUKHI IPOTATOM Iepiony
aMeHopel, a Iicys BifHOBIEHHS MEHCTpPYyallil - Ipy 3aTpuMili Oinbil HixK Ha Tpu AHi. KiHKaM, fAKi
0akaloTh YHUKHYTH BariTHOCTI, C/Iil peKOMeHyBaTH BUKOPUCTAHHS MeXaHiuHUX 3ac00iB
KOHTpAaIeNIlil mifl yac JiKyBaHHS IpenapaToM [IOCTUHEKC Ta IMiC/ig IPUNUHEHHS JTiIKyBaHHS UM
IIperapaToM [0 IIOBTOPHOI MOSiBYM aHOBYIsLii. [ToTpi6HO crocTepiraTyu 3a XXKiHKaMH, SKi 3aBariTHINH,
IJIs1 BUSIBJIEHHST 03HAK 30iNblIeHHS Timodi3y, 0CKibKY icHye pu3uk 30inbiIeHHST 06’€eMy B:Ke HasIBHOI
IyXJIMHU rinodisa y nepiop BariTHOCTI.

[Tepen moyaTKOM 3aCTOCYBaHHS JiKapchbKoro 3aco0y [locTuHeKC HeoOXiMHO BUK/TIOUUTH HAsIBHICTh
BaritHOCTi. 2KiHKaM, siKi 6axKal0Th 3aBariTHITH, PeKOMEHYETLCS IIPH IOSIBi PETYIISIPHOTO
OBYJISTOPHOTO LIMKJTy IIPUIIMHUTH JIIKyBaHHS IIpenapaToM [JocTuHEKC 3a 1 Micsalpb g0 3amnaHOBaHOTO
3allTifHEeHHS, OCKINbKY KITIHIYHUN HOCBi 3aCTOCYBaHHS MpenapaTy BCe Ie TOCUThL 00MeXeHuH i
IIperapaT XapaKTepu3yeThCd JOBIUMM I1€PiofioM HalliBBUBEOEeHH. AKIIO BariTHICTh HaCTae IIif 4ac
JiKyBaHHS, IpUiioM Kabeprosiny HeoOXiqHO IPUITMHUTH.

PekoMeHIy€eThCSI IPOBOIUTH PETYSPHI riHeKonoriyHi 00CTeXkeHHS, 30KpeMa UTOIOoTiuHi
OOCII>KEeHHS [UUKY MaTKU Ta eHOOMETPis, y Nalli€HTOK, SKi NPUIUMaloTh [[IOCTUHEKC IIPOTATOM
TPUBAJIOTrO IIepiofy.

@ibpo3, ypadceHHA KAANaHie cepys ma mMoxcausi cnopiOHeHi KAiHiYHI asuwa



®ibpo3Hi Ta Cepo3Hi 3amanbHi po3/7aay, TaKi K IJIEBPUT, BUIIIT V IIJIEBPAJIbHY MTOPOKHUHY, (ibpo3
neBpH, GiOPo3 jereHis, MePUKAPOUT, BUIIIT Y MOPOXKHUHY ITePUKapAa, YpaxkKeHHs ogHOTro abo OinmbIie
KJIallaHiB cepIlsd (a0pTasbHOT0, MiTPAIIbHOT'O Ta TPUCTYJIKOBOT0) abo 3aouepeBUHHMY (ibpo3
CIIOCTepiraaucy IMicias LOBrOTPUBAJIOr0 3aCTOCYBaHHSA MOXIAHUX PIXKKIB 3 aTOHICTUYHOIO €0 Ha
petienitop cepotoHiny SHT,;, Takux K [JocTHHEKC. Y IesgKUX BUIAgKax CUMIITOMU a00 IIPOsiBU
ypaXkKeHHS KJlallaHiB Ceplis MOXKYTh 3MEHIIIYBAaTUCS ITiC/Id IPUIIMHEHHS IIPUKXOMY IIperapaTy
ITocTuHEKC.

Y noepHaHHi i3 BUIIOTOM Y IIeBpajibHY MOPOXKHUHY/(HiOpo30oM crocTepiranocs: HagMipHe 36inbIIeHHS
mBUOKOCTI ocimanHs eputpouuTis (IIIOE). V pagzi migBunienus IIIOE HeBimoMoi eTionorii, 110 3HAYHO
BiIXUISETHCS Bil HOPMU, PEKOMEHAYETHCS TPOBOOUTH PEHTTEHOJIOTiuHEe 00CTeKEHHS OpPraHiB
T'PYAHOIL KITiTKHU.

BrHUKHEHHS ypaXKeHb KjlalaHiB [10B A3yI0Th 3 HAKONIMYEHHAM IIpelapaTy, TOMY Ial[ieHTiB CIIif
JKyBaTH HaWHUKYMMU eeKTUBHUMU f0o3aMHu. [1if Yac KOKHOT0 Bi3UTY CJIifl TIOBTOPHO OILiHIOBATH
npodins 6e3MeYHOCTi NTiKyBaHHS Nalli€HTIB MpemnapaToM [JOCTUHEKC, 11100 BU3HAUUTHU OOLIBHICTD
IIPOOOBXKEHHS JIIKyBaHHS.

[Tepen MOYaTKOM [OBIOTPHUBAJIOTO JIIKYBAaHHS YCi MAI[iEHTH TOBUHHI TPOXOOUTH 00CTEKEHHS
CepIIeBO-CYAUHHOI CHCTEMHU, 30KpeMa exoKapaiorpadito, as BU3HaUeHHS MOXK/IMBO1 HasiBHOCTI
6e3CHMIITOMHOTO 3aXBOPIOBAHHS KJlalaHiB cepiis. [lo moYaTKy JTiKyBaHHS TAK0XK HOIiIBHO
IIPOBOUTY BU3HAYEHHS moyaTKoBoro piBHS IIIOE abo iHmIuX MapKepiB 3amaieHHs, TereHeBol
¢byHK1ii/peHTreHorpadil opraHis rpygHoi KJTiTKY Ta QyHKIII HUPOK. HeBimoMo, 4u MoxKe JTiKyBaHHS
KabeprojiHoM moripiyBaTu nepedir xBopoOu y MaIlieHTiB 3 KallaHHOIO perypriraiieo. Y pasi
BUSIBJIEHHS y MallieHTa (pi6po3HOT0 3aXBOPIOBAHHS KJIallaHiB cepIs JIiKyBaHHS MallieHTa IpernapaToM
IocTUHEKC TPOJOBXKYBaTU He PEKOMEHAYEThCS (OUB. po3min «IIpoTumnoka3aHHI»).

[TpoTAroM JOBrOTPUBAIOro NiKyBaHHSA (iOPO3Hi 3aXBOPIOBAHHS MOXKYTh PO3BUBATUCS GE3CUMITOMHO,
TOMY CJIi[l CIIOCTepiraTy 3a MallieHTOM I0JI0 MOXKJIMBUX IIPOSIBiB MporpecyBanHs ¢idpo3y. OTxe, min
yac JIiKyBaHHSA CJIifj 3BepTaTU yBary Ha TaKi 03HaKU Ta CUMIITOMU:

3aXBOPIOBAHHS JIETEHIB Ta IJIEBPH, TaKi SK OUCIIHOE, 3aiUIIKa, TOCTIMHUYN Kaleb abo 6inb y
TPYOHIN KITiTI;

HUPKOBA HEJOCTATHICTh @60 0OCTPYKIlis CEYOBIIHUX/IEPEBHUX CYUH, III0 MOXKYTh
IIPOSIBNIATUCS Y BUTTIAAL 00JTI0 y momepeKy/00Ky Ta HaOpsIKy HUXKHIX KiHIIIBOK, a TaKOXK OyIb-gKi
MOXKJIMBi YTBOPEHHS y YePEBHil MOPOKHKHI ab0 00JII0YiCTh, 1[0 MOKYTh BKa3yBaTH Ha
3a04epeBUHHUM (iOPO3;

ceplieBa HeIOCTaTHICTh: BUIMQMKU KallaHHOTo abo mepukapianbHOoro Gpidbpo3y gacto
IIPOSIBNISIOTLCS ¥ BUTJIAML CePIeBOl HEAOCTAaTHOCTI. Y 3B’43Ky 3 IIUM IIPU IOSIBi TAKUX CUMIITOMIB CJIifT
BUKJTIOYUTH HAsIBHICTh KJlarmaHHOTo (Hi6po3y (Ta KOHCTPUKTUBHOTO TEPUKAPIUTY).

[TpoBemeHHS KIiHIYHOTO MiarHOCTUYHOT0 MOHITOPUHTY PO3BUTKY (HiOPO3HUX 3aXBOPIOBAHb y
BCTAHOBJIEHOMY TIOPSIAKY € 000B’s13K0BUM. [lepIny exokapmiorpadito HeoOXimHO 3pOOUTH IPOTATOM
3—6 MicAIIiB MiCIs MOYaTKY JIiKyBaHHS, IMIiCJIg 9YOTO YaCTOTYy eXOKapaiorpadiuHuX OOCHiAXKEeHb CIIif
BHM3HAQYUTH 3a JOIIOMOI'0I0 BiITIOBIMHOTO iHAMBIAYyaNbHOTO KIiHIYHOT0 00CTEXKEHHS 3 0COOIMBOIO
yBaror A0 IepepaxoBaHUX BUIIle CUMIITOMIB, ajie IOHAUMeHIIe KOXHi 6—12 Micsuis.

3acTocyBaHHS JTiKapchKOro 3aco0y [JOCTHHEKC CIIifl MPUIIMHUTH Y Pa3i BUSBIIEHHS Ha exoKapaiorpami
O3HaK BUHUKHEHHS HOBOI ab0 yCKIagHeHHS HasgBHOI KJlallaHHOI perypriTailili, peCTpHKIIil KJlaraHa
abo yIIinbHEeHHS CTYJIOK KjarnaHa (OuB. po3[in «[IpoTuokasaHHsI»).



Heo06xigHicTh IpOBEOeHHS iHIINX KTiHIYHNX 00CTeXKeHb (Hanpukiaf, pisukanbHe 00CTeXKeHHS,
BKJ/IIOUAIOYY ayCKYJIbTallil0 CepIisl, peHTTeHorpadio Ta KOMII'I0TEPHY ToMOoTrpadito) cilif BU3HadYaTH
IHOWBINyaIbHO [JI1 KOXHOTO IallieHTa.

BipnoBigHi momaTKoBi fociigxeHnHs, 30kpeMa Bu3HaueHHs IIOE Ta KpeaTuHiIHY CUPOBaTKU KPOBI
CJIifI MPOBOOMTH 3a HEOOXiMHOCTI A7 migTBEepAXKEHHS HiarHo3y (ibpo3HOro 3aXBOPIOBAHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

Hapas3i HeMa€ ageKBaTHUX Ta CyBOPO KOHTPOJIbOBaHUX AOCTiAKEHb II0JI0 3aCTOCYBaHHS KaOeproiny
BariTHUM XiHKaM. [IOCTyIHi maHi ABaHAAUSTAPIYHOTO 00CEPBAIiNHOTO HOCTIIKEHHS 3a
pe3ynbTaTaMu BariTHOCTI mmicys Teparii kabeproiHoM mmono 256 BariTHOCTeH. 3a pe3yiabTaTaMu
nocnigxkeHHs y 17 3 256 BaritHocTel (6,6 %) 3adikcoBaHO BMpaxKeHi BpOAXKEeHi Baiu PO3BUTKY IIJIOAA
abo abopTH, y 23 HOBOHAPOMXKEHUX [iTel 3 258 Oyo BUSBIIeHO 27 HeOHATAIbHUX BiXUIEHb Bif
HOPMH, K BUPaXKeHWX, TaK i HeBUpaxKeHUX. HaumomupeHimumMy aHoMalisiMiu HoBOHapoaxkeHux (10)
Oynmu ManbhopMaliil OTOPHO-PYXOBOI CUCTEMH Ta KapHioNy/bMOHAIbHI aHOMartii (5). Inpopmatiii mpo
IepUHATAJIbHI po3maau a00 HOBrOTPUBAJIMY PO3BUTOK HEMOBIISIT, SIKi MigmaBanucs mil Kabeproiny
IIi[l Yac BHYTPIIHEOYTPOOHOTO PO3BUTKY, HEMAE. 3TiHO 3 OCTAHHIMU ONMyOIiKOBAHUMYU HAYKOBUMMU
NAaHVMHU, IOIIUPEHICTh BEJIMKUX BPOIXKEHUX BaJl PO3BUTKY y HacCeJIeHHd B LIIJIOMY CTaHOBUTE 6,9 % 1
6inbie. YacToTa BPOOKEeHUX aHOMaJliil KONMMBAEThCS Y Pi3HUX MOMyNALigX. HeMoXIMBO TOUHO
BM3HAQYUTH, YU iCHY€E MiBUILIEHUN PU3UK, OCKiIbKY XKOJHA KOHTPOJIbHA Tpyna He OyJia BK/IIOUeHa y
OOCHIIiIKEeHHS.

KabeproriH cmif mpu3HavyaTy IPU BaTriTHOCTI 3a HAsSIBHOCTI YiTKWX ITOKa3aHb Ta JIUIIIE IIiCIIs
PETeIbHOTO OIIiHIOBAHHS CIIiBBIMHOIIEHHS KOPUCTh/PU3UK (OUB. po3min «OcoOmMMBOCTi
3aCTOCYBaHHS»).

Yepes TpuBanuy nepion HamiBBUBEEHHS IIpenapary Ta 00MeXeHiCTb HaHuX 1100
BHYTPIIIHbOYTPOOHOTO BIIMBY XKiHKaM, 5IKi 6@Kal0Th 3aBariTHITH, CIIif MPUIUHUTY JTiKyBaHHS
KabepromginoM 3a 1 MicsIs Ho 3aIIaHOBAHOIO 3aITiTHEHHS.

fKI10 3amnigHeHHs BimOyaeThCs IPOTSATOM JIIKyBaHHS, IPUHAOM IIPenapaTty CJlif IPUIUHUTH Ofpa3y,
SIK TiIbKY MigTBEepOuIach BariTHICTE, 11106 00MeXUTH BIIUB JTiKapChKOTo 3aco0y Ha ILTif.

Hemae moctymnHoi iHdopMatiii oo ekckpernii KabeprosiHy y rpyqHe MOJIOKO, TPOTe MaTePsIM He
PEKOMEHAYEThCA TONyBaTH I'PYOAI0, SKILIO 3aCTOCYBaHHS Ipenapary [JOCTUHEKC He IPU3BEIIO [0
inribyBaHHS/IpUTHiYeHHS JTakTallil. OCKinbKM IpenapaT IPUTrHidye maKTaiiio, [JoCTUHEKC He CIIif
3aCTOCOBYBaTH MaTepsIM 3 TilepnpojlakTUHEMIYHUMU CTaHaMH, 5IKi 6akaloTh TOOyBaTH I'PYALIO.

30amHicmb eniueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[NTauieHTH MOBUHHI O0yTH 00epeKHUMU IIPU BUKOHAHHI Iil, SKi BUMaraloTh IIBUAKOI Ta TOYHOI peakiii
Ha [TOYATKY JIiKyBaHHS.

[TpoTsiroM mepIux AHIB 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y [JOCTHHEKC MallieHTaM CIIif
yTPUMYBATUCH Bifl OiJIBHOCTI, IIJ0 BUMarae MIBUAKUX Ta TOYHUX PeakKlliii, TaKUX IK KePyBaHHS
aBTOoMOOinmeM abo poboTa 3 iHIIMMU aBTOMATU30BaHUMU CHCTEMAMHU.



[TamienTaM, gKi 3aCTOCOBYIOThH [IOCTUHEKC Ta ¥ SIKUX CIIOCTEPIraeThbCsl COHIUBICTD, HE CIIif] KEPyBaTH
TPaHCIOPTHUMH 3acobamu abo 3afiMaTUCS IHITUMYU BUAMU TisJIbHOCTI, TP SKill OPYILIEHHS
TIUJIBHOCTI MOXKe HapaXkaTH IX CAMHX Ta OTOUYIOUUX JIofel Ha HeOe3neKy Cepio3HOro TpaBMyBaHHS
abo ymeTanmbHOTO HACTIOKY (poboTa 3 aBTOMATH30BAaHUMU CUCTeMaMH). [IOHOBUTH KepyBaHHS
aBTOTPAHCIIOPTOM Ta IHIIUMHU MeXaHi3MaM¥1 MOXKJIUBO IiCJIs 3HUKHEHHS COHJIUBOCTI Ta MOPYIIEHHS
IUIBHOCTI (OuB. po3min «Oco0IMBOCTI 3aCTOCYBaHHT »).

Cnoci6 3acmocyeaHHss ma do3u.

[ocTuHEKC nTpU3HaYeHUH I IepOpPabHOr0 3aCTOCYBaHHA. OCKINIbKY Y KITIHIYHUX JOCTIAXKEHHIX
IoCTUHEKC 3aCTOCOBYBAJIM IIepPEBaKHO Pa30M 3 13Kel0 Ta OCKiNTbKY IMePEeHOCUMICTh IThOT0 KJIacy
JiKapChKUX IIpernaparTiB Py IPUUOMI 3 1K€l MOKPaIIyEThCS, TpernapaT PEKOMEHIYETHCS IPUUMaTH
IIiJ Yac IIy IpU BCiX TepamneBTUYHUX ITOKAa3aHHIX.

InribyBanHs/mpurHidyeHHs disionoriyxoi makTarrii

ITocTHHEKC CIIiff 3aCTOCOBYBATH IIPOTATOM IEPILIOro AHA IiC/s MOIoTiB. PeKoMeHgoBaHa
TepamneBTUYHA 003a IpemapaTy CTaHOBUTL 1 Mr (2 TabneTku 1o 0,5 Mr), 10 MPUAMAETHCS
OJHOKPATHO.

[ng npurHideHHS JaKTallil, o BXKe BCTaHOBUIACh, PEKOMEHIOBAaHUY TePAlleBTUYHUY PeXUM
nmo3yBaHHS cTaHOBUTH 0,25 Mr (1/2 Tabnetku mo 0,5 Mr) KoxHi 12 roguH npoTsaroM 2 gHiB (3aranbHa
no3a - 1 mr). Takuil pexXuM A03yBaHHS Kpallle IePeHOCUTHCS KiHKaMU, SKi BUPILIUIIN IPUTHITUTH
JlaKTalliio, HiXK IPUNOM y BUTISAI OMHOKPATHOI J03H, i BiH CYyIIPOBOAXKYETHCSA MEHIIIOI0 YaCTOTOIO
BUHUKHEHHS HeOaXKaHUX SBUIL, 0COONMMBO CUMIITOMIB apTepianbHOI TiMnoTeHa3ii.

JIIKyBaHHA TieprpoJakKTUHEMIYHUX CTaHIB

PexomeH0BaHa MOYaTKOBa fi03a Mpenaparty JoctuHekc cTaHOBUTE 0,5 Mr 1 pa3 Ha TuXaeHb abo 1/2
tabneTku mo 0,5 Mr 2 pa3u Ha TUXKAEHDb (HapUKiaf y MOHEeTiNoK Ta YeTBep). [TifBuilleHHS TUKHEBO1
MO3H CJIif 3[MiMCHIOBATH MTOCTYIIOBO, 6axkaHo migBHUIMyBaTH ii Ha 0,5 Mr Ha TUXKOEHb KOXKEH Mics1b 00
NOCSITHEHHS ONTUMAJIbHOI TepaneBTUYHOl e(eKTUBHOCTI. 3a3BU4all TepaleBTAYHA J03a CTAHOBUTh

1 Mr Ha THXKOEHB I MOXKe KOJIMBaTUCA Y Hiana30Hi Big 0,25 Mr o 2 Mr Ha TUXAEeHb. [I115 TiKyBaHHSA
IallleHTiB 3 rineprpoakTUHEMi€0 [JOCTUHEKC 3aCTOCOBYBAJIU ¥ f03ax 40 4,5 MI' Ha TUX[IEHb.

MakcuMmasbHa [[o3a [Ipernaparty He Ma€ IepeBullyBaT 3 Mr Ha o0y .

TuxkHeBy m03y IpenapaTy MoXHa NPUUHATHY 3a 1 pa3 abo po3nopinuTy Ha aBa abo OiNbIly KinbKiCTh
IIPUMOMIB Ha TUXKAEHB, 3aJIeKHO Bifl IePEHOCUMOCTI IIpelapaTy IalieHToM. AKINo Npu3HadeHi fo3u
IIePeBUIIYIOTh 1 MI' Ha TUX[EeHb, PEKOMEHYEThCS OIIUTY TUXKHEBY 03y [IpernapaTy Ha JeKinbKa
IIPUUOMIB, OCKIJIbKY TEPEHOCUMICTh IpenapaTy y HO3yBaHHi, 1110 IlepeBullye 1 Mr npu npuromi
Pa30BOI0 TUKHEBOIO A03010, OIiHIOBAIaCs TiIAbKHU Y AEKITbKOX Ialli€HTIB.

[Tpu migBUINEHHI M03U CJIif TPOBeCTU 00CTEXKEHHS MallieHTa [J1s BU3HAUYEHHS MiHiMalIbHOI 1031
pemnapary, 1[0 BUKJIMKa€E TepaneBTUUHNM edekT. [licng Toro, Sk Oyme nigiOpano epeKTUBHUN
TepaleBTUYHUY PEeXUM N03YBaHHS, PEKOMEHAYEThCA IIPOBOAUTH PETYNSAPHE (IOMicsaYHE)
BU3HAaYEHHS PiBHIB IIPOJIaKTUHY B CUPOBATL KPOBi, OCKIJILKY HOpMaJIi3alis 1uX PiBHIB 3a3BUYan
CIIOCTEPIraeThCs MPOTSATOM IBOX a00 YOTHPHOX THKHIB.

[Ticna BigMinu [JOCTUHEKCY 3a3BUYall CIIOCTEPIraeThCS PELUANB rinepnpoiakTuHeMil. OmHaK y
IesKUX TallieHTiB CIiocTepiranocs 30epekeHHs IPUTHIYeHHS PiBHIB MPONAaKTUHY MIPOTITOM



OEeKimbKOX MicaliB. Y 23 3 29 XKiHOK 3 IPyNIH IOJAJBIIOr0 CIIOCTEePeXKEeHHS iCIIs IPUNUHEHHS
npuiioMy [JOCTUHEKCY OBYJIATOPHI LIUKJIA TPUBAJIU OOBLIE 6 MiCALIB.

[NarieHTy TiTHHOTO BiKY

IocBin 3acToCcyBaHHS TalliEeHTaM JIITHBOTO BiKy AyKe 00MeKeHU! yepe3 IoKa3aHHS OIS
3acToCyBaHHA Ipenaparty JJoctuHekc. [locTynHi maHi cBig4aTh PO BiACYTHICTH 0COOIMBOTO PU3UKY .

Himu.

Besmneka Ta eheKTUBHICTh IpenapaTy [JOCTHHEKC OJIs MallieHTiB BikoM 00 16 pOKiB He BUBYAJIUCS.

Ilepedo3yeanHsi.

CuMnToMu Iepeno3yBaHHS MOXKYTh OyTH aHAJIOTiYHi TUM, 110 BUHMKAIOTh BHACIIIIOK HafMipHOI
CcTUMYNALIl fodhaMiHOBUX pPelenTopiB (HampuKiIag HygoTa, O/1I0BaHHS, CKapru Ha TUCKOMMOPT y
IIJTYHKY, TIOCTypajibHa apTepiaibHa TiMOTeH3is, CIIyTaHiCTh CBimOMOCTIi/TIcuX03 a0 rasmorHaIii).

Y pazi HeoOximHOCTI CIif 3acTOoCYBaTH MiATPUMYIOUi 3aX0[K 7T BUAATIEHHS OYOb-IKUX 3a/TUIIKIB
HeabcopOoOBaHOIO IpenapaTy Ta MATPYMaHHS apTepiaabHOro THCKY. KpiMm Toro, Moxke O6yTu
OOLIIbHUM BBEe[IEHHS IIpelapaTiB IPyNy aHTaroHICTiB fodaMiHy.

ITo6iuni peakuii.

3aranom HeOaXkaHi SBUINA 3ajIeXKaTh Biff 403U JIiKapChKOTro 3aco0y. IMOBIpHICTL BUHUKHEHHS
HeOaxkaHUX SIBUII Y MAI[iEHTIB 3 BifoMOI0 HEllepeHOCUMiCTIo fodaMiHepriyHux MpenapaTiB MoXKHa
3MEHIINUTH, K0 PO3MOYMHATH JIiKyBaHHA IIpenapaToM [JOCTUHEKC 3i 3HUXKEHUX [03, HallpUKJIag
0,25 Mr 1 pa3 Ha TUXKOEHb 3 HACTYIIHUM IIOCTYIIOBUM IX IiIBUIIEHHSM [0 OOCATHEHHS TEPAIEeBTUYHOI
mo3u. Y pa3i BUHUKHEHHS CTiMKKUX a00 TSIKKUX HeOaxKaHUX SBUIL TUMYACOBE 3HUKEHHS 03U 3
HACTYIIHUM Oi/IbIII ITOCTYIIOBUM ii MigBUIEHHSIM, Hanpukian Ha 0,25 MT/TUXIeHb KOXKHI 2 TUXKHI,
MOXKe ITOKPAIUTH IePeHOCUMICTh IIpemnapary.

[Tig yac nikyBaHHS npenapaToM [IOCTUHEKC CIIOCTEpiranucs HuXK4e3a3HaueHi nobiuHi peaxiiii 3
TaKOI0 YaCTOTOM: AyxKe 4acTto: = 1/10; yacto: = 1/100 Ta < 1/10; HeuacTto: = 1/1000 ta < 1/100;
pigko: = 1/10000 ta < 1/1000; gyxe pigko: < 1/10000; gacToTa HeBifoMa (He MOXKHa OLIIHUTHU Ha
OCHOBi HasIBHUX TaHUX).

Po3nanu 3 60Ky cepiis:

dydice yacmo: ypaxKeHHd KiallaHiB (y TOMY YHCIIi peryprirallis) Ta CIOpigHeHi po3nagyu (IepukapouT
1 BUMIT y TOPOKHUHY NTIEPUKapPaa);

Heyacmo: manblIiTalis;

yacmoma HesidoMa: CTEHOKapPMis.

Po3nanu 3 60Ky OUXandbHOI CHCTEMH, TOPAKabHi Ta MeiaCTHHAIbHI pO3naau:



Heuacmo: OUCIIHOE, BUIIIT y IJIEBPaIbHY IOPOXKHUHY, (i0po3 (BKmovatouu Gpibpo3 mereHis), HOCOBa
KPOBOTEYa;

dyaice pidko: Gpibpo3 meBpy;
yacmoma Hegidoma: TIOPYIIeHHST OUXaHHS, [UXaJlbHa HEIOCTATHICTD, TJIEBPUT, OiNlb Y TPy AsX.

Po3nanu 3 60Ky iMyHHOI CUCTEMHU:

Heyacmo: peaktil rinepyyTIuBOCTi.

Po3nanu 3 60Ky HEPBOBOI CHCTEMHU:

dyaice yacmo: TONOBHUM Oinb*, 3aIraMOpPOYeHHST/BEPTHUTO;
Yacmo: COHJIUBICTE;

Heuacmo: TPaH3UTOPHA reMiaHoIICis, CHHKOIIe, TTapecTesis;
yacmoma Hegidoma: palTOBe 3aCUHAHHS, TPEMOP.

Po3nanu 3 60Ky opraHiB 30py:

yacmoma Hegi0oMa: TIOTIPIIEHHS 30DY.
Po3nany 3 60Ky MCUXIKH:

yacmo: Jernpecis;

Heyacmo: IinBUIleHHS 1i0ino;

yacmoma Hegi0oma: arpecisi, MapeHHs, TinepCceKCyasbHICTh, TaTOJIOTiYHa IPUCTPACTh A0 a3apTHUX
irop, rcuxiyHi po3naau, raaoLUAHALiL.

Po3nanu 3 00Ky CyOuH:

yacmo: TiNOTEeH3UBHUM e(eKT y MallieHTiB, SKi OTPUMYIOTh OBTOTpUBAJIe JIiKyBaHHS; [IOCTypaibHa
apTepianbHa TiIOTeH3is, MPUINTUBLA*Y;

Heuacmo: nepudepruIHruM Ba30CIia3M, BTpaTa CBiJOMOCTI.
Po3nanu 3 60Ky TpaBHOI CUCTEMHU:

dyaice yacmo: HynmoTa*, IUCIENCist, racTpUT, Oilb y XKUBOTI*;
yacmo: 3amop, OI0BaHHI*;

pidko: 6inb B emiracTpanbHii ginsgHI.

3arasbHi po3yiafy Ta peakiil y Miclli BBeIleHHS:

Odysice yacmo: aCcTeHig***, migBuilleHa BTOM/IIOBAHICTb;

Heuacmo: HaOpsK, nepudpepuyHu HaOpPsIK.



3 600Ky remnatobimiapHol CUCTEMU:

yacmoma Hegidoma: IOPyIIeHHS QYHKIIII TeYiHKU.

3 OOKY LIKipH Ta NifIIKipHUX TKAHWH:

Heyacmo: BUCUIIAHHS, aJIoIIellis.

3 60KY OIIOPHO-PYXO0BOI CUCTEMHM Ta CIIONYYHOI TKAaHUHU:

Heyacmo: CygoMHu B HOT'aX.

3 00Ky PENPOTYKTUBHOI CHCTEMU Ta MOJIOYHHUX 3aJ103:

yacmo: 6inb Y MOJIOYHHX 3aJI03aX.

[TocHimXeHHS:

yacmo: 6e3CUMIITOMHE 3HUKEHHS apTepialbHOro TUCKY (= Ha 20 MM pT. CT. CUCTONIYHUK i = 10 MM
PT. CT. OiaCTOJiYHUN);

Heyacmo: y XiHOK 3 aMeHOPEEI0 CIIOCTePiranocs 3HWKEHHS PiBHS ITeMOTI00iHy IIPOTSIToM IePIIuX
KiJIbKOX MICSAIIiB TiC/Isl MeHCTpYyallil;

yacmoma HesidoMa: TiBUIIIeHU PiBeHb KpeaTHHGOCPOKiIHA3M B KPOBi, aHOpMallbHi TOKa3HUKHU
MeYiHKOBUX IIP00.

*[y>Ke 4acTo — y Mal[ieHTOK IIpH JIiKyBaHHI TiIeprnpojlakTUHEMIYHUX CTaHiB; 4aCTO — y MallieHTOK
npu iHri0yBaHHI/IPUTHIYEH] NaKTallii.

**acTo — y NalieHTOK IIPH JIiKyBaHHI riepnpolakKTUHEMIYHUX CTaHiB; HEYaCTO — y NalliEHTOK IIPHU
inribyBaHHI/IpUTHIYeH] TaKTallii.

***[lyKe 4aCTO — y MallieHTOK IIPU JIiKyBaHHI TilepnpoakKTUHEMIUHNX CTaHiB; HE4acTO — y
NalieHTOK NIPH iHTiOyBaHHI/IIpUTHiYeH] TaKTallil.

IMnynbCHe NopyweHHs KOHMpPOH.

[TaTonoriyHa MpUCTPaACTh OO0 a3apTHUX irop, MigBUIeHHS JTi6ifo, rimepceKkcyanbHiCTh, KOMITY/IbCUBHE
OakaHHS BUTpPayaTH I'POIIi Ta KyIyBaTH, BiTMOBa Bif 1XKi Ta KOMIYJIbCHBHE IepeilaHHs MOXKYTb
BMHUKATH y NAL€HTIB, SKi OTPUMYIOTH JIiKyBaHHS aroHicraMu fodaMiHy, 30KpeMa KabeproIiHoM.

3gimyeaHHs npo nido3prosaHi nobiuHi peakuii

3BiTyBaHHS PO Iimo3pioBaHi MoOiuHi peakiril micis peecTpaltiii TikapchbKoro 3aco0y Ma€ BaXkKJIuBe
3HaueHHs. lle m03BoONs€ 3MiMCHIOBATY MOHITOPUHT CIIiBBIHOIIEHHS PU3UK/KOPUCTD IIPHU
3aCTOCyBaHHI JlikapchKoro 3acoby. ®axiBIliB chepu 0XOPOHU 300POB S IPOCATE 3BiTyBaTH PO Oy[b-
SIKi migo3proBaHi HebaxkaHi peakiril.

Tepmin npudamHocmi. 2 POKH.



YmMmoBu 30epiranns. 30epiraTi B HEIOCTYIIHOMY [JIs giTed Micli npu TeMmnepaTypi Huxye 25 °C.

YnakoBka. [1o 2 a6o no 8 TabreToK y cKIsHOMY (hJIaKOHI 3 TEMHOTO CKJIa 3 aJlloMiHi€BOIO
KPUILIEYKOIO, 110 BiIKPYUYETHCS Ta KOHTPOJIEM IIEPIIOT0 BifKpUTTS abo y (hakoHi 3 mojieTuneny
BHCOKOI IIJTbHOCTI 3 KPUILIEUKOIO 3 MOJIIIPOIIiJIeHy Ta CUCTEMOIO 3aXUCTY Bif mite. [To 1 ¢pnakoHy B
KapTOHHIi# KOpoO1Ii.

Kareropis Bigmycky. 3a perenTtom.

BupoOHHUK.

Idaiizep Itamis C.p.u. / Pfizer Italia S.r.l.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 ajJpeca MicIisi IPOBaKeHHsI Tisl/IbHOCTI.
Jlokamnita Mapino gens TpouTO - 63100 Ackomi [Ticeno (AII), Itamis.

Localita Marino del Tronto - 63100 Ascoli Piceno (AP), Italy.



