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IHCTPYKIIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

MCOTPIOJ®
(PSOTRIOL)

Cknao:

ditoua peyoguna: GeTaMeTa30H, KaJIbIUIIOTPION;

1 r mMazi MicTuTh 50 MKT KaJbIUMNOTPioNy (Y BUTIISAAL KaJbIMIIOTPiody MoHoriapaty) ta 0,5 mr
6erameTa3zoHy (y BUIIIsIII OeTaMeTa30Hy JTUIPOIIOHATY);

O00NOMIidCHI ~ peyosuHu:  TIONIOKCHUIIPONUIEH  cTeapwioBuid  edip  (crabinmizoBaHui
OYTHUIT1IPOKCUTOTYOJIOM), TTapadin Ot M’ akuii (cTabuTi3oBaHU# anb(a-TOKOPEPOIOM), OJTist
MiHepaJbHa.

Jlikapcbka gopma. Masb.
OcHosHi izuko-ximiuni enacmueocmi: OJIMCKyda, OMHOPIAHA Ma3b Bijg OLIOTO J0 KOBTYBATOTO
KOJIbOpY 0€3 CTOPOHHIX YaCTHHOK.

dapmakoTepaneBTHYHA rpyma.

AHTHUTICOpIaTHYHI 3aCO0M JJI MICIIEBOTO 3aCTOCYBaHHS. I[HIN aHTUIICOpIaTHYHI 3aco0W st
MICIIEBOTO 3acTocyBaHHs. KanbuumnoTpion, komOiHaIii.

Koxg ATX DOSA X52.

Dapmakonoiuni enacmueocmi.

Dapmakoounamixa.

Kanpuumotpion € anamorom Bitaminy D. Jlani gochimkeHsb, M0 MPOBOAWINCS i Vitro, BKa3ylOTh
Ha Te, 1110 KaJBIUIOTPION CIPUYMHSE TalbMyBaHHA Mposidepartii KepaTUHOLUTIB Ta MPUCKOPIOE
ix Mop¢onoriuny audepenuianito. e iiMoBipHUIT MexaHi3M Horo aii npu ncopiasi. [loai6Ho 10
IHIIMX KOPTUKOCTEPOiMiB JUIsI MICHEBOIO 3aCTOCYBaHHs, OeTaMeTa3oHy JAWIpPOMIOHAT Mae
MpOTHU3aMNaibHi, MPOTUCBEPOIKHI, BA30KOHCTPUKTOPHI Ta IMyHOCYIIPECHBHI BJIACTUBOCTI, OJHAK
HE JIiKye TIepBUHHE 3aXBOPIOBAaHHA. BUKOPUCTaHHS OKJIO3IHHUX TIOB’SI30K  IMiJICHITIOE
TepaneBTUYHUN e(eKT 3a paxyHOK MiJBHMILIEHHS NMPOHUKHEHHS y POrOBUH miap emiaepmicy. Y
3B’S3KY 3 IIUM MO’KE€ 301JIBIIyBaTHCS 4acTOTa PO3BUTKY MOOIYHUX peakiiiif. 3arajoM, MexaHi3m
MPOTHU3ANATBHOI AKTUBHOCTI CTEPOI/IIB JIJIsI MICIIEBOTO 3aCTOCYBAHHS OCTAaTOYHO HE 3’SICOBaHUM.
VY nociijpkeHH1 3 0e3meKku 3a ydyacTio 634 maiieHTiB 13 ICOpia3oM JOCIiIKYBaJUCS MOBTOPHI
KypcH JIIKyBaHHS Ma33l0, 110 MICTHTh KaJIbLUIIOTPION + OeTaMeTa3oHy AMIPOIIOHAT, IO
3acTocoByBaiaca 1 pa3 Ha 100y 3riiHO pekoMeHjaliil abo sk MOHOTeparis, a00 4eprymouu 3
Ma33lo, IO MICTUTh KaJbUUIOTPION, MPOTIroM Tmepiogy A0 52 TIKHIB TOPIBHSIHO 13
3aCTOCYBAHHSAM Ma3i, 1[0 MICTUTh KaJbLIUIOTPIOJN, K MOHOTEpaIis NpoTsIroM 48 TIXKHIB Micis
MOYaTKOBOTO KypCy 3acTOCYBaHHS Ma3i, IO MICTUTh KaJIBIUIOTPioN + OeTameTa3oHy
aunpornionat. [ToGiuHI peakiiii Ha JiKapcbkuil 3acid6 Oynu 3apeectpoBani y 21,7 % mnarieHTiB
IpynH JIIKYBaHHS Ma33lo, 1110 MICTUTh KaJbLUIOTPIoN + OGeTaMera3oHy aumnpomioHar, y 29,6 %



MAI€HTIB TPYIH JIKYBaHHS Ma331l0, 0 MICTUTh KaJbIUIOTPion + GeTaMeTa3oHy AMIPOIIOHAT,
Yepryroun 3 JIIKYBaHHSM Ma33io, L0 MICTHTh Kanpuumnotpion, 1y 37,9 % mnaiiieHTiB rpynu
JKYBaHHS Ma33i0, 0 MICTUTh KaJabIUIOTPioi. [To6iuHMMHU peakuisiMu Ha JIIKapChbKUii 3aci0, sKi
Oynu 3apeecTpoBaHl y OUThIl HDK 2 % TMAIi€HTIB TPYMU 3aCTOCYBaHHS Masi, MO MICTUTh
KaJbLIUIIOTpiod + OeTaMeTa3oHy AuIpomioHat, Oynu cBepOixk (5,8 %) 1 ncopias (5,3 %). [To6iuni
peakuii Ha JIKapchbKuil 3acid, MOXJIMBO, TIOB’A3aHI 3 JOBFOCTPOKOBHM 3aCTOCYBaHHSIM
KOPTUKOCTEPOiNiB (Hampukiang, arpodis IKipH, (ONIKyIIT, AemirMeHTauis, QypyHKyId i
nyprnypa), Oynu 3apeectpoBaHi y 4,8 % malieHTIB Ipynd 3acTOCyBaHHS Masi, IIO0 MICTUTh
KaJpIUIoTpion + OeTaMeTa3oHy JumpomioHar, 2,8 % TalieHTIB Tpynd IOYEpProBOro
3aCTOCYBaHHS Ma3l, [0 MICTUTh KaJIBITUIOTPION + O€TaMeTa30Hy JUIIPOITIOHAT/Ma31, 110 MICTHTh
KaJbIUIIOTPION, 1y 2,9 % MarieHTiB rpynu 3aCTOCYBaHHS Masi, [0 MICTUTh KaJIbLUIOTPIOI.
BinnoBias HATHUPKOBUX 3aJ103 HA apeHoKopTuKoTponHuii ropMoH (AKTT') Bu3Hauanu nuisixom
BHUMIPIOBaHHS PIBHS CHPOBATKOBOT'O KOPTHU30JY Y MAIEHTIB 13 PO3MOBCIOKEHUM TICOPIa3oM K
YaCTUHU T'OJIOBH, MOKPHUTOI BOJIOCCSAM, TaK 1 MICOPia30M 1HIIUX AUISHOK TUIa, BUKOPHUCTOBYIOUH
1o 106 r xomOiHamii remo, M0 MICTUTh KaJbIMIIOTPioa + OGeTaMeTa3oHy JHUIPOIOHAT, 1 Masi,
10 MICTHTh KaJbIIUIOTPION + OeTaMeTa3oHy AUMNPOIIIOHAT, Ha TIWKIAEHb. Y 5 3 32 maiieHTiB
(15,6 %) Oyno 3adikcoBaHO MOTpaHUYHE 3HIKEHHS BHUBEJICHHS KOPTH30Jly Y BIANOBiAb Ha
crumyssiito AKTI uepe3 30 xBunuH micns 4 THXKHIB JIIKYBaHHS, a TakoK y 2 13 11 mamieHTiB
(18,2 %), sixi MpoJOBXKYBaIU JIKYBaHHS 0 8 TIXKHIB. Y BCIX BHUIAJKaX piBEHb KOPTHU30JYy B
cupoBarii KpoBi OyB y Mmexkax Hopmu dYepe3 60 xBunmuH micas crumyssii AKTI. He
CIOCTEpIraiocss O3HaK 3MiHM MeETa0oJi3My Kajibllil0 y IMX Mali€eHTiB. TakuM YHMHOM, IIO
CTOCY€TbCA TMpUTHIYEHHS (YHKUII rinoraisamo-TinogdizapHO-HaJHUPKOBO3AJO3HOI CHCTEMH, Y
IIbOMY JOCJIDKeHHI OyJI0 OTPUMAaHO JesKl J0Ka30Bl1 JaHi LIOJ0 TOTO, IO Jy’Ke BHCOKI 103U
resio 1 Masi, 0 MICTATh KaJbIMIIOTPioa + 6eTaMeTa3oHy AMUIIPOIIOHAT, MOKYTh MaTH ClIaOKHii
BIUIMB Ha (PYHKLIIO T1OTaIaMo-TinodizapHo-HaHUPKOBO3AI03HOI CHCTEMHU.

[TaiieHTH TUTAYIOTO BIKY

Bignosige HagHUpPKOBUX 3a703 Ha ctuMyiisinito AKTI ouiHioBanacs y HEKOHTPOJIbOBAHOMY 4-
THXKHEBOMY JOCHiPKeHHI y 33 miunTkiB BikoMm 12-17 pokiB 13 IcopiazoM Ha T, SKI
BUKOPUCTOBYBAJIM /10 56 T Ma3i, [0 MICTUTh KaJbLUIOTPiON + GeTamMeTa3oHy AMIIPOIIOHAT, Ha
THXAeHb. [Ipo Bumaaku npurHidyeHHs (QyHKUI TinoTanaMo-rinodizapHo-HaJHUPKOBO3AI03HOT
cucTeMH He noBigoMisiocs. He Oyio 3apeecTpoBaHO jKOHOTO BUMAKY TilepKalbIieMii, ane y
OJIHOTO TAIIEHTa BIAMIYAJIOCS IiJIBUINCHHS DPIBHA KaJbI[ll0 B CE4i, MOXJHWBO, IOB’s3aHE 3
JKYBaHHSIM.

Dapmakokinemuxa.

PesynbraTi KIIHIYHMX JOCTI/KEHb 3aCTOCYBAaHHS Masi, MIY€HOi pPaji0aKTUBHUM i130TOIOM,
BKa3ylOTh Ha Te, 110 CUCTEeMHA a0CcopOIis KaJbLUIOTPioNy 1 OeTaMeTa30oHy CTaHOBUTH MEHIIE
1 % Bin 3acrocoBaHoi no3u (2,5 T) MpW HAHECEHHI Ha 310pOBY IKipy (625 cM?) mpoTArom
12 ronuu. HaneceHnHs Ha mcopiaTU4HI OJSIIKKA 1 MiA OKITIO31HHI TIOB’SI3KM MOXE 30UTBIIUTH
BCMOKTYBaHHsSI KOPTHUKOCTEPOiZiB JUIi MICIIEBOTO 3acTOCyBaHHs. BCMOKTyBaHHA depe3
MOIIKO/KEHY IIKIPY CTaHOBUTH NpUOIN3HO 24 %.

[Ticns cucteMHOl eKcro3uilii O0uaBa aKTUBHUX 1HTPEAIEHTH — KaJbIUIOTPiON 1 OeTameTra3ony
JUMPOMIOHAT — IIBUIKO 1 €KCTEHCHMBHO MeTabomi3yroThes. Jlikapchkuil 3aci® 3B’sI3yeThes 3
Oinmkamu npubian3Ho Ha 64 %. Ilepion HamiBBMBEICHHS JIKapChKOTo 3aco0y 3 IUIa3MU KpOBi
MICJIsl BHYTPIIIHBOBEHHOTO 3aCTOCYBAaHHSI CTAHOBUTH 5-6 TOuH. Y 3B’SI3Ky 3 YTBOPEHHSIM JIETIO B
HIKipi eTiMiHaLisA JIKapchbKOro 3aco0y 31 HIKIpU MICIs HAIIKIPHOTO HAaHECEHHs BiAOyBaeThCs
MPOTSTOM JCKITbKOX JHIB.

beramerazoH MeTa0oi3yeThCsl MEPEBAXXHO Yy TMEYiHIl, aje TaKoX 1 B HUPKaX 3 YTBOPEHHIM
IMIIOKYPOHIZIB 1 cylbdoedipiB. OCHOBHUI NUISIX BUBEICHHS KAJbLUIOTPIONy — 3 KajoM (Y
IIypiB 1 KApJIUKOBHUX CBUHEH), a OeTaMeTa30Hy JAUIPOMIOHATy — i3 ceuero (y IIypiB 1 mumeit). Y
LIypiB JOCTIIKEHHS PO3MOJULY B TKaHMHAX KaJbIUIOTPIONy 1 OeraMeTa3oHy IUIPOIIOHATY,
MIYEHUX PaJllOaKTUBHUM 130TONOM, NMPOJEMOHCTPYBAJIH, 10 HUPKH 1 MEYiHKa Malu HalBHUIIHUI
piBEHb PaJII0aKTUBHOCTI.




PiBeHb KaJbLUMIOTPiONy 1 OeTaMeTa30Hy TUMPOIIOHATY OyB HM)KUE HMKHBOI MEXi KUIBKICHOTO
BHU3HAUEHHS Yy BCIX 3pa3kax KpoBi 34 Mali€HTiB, sIKI OTPUMYBAJHU JIKyBaHHS MpPOTIrom 4 abo
8 TIDKHIB SIK refieM, 1[0 MICTUTh KaJbIUIIOTPioN + 6eTaMeTa3oHy JIUIpPOMiOHAT, TaK 1 Ma33ko, 110
MICTUTh KaJbLIUIIOTPION + OeTaMeTa3oHy IUIPOIIOHAT, MO0 OOUIMPHOrO Mcopia3y SK Ha T,
Tak 1 Ha YacTUHI TOJOBH, BKPHUTOI BojoccsiM. OOuH MeTaloNiT KalbLUIOTPIONy 1 OJUH
MeTabomiT GeTaMeTa3oHy JAUIPOIIOHATY OyiIH KUIbKICHO BUMIPIOBAHUMH Y JIESIKHUX HAIlI€EHTIB.

Kainiuni xapakrepucTuku.

Ilokazanns.

MicueBe jiiKyBaHHsS CTaOLIBLHOIO BYJIBIapHOro OJISIIIKOBOIO Icopiasy, IO MHiAJsArae MicleBii
Teparii y J0pOCIIuX.

IIpomunokaszanna.

[linBumena dYyTIMBICTh A0 MIFOYMX PEUYOBUH ab0 10 Oyab-sIKOi 3 JOMOMDKHHMX PEUYOBUH
JKapChKOTo 3aco0y, 3a3HaueHUX y po3aini «Ckiam.

3acTocyBaHHA JKapchkoro 3aco0y Ilcorpion®, Mmasp, NPOTHIOKa3aHO TaIicHTaM i3
MICOPIATUYHOIO EPUTPOJIEPMIEI0, EKCPOTIATUBHUM 1 ITyCTYIHO3HUM IMICOPIa3oM.

V 3B’a3ky i3 BMmictoM Kanmpiumnorpiony Ilcotpion®, Masb, NPOTHIOKA3aHUK TAIliEHTaM 3
BIJJOMUMH MOPYIIEHHSIMU METa0013My KaJbIlit0 (AUB. po3aiu1 «OcoOIMBOCTI 3aCTOCYBAHHSD»).

V 3B’a3Kky i3 BMicToM KopTukoctepoimy Ilcorpion®, Masb, TPOTHIIOKA3aHUI TNIPU TaKHMX
3aXBOPIOBAHHSX: Ypa)kKeHHs LIKIpH BIpycHOI eTioJorii (Hampukiaja, reprec abo BiTpsHa Bicma),
rpubkoBi abo OakrepiasbHi i1HGeEKHIl MKIpW, Napa3uTapHi 1HQEKUli, MKIpHI MOPOsSBU
TyOepKyIb03y, MepiopaabHUi JepMaTHT, aTpodis MIKipH, aTpoidHi CMyTH HIKIpH, MiJBUIIECHA
JAMKICTh CyJAHH, 1XTi03, BYrpi 3BMYaiiHi, Byrpl poXeBi, po3aliea, BUPa3Ku 1 paHu (IUB. PO3ILT
«Oco0IMBOCTI 3aCTOCYBAHHS»).

B3aemooia 3 inwumu nikapcoKumu 3acovamu ma inwii 6UOu 63a€Emo0iil.
YKomuux nocimimkens B3aeMoii 3 mikapchkum 3acobom Icorpion”, Mask, He IPOBOAUIIOCH.

Ocobueocmi 3acmocysanns.

BrivB Ha eHIOKPUHHY CUCTEMY

[Tcotpion®, Masb, mictuth motyxkuuii crepoin 11 rpymu. Cinix yHUKAaTH CYIyTHBOTO JIKYBaHHS
iHmmME ctepoinamu. [1o61uH1 peakiii, 110 PO3BUBAIOTHCS Y 3B SA3KY 3 JIKYBaHHSIM CUCTEMHUMHU
KOPTUKOCTEPOiZJaMH, Takl SK MPUTHIYEHHS (QYHKIII KOpU HAJHUPKOBHX 3ajio3 ab0 BIUIMB Ha
METa0OIIYHUI KOHTPOJb IyKPOBOTO JiabeTy, MOXKYTh TaKOX PO3BHMBATHCS IiJ 4yac JIKyBaHHS
KOPTUKOCTEPOiIaMH JIJII MICIIEBOTO 3aCTOCYBaHHS, BHACIHIIOK cHCTeMHOI abcopoOirii. [ToTpidHo
YHUKAaTH HAHECEHHS JIKapChbKOro 3aco0y IiJ] OKIIO31iHY MOB 3Ky, OCKUIBKM 1€ 30UIbIIye
CUCTEMHY abcopOI1it0 KOPTUKOCTEPOiIiB.

Takox cIifi YHUKaTH 3aCTOCYBaHHS JIKapChKOTO 3aco0y Ha BEIMKHX JUISHKAX YIIKOHKEHOI
mKipyu abo Ha CIM30BUX O0OJIOHKaX, a00 y CKJIaJKaxX IIKipH, OCKUTBKHU 1€ 30UIBIIYE CUCTEMHY
abcopO11it0 KOPTUKOCTEPOIIiB (IUB. po3ain «I1061uHi peakiiiin).

[Tix yac gocmipKeHHS 3a YYacTIO MAIIEHTIB 5K 13 PO3MOBCIOPKEHUM TICOP1a30M YaCTHHU TOJIOBH,
MOKPUTOI BOJIOCCAM, TaKk 1 3 PO3MOBCIO/KEHUM IICOpia30M IHIIMX JAUISHOK Tida, fAKi
3aCTOCOBYBaJIM KOMOIHAIIIIO TEJI0, [0 MICTUTh KaJIbLIUIIOTP10J + OeTaMeTa3oHy IUIPOIIOHAT, Y
BUCOKHMX J103aX (HAaHECEHHs JIKapCchKOro 3aco0y Ha IIKIpDY 4YacTUHH TOJIOBH, IOKPHUTOI
BOJIOCCSIM) 1 Ma3l, 1[0 MICTUTh KaJbLIIUIIOTPION + OeTaMeTa3oHy AMIPOIIOHAT, Yy BUCOKUX J103aX
(HaHeceHHs JiKapchKoro 3aco0y Ha iHIN AUISHKU Tina), y 5 3 32 mariiedTtiB Oyno 3adikcoBaHO
MOTpaHUYHE 3HWKEHHSI BUBEACHHS KOPTH30dy Yy BiamoBiap Ha ctumyisnito AKTI micnsa 4
THXKHIB JIIKYBaHHS (IUB. po3ail «DapmakoauHaMiKay).

BrnuB Ha MeTa00J113M KallblIiio

VY 3B’S3KY 13 BMICTOM KaJIbIMIIOTPIOIY MOXKE PO3BUBATHUCS TiMEpPKAIbLIEMIs, SKIIO EPEBUIICHO
MakcuMaibHy 1000BYy 103y (15 1). CupoBaTKOBHN BMICT KajbIlil0 HOPMATI3YEThCSA TIPHU




NPUMIMHEHHI JIKYBaHHSA. PU3UMK PO3BUTKY TiMepKajblieMii € MiHIMAJbHUM IpPH JOTPHUMaHHI
pEeKOMEeHallll, K1 CTOCYIOThbCS KalbLUIOTpiony. He ciif 3acTocoByBaTH JiKapchKui 3acid Ha
TUISHKA IOKIpH, M0 CTaHoBiATH Ounmbmie 30 % moBepxHi Tinma (auB. po3ain «Crocid
3aCTOCYBaHHS Ta JIO3U»).

Micuesi mo0ivHi peakiii

[Tcorpion®, Masb, mictuth motyxkuuii crepoin 11 rpymu. Cinix yHUKaTH CYIyTHBOTO JIIKYBaHHS
IHIIUMH cTepoifaMu OAHI€T 1 Tiel k AugHKHU. IlIkipa oO6muyuys Ta reHiTaimiil Ayxe 4yTiauBa J10
KOPTHUKOCTEPOIiB, TOMY JIIKQpCHKUH 3aci0 HE CIIiJl 3aCTOCOBYBAaTH Ha WX AUIsiHKax. HeoOximHO
npoiHGOpMyBaTH Malli€HTa MIOAO0 NPAaBWIBHOTO 3aCTOCYBAaHHS JIIKAPCHKOTO 3acoly s
3armo0iraHHsT HAHECEHHIO a00 BUMAJKOBOMY TOTPAIUIIHHIO HOro Ha OOJIMYYs, B POTOBY
NOpOXHHUHY a00 o4i. HeoO0XiTHO MUTH PYKH Micisl KO)KHOTO HaHECEHHS JIIKapChbKOTo 3aco0y AJst
3anmo0iraHHs HOTO BUIIAIKOBOMY MOTPAILISTHHIO HA 1M1 IJITHKY TiJIa.

CynyTHi iHdeKIii MKipu

[Ipn ycknagHeHHI ypaXeHb BTOPHUHHOIO 1H(MEKIE€I0 CIiJ] MPOBOJUTH aHTUOAKTEpiabHYy
Tepamito. OJHAaK TpU 3arocTpeHHi iH(peKUii JiKyBaHHA KOPTHKOCTEpOilaMu HEOOXiTHO
MPUMUHUTH (IUB. po3ain «[IpoTunokazanusm»).

Binmina tepamnii

[lin yac nikyBaHHS Icopiasy KOPTHUKOCTEPOiJaMH, IO 3aCTOCOBYIOTHCS MICLEBO, € PU3HK
TeHEPaJIi30BaHOTO IMyCTYJIHO3HOTO Tcopiasy ab0 BUHUKHEHHS €(EKTIB PUKOLIETY MPH BiIMiHI
Jikapcbkoro 3aco0y. Tomy HEOOXITHO TMpPOJOBXKYBAaTH CIOCTEPEKEHHS Yy JIKaps MICs
MIPUITUHEHHS 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Yy.

JIOBIOCTPOKOBE 3aCTOCYBAHHS JTIKAPChKOTO 3ac00y

ITig yac AOBrOCTPOKOBOTO 3aCTOCYBAHHS KOPTUKOCTEPOIiB MiABHUIYETHCS PU3UK BUHUKHEHHS
MICIIEBUX a00 CHCTEeMHHX TOOIYHUX peakiii. 3acToCyBaHHS JIIKAPChKOTO 3acoly CIif
NPUITUHUTH y pa3i BUHUKHEHHS MOOIYHUX peakiliif, MOB’A3aHUX 13 TPUBAIUM 3aCTOCYBAHHSIM
KOPTUKOCTEPOiiB (AuB. po3ain «[1obiuHi peakii»).

3acTocyBaHH4, OLIIHKA KO0 HE MPOBOIMIACS

JlocBimy 3acTocyBaHHS JIKapchKoro 3aco0y Ilcorpion®, ma3e, mamicHTaM i3 KparmiemnomiOHuM
1ICOpia3oM HeMae.

CynyTHe sikyBaHHS 1 Y D-0onpoMiHEHHS

JloTenep iCHYIOTh JUIE OOMEXKEHI JaHi HI0J0 3aCTOCYBaHHS I[bOIO JIIKAPCHKOTO 3aco0y Ha
YaCTHUHY TOJIOBH, TOKPUTY BOJIOCCSIM.

Mas3p, 1110 MICTUTh KaJIbLUIOTPION + OeTaMeTa30Hy JUMIPOIIOHAT, /Ui JIKYBaHHS MICOPIaTUYHUX
ypa)keHb Ha Tl BUKOPUCTOBYBAJIM y KOMOIHamlii 3 TrejeM, IO MICTUTh KaJbLUIOTpion +
OeramMeTa3oHy IUIPOIMIOHAT, JUIS JIIKYBaHHS IICOPIaTUYHUX YpakeHb Ha YaCTHHI TOJIOBH,
MMOKPUTOI BOJIOCCSIM, aji€ JOCBiJ 3aCTOCYyBaHHS KOMOIHAIlii JIKapChKOro 3aco0y, IO MICTHTh
KaJbIUIIOTPION + OeTaMeTa3oHy AMIIPOIIOHAT, 3 IHIIMMH AaHTHIICOPIATHYHUMHM JIKapChbKUMHU
3aco0aMH ISl MICIIEBOTO 3aCTOCYBaHHS Ha OJIHY 1 Ty XK JAUISHKY, 3 IHIIMMH aHTUIICOPIATUYHUMHU
JKapChKUMU 3aC00aMH, 1110 3aCTOCOBYIOTBCSI CUCTEMHO, a00 3 poToTepamniero € OOMEKEHUM.

[lig uwac 3acTocyBaHHsS JiKapchkoro 3aco0y Ilcorpion®, Masp, MamieHTaM PEKOMEHIYEThCS
oOMexxyBaTh a00 YHUKaTH HaJMIPHOTO BIUIMBY MPHUPOJHOrO ab0 IITY4YHOTO CBITJIA.
Kanprumotpiost 1151 MiCIIeBOT0 3aCTOCYBAaHHS HE CJIiJl BUKOpUCTOBYBaTH 3 Y DO, KpiM BUIIAJIKIB,
KOJIM JIIKap 1 MaIieHT BBaXAalOTh, 1110 O4iKyBaHA KOPUCTh NepeBakae MOTCHLIHHUNA PU3HK.
[lopyieHHs 30py

IIpu 3acToCyBaHHI CHCTEMHHMX KOPTHUKOCTEPOiJiB a00 KOPTHUKOCTEPOIAiB JUIi MICIIEBOTO
3aCTOCYBAaHHSI MOXKJIMBE TTOPYIICHHS 30py. SIKIIO Yy MaIfieHTa € TaKi CHMIITOMH, SIK 3aTyMaHEHHH
3ip abo 1HII MOpYLIEHHS 30py, HOro CliJl HampaBUTH 0 O¢TaJbMojiora Ajs BU3HAUCHHS
MOJIMBHX TIPUYMH, SKIi MOXXYTh BKJIIOUaTH KaTapakTy, TJaykoMy a0o Take piJIKicHe
3aXBOPIOBAHHS, K IIEHTpajibHa cepo3Ha xopioperunomnartis (LICXP), npo siky moBimomiisiiocs
MICJsT 3aCTOCYBaHHSI CHUCTEMHHMX KOPTHUKOCTEPOIAIB Ta KOPTUKOCTEPOi[iB MJisi MICIEBOrO
3aCTOCYBaHHS.

[To614HI peakIlii Ha JOTOMIXKHI PEYOBUHHU




[TcoTpion®, Masb, MICTUTH OYTHJITIAPOKCUTONYOJ SK JOMOMDKHY PEYOBHHY, IO MOXKE
CHPUYMHATH MICLEBI WIKIpHI peakiii (HampuKIaj, KOHTAaKTHUI JepMaTuT) abo MOJpa3HEHHS
o4el 1 CIM30BUX 0OOJIOHOK.

3acmocysanns y nepioo eacimnocmi abo 200y8aHus 2pyoor.

BaritHicTh

JloTernep HEMae HAIEKHHMX JaHMX MIOJ0 3aCTOCYBaHHs JiKapchkoro 3aco0y ITcorpion”®, mass,
BariTHUMM  JKIHKamH. Pe3ynpTaT  JOCHI[DKEHb HaA  TBapUHaXx 13  3aCTOCYBaHHSM
[JIIOKOKOPTHUKOCTEPOI/NiB  BKAa3yBaIM Ha PENpPOAYKTHBHY TOKCHYHICTh, aje B  HU3LI
enieMioNoTiYHNX JociipkeHb (MeHm HDK 300 HachikiB BariTHOCTI) HE OyJo0 BHSBIEHO
BPO/DKEHUX aHOMATiM y HEMOBIAT, MaTepl SKMX 3aCTOCOBYBAIM KOPTUKOCTEPOIOM Mija yac
BaritHOCTi. [IOTeHINHMIA pU3KK A/ JIOMHM J0TENep He Bu3HadeHui. Tomy Ilcotpion®, Mass,
3aCTOCOBYIOTH IIiJl Yac BariTHOCTI JIMIIE TOMAi, KOJM OYIKyBaHa KOPHUCTh IEPEBUIILYE
MOTEHITIHHUN PU3HK.

[lepion roxyBaHHS TPYIIIO

berameTa3zoH npoHUKae y rpyJHe MOJIOKO, OJTHAK MOOIYHI peakiii y TUTUHH MaJoOWMOBIpHI IIpH
3aCTOCYBaHHI JIIKAPCHKOTO 3ac00y y TepaneBTUYHHUX J03aX. KIHIYHUX JaHUX MOJI0 BHUIIIJICHHS
KaJBIUIOTPIONY Yy TIpyAHEe Moyoko Hemae. JKiHkaMm y mepiof] TOAYBaHHS TpPYAJIO0 CIiJ
npusHauaty [Icotpion®, Mass, i3 obepeskHicto. [lamienTkam He i Hanocuty [TcoTpion”, Mass,
Ha MOJIOYHI 3aJI03H TIiJT 9ac TOyBaHHS TPYUIIO.

DepTUIbHICTD

VY pe3yiabTari MpOBEIEHHS AOCIIKEHb Y HIypiB 3 MEepOpajJbHUM BBEACHHSM KallbLIUIIOTPIONY
abo OeTaMeTa3zoHy IUNIPOIMIOHATY He OyJI0 BUSBIICHO 3HMKEHHS (PEPTHIIBHOCTI Y CaMIIiB 1 CAMOK.

30amuicmy enaueamu Ha WEUOKICMb peakyii npu KepysauHi a8mompaHcnopmom abo iHuumMu
MexaHizmamu.

[Icotpion®, Mmasp, He BIUIMBac ab0 Mae HE3HAYHMM BIUIMB Ha 3JaTHICTh KepyBaTH
aBTOTPAHCIIOPTOM a00 THITMMHU MEXaHI3MaMH.

Cnoci6 3acmocyseanns ma 0o3u.

03U
[TcoTpion®, Ma3b, CJTiJl HAHOCHTH Ha ypakeHi AUIAHKH mKipu 1 pa3 Ha 100y.
PexomeH0BaHu# nepiof JiKyBaHHS CTAaHOBUTH 4 THXKHI. ICHye JOCBiJ MPOBEACHHS MOBTOPHUX
KYpCiB 3aCcTOCYBaHHs JliKapchkoro 3aco0y Ilcorpion®, mMass, mpoTsaroM mepiomy 10 52 THXKHIB.
Sxmo gepes 4 THKHI HEOOX1THO IPOAOBKUTH a00 TTOHOBUTH 3aCTOCYBAHHSI JIIKAPCHKOTO 3aC00Y,
e MOTPIOHO POOUTH TIIBKU MICHs KOHCYJNbTalli 3 JIKapeM 1 MiJl PerysipHUM MEIUYHUM
HarssiioM. IIpu 3acTocyBaHHI JIIKAPCHKUX 3ac001B, 110 MICTATH KaJBIUIIOTPION, MaKCUMalbHA
noOoBa j03a HE MOBMHHA TiepeBuiyBaTu 15 r. I[lmoma HaHeceHHs JIIKapChKUX 3ac00iB, IO
MICTSTh KaJIBLUIOTPION, HE MOBMHHA mnepeBuiryBatd 30 % moBepxHI Tina (IUB. PO3ALT
«OCoOIMBOCTI 3aCTOCYBaHHS ).
Crioci6 3acTOCyBaHHS
[TcoTpion®, Mask, CIIiJ HAHOCUTH HA ypakeHi Hinsuku mkipu. He pekoMeHIyeThes mpuiiMaTy
nym abo BaHHY ojpasy micis HaHeceHHs Ilcotpion®, mMasb, U JOCATHEHHS ONTHMAIBHOIO
edeKTy.
Oco01MBi Irpyny NaIieHTiB
Tlayienmu i3 nopywennsamu GyHKyii HUpOK ma neyvinKu
Besneka ta edexTuBHiCTH 3acTocyBanHs [IcoTpion®, Mash, MAI[iEHTaM i3 TSKKOK HUPKOBOIO
HEJOCTaTHICTIO a00 TSHXKKMMHM 3aXBOPIOBAHHSIMU MEUIHKU HE BU3HAUYEHI.

Jimu
[alieHTH TUTIYOrO BIKY



Besneka Ta edexTuBHicTh 3actocyBanHs Ilcotpion®, Mmase, aitaMm Bikom g0 18 pokis He
BCcTaHOBJIeHI. HasiBHI Ha CHOTO/IHI /1aHI IO/I0 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y JITSAM BIKOM BiJT
12 no 17 pokiB onucaHo y po3aiiax «PapmakonuHamika» Ta «I1o6iuHi peakuii», ale He MOXKHA
Ha/IaTH JKOJTHUX PEKOMEHIAIH 00 03yBaHHSI.

Ilepeoo3ysanns.

3acTocyBaHHA JIIKAPCHKOTO 3aco0y y /03aX, L0 MEPEBUUIYIOTh PEKOMEHIOBaHY 103y, MOXKeE
CHPUYMHHUTHU MIJIBUILEHHS PIBHS KaJbIII0 Y CHPOBATLI KPOBI, II0 MUHAE MIPU BIAMIHI JIKYBaHHS.
CumnTomMH TinepKajbllieMii BKIIOYAIOTh MOJIYypito, 3amop, M’sS30BY clIaOKiCTh, CIUTyTaHICTb
CBIJIOMOCTI 1 KOMY.

HanMmipHe TpuBaje 3acTOCyBaHHS KOPTHKOCTEpOiNiB Ul MICIIEBOIO 3aCTOCYBaHHS MOXKeE
MPUTHIYYBaTH  TinodizapHO-HAAHUPKOBO3AJIO3HY  (QYHKIIIO 3  PO3BUTKOM  BTOPHHHOI
HE/IOCTaTHOCTI Ha/JIHUPKOBUX 3aJ103, 1110 3a3BUYail Mae 000pOTHUI XapakTep. Y TaKUX BUIAJIKax
MOKa3aHe CUMITTOMATUYHE JTIKyBaHHSI.

VY pa3i XpOHIYHOT TOKCHYHOCTI CJIiJ] MPOBOAUTH MOCTYIOBY BiIMiHY KOPTUKOCTEPOIIiB.
[ToBimomitsiocs, MO B Pe3yJIbTaTi HEMPABWILHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y B OJIHOTO
MaIi€HTa 13 PO3MOBCIOPKEHUM €PUTPOJICPMIYHUM I1COPIa30M, KM OTpUMYBaB JIiKyBaHHs 240 r
Ma3i, [0 MICTHTh KaJBIUIOTPION + OeTamMeTa3oHy IUIIPOMIOHAT, MIOTHMXKHS (110 BIAMOBIIAE
n00oBiil 031 mpuOnuM3HO 34 T) mpOTATOM S5 MicAIiB (MakcUMallbHA PEKOMEHJOBaHA /032
CTaHOBUTH 15 T Ha 00y), po3BUHYBCs cuHApoM KymiuHra mij yac JikyBaHHS, a B OJAIbIIOMY
— IyCTYJIbO3HU IIcopia3 Micis panTOBOTO MPUITMHEHHS JTIKYBaHHS.

Ho6iuni peakuii.

OniHka 4acTOTH PO3BUTKY MOOIYHUX peakiiii I'PYHTY€EThCS Ha y3arajlbHEHOMY aHaji3l JaHUX
KIIHIYHUX JOCTiIKEeHb, BKIIOUAIOYM TMICIsApPEECTpaIliiiHi JAOCTIKEHHS 3 OIIHKU O€3MeKd Ta
CIIOHTAHHI ITOBITOMJICHHS.

[ToGiuHMMU peakiisMu, PO SKi HalyacTile MOBIIOMIISIIOCS i/l Yac JIIKYBaHHS, € pi3Hi peakii
3 OOKY HIKIpH, TaKi K CBEpOIXK 1 JTYIIECHHS MIKIPH.

[ToBimomsIOCs PO BUMAJIKK MYCTYIBO3HOTO 1ICOpia3y 1 rinepKajibLieMii.

[To6iuni peaxiii HABOASITHCS BIAMOBIMHO 10 TepMiHOJOTII «cuctema-opran-kiacy (COK)
MedDRA Ta 32 4acTOTOI0 BUHHKHEHHS. Y MEXax KOXHOI IpYyINu NOOIYHUX PeaKilii 3a 4acTOTOO
BOHHM TIPEJICTABJICHI B IOPSIKY 3MEHIIIEHHS CEPHO3HOCTI.

[adekiligl Ta mapa3uTapHi 3aXBOPOBAHHS

Heuacro (>1/1000, <1/100) IxipHi peakiii*, GhomikymiT
Pinko (>1/10000, <1/1000) DypyHKYIT

3 00Ky IMyHHOT CHCTEMH

Pinko (>1/10000, <1/1000) | [TigBuIIIeHAa Yy TIUBICTH

3 00Ky 00MiHY PEYOBHH Ta XapuyBaHHS

Pinko (=1/10000, <1/1000) | Dimepkansiiemis

3 00Ky oprasiB 30py
Yacrora HeBioMa (HE MOXKHA BU3HAYUTH Ha | 3aTyMaHeHHMH 3ip (AMB. TaKOX PO3ILT

OCHOBI1 HasIBHUX JAaHUX) «Oco0aMBOCTI 3aCTOCYBaHHS»)

3 OOKY MIKIpH Ta MiAMKIPHOT KIITKOBHHH

Yacro (>1/100, <1/10) JlymieHHs mKipH, cBepOiK

Hewacro (>1/1000, <1/100) Atpodist mIKipu, 3arocTpeHHs TIcopiasy,

J€pMaTUT, epuTeMa, BUCUIIAHHA™*, mypmypa
abo eKkxiM03, BIJUYTTS TMEYIHHSA WIKipH,
MOJIpa3HEeHHS IIKIpU




Pigxo (=1/10000, <1/1000) [lycrynpo3umii mcopia3, cTpui Ha MIKIpi,
peakiii  (HOTOUYTIIMBOCTI, BYTpi, CYyXICTh
HIKipH

3aranbHi po3JIaJ Iy Ta peakilii B MiCIli HAHECEHHS J1KapChbKOTro 3aco0y

Heuacro (>1/1000, <1/100) 3MiHM MIrMEHTaIii B MICII HaHECEHHS
JIKapChKOTo 3aco0y, OLIb Y MiCIli HAaHECEHHS
JKapChKOTO 3ac00y ***

Pigko (>1/10000, <1/1000) EdekT pukomery
* [MoBigomisinocst mpo MmKipHi iH(eKii, BKIoYaoun O0akTepiaibHi, TpUOKOBI Ta BipycHi iH(eKii
HIKIpH.

**  Jloimomisyiocs TpO Pi3HI THUMM BHCUIIAHB, TakKi SK eKC(OJiaTMBHE BUCHIIAHHS, IAaIyJbO3HE
BUCHIIAHHS 1 IyCTYJIb03HE BUCUITAHHS.
*#%  BimgyTTs nediHHA y MICIll HAHECEHHS JIIKapCHKOTO 3ac00y BKIIOUEHO B 011 y MICIli HAHECEHHS.

[anieHTH IUTIYOro BIKY
Y HEKOHTPOJILOBAHOMY BIIKPUTOMY JOCTIKEeHHI 33 Mi/UTiTKU BikoM 12-17 pokiB 3 ByJbrapHUM

[ICOpIa30M OTPUMYBAJIM JIIKYBaHHS Ma33i0, IO MICTUTh KaJbLUIOTPION + OeTamMera3oHy
JMIIPOIIIOHAT, IPOTATOM 4 TIKHIB 1O MaKCHMaJIbHOT 103U 56 T Ha TwxaeHb. He Oysio BusBIEHO
HOBUX TMOOIYHUX SIBHI 1 OyIb-SKHX TPOOJIEM IIOJ0 CHUCTEMHOTO €(PEeKTy KOPTHUKOCTEPOIMIB.
OnHak po3Mip IbOTO JOCHIPKEHHS HE Ja€ 3MOTM 3pOOMTH OJHO3HAUYHUX BHUCHOBKIB IIOJO
npodinto 6esnexu [lcorpion”, Mass, npu ii 3aCTOCYBaHHI AITHMHU Ta IiATITKAMH.

3a3HayeHi HWXK4Ye MOOIuH1 peakiii pO3LiHIOITHCS K MOB’sA3aHi 3 (hapMaKoJIOTIYHUMHU KJacaMu
KaJIbIUIIOTPIO0JY 1 O€TaMeTa30Hy BiANOBITHO.

Kanpuumnorpion

Jlo moOlYHMX peakiiil HajekaThb peakiii y MiClll HaHECEHHs JIKapChbKOro 3acoly, cBepOIkK,
MOJPA3HEHHS ILIKIpH, BIAYYTTS MEYiHHA 1 MOLIUITYBAaHHSI, CyXICTh IIKIPH, €pUTEeMa, BUCUIIAHHS,
JNEepPMaTHUT, €K3eMa, 3aroCTpeHHs T1copiady, ¢oToceHcHuOLTizamiss 1 peakuii MiIBUIIEHOT
YyTJIMBOCTI, III0 MOXKYTh BKJIIOYATH y AYK€ PIAKICHUX BHIAJKaX aHT1OHEBPOTUYHMNA HAOPAK 1
HaOpsIK 00IUYYsL.

Jly’ke piIKo MOXYTh BHMHUKAaTH CHCTEMHI peakiii micis MiCLUEBOro 3acTOCYBaHHS, IO
NpU3BOAATH JI0 Trinepkanbliemii a0o rimepkanbliypii (auB. po3aun  «OcoOinuBOCTI
3aCTOCYBAHHS»).

berameTa3oH (y BUTISA1 TUIPONIOHAT

[Ticig MicIEBOrO 3aCTOCYBaHHS MOXKYTb PO3BHBATHUCS PEAKLii y MiClli HAHECEHHS JIKapChKOTo
3aco0y, 0cOONMBO i Yac TPUBAJIOrO 3aCTOCYBAaHHS, BKJIKOYAIOUYM PO3BUTOK aTpodii LIKipH,
TeJleaHr10eKkTasiil, cTpuil, (oinikynity, rinepTpuxosy, NepiopaJbHOrO AEPMATUTY, aJIEPriuHOrO
KOHTaKTHOTO JIEPMATUTY, JEHIrMEHTaLli Ta KOJIOIIHOT AereHeparii MKipH.

[Ipu nikyBaHHI mcopia3y KOPTHKOCTEpPOigaMH Ul MICIIEBOIO 3aCTOCYBAaHHS MOXXE ICHYBaTH
PH3HUK PO3BUTKY F'€HEPAIi30BAHOTO ITyCTYJIHO3HOTO TICOpiasy.

CucteMHi peakuii, MOB’s3aHI 3 MICLIEBUM 3aCTOCYBaHHSM KOPTUKOCTEPOIIiB, Y JOPOCIHUX
BUHUKAIOTh PiKO. OJHAK BOHU MOXYTh OyTH TSDKKUMH. MOXYTb BUHHKATH MPUTHIYEHHS
¢byHKUIi KOpY HATHUPKOBUX 3all03, KaTapakTa, iH(eKuii, BIJIMB Ha METaOOIIYHUI KOHTPOJIb
IyKPOBOT'O /11a0eTy 1 MiIBUILIEHHS! BHYTPIIIHBOOYHOTO TUCKY, OCOOJIUBO MICIS TIOBIOTPUBAJIOTO
3aCTOCYBaHHs JIIKapchKoro 3aco0y. CuCTeMH1 peakilii BUHHKAIOTh YacTillle NMPH BUKOPUCTAHHI
OKJIIO31MHUX TOB 30K (IUIACTUK, CKJIAJKHU IIKIpU), MPU 3aCTOCYBaHHI JIKapChbKOro 3aco0y Ha
BEIMKI JUISIHKM 1 HpPOTATOM JIOBFOTPUBAJIOrO JIiKyBaHHS (auB. po3ain  «OcobauBocTi
3aCTOCYBaHHS).

IoBiioMIICHHS [IPO MiJI03PIOBAHI MOOIYHI peakIii

[loBimoMieHHsT Mpo MigO3pIOBaHi MOOIYHI peakuii y TMepioJl HOCTMapKETUHIOBOTO
CIIOCTEPEIKEHHS € JyXe BaxuMuBUMHU. lle mae MOXIMBICTH 3IiMCHIOBAaTH  KOHTPOJIb
CHIBBIJHOILEHHS KOPUCTBH/PU3UK JMJIsl JIIKApChKUX 3aco0iB. MenuyHl NpaniBHUKU MOBUHHI
MOB1IOMJISITH PO Oy1b-5IKi M1103prOBaHi MOOIYHI peaKuii.



Tepmin npuoamnocmi. 3 poxu. Ilicns nepmoro BiAKpUTTs — 1 pik.
YmoBu 30epiranns.
36epiratu npu Temneparypi He Buie 25 °C. He 36epirati B XOJOIWIBHHKY. 30epiratv y

HEJOCTYIHOMY JUIsl IITEH MicCIIi.

YnakoBka.
ITo 30 ry Ty6i; mo 1 Ty6i y maui.

Kareropis Binmycky. 3a penenrom.

Bupoonuk. mide 'M6X AprHaitMiTTEb.

Micue3HaxonxeHHs BHPOOHUKA TA HOr0 agpeca Micusi POBA/KEHHsI HOT0 TislJILHOCTI.
Miouxenepuirpacce 15, bpena, Cakconis-Aunxanst, 06796, HimeuunHa.

JlaTa OCTAaHHBLOT'O MEPersy.
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