BpaxoByroun 0coOIMBOCTI 3aKOHOAABCTBA 3 PEECTPAIii JIIKAPCHKUX 3ac001B B YKpaiHi,
3aTBepKeHI MiHICTepCTBOM OXOPOHHU 3710POB’Sl YKpaiHU IHCTPYKIT 151 MEAMYHOTO 3aCTOCYBaHHS
JKapChKUX 3aC001B, 3apEECTPOBAHUX B YKpaiHi, MOXKYTh JICIIO BiAPI3HATUCS B YNHHUX
THCTPYKIIiii 710 3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, 3apeecTpoBanux B €C.

Sxmio Bam ctano BijoMo mpo BUHUKHEHHS MOOIYHO1 peakirii y Bac abo 61u3bkoi groauam, abo mpo
BHIIQJIOK BiZICYTHOCTI €(heKTy Bia Oyab-sIKOTo 3 MPOAYKTiB KoMITaHii Actpa3eHeka, Oyb jlacka,
nosinomre Tpo e 10 TOB «Actpa3eneka Ykpainay y oAuH 13 HaBeJleHHX HIK4e crocoOiB. Lle
MOXUTHBO 31McHUTH 32 Tenedorom: +38 050 382 99 89 abo eneKTpOHHOO MOMITOIO
PatientSafety.Ukraine@astrazeneca.com Takox, BU MOKETE TIOBIIOMUTH HaM JaHy iHGOpMaIlito 3a
nocusiaHHAM: https://contactazmedical.astrazeneca.com/content/astrazeneca-
champion/ua/uk/ampform.html (BuGepiTh MOBY Ta OMNIi0- «OBITOMUTH MPO TMOOIUHY PEAKIIIION).

In reliance on the effective medicines’ authorization legislation in Ukraine, the instructions for
medical use approved by the Ministry of Health of Ukraine for the authorized medicines might be
partially different from the valid instructions for medical use of medicines authorized in the EU.

If you or your relative have experienced an adverse reaction or absence of the effect on any of
AstraZeneca's products, please notify AstraZeneca Ukraine LLC in one of the following ways. This
is possible by phone: +38 050 382 99 89 or by e-mail PatientSafety. Ukraine@astrazeneca.com
Also, you can tell us this information at:
https://contactazmedical.astrazeneca.com/content/astrazeneca - champion/en/en/amp-form.html
(select a language and an option "report an adverse reaction").

3ATBEPIKEHO

Haxa3 MinicrepcTBa 0XxopoHn
310poB’sl YKpainu

15.07.2020 Ne 1609
PeecTpaniiine nocBigueHHs

Ne UA/4236/01/01
IHCTPYKIIA
AJISl MEAUYHOT0 32CTOCYBAHHS JTiKaAPCHKOIo 3ac00y
30JIAJEKC®
(ZOLADEX)

Cknao:

oitoua pevosuna: 1 Kxamcyna JIjs MiJMKIPHOTO BBEJIEHHS MPOJIOHTOBAHOI Jii MICTUTH TO3€pesiHy
aleTar eKBIBAJIEHTHO 3,6 MI ro3epesiH-0CHOBHY;

OONOMIICHI pedouHU: COTIOTIIMED TaKTUAY Ta TIIKOJIAY.

Jlikapcbka ¢opma. Kancyna ais mimkipHOTro BBEACHHS IPOJIOHTOBaHO1 Jii.
OcHogni @i3uxo-ximiuni eracmusocmi: IMIMaTOYKH TBEPAOTO MOMIMEPY LMIIHIPUYHOI GopMH Bif

01JI0TO 10 KPEMOBOTO KOJIbODY.

dapmakoTepaneBTHYHA I'Pyna. AHAIOTY TOHAOTPONiH-PHIII3HHT-TOPMOHY.
Kox ATX LO2A EO03.

Dapmakono2ivni eracmueocmi.

Dapmaroounamika.
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3omagekc® (D-Ser(Bu')® Azgly'® JIT-PT") € cMHTETHYHNM aHAJIOTOM TIPUPOJHOTO JIFOTETHIZYI0UOTO
ropMony — pumisunr-ropmony (JIF-PT). Ilpu mnoctiiinomy 3acTocysani 3onanexc® iHribye
BUUICHHS TinodizoMm JII', 1m0 npu3BOAUTH 10 3HMKCHHS KOHIIEHTPAIll TECTOCTEPOHY B CHPOBATII
KpOBI Y YOJIOBIKIB 1 KOHIIGHTpAIIil €CTpaaioNy B CHPOBATII KpoBi y kiHOK. Lleit edexT obopoTHuUit
micns BinMiaM Tepamii. Ha mepBuHHIN cTaxii Bomamexc®, sk i immi arowmictu JII-PI', moxe
CIPUYMHATH TUMYACOBE 30UIbIIEHHS KOHIICHTPALlii TECTOCTEPOHY B CUPOBATIII KPOB1 y YOJIOBIKIB 1
KOHIICHTpAIlii €CTpajioyly B CHPOBATIIl KPOBi y JKIHOK.

VY 4onoBikiB mpuOAM3HO A0 21-rO OHSA micaA BBEISHHS MEPIIOi KamnCyldd KOHIIEHTpPALis
TECTOCTEPOHY 3HMKYETHCS IO KacCTpPAaLidHUX PIBHIB 1 3aJIMIIAETHCS 3HIKCHOIO MPU MOCTIHHOMY
BBEJICHHI JIIKapChKOTO 3aco0y KoxkHi 28 nHiB. Take 3HIM)KEHHS KOHIEHTpamlii TECTOCTEpOHY Y
OIIBIIOCTI XBOPUX HMPU3BOIUTE JI0 PErpecy MyXJIMHH MepeaIMiXypoBoi 3aI031 i CHMOTOMATHYHOTO
TOJITIIICHHS.

Y [OpIBHSNIBHUX KJIIHIYHMX JOCHIPKEHHSAX TiJ 4Yac JIKyBaHHS METaCTaTHYHOTO PaKy
TIepeIMiXypoBOi 3a51031 JiKapchKuii 3aci6 3omanexc® 1MOKa3aB pe3ynbTaTH BIKHBAHOCTI, MOiOHi
10 eeKTy Xipypriunoi KacTparii.

Y KoMOiHOBaHOMY aHaji3i 2 paHIOMI30BaHHUX KOHTPOJIHOBAHUX JOCIIIKEHb, IO MOPIBHIOBAIH
MoOHOTepamito Oikamyramimom mo 150 Mr Tta kactpamito (3A€OLIBIIOrO JIKAPCHKUM 3aCO00M
3onmanexc”®), He GyI0 BHABIECHO 3HAYHOI Pi3HMIN B 3aralbHOMY DiBHI BIDKMBAHOCTI MAIlI€HTIB i3
pakoM IMepeaMixXypoBoi 3alio3u, fKi MpuiiManu OikalyTamil, Ta B MAlli€HTIB, 110 MPOXOJIWIH
nikyBaHHA y ¢opmi Kactpamii (BimHocHHMH pm3uk = 1,05 [moBipumii intepBan ([I) Bix 0,81 mo
1,36]). Onnak, eKBiBaJIEHTHICTh IBOX METO/IB JIIKYBaHHSI HEMOKJIMBO OI[IHUTH CTATUCTHYHO.

V HOpiBHANBHUX JOCIiIKEHHAX JiKapchkuii 3aci6 3omanexc® mokpamryBas piBeHb Ge3peluaNBHOI
Ta 3arajabHOi BIJKMBAHOCTI MiJ 4ac aj FoBaHTHOI Tepamii mepe/ MpOMEHEBOI0 Tepari€lo y Mali€HTiB
13 JIOKaJII30BaHUM DPAKOM TepenMixypoBoi 3ano3u Bucokoro pusuky (Ti1—T> ta IICA (mpocraro-
cnenudiyHnii aHTUTeH) Ha piBHI xoua 6 10 Hr/mMn uu orminka 7 OamiB 3a mkanoto [nicoHa) yu
MmicueBonomupenuMm  (T3—Ts4) pakom mnepenmixypoBoi 3amo3u. OnrumanbHa TPUBATICTD
a/1’I0BaHTHOI Teparlii He OyJjia BCTAaHOBIJIEHA; MOPIBHSIbHE JOCIIIKEHHs MOKa3alio, 110 aJ’ FOBaHTHA
Tepamisi JliKapchbKMM 3aco0oM 3omazekc® MHpoTAroM 3 poKiB 3HAYHO 30iNbLIyBana piBeHb
BIKMBAHOCTI Y HOPIBHSAHHI JIMIIE 3 NMPOMEHEBOIO Tepari€ro. 3aCTOCYBaHHS JIKapChKOro 3aco0y
Bonmanexkc® Sk Heoal IOBAHTHOI Tepamii MOKpallyBajdo pPiBeHb OE3PELMIMBHOI BUKHUBAHOCTI Y
NAIi€eHTIB 3  JIOKAJi30BaHMM pakoM TNepeAMIXYpOBOI  3aJloO3M  BHUCOKOTO  PH3UKYy YU
MICLEBOIIOIIUPEHUM PAKOM IMEPEIMIXYPOBOI 3aJ103U Y MOPIBHIHHI 3 IPOMEHEBOIO TEPAII€l0.

ITicna mpocTaTekTOMii B MAlll€HTIB, Yy SKUX CIOCTEpIrajJocs pPO3MOBCIOJUKEHHS ITyXJIUHU
HepeaMiXypoBoi 3al03H, a1’ I0BaHTHA Teparis JiKapchbKuM 3aco6oM 3onagexc® Moxke MOKPAIUTH
piBeHb Oe3peluMBHOI BM)KMBAHOCTI, XO4ya BIJICYyTHE 3HAUHE MOKPAIEHHS BHXXHUBAHOCTI, SKIIO
MalieHTH He Maid JIMQOBY3JIB IMiJ Yac XIpypriuHoro BTpydaHHs. llamientu 3
MICIIEBOPO3IOBCIO/IKEHOI0 XBOPOOOIO 3 BH3HAYEHOIO TiCTONATOJIOTIYHOIO CTaJi€l0, SIKI MaroTh
J0JJaTKOB1 (hakTOpu pU3MKY, Taki K piBeHb [ICA xoua 6 10 Hr/mi 4u orinka 7 6aJiB 3a IIKaJIOO
I'micoHa mepea aa’lOBAHTHOIO Teparicro JKapchKUM 3acoboM 3omazekc®, MOBUHHI HpoiTH
perenbHe oOcrexeHHs. Hemae [oka3iB TMOKpalleHHS KIIHIYHUX pe3yJbTaTiB  BHACI1JOK
Heoa/ FOBaHTHOI Tepallii JlikapchbKuM 3aco6oM 3omazekc® micis paauKanbHOT IPOCTATEKTOMIl.

VY KIHOK KOHIIEHTpAIlisl €CTpaiioly B CUPOBATIl KPOB1 3HUKY€ETHCS TaKOXK MPUOIU3HO /10 21-r0 1HA
TiCJI BBEJICHHS IMEPIIOi KaICyJ 1 MPH MOCTIMHOMY JIiIKyBaHHi, TOOTO MpHU BBEJCHHI JIIKAPCHKOTO
3aco0y KOKHI 28 [HIB, 3aJIUIIAETbCS 3HUKEHOI JO pIBHS, MOPIBHAHHOIO 3 THUM, IO
CIIOCTEPITaeThCsl y KIHOK y MOCTMEHomNay3HHi nepion. Lle 3HnKeHHs ja€ NO3UTUBHUH eekT mpu
TOPMOHAIBHO 3aJICKHUX (opMax paKy MOJOYHOI 3aio3u, (idpomax MaTKH, €HIOMETpio3l Ta
MPUTHIYEHH] PO3BUTKY (OJIKYJiB sf€UHUKA. BOHO TakoX CHPUYMHSAE TOTOHIIAHHS CHIOMETPIs 1
BHUHUKHEHHS aMEHOpPET y OLTBIIOCTI MAIliEHTOK.

[Tig gac mikyBanus aHanoramu JII'-PI" y marieHTOK Moke HacTaTH MeHoIay3a. Y PIIKUX BUMAIKaX
y ACSKUX KIHOK TICIIS 3aKiHYEHHS JTIKYBaHHSI MEHCTpYaIllii He BIIHOBIIOIOThCSI.
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[Tokazano, mo 3omagekc® y KkoMmOiHalii 3 mNpemapaTaMy 3alli3a CHPUYMHSE aMEHOPEIo, IO
MPU3BOANUTH JIO TIJBHILNEHHS PIBHS T'eMOTJIOOIHY Ta TOJNIMIICHHS BiJMOBIIHUX TeMaTOJOTIYHHX
rmapameTpiB y >KiHOK 3 ¢iOpoMaMu MaTKH 1 CyMyTHbOI aHeMi€r. Taka koMOiHalis 3abe3neuunsa
1 r/nn 30inbIIEHHS KOHIEHTpaLii reMora00iHy MOPIBHIHO 3 TEPaIi€lo TUIbKY MpernapaTamMy 3aji3a.

Dapmaxokinemuxa.

3onagekc® Mae Maifke TOBHY 0iONOTiuHy JOCTYNHICTh. BBe/IGHHS Kancyiau KOXHI YOTUPH THIKHI
3abe3neuye MIATPUMKY €(QEeKTHMBHHMX KOHIEHTpalild, MpU [bOMY KyMyJsilii y TKaHHHAaX He
B110yBa€THCHI. Bonagexc® moraHo 3B’SI3y€ThCSA 3 OUIKOM, 1 Tepioj HamiBBUBEIEHHS HOTO 13
CHpPOBATKH KPOBI CTaHOBHUTH BiJ JIBOX 10 YOTHPHOX TOJUH B 0Ci0 13 HOPMAaJIbHOI HHUPKOBOIO
¢yukmiero. Ilepion HamiBBUBEIEGHHsSI 301IBIIYETHCA Y TAIIEHTIB 13 TMOPYIIEHHAMH HHPKOBOI
¢ynkuii. [Ipu momicsyHOMY BBEJIEHHI JIIKAPCHKOT0 3aC00y y BUTJISAL KalCyJd 3a3HaYeHa 3MiHa HE
OyJle MaTy 3HAYHKUX HACiAKiB. ToMy 3MiHIOBATH 03y IS TAKHX IMAIIEHTIB HEMae HeoOXiaqHOCTI. Y
XBOPHX 13 TIEUIHKOBOIO HEIOCTATHICTIO 3HAYHUX 3MiH Yy (apMaKOKIHETUYHUX Tapamerpax He
CIIOCTEPITa€ThCS.

KuiniyHi XxapakTepucTHKH.
Ilokazannus.

Paxk nepeomixyposoi 3anozu.

JIikyBaHHS paKy IepeaMixypoBoi 3aJI03H y TaKUX BHITAJKaX:

- JIiKyBaHHS METACTATHYHOTO PaKy IEPEeIMiXypOBOi 3a103H — 3aCTOCYBaHHs 30/1a1eKc”™ CIPUATIHBO
BIUIMBAJIO HAa BIDKUBAHICTh, MOAI0OHE /10 e(heKTy XipypriuHoi KacTpariii;

- NKyBaHHS MICIEBOPO3IIOBCIOKEHOTO PaKy MPOCTATH SIK albTepHATHBA XIPYPriuHiid KacTparii —
3acTocyBaHHS 3omajekc® CIpHATIMBO BIUTMBAIO HA BIKMBAHICTh, MONIOHE 10 edekTy
3aCTOCYBAaHHS aHTUAHAPOTEHY;

- AK ajJ’loBaHTHa Tepamisi OO0 IPOMEHEBOI Tepamii y MAali€HTIB 3 JIOKAJI30BaHUM DPAKOM
NepeaMiXypoBOi 3aJ103M BUCOKOTO PU3UKY a00 MiCIIEBOPO3MOBCIOKEHUM PaKOM IMEpeaMiXypoBoi
371034 — 3aCTOCYBaHHsA 30jajekc® TOKpallyBado BUKMBAHICTh 03 O3HAK XBOPOOM Ta 3arajbHy
BU)KHUBAHICTB;

- SK HeoaJ IOBaHTHA Teparis, 10 Nepeaye NMPOMEHEBIM Teparii, y HaIlleHTIB 3 JOKaJll30BaHUM
paKkoM TepenMiXypoBoi 3aJ03M BHCOKOTO pPHU3HKY a00 MICIIEBOPO3NOBCIOKEHUM pPaKOM
TepeIMiXypoBOi 3al034 — 3acCTOCyBaHHS 3onafekc® IOKpallyBalo BHKUBaHICTh 0e3 O3HAK
XBOpOOH;

- SIK aJ1’ FOBaHTHA Teparis 10 paAuKaIbHOI MPOCTATEKTOMII y MAIIEHTIB 3 MiCIIEBOPO3MOBCIOIKEHUM
PaKkoM MPOCTATH Ta BUCOKMM PU3HKOM IIPOTPEeCyBaHHs 3aXBOPIOBAHHS — 3aCTOCYBaHHs 3onajgexc®
MOKpAIlyBaJIO BUKUBAHICTh 0€3 03HAK XBOPOOHU.

Pax  monounoi 3anosu. JlikyBaHHS TOIIMPEHOTO paKy MOJIOYHOI 3aJ03M, YYTIUBOIO JI0
TOPMOHAJILHOTO BIUTUBY, Y KIHOK y Mep1o/1 Nepei- Ta IeEpUMEHOMay3H.

B skocti anpTepHaTHBM XiMioTepamii B paMKax CTaHJIAPTHOTO JIKYBaHHS JXIHOK Yy IepioA
nepej/nepuMeHonaysu i3 ecrporeH-peuentop (ER) mo3uTuBHUM paHHIM pakoM MOJIOYHOI 3aJ103H.

Enoomempios. Tlonerurye cUMITOMHM, BKIIOYalOYd Oifb, 3MEHILIEHHS pPO3MIpY Ta KUIBKOCTI
€HJIOMETPiaJIbHUX YITKO/KCHb.

Ilomonwanna endomempis. Jlisi MONEPEAHBOTO MOTOHIIAHHS €HJOMETpis Nepea Woro adisliero
a00 PE3EeKITIEr0.

Dibpomu mamku. Y TO€AHAHHI 3 TEpami€lo MpenaparaMy 3ai3a JUIs HOJIMIIEHHS TeMaToI0rTYHOro
CTaTyCy XBOPHX Ha aHEeMiro 13 pidOpoMamu mepest XipypriuHorO Orepaltiero.

Ilpu excmpaxopnopanenomy 3aniionenni. JleceHcuOimizamis Timo¢iza NOpU  MATOTOBIN IO
CTUMYJISIIIIT CyTIepOBYIIAILLI.

Ilpomunokazanns.

lNnepuyTauBiCTh 10 Ai040i peyoBUHHU a00 10 OYb-AKOi 3 JONOMIXHHUX PEUOBHH.
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[Tepiox BariTHOCTI a00 TOAYBaHHS TPYIIIO.
JluTsuuii BiK.

B3aemooia 3 inwumu aikapcoKkumu 3acodamu ma inuii 6uou 63aEmoO0ii.

OCKUIbKY aHJIpOTeH-AeTpUBaIlifHa Teparis MOKe IPU3BOIUTH 10 MoAoBKeHHs iHTepBany QT, ciia
peTeNbHO OLIHUTH CYIyTHE 3acTOoCyBaHHs 3omajgekc® 3 JIKapCHKMMH 3aco0aMM, 3JaTHHMH
nosokyBatu iHTepBai QT, abo mpenaparamu, 10 MOXKYTh CIIPHYUHSATH ILTYHOUYKOBY TaxiKapIIito
TUITY «IIpyeT», TAKUMHU K aHTHAPUTMI4HI 3acobu kmacy A (Hampukian, XiHiTUH, AW30Mipamim)
a6o xmacy Il (mampukman, amiomapoH, cortanoy, jgoderwnin, 10yTWIi), METaJOH,
MOKCH(DIOKCAIMH, aHTUIICUXOTUYHI mpenapatu (AuB. po3aut «OcoOIUBOCTI 3aCTOCYBAHHSD ).

Ocobnueocmi 3acmocyeanns.

IcHye BUCOKHMI pU3HK PO3BUTKY Jemnpecii (1o Moke OyTH TSIKKOKO) y TAIllE€HTIB, SIKI OTPUMYIOTh
JIKyBaHHSA aroHICTAMH TOHAJOTPOIIH-PHIII3UHT-TOPMOHY, TaKUMH sIK Tro3epeni. [lamieHTiB crixg
npoindopMyBaTu Ipo 11e, Ta 3a0e3MeUNUTH iX HaJeKHE JTIKyBaHHS Y pa3i BAHUKHEHHS! CUMIITOMIB.

AHzporeH-enpuBaiiifHa Teparis MoKe IPU3BOIUTH 110 To1oBkeHHs iHTepBany QT.

Ilepen mpu3HaueHHAM 3omajekc” MallieHTaM 3 HAasBHICTIO B AaHAMHE3] NOJIOBKEHHS inTepBany QT

abo 3 QakTopamMu PH3UKY HOTO TMOJOBXKCHHS, a TAKOX TAIliEHTaM, SKi CYIMYTHBO 3aCTOCOBYIOTH
JKapChKi 3aCO0H, 1110 MOKYTh CHIPUYUHATH NooBkeHHs iHTepBany QT (auB. po3ain «B3aemonis 3
IHIIAMH  JIIKQPCHKAMH 3aco0aMu Ta IHIOI BHIW B3a€EMOJii»), JiKapsasM HEOOXITHO OI[IHUTH
CIIBBIJIHOIICHHS KOPHUCTI Ta PU3HMKY, B TOMY YHCIi MOJJIMBICTh BHHUKHEHHS IILTYHOYKOBOI
TaxiKapAil TUIY «IipyeT».

IIpu 3acTocyBaHHi Jikapchkoro 3acoby 3omagexc® 3apeecTpoBaHi BMNAAKU ypakeHb y MicIi
1H’€K1111, B TOMY YHCJII O171b, TEMAaTOMM, KPOBOTEYI1 1 TOIIKOKEHHS CYANH. 3a MalllEHTaMU 3 TAKUMHU
YP@XEHHSIMH TOTPiOHO cliocTepiraT Ha BHIAJOK MOSBU O3HaK a00 CHUMNTOMIB abIOMiHaIbHOT
KpOBOTeUi. Y IyXe PiIKICHUX BUMAIKaX MOMWJIKH 3aCTOCYBAHHS MPHU3BOJIWINA JIO TOIIKOKECHHS
CYIMH 1 TeMOparidyHoro MoKy, I10 MOoTpeOyBaB MEpeIrBaHHSA KPOBI Ta XipypriyHOTO BTPYYaHHS.
Oco6mrBOi  00€peKHOCTI TOTPIOHO JOTPUMYBATHCS TIPH 3aCTOCYBaHHI JIIKAPCHKOTO 3aco0y
Bonanekc® marienTam 3 HU3BKUM iHjekcoM Macu Tina (IMT) Ta/abo THM, XTO OTpEMYy€E HpenapaTyu
JUIS IOBHOT aHTUKOAryJIsii (IuB. po3aun «Crocid 3acTOCyBaHHS Ta J1031»).

Yonosiku

Cnin 3 00epeXkHICTIO 3acTOCOBYBAaTH 3onafekc® UONOBiKaM, SIKMM 3arpoiky€ PpO3BHTOK
HEMPOXIHOCTI CEYOBMBIIHMX MNUISAXiB a00 KOMIpECis CHMHHOTO MO3KY, a TaKOX pEeTEeNbHO
HarjisJaTi 3a TAKUMU MallleHTaMU IPOTArOM HEepLIoro Micsis Tepamii. Y BUMaAKy HasBHOCTI a0o
BUHUKHEHHSI KOMIIpecii CHUHHOTO MO3KYy YM HHPKOBOI HEIOCTaTHOCTI dYepe3 HEMPOXiAHICThH
CEYOBHBITHUX IIIJISAXIB CIiJ] BAATHCS JO CTAHJAPTHOTO JIIKYBaHHS TaKUX yCKJIQTHCHb.

Crain po3rissHYTH MOXJIMBICTh MPU3HAYEHHS AHTHUAHAPOTEHIB Ha TOYATKOBUX eTanax Tepamii
ananoramu JII'-PI" (Hampuxnan, uunporepony aneraty 300 Mr mjoJHsi mpoTSIroM TpbOX IHIB /0 Ta
TPHOX TUKHIB ITiCIIs Teparii JikapchkuM 3acobom 3omazekc®), OCKiIbKU MOBiIOMIANOCS, 1O 1I€
MonepekKye MOXKIIMBI HACHI1IKM MOYaTKOBOIO MIJBUIIEHHS PIBHS TECTOCTEPOHY B CHPOBATIII KPOBI.
3acrocyBanHs arosicTiB JII'-PI" Moxe mpu3BOAUTH 10 3MEHILIEHHS MiHEpalIbHOI HIUIBHOCTI KICTOK.
[Tonepenni naHi cBi4aTh, U0 3aCTOCYBAHHS y YOJIOBIKIB OicdocdoHaTiB Ha J0Aady 10 aroHICTIB
JIT-PT" mMoxe 3MeHIIyBaTH BTpaTy MiHepaliB KicTok. OcobnuBoi yBarm moTpeOyIoTh MAaLli€HTH 3
JIOJaTKOBUMHU (PaKTOpaMu PU3UKY PO3BHUTKY OCTEONOPO3Y (XPOHIUHE 3JIOBKUBAHHS aJKOTOJIEM,
NaJIiHHSA, JOBrOTpUBAa Teparis MPOTHCYJAOMHUMHU 3acob0aMu a0 KOPTHKOCTEPOinaMH, HAasBHICTh
OCTEOIIOPO3Y Y POAMHHOMY aHaMHE31).

[TamienTam 31 BCTAHOBIICHOIO JACTIPECIEIO Ta MAI[IEHTaM 3 TIEPTEH31€I0 MOTPIOEH PEeTENbHUI HATIISA.
3MEHIIICHHST TOJEPAHTHOCTI 70 TUIFOKO3HM BiI3HAYAJIOCS Y YOJIOBIKIB, SIKI 3aCTOCOBYBAJIM aroHICTH
JIT-PT". Lle Moxe mposiBIATUCS SIK IIyKpOBUH niabeT abo BTpara IIiKEMIYHOTO0 KOHTPOJIO B OCi0 3
yKe HasBHUM IIYKpOBHUM J1abeToM. ToMy moTpiOGeH KOHTPOJIb PiBHIB TTIOKO3U B KPOBI.
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VY bapmakoemninemionoriuHoMy nociipkeHHi arosictiB JII'-PI', mo BukopucTtoByBanmucs ist
JKyBaHHA paKy MepeaMiXypoBOi 3a7103H1, CIIOCTEpiraancs BUMAAKH iH(PAapKTy MioKkapia Ta cepleBoi
HEJIOCTaTHOCTI. PHU3MK 3pocTae TMpu 3aCTOCYBaHHI JIIKAapChKOro 3aco0y B KOMOiHaIii 3
aHTHAHAPOTEHHUMH 3aCO0aMHU.

Kinku

Pak MOJIOYHOI 3aJ1031 SIK ITOKa3aHHS

SHudicents MiHepanbHoi WilbHOCMI KICOK

3acrocyBanHs aroHicTiB JII'-PI" Moxxe npu3BOANUTH A0 3HMKEHHS MiHEPAIbHOI IIIIBHOCTI KiCTOK.
UYepes 1Ba pOKH JIIKYBaHHS PAHHIX CTAill paKy MOJIOYHOI 3aJI03H CEpPEelIHE 3HIKEHHS MiHEpaIbHOT
IIUTBHOCTI MIMKWKK CTETHOBOIT KICTKH Ta MOMEPEKOBOT0 BiAIUTY XpeOTa y ®KiHOK cTaHOBHIIO 6,2 % Ta
11,5 % BignoBiaHo. byno moka3aHo, 110 1i BTpaTH € YacTKOBO OOOPOTHHMHM: Yepe3 PiK Micis
MPUITMHEHHS JIIKyBaHHS BTpaTa MiHEPAIbHOT IIJIBHOCTI IUIKH CTETHOBOI KICTKHU Ta MOIEPEKOBOTO
BTy Xpebta Oyna BianosinHo Ha 3,4 % Ta 6,4 % MEHIOI0, HiXK 10 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y, X04a JaHi 1010 BiTHOBJICHHS KiCTKOBOI MacH Jy)ke 0OMeXeHi. 3TriIHO 3 HasBHUMH JTaHUMU
y OLIIBIIOCTI JKIHOK KICTKOBA Maca BiAHOBIIOETHCS MICIIS IPUIMHEHHS JIKyBaHHS.

Tonepenni faHi cBifuaTh HpO Te, IO 3acToCyBaHHsA 3onafekc® y KOMOiHAIi 3 TaMOKCH(EHOM Yy
XBOPHX Ha PaK MOJIOYHOT 3aJI03H MOXKE 3HH)KYBATH BTPATY KICTKOBHUX MiHEpAIiB.

J10OPOSIKICHI CTAaHU K ITOKA3aHHS

Bmpama minepanvroi winbHocmi Kicmok

Aronictu JII'-PI" MOXyTh COPUYHHSTH 3HWKEHHS MiHEPAIBHOT IIIJIBHOCTI KICTOK Y CEpeHbOMY Ha
1 % 3a micsIb NPOTATOM HIECTUMICIYHOTO TEPIOAY JIKYBaHHS. 3HUKEHHS MiHEPAJIbHOI IIIJILHOCTI
KicTok Ha KoXxHi 10 % 30i7bIIye pu3nK nepenomiB npubIn3Ho B 2—3 pas3u. 3rifHO 3 HASIBHUMU Ha
JaHU MOMEHT JaHMMU Yy OITBIIOCTI JKIHOK TiCAsS BIAMIHM JIIKyBaHHS KICTKOBa Maca
BITHOBIIFOEThLCSL.

ByJl0 MNpOAEMOHCTPOBaHO, IO Yy TAI[i€HTOK, sfKi TnpuiiMaroTh 3onaaexc® ns JiKyBaHHS

€H/I0METPI03y, J0/IaTKOBA 3aMiCHAa FOPMOHOTEpAIisl 3MEHIyBajla BTPATy MIHEPAIbHOI IIIJILHOCTI
KICTOK Ta BUPAKEHICTh BA30OMOTOPHUX CHMIITOMIB.

Hemae crnenndiunux nqaHuX o740 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y MallleHTaM 31 BCTAaHOBJIEHUM
OCTEOINOpO30M UM (PaKTOpaMu pPHU3UKY HOro PpO3BUTKY (TaKMMHU SIK XPOHIUHE 3JIOBKHUBAHHS
aJIKOroJieM, MaJliHHS, JOBFOTpUBaia Teparis ImpernapaTtaMmy, U0 3HIKYIOTh MIHEpPaJIbHY IIUIBHICTh
KICTOK, HalpHKIaJ], IPOTUCYIOMHUMH 3aco0amMH ab0 KOPTUKOCTEPOiaMH, HasiBHICTh OCTEONOPO3Y
B POJMHHOMY aHaMHe3l, MOPYIIEHHsS XapuyBaHHs, HalpuKIaJ, HEpBOBa aHopekcis). OCKUIbKH
3MEHIIEHHS! MIHEPaJbHOI LIIIBHOCTI KICTOK y TaKMX MAaL€HTIB MOXe OyTH OULIbII HeOe3MeYHHUM,
3aCTOCYBaHHs JliKapchkoro 3aco0y 3onazekc® cilifi 0OMipKOBYBaTH y KOYKHOMY OKPEMOMY BUIAKY
Ta PO3MOYMHATH TEpaIilo, JUIIE SKIIO B Pe3yJbTaTl peTesbHOI OLIHKM BHU3HAYEHO, 110 KOPHCTh
nepeBaxatuMe Haja puszukom. CIij BAATHCS 0 JOJATKOBUX 3aXOMIB MPOTHAIT BTPATH MiHEpaIbHOT
IIBHOCTI KICTOK.

KpoBoreua BiiMiHH

Ha nouatky 3actocyBanHs 3onafaexc® y AeskuX MallicHTOK MOKIMBI BariHaJdbHi KpOBOTedi pi3HOI
TPUBAJIOCTI Ta IHTEHCUBHOCTI. 3a3BM4Yail Taka KPOBOTEYA TPAIUISIETbCA Y MEPIIUNA MiICSIb MIiCHs
MOYaTKy JIKyBaHHSA, BIPOTIJHO, € pEakKIli€l0 Ha BUJIYYEHHS €CTPOreHy Ta MHUHA€ cama 1o coOi.
SIKu10 KpoBOTEYA HE MUHAE, MOTPIOHO BCTAHOBUTH 11 MPUUHHY.

Hemae KiIiHiYHMX JaHMX MO0 e(eKTy 3acTocyBaHHs 3onaaexc® s JiKyBaHHsS J0OPOSAKICHUX
THEKOJIOTIYHUX CTaHIB MPOTATOM OUIBIIE MIECTH MICSIIIB.

3actocyBanns 3osaaekc® Moke HPU3BOAMTH 0 TOCHJIEHHS ONOpY WIMHKH MATKH, TOMY IpH

PO3MIUPEHH] UKW CITi TOTPUMYBATHCS 00EPEKHOCTI.

3actocoByBaTH 3osafexc® y paMKax JONOMIXKHOI pempoAyKuii Ciif JuIle i HarIsaoM

crieriaicTa 3 JOCBIIOM poOOTH y 1Iiit cdepi.
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SAx 1 y Bunaaxky 3actocyBaHHs 1HmUX aroHicTiB JI['-PI', moBimomisiiocss mpo BUNAAKKA CHHAPOMY
rinepcrumynauii seunuxis (CICSI), symoBnenoro 3acrocyBannam 3onaaexc® 3,6 Mr y komGiHarii 3
TOHAJOTPOMIHOM. [IUKA CTUMYINSMIT CiHil PEeTeNbHO KOHTPOJIOBATH, HI00 BHU3HAUUTH, SKUM
narieHTkaM Moxe 3arpoxyBatu po3Butok CI'CS. Ilpm nHasBHOCTI pu3uky BuHUKHeHHS CI'CS
3aCTOCYBaHHSI XOP1OHIYHOTO TOHaIOTpoITiHY JroauHu (XI'JI) y pa3i MOKIMBOCTI CTil BIAMIHUTH.

PekoMeHIyeTbCSI 3 OOEPEKHICTIO 3aCTOCOBYBAaTH 3onajzekc® IpH METOAMKAX 3aIllifHEHHS

Mali€eHTKaM 13 CHUHAPOMOM IOJIKICTO3HUX S€YHHKIB, OCKUIBKHM MOYJIMBA CTHMYJISIISI BEJIUKOL
KUTBKOCTI (OJIIKYJIiB.

JKiHkaM penpoayKTHBHOTO BiKy HEOOXIJHO 3aCTOCOBYBAaTH HETOPMOHAJIbHI METOJM KOHTpAaIlemiii
IIPOTAroM Tepamii JikapchkuM 3acobom 3omazekc® Ta 0 BiIHOBIEHHS MEHCTpyaIiil Iics
3aBepILCHHS JIIKyBaHHS.

[ToTpiOeH peTenbHUN HATMsA] 3a TMAI[IEHTKAMH 31 BCTAHOBIICHOIO JICTIPECIEI0 Ta MAIliEHTKAMHU 3
rinepTeH3ier.

®

3acrocyBaHHS 30J1aICKC MOKE MTPU3BECTH JIO TIO3UTUBHOI PEAKIIil HA aHTUAOIIIHTOBHIA TECT.

Bxasziexa wo0o sukopucmanns Kongepma
3acTOCOBYBAaTH TUIBKM Y BHUNAIKY, SKIIO KOHBEPT 31 INIPHUI-AIUTIKATOPOM HEYIIKOKEHUH.
3acToCOBYBAaTH BiJpa3y MiCisl PO3KPUTTSI KOHBEPTA.

3acmocysanns y nepiod eacimuocmi abo 200y8anHs 2pyooro.

Bonanexc® He CIifl 3aCTOCOBYBATH y IIEPiojl BAriTHOCTi ab0 TOAyBAaHHS TPYIIIO, OCKIIBKH iCHY€E
TEOPETUYHHUI PU3UK BUKHIHSI a00 BHHUKHEHHS BHYTPIIIHBOYTPOOHMX aHOMAIIH y pasi mpuiiomy
aronictiB JII'-PI" mpoTsirom BaritHOCTI. HEOOXiHO MpOBECTH pETENBHUIA OIS JKIHOK, SIKI MOXKYTh
3aBariTHITH, 100 BUKJIFOYUTH BariTHICTb.

[lin wac mikyBaHHS CJIiJ 3aCTOCOBYBAaTH HETOPMOHAJIbHI METOAM KOHTpAIEMIlii 10 BiIHOBIICHHS
MEHCTpYyaLii (IUB. TAKOXK 3aCTEPEKEHHS 111010 Yacy, HEOOX1AHOTO JUIsl BIIHOBJICHHSI MEHCTpYyallii, y
po3aiii «OcoOIMBOCTI 3aCTOCYBAHHS ).

Ilepen 3actocyBaHHAM 3omafekc® 3 MeTOI IKyBaHHS OE€3MIiANs CJiJi BUKIIOUMTH BariTHIiCTb.
Hemae XOOHMX KIIHIYHUX JaHUX, [0 BKa3ylOTh Ha HAsABHICTh HPUYMHHOTO 3B S3KYy MIX
3acTocyBaHHAM 3omajgekc® Ta Oyab-AKOI IOAAIBIIOK TATONOTIEI0 PO3BUTKY SHIEKTITHHH,
BariTHOCTI a0o ii pe3ybpTaTy.

3acrocyBanns 3onaaexc® y nepiosi roayBaHHs IPYUIIO HE PEKOMEHTYEThCS.

[Tix gac nmikyBanns anamoramu ['HPT' Moke mpupoHO HacTaTh MeHomay3a. PiIko y Iesakux *KiHOK
iCJI IPUITMHEHHS JTIKYBaHHS HE BIJHOBJIIOIOTHCS MEHCTpYAIlii.

30amuicms énausamu Ha WEUOKICMb peakyii npu Kepy8aHHi asMOMpPAHCHOPMOM AOO THUUMU
MexXamnizmamu.

Bonmanexc® He BIIMBac ab0 UMHMTH HE3HAYHMI BIUTMB HA INBUJKICTH PEakIlil TMpH KepyBaHHI
aBTOTPAHCHOPTOM ab0 poOOTI 3 IHIIMMH MEXaHI3MaMHU.

Cnoci6 3acmocysanns ma 0o3u.
Citizt 3 obepexkHicTio BBOAUTH 3omajekc® y MepeHio YepeBHY CTiHKY depe3 ONH3bKICTh HUAKHBOT
HaJ4epeBHOI apTepii Ta i1 BIATaTyKeHb.

Ocob6muBoi 00epexkHOCTI MOTPIOHO JOTPUMYBATHUCS MPHU 3aCTOCYBAaHHI JIIKAPCHKOTO 3acoly
3omanekc® mamieHtam 3 HuszbkuM IMT a6o TUM, XTO OTPHUMYE AHTHKOATYJISHTH (IUB. PO3iN
«Oco0IMBOCTI 3aCTOCYBaHHSD» ).

HeoOxinHo ciiakyBaTy 3a TUM, 100 1H €KIlisl OyJia BUKOHAHA MiAMIKIPHO 332 METOIUKOIO, OTIMCAHOIO
B IHCTpYKUIi moao BBeAeHHS. He BBOIWTH diKapchbKui 3aci0 y KPOBOHOCHI CyIWHM, M’Si3 a0o
YepEBHY IMMOPOKHUHY.
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[Ipn HEOOXiMHOCTI BUAAJICHHS KarcCyJu Bonamekc® XIpYpPridYHUM [UIIXOM i1 MICII€3HAXOIKEHHS
MOXHa BU3HA4YaTH 3a JO0IIOMOI'OFO y.HBTpa?)ByKOBOFO ,Z[OCJ'IiI[)KeHHSI.

Ilopocni
OnHy Karcyiy Jikapchkoro 3aco0y 3omazekc® 3,6 MI BBOAUTH HiAUIKIPHO y MEPENHIO YepEBHY
CTIHKY KOXHI 28 JTHIB.

Jlnist XBOPUX 13 HUPKOBOIO 200 MEYIHKOBOIO HEAOCTATHICTIO, @ TAKOX JUISI XBOPUX JITHBOTO BIKY
KOPHUTYBATH J103y HeMae HE0OX1THOCTI.

Excmpakopnopanvue 3annionenus

Bonanexc® 3,6 Mr MPU3HAYAIOTh JJIA JIECEHCHOUTI3aIiiHo1 Tepamii rimodisza, sSka BUSHAYAETHCS 3a
PIBHSAMH €CTpaJioNy y CHpOBATIi KpOBi 1 Mae BIANOBIOaTH Takiil Ha paHHIN (oniKyIsApHiA ¢a3i
(mpubauznao 150 nmonsw/i). Lle, sk mpaBwmiio, BiAOyBa€eThCA MK 7-10 1 21-10 100010 MEHCTPYaIBHOTO
IUKITY.

CynepoBynaiilo  (KOHTPOJIbOBaHA CTUMYJISLIS S€YHHKIB) 32 JOMOMOTOK TOHAIOTPOMIHY
pO3MOYMHAIOTE, KOJM BXE JOCSITHYTa JeceHcuOumizamis. J[lecencuOimizamis, CIpuIMHECHA
BBCJICHHSM KallCyJId aroHIiCTa, € CTIMKIIIOK, Yepe3 M0 B JICAKUX BHIIAJKaX MOXXC BHHUKHYTH
notpeba y 30iIbIIeHH] 103K TOHaaoTponiHy. Ha BiamoBiaHil crazmii po3BUTKY (omiKyIa BBEACHHS
TOHAJIOTPOIIHY MPHUIMHSIETHCSA 1 Ha/all BBOJSATH XOpiOoHIUHUHN roHanotrporil moguuau (XIJI) mus
igaykuii oBymsanii. KoHTpomb JiKyBaHHS, Npoueaypu 3a0opy SHIEKIITHHU Ta 3aIuliTHEHHS
MPOBOJIUTH BiJIIOBITHO JI0 3BUYAWHOT MPAKTUKH KOXKHOT JIIKYBAJIbHOI YCTaHOBH.

Enoomempiosz cnijg niKyBaTH MPOTSITOM TIJIbKH IIECTH MICSIIB, OCKUIBKM Hapa3i KIIHIYHI JaHi
BiJIHOCHO TPUBAJIIIINX MEPIOJIiB 3aCTOCYBaHHs BiACyTHI. [IoBTOpHI Kypcu JiKyBaHHS TPOBOAUTU HE
ciijy depe3 HEOE3MeKy 3MEHIICHHS MiHEepalbHOI MIUIBHOCTI KICTKOBOI TKaHWHHU. bByro
IIPOJIEMOHCTPOBAHO, IO y MALE€HTOK, fKi OTpUMyBaId 3onanekc® Juls JiKyBaHHS €HIOMETpPio3y,
J0JJaTKOBA 3aMiCHa TOpMOHOTeparis (LIOJeHHUI NpUHOM ECTPOT€HHOro 1 MPOrecTareHHOro
IpernapariB) 3MEHIyBajla BTpaTy MiHEpalbHOI MIUIBHOCTI KICTKOBOI TKaHMHU 1 BUPaXEHICTh
Ba30MOTOPHUX CUMIITOMIB.

Jna nomonwanns enoomempis JIKApCbKUK 3acid MpHU3HAYalOTh HAa YOTHUPU YU BICIM THXKHIB
nikyBaHHs. [Ipu Benukux po3mipax MaTKyd ab0 HEBU3HAYEHOCTI TEPMIHY XIPYPIiuHOTO BTPY4aHHS
MO’Ke 3HaI0OUTHCS BBEJICHHS JPYTOi KarcyJiu.

Diopomu mamxu

)K‘ . . ® . e
1HKaM 3 aHeMi€ro, CHpUuMHEeHoro (ibpomoro MaTku, 3onanekc: 3,6 Mr y KomOiHamii 3

IpenapaTamy 3ajli3a MOXHa BBOJUTH 3a TPU MICSALI A0 IPOBEJAECHHS XIPYPIriuHOTO BTPyYaHHS.

IHCTpyKIiS 1110710 BBE/IEHHS

3acTOCOBYBATH 3TIAHO 3 PEKOMEHAALISIMU JIiKaps, KU Mpu3HauMB Jikapchbkuil 3aci6. [loTpiOHO
JIOTPUMYBATHCA OCOONMBOI 0OEPEXKHOCTI HPU 3aCTOCYBaHHI JliKapchkoro 3acoby 3omanexc®
nanieHTam 3 Hu3bkuM IMT Ta/abo TuM, XTO OTpUMY€E IpenapaTH AJs MOBHOI aHTUKOATYJISIIT (AUB.
po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

Brasziexu wooo 3acmocysanns

3acTOCOBYBATH TUIBKM Y BHUNAJKY, SKIIO KOHBEPT 31 IIIPUI-AIUIIKATOPOM HEYIIKOKEHUH.
3acToCOBYBATH BiJpa3y MiCJs PO3KPUTTS KOHBEPTA.

VY TunizyBaTu MINPHIL 32 JOIOMOTOIO CIeIialIbHUX KOHTEHHEPIB AJIst TOCTPHUX MPEIMETIB.

[Monanpiia iHGOpMAaLlis MPU3HAYSHA BUKIIOYHO JUII MEIMYHUX MPalliBHUKIB a00 poOITHUKIB chepu
OXOPOHHU 310POB’A:

Bonanekc® BBOAATH IUIAXOM HiAIIKipHOT iH’exiii. [Tepes1 3acTOCYBaHHAM MOTPIOGHO 03HAHOMUTHCEH
3 HABEACHOIO HUXKYE IHCTPYKIIIEIO.
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1. BnamryBaTH maii€eHTa y 3py4HOMY IOJOKEHHI TakK, 00 BEpXHS
yacTHHA Tijla Oyna Tpoxu migHATa. [ligroTyBaT micue BBEICHHS
3TiJTHO 3 YUHHUMHU PEKOMEHIAITISIMH.

I[MPUMITKA. Cnig notpumyBaTHCs 00EpEKHOCTI THpU BBEACHHI

Jikapchkoro 3acoby 3omazekc”® y MepeaHio YepeBHYy CTiHKy depes

ONMM3BKICTh HIKHBOI HAJYEPEBHOT apTepii Ta i1 BiAralyKeHb; TyxKe

XyUM TAllieHTaM MOXKE 3arpoXKyBaTW IIJBHIICHUH PH3HK

MOIIKO/KEHHS CyTUH.

2. OrnsaHytd KOHBepT 3 (ONBIM 1 IINPHUIl HAa HASBHICTh
HOMIKO/KEeHb. JlicTaTi MWnpuIy 3 BIAKPUTOTO KOHBEPTA 3 (OJIBTH.
Tpumatun mmpun Tix  HEBETUKMM  KYyTOM /IO  CBiTJA.
IepekoHaTucs, o Karcyiy 3onagekc® BUIHO Xo4a O 4acTKOBO
(man. 1).

3. IloTsarHYBIIM 32 TUTACTUKOBUHN 3amoODKHUN S3WYOK, BIUTUTMTH
Horo BiJ mImpHia 1 BUKUHYTH (Ma. 2). 3HATH 3 TOJIKU 3aXUCHUMN
KoBHauok. Ha BigmiHy BiJ iH €Kil pigkuX 3aco0iB, BUIATSATH
OynbpOalku MOBITPS HE MOTPIOHO — MpH COpodi 1e 3pOOUTH
MO’KHA 3CYHYTH Karcyy 3omnanekc®.

4. Tpumaroun INIPHIl 32 3aXUCHUN (yTIsAp 1 JOTPUMYIOUHCH
IpaBUI ACENTUKHU, 3AIMUIHYTH LIKIpY MAI[l€HTa 1 BBECTH TOJKY
nig HeBenmukuM KyToMm (30-45°) mo mkipu. Tpumaroum roiky
OTBOPOM JIOTOPH, BBECTH TOJIKY Y HMIAMKIPHY TKAHUHY MepeIHbOT
YepeBHOI CTIHKU HWXKYE JIHIT Mmymna Tak, mo0 3aXxucHuil QyTiasp
TOPKHYBCSI LIKIpH NarfienTa (Mai. 3).

ITPUMITKA. Ilnpun 3onanekc® He MOXKHA BUKOPHCTOBYBATU JJIst

acmipamii. SIKimo iH’ekuiifHa rojka MPOHUKHE y BEIHMKY CYAMHY,

KpoB OyJe Bigpa3y IMOMITHA B KaMmepl IImpuia. Y pasl MpoKOIy

CYJMHH HEOOX1JTHO BUTATTHU TOJIKY, HETAHO 3yNUHUTH KpOBOTEUY,

10 BUHMKJIA BHACIIJOK MPOKOJY, 1 CIOCTEPIraTH 3a MallieHTOM Ha

BUMA/I0K MOSBM O3HaK ab0 CUMIITOMIB a0J0MIHAJIBHOI KPOBOTEUi.

[TepexoHaBmIKCh, M0 MAIIEHT TEMOAMHAMIYHO CTaOUTbHUM, MOXKHA

BBECTH iHIY Karcyny 3omajekc® 3a J0MOMOTOK HOBOTO IINPHIA B

1HIy OUISHKY Tida. Ciaiig 1oTpuMyBaTHCS OCOOIMBOI 00EpEKHOCTI

IIPU 3aCTOCYBaHHI JIIKAPCHKOTO 3aco0y maiieHTaMm 3 HU3bKUM IMT

Ta/ab0 TUM, XTO OTPUMY€ JIIKYBaHHS T[OBHUMH  J03aMH

AHTHUKOATyJISHTIB.

5. He BBomuTH TONKY Yy M’si3 ab0 4YepeBHY MOPOXKHHHY.
HenpaBunbHi 3axBaT Wpulla Ta KyT BBEIEHHS 300pakeHi Ha
Mai. 4.

6. HatucHyTH Ha mopiueHs WIpHia 10 KiHIs, 11100 BBECTH Karcyry
1 aKTUBYBaTH 3aXWCHUH MexaHI3M. MoxkHa Oyae Mo4yTH
KJIAIlaHHA 1 BIAYYTH, K 3aXUCHUHN (yTIsp aBTOMATUYHO MOYHE
3CyBaTUCs, 100 3aKPUTU TOJKY. SIKIIO MOpIIEHb HATUCHYTO HE
710 KIHIIS, 3aXUCHUN (QYyTIsip HE aKTUBYETHCS.

[TPUMITKA. I'osika HE BTATY€ETHCS.

7. Tpumarouu IIMpUIl, SIK MOKa3aHO HA Mal. 5, BUTATTH TOJIKY 1
IaTh 3axUcHOMY (yTisipy moBHicTIO ii 3akputu. Bukunytn
LIIPUL y CTIeHialbHUM KOHTEHHEp JUIsi TOCTPUX MPEIMETIB.
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[TPUMITKA. Sxuio BHHUKHE HEOOXITHICTh BUAAIUTH KaIlCyry
XIpypriyHuM IUISIXOM, MPOTE TaKUHM BHUIAJOK MaJOWMOBIpHUH, 1l
MICIIE3HAXO/DKCHHSI MOXKHA OyJe BH3HAYMTH 32 JOMIOMOTOKO
yJIBTPa3BYKOBOTO CKaHYBaHHS.

Himu.
3omagekc” He TOKa3aHUM JUIsl 3aCTOCYBAaHHS [ITSAM, OCKUIBKH O€3MEYHICTh Ta e(PEKTHBHICTH
3aCTOCYBaHHsI y 111l TPYIIi MAIlI€EHTIB HE BCTAHOBJICHI.

®

Ilepeoo3ysanns.

Jlanux moao mepeno3yBaHHS y JIIOJWHUA HEIOCTAaTHRO. Y pa3i BBEIEHHS JIKAPCHKOTO 3aco0y
3omagekc® 70 3alIaHOBAHOTO yacy abo y OiNbIIii, HiX MpPU3HAYEHO, 031, KIiHIYHO 3HAYYIIUX
HeOaxxaHux e(deKTiB He crocrepiranocs. Pe3ynpraté AOCHIKEHb Ha TBapMHAX HE CBigYaTh PO
SIKMICh BIUTMB, KPIM TEParieBTUYHOTO, HA KOHIICHTPAI[II0 CTATEBUX TOPMOHIB Ta CTATEBI IIISXU MIPU
3aCTOCYBaHHI BHMIIUX 703 3omagexc®. Y BHIAAKy Mepefo3yBaHHsS CIiJ HAIaTH CHMITOMATHYHE
JKyBaHHS.

Io6iuni peaxuii.

Yacrora BUHHKHEHHS NOOIYHMX peakiiid Oyna po3paxoBaHa 3a JaHUMH 3BITIB MPO KIIHIYHI
JOCTIKEHHS JIIKapChKOTro 3aco0y Bonanexc® Ta MMOCTMApPKETUHIOBUX IOBIIOMJICHB. J[0 HalOLIbIIT
MOIIMPEHNX MOOIYHUX peakiiii HaJeKalld TPUILIMBY, IiJBUINECHE MOTOBHIIJICHHS Ta peakii y
MICIIl BBEJICHHS.

Jis ximacugikarii wactotn Oyjia BUKOPHCTaHA Taka rpajaiis: ayxke dacto (> 1/10), gacto (Bix
> 1/100 go < 1/10), mewacro (Bix > 1/1000 mo < 1/100), piako (Bix > 1/10000 mo < 1/1000), myxe
piako (< 1/10000), yacToTa HEBiOMa (HEMOXKIMBO BCTAHOBUTH 32 HASIBHUMU JTAHUMHU ).

Ta6nuus. Io6iuni peakmii Ha 3omamexc® 3,6 Mr 3a KJlacaMu CHCTEM OpTaHiB BiMOBIHO 70
MedDRA.

Kiac cucrem opranis Yacrora YomoBiku Kinku
HoBoyTBOpeHHs Hyxe piako [TyxnuHu rinodiza [TyxnuHu rinogiza
JOOPOSIKICHI, BMOAKICHT 1010 HepinoMa _ Tlerenepanis ibpomn
Ta HEYTOUHEHI (B TOMY MATKH
YUCIT1 KICTH Ta MOJIIH)

[Topyuienns 3 60Ky Heuacto Peakuii rinepuytiuBocti  Peakiii rinepuyTiuBoCTi
IMYHHOI CUCTeMHU Ha JIIKapChKHii 3aci0 Ha JIIKapCchbKHii 3aci0
Pinxo Amnadinaktuuni peakuii  AHagiTaKTUYHI peakiii
[Topyuienns 3 60Ky Hyxe piako Kpososunusu y rinodgiz  KpoBoBuinsu y rinois
€HJIOKPUHHOI CUCTEMHU
[Topymmenns 3 60Ky Yacto [Topymenns —
MeTabomi3My Ta TOJIEPAHTHOCTI J10
Xap4yBaHHS IJIIOKO3U®
Heuacto — lNnepkamnbitiemis
[euxivni po3naau ‘ Hyxe yacto 3umKeHHs 71i6110° 3HKeHHs 1i6i10°
YacTto 3MiHU HACTpPOIO, Jenpecii 3MiHM HACTPOIO, Aempecii
Jlyxe pigko [cuxivni poznaau [Neuxivni po3naau
[TopymieHHs 3 60Ky Yacto [Mapecresis [Tapecresist
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HEPBOBOI CUCTEMHU

Kommpecis cnuHHOTO
MO3KY

Yacrora HeBigoMa

[TopymmenHs mam’sti

T'onoBHUM OLIBL

[TopymenHns mam’sri

Kapmnionoriuni
MOPYIICHHS

Yacto

CeprieBa HEJOCTATHICTD ',

indapkT Miokapaa’

Yacrora HEeBigoMa

[IponoHrariis iHTepBaTy
QT (muB. po3aim
«OcobmMBOCTI
3aCTOCYBAaHHS» 1
«B3aemonid 3 1HIIUMU
JTiKapChbKUMU 3aco0aMu
Ta 1HII BUAA

[Tpononrariis iHTEpBaTY
QT (muB. po3ainm
«OcobmmBOCTI
3aCTOCYBaHHSD» 1
«Bzaemomis 3 iHIIMMH
JKapChKUMU 3aco0aMu
Ta 1HII1 BUAA

B3a€MOJIIi1») B3a€EMOJIIi»)
CynunHI po3naau Hyxe gacto Mpunnusu® [punmen®
Yacro [Topymenns ITopymenns
apTepiaJbHOTO THUCKY® apTepiaJbHOTO THCKY®
[Topyuienns 3 60ky Hyxe yacto I'inepriapos® linepriapos®, akue!
IIKIpY Ta MiIIIKIpHOT q q
KT TKOBMHK Yacto Bucumanns Bucumnanna®, Bunamganas
BOJIOCCS®
Yacrora HeBigoma OO6nuciHHA" (muB. wacroty «Yacto»)

[Topymenns 3 60Ky Yacro binb y kicTkax® —
KiCTKOBO-M’S130BO{ .
. (nuB. yacroty Aptpanrist
CUCTEMHM Ta CIOJIYYHO]
«Heuacto»)

TKaHWHU

Heuacro ApTtpairis (muB. yactoty «HacTto»)
[Topymuienns 3 60Ky Heuacto HenpoxinHicTs ceuoBOAIB —
HUPOK Ta CEUOBUALIBHOT
CUCTEMH
[Topymenns 3 60Ky Hyxe gacto Epextunpua auchyHKItis —

€MpPOAYKTUBHOL .
periponty . — BynbBoBarinaibHa
CUCTEMH Ta MOJIOYHOI .
CYXICTh
3aJ103U
— 301unbIIeHHS rpyaeit

Yacrto I'inexomacris —

Heuacto UyTnusicTs rpyzei —

Pinxo — Kictu sicunukis

Cungpom
rinepcTUMYJISIil
S€YHUKIB (TIpU
3aCTOCYBaHHI y
KoMOiHaIii 3

TOHAJIOTPOIIHAMH )
Yacrora HEBIIOMA — KpoBoreua BimMiHu (AUB.
Pozmin «OcobimBocTi
3aCTOCYBaHHS»)
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3aranpHi po3iaau Ta Jyxe yacto (muB. wacrory «Yacro») |Peakmii y Mmiciii BBeIeHHS
YCKITaIHCHHA y MICII Yacro Peakrtii y miciii BBeneHHs | (IMB. yacToTy «Jlyxe
BBCJICHHS 4acTo)
— 301JIbIIICHHS ITyXJIMHH B

00’eMi, OoJricHa myXJIMHA

(Ha MoYaTKy JiKyBaHHS)
Bigxunenns Bix Hopmu | Yacto 3HMKEHa UILHICTH 3HMKEHA IIUIBHICTD
pe3yJbTaTiB KICTKOBOi TKAaHWHHM (JIMB. KICTKOBOI TKAHUHH (ITUB.
nabopaTopHUX po3ain «OcobauBoCTi po3nin «OcobauBoCTi
JIOCJTIKEHb 3aCTOCYBaHHS), 3aCTOCYBaHHS),

30LIBIIICHHS] MACH TiJIa 301IBIIICHHS MACH TiJia

# 3MeHILIeHHS TOJEPaHTHOCTI A0 TIIOKO3H BiI3HAUANIOCs Y YOJOBIKIB, SKi 3aCTOCOBYBAJIHM aroHiCTU
JIT-PT". Lle Moke mposBIATUCS SIK IYKpOBUH niabeT abo BTpara TIiKEMIYHOTO KOHTPOJIO B OCi0 3
y’Ke HasBHUM I[yKPOBUM Aia0eToM.

® I1i dapmaxonoriuni edexTn HewacTo MOTPeOyIOTH BimMinm Tepamii. [imepriapos Ta NpUILIUBH
MOKYTb HPOJIOBKYBATHCS ITiCIIs IIPUIMHEHHS 3aCTOCYBaHH JiKapchKoro 3acoby 3omanexc”.

¢ T'imo- 4u TINepTEeH3i0 1HKOJM BiA3HAYCHO Yy TAIIEHTIB, SIKI 3aCTOCOBYBAJIHU Bonanexc®. 3Minu
3a3BMYali THUMYacoOBI Ta MHHAIOTh a0o0 13 MPOJOBXKEHHSM Teparii, abo Ticias NPUITUHEHHS
3aCTOCYBAaHHS JiKapchKoro 3aco0y 3omamexc®. 3pinka Taki 3MiHM moTpeGyBamy MeIUYHOTO
BTpYYaHHS, B TOMY YHCIIi BiIMIHU Bonanexc®.

4 3a3BHuail He3HAUHE, YACTO 3MEHIIYEThCS 6€3 HEOOXiTHOCTI MPUIMHUTH JTiKyBaHHS.

¢ CrioyaTKy TMalli€eHTH 3 PakOM MPOCTaTH MOXYTh BiAUyBaTH TUMYAacOBE IOCHJICEHHS 00N Yy
KICTKaX, y TAaKUX BHIIAJKaX MOXe OyTH MpU3HAUYECHE CHMITOMATHYHE JIIKyBaHHS.

f Cnocrepiranocs 'y  (apmakoenifiemionoriuaux — gociijkeHHsx arowmictie  JIT-PL, 1o
3aCTOCOBYBAIM JUIS JIIKyBaHHS paKy IEpeaMiXypoBOi 3ajio3u. PU3MK BOYEBHIbL 3pOCTaE TpHU
3aCTOCYBaHHI 3 aHTHAHPOTEeHAMHU.

¢ Brpara Bojoccs Ha TOJIOB1 CIIOCTEPITaiach Y KIHOK, Y TOMY YHCI1 MOJIOJIOTO BIKY, IO JIIKYBaJIUCS
3 NMPHUBOJY JOOPOSKICHMX TIHEKOJOTIYHMX 3aXBOPIOBaHb. 3a3BHUYall 1i€ sBUIIE HEBUPAXKEHE, aye
IHKOJIM MOK€ OYTH BaXKKUM.

" Oco6mBO BTpaTa BoJOCCA Ha Tilli € OUiKYBaHUM e)eKTOM BiJl 3HMKEHHS PiBHIB aHIPOTEHiB.

'V OLIBIIOCTI BUNA/IKIB aKHE CIIOCTEPIranocs IPOTArOM MICALS MICHS TOYaTKY 3aCTOCYBaHHS.

Tocmmapxemuneosuii 00c8io
3pimka mpu 3acTOCYBaHHI JiKapchKoro 3aco0y 3omanekc® crocTepiraaucs BiIXUIEHHS Bij HOPMH
pe3yabTaTiB aHai3iB KpOBi, BUMAJKM NediHKOBOI AuchyHKIii, emOomii jereHeBoi aptepii Ta
IHTEpCTUL1aTbHOI THEBMOHII.

Kpim Toro, y XiHOK, sIKi OTpUMYyBalIM 3aci® 3 MPHUBOAY JOOPOSKICHMX TiHEKOJOTIYHUX CTaHiB,
CIIOCTEpIraaucs Taki MoOIYH1 peaKirii:

aKHe, 3MiHa OBOJIOCIHHA Tija, CyXiCTh IIKipH, 30ITBIIEHHS MacHu Tija, MiJBUIICHHS pIBHA
CHUpPOBAaTKOBOTO XOJECTEPUHY, CHUHIPOM TINepCTUMYJALIi s€YHUKIB (IIPH 3aCTOCYBaHHI Yy
KOMOiHaIlil 3 TOHAAOTPOMiHAMHM), BAariHIT, BUIUICHHS 3 TMiXBH, 3HEPBOBAHICTh, PO3JAIU CHY,
BTOMIIIOBAHICTh, MepudepruHi HAOPsIKW, Miairis, Clia3MH JIMTKOBUX M’sI31B, HyJOTa, OJIOBaHHS,
Tiapesi, 3a1op, cKapru 3 60Ky OpraHiB 4epeBHOI MOPOKHUHH, 3MIHHU TOJIOCY.

Ha mouatky nikyBaHHS XBOpi Ha pak MOJIOYHOI 3aJI03W MOXYTh BiI4yBaTH THMYAacCOBE MOCHUIICHHS
O3HAaK Ta CUMIITOMIB — Y TaKOMY pa3i MOXke OyTH MpH3HAYCHE CUMIITOMATUYHE JTIKYBaHHSI.

3pinka y XBOpPHX 3 METaCTaTHYHHM PAaKOM MOJIOYHOI 3aJI03HM HA TOYATKY JIKYBaHHS PO3BHBANIAC
rinepkanbuiemis. IIpu HasBHOCTI CHMIITOMIB, IIO BKa3ylOTh Ha TiNEpKaJbLIEMIiI0 (HAPUKIAM,
crpara), CJIiJl BUKJIIOYUTH 1€ TIOPYIICHHS.
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3pinka mpoTsarom JikyBaHHs aHanoramu JII'-PI' y sxiHOK Mo’ke HacTtaTh MeHomay3a, 1 MeHCTpyaltii
HE BiJHOBIIOIOTCA MiC/s 3aBepLICHHs Teparii. Un 1ie € BILIMBOM IiKapchbKkoro 3aco0y 3onamekc®,

YY HACJIJKOM I'HEKOJIOTIYHMX CTaHIB Malli€cHTOK, HEB1IOMO.

[ToBiToMIEHHS TTPO MOOIYHI peaKItii

[oBinomieHHs po MOOIUHI peakii micis peecTpalii JiKapChKOTro 3aco0y Ma€ Ba)KJIMBE 3HAUCHHS.
Ile mae 3MOry MpOBOJWUTH MOHITOPUHI CITiBBITHOIICHHSI KOPHCTH/PH3HMK MPHU 3aCTOCYBaHHI I[LOTO
JKapchKOTOo 3aco0y. MenuuHuM Ta ¢apMaleBTUYHUM TMpaIliBHUKAM, a TAKOXK IMalieHTaM abo ixHIM
3aKOHHUM IPEJCTaBHUKAM CJIiJI TOBIAOMIIATH MPO yCl BUIAIKH M1J03PIOBAHUX MOOIYHUX peaKIlii
Ta BIJICYTHOCTI €()eKTUBHOCTI JIKapChKOTO 3ac00y yepe3 ABTOMATH30BaHy iH(OpMAIIHHY CUCTEMY
3 (papMakoHarsAIy 3a mocwiIaHHsaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.
3 poxu.

YMmoBu 30epiranus.

30epiratu npu Temneparypi He Buie 25 °C. 306epiraTi y HEIOCTYITHOMY IS JITeH MicIIi.
YnakoBka.

ITo 1 xamcyni y IINpUI-amjiikaTopi i3 3aXUCHUM MEXaHI3MOM; Mo | INpuily B KOHBEPTI 3
MPUKPITUICHUM TPATIOPIIEM-aHOTAIIEI0 3 BOJIOTOMOTIMHAIOYOK KarcCyjow; mo | KOoHBepTy B

KapTOHHIN KOPOOIIi.

Kareropis Binnmycky.
3a perenTom.

Bupoonuk.
Actpa3eneka FOK Jlimiten.

Micue3HaxoaKeHHs BHPOOHHKA Ta HOro agpeca Micusi NPOBaJKeHHs AislJIbHOCTI.
Cink Poan biznec Ilapk, Makxiiching, SK10 2NA, Benuka bpuranis.

Jara octannboro neperasay. 03.12.2025
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