IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

3onegpoHoBa Kucnota - Bicta
(Zoledronic acid - Vista)

Cknag:

Aitoya peyosumHa: zoledronic acid;

5 M1 KOHLEHTpATY MiCTATb 4 MI 30/1e[pOHOBOT KMCNOTH, LLIO eKBIBA/IEHTHO 4,264 MI 30/1€4POHOBOT KUC/IOTU MOHOTIApaTy;
[ONOMI>KHI peyoBuHU: MaHIT (E 421), TpMHATpItO UUTpaTy AnrigpaTt, Boga ANns iH’ekuUin.

NikapcbKa thopma. KoHUEHTpaT Ans po3unHy Ans iHQys3ii.
OCHOBHI (pi3nKO-XiMiYHi BNacTWUBOCTI: NPO30pwiA, 6e36apBHUIA PO3UMH.

dapmakoTepaneBTUYHa rpyna. 3acobu, Lo BNIMBaKTh Ha CTPYKTYPY Ta MiHepanisauito KicToK. bicgocthoHaTn. Kog ATX M0O5B A08.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

30/1e4pOHOBA KUCNOTa HAeXUTb O HOBOr0 Kacy 6icocoHartis, Lo cneyugiyHUM YUHOM [itoTb Ha KiCTKOBY TKaHUHY. BOHa € 04HMM i3 HaNOTY)XXHILWNX cepes,
BiZJOMMX Ha CbOrOZHI IHri6ITOPIB OCTEOK/IACTUYHOI KiCTKOBOT Pe30opo6Lii.

CenektuBHa fist 6icthocthoHaTiB Ha KICTKM 6a3yeTbCA Ha IXHilA BUCOKIM CMOPIAHEHOCTI 3 MiHepani3oBaHOK KiCTKOBOK TKaHMHOM, OAHAK MOMEKYNSAPHUIA MeXaHi3M,
L0 NPU3BOAUTL A0 IHFiBILiT OCTEOKNACTUYHOI aKTUBHOCTI, HA CbOrOAHI He 3’AcOoBaHMiA. JOoCnigKeHHS Ha TBapyMHax BCTaHOBWN, WO 30/1€4POHOBA KMUCNOTA iHribye
KICTKOBY pe30p6Lito 6e3 HeraTMBHOr 0 BM/IMBY Ha (hOpMYyBaHHS, MiHepani3auito Ta MexaHi4Hi BacTUBOCTI KICTOK.

KpiM iHri6iyii ocTeoKNacTUYHOI KICTKOBOI pe3opbLil, 301e4pOHOBa KMUCAOTa YMHWUTL MPAMY NPOTUMYX/MHHY [i0 Ha KYNbTUBOBaHI KNITUHW MIENOMWU Ta paky
MOJIOYHOT 31031 NIFOAMHU 3aBAAKW IHTIGILIT nponidepayi’ KNiTUH Ta IHAYKUIT anonTo3y. Lie BKasye Ha Te, L0 30/1e4p0HOBA KMUC/I0Ta MOXE MaTV aHTUMeTacTaTUYHi
BNACTMBOCTI. B AOKNIHIYHMX AOCNiAKEeHHSAX BYX NPOAEMOHCTPOBaHI Taki BNacTUBOCTI:

In vivo — iHri6iLis 0CcTeoKNacTHOI KiCTKOBOI pe3opbuii, AKka Aie Ha CTPYKTYPY MIKPOKPUCTaNiYHOr0 MaTpUKCy KiCTKU, WO 3MEHLLYE PICT MYX/IMHW, aHTUAHTIOreHHY
AIt0 (Lt Ha CY4UHW, IO NMPU3BOAUTL A0 3MEHLLEHHSA KPOBOMNOCTaYaHHA MyX/nHK), NPOTUO0/LOBY Aito.

In vitro — iHri6iuisa octeo6nacTHOT Nponidepaii, LMTOCTaTUYHa [id, NPoanonTocTaTUyHa Aist Ha NYXAVHHI KNITUHW, CUHEPTIYHUIA LUMTOCTAaTUYHWIA ePEKT 3 IHLIMMK
NPOTUNYXIMHHUMU NiIKapCbKUMK 3acobamu, aHTUaare3vBHa Ta aHTUiIHBa3MBHa Ais.

dPapmakoKiHe TuKa.

[JaHi 3 (hapMakoKiHETMKM NpU MeTacTas3ax Y KiCTLi OTpMMaHi nicas of4HOPa3oBoil i NOBTOPHUX 5- i 15-XBUNMHHKX iHGY3iN 2, 4, 8 i1 16 M 301e4pOHOBOI KUCN0TH 64
nayieHTam. dapmMakoKiHETUYHI MapaMeTpu He 3an1exxaTb Bif 4031 npenapary.

MMicnsa noyaTky iHMy3iT 30/1epOHOBOI KACNOTM M1a3MOBI KOHLEHTpaL il npenapaty WBnAKO 36i/bLY0TbCS, AocCAratoumn nika HanpukiHyi iHQys3ii, gani BigbyBaeTbCs
LUBMAKE 3MeHLLEeHHSA KOHUeHTpauil Ha 10 % Bif NikoBOro 3Ha4eHHs nicns 4 rogunH i Ha < 1 % Big NiIKOBOro 3Ha4YeHHs Nicng 24 roguH 3 NociA0BHO NPOIOHTOBaHUM
nepiogoM HU3bKNX KOHLEHTPaLii, Wo He nepeBuwyoTb 0,1 % Big Nika, 40 ApYroi iHdy3ii Ha 28- AeHb.

30/1eipOHOBA K1CNOTa, BBEAEHA BHYTPILLHL0BEHHO, BUBOAUTLCA HUPKaMKM Yy 3 eTanu: LWBKAKe 4BOMAa3He BUBEAEHHS MpenapaTy i3 CUCTEMHOT LMPKYNALiT 3 nepiofom



HanIBXNTTA tizy = 0,24 TOANHN i t,g = 1,87 rognHmW i TpMBana (hasa 3 KiHLEBMM Nnepioom HaniBB1BeJeHHS ty,, = 146 rogvH. He Big3Ha4eHO Kymynsuii npenapaty y
nnasmi Npu NOBTOPHUX BBEAEHHSAX KOXHI 28 AHIB.

30/epoHOBA KMC/0Ta He NifaeTbcs MeTabosi3My | BUBOAUTLCA HUPKAMU Y He3MiHeHOMY BUrAAl. MpoTarom nepwmnx 24 rofuH y cedi suasnseToca 3916 %
BBeZEHOI f031. PewTa npenapaTty B OCHOBHOMY 3B’A3YETbCA 3 KICTKOBOK TKaHWHOO. OTiM MOBONI Bif0yBaETbCA 3BOPOTHE BMBISIbHEHHS 30/1€4POHOBOT KUCNOTH 3
KICTKOBOT TKAHWUHW Y CUCTEMHUIA KPOBOTIK i T BUBEAEHHA HUPKaMK. 3arasibHuid KNnipeHc npenapaty B opraHiami CTaHOBUTL 5,04+2,5 n/roanHy i He 3anexuTb Bif
[031 MpenapaTy, CTaTi, BiKy, pacoBOi MPUHAMEXHOCTI | Macy Tina nauyieHTta. 36inblUeHHsA vacy iHgysii 3 5 10 15 XB NpU3BOAUTL A0 3MEHLLEHHSA KOHLEHTpaLii
30/1e4pOHOBOT KMcnoTh Ha 30 % HanpuKiHL iH(Y3IT, ane He BN/IMBAE Ha KPUBY 3a/1eXKHOCTI KOHLIEHTpaL T Bif yacy y nnasmi kposi (AUC).

BapiabenbHicTb (hapMakOKiHETUUYHMX NapameTpiB 30/1eAPOHOBOI KMCOTK Y Pi3HMX NaLieHTIB 6yna BUCOKOLO, K i B IHLLIMX 6icdoctoHaTiB.

[aHi 3 (hapMakoKiHETUKN 30/1ePOHOBOI KMUCMOTW Y NAUIiEHTIB 3 TinepKaibLieMIE0 | MeYiHKOBOK HeJOCTaTHICTIO BIACYTHI. 3a faHWMK, OTPUMaHUMK in Vitro,
30/1e4pOHOBa KMCoTa He iHribye depmeHT P450 noguHKM | He niggaeTbes GioTpaHcopmauii; 3a AaHUMKU eKCrepuMeHTaNbHUX A0CNIAXeHb, MPOBEAEHUX Ha
TBapuHaX, 3 KaJioM BMBOAUTLCA MeHLe 3 % BBefeHOI A03W, WO A€ MOX/IMBICTb MPUMYCKATW, WO CTaH (YHKLUIT MEYiHKN He BMNMBaE Ha (papMakOKIHETUKY
30/1e4POHOBOT KMC/OTMU.

HupkoBuiA KNipeHC 30/1ejpOHOBOI KMUCMOTU KOPENHOE i3 KNIPEHCOM KpeaTUHIHY, HUPKOBWUIA KNIpeHC CTaHOBUTb 75+33 % K/ipeHCY KpeaTuHiHY, WO Aocsras Yy
cepefHbOMY 84+29 mn/xB (fiana3oH 22-143 mi/xB) y 64 OHKONOTIYHUX NaLiEHTIB, BK/IKOYEHUX Y AOCNIIKEHHA. AHaNi3 rpynu nayieHTiB MoKasas, L0 Y NayieHTIB i3
KnipeHcoM KpeaTuHiHy 20 mn/xB (rocTpa HMPKOBa HeOCTaTHICTb) Ta 50 M/XB (CepeHs HUPKOBA HEAOCTATHICTb) BiAHOCHWIA KNipeHC 301e4pOHOBOI Kncnotu — 37 %
Ta 72 % BignoBigHO. OHaK AaHi 3 PapMaKOKIHETUKM Y XBOPUX i3 FOCTPOKD HUPKOBOK HeJoCTaTHICTHO (< 30 M/XB) OOMEXKEHI.

BusiBneHa HM3bKa CnopifHeHICTb 30/1e4POHOBOT KUC/IOTU 3 KNITUHHUMUW KOMIMOHEHTaMu KPOBI.

3B’A3yBaHHA 3 6ifIKaMu Na3Mn HU3bKI, He3B’A3aHa (Ppakuis — Big 60 % npu 2 Hr/Mn ao 77 % npun 2000 Hr/MN 301e4POHOBOT KACNOTH.

Oco6/mBi nonynauii

4iTn

O6MexXeHi (hapMaKOKIHETUYHI AaHi WoA0 AiTel 3 THKKOK (DOPMOKO MOPYLLEHHS OCTEOreHe3y AatoTb MOX/IMBICTb NPUNYCTUTHU, WO PapMaKOKiHETMKA 30/1e[pOHOBOT
KUCNOTKW Y AiTeid BikoM Bif, 3 10 17 poKiB aHa/1orivyHa Takiii y JOpoc/iMx npu 3aCToCyBaHHI B eKBiBa/leHTHUX fo3ax (Mr/Kr). Bik, Maca, cTaTb i KNipeHC KpeaTuHiHy, fK
BUSABW/OCA, He BM/IMBAKOTb HA CUCTEMHY €KCNO3WLiH0 30/1e4POHOBOT KNC/IOTH.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

- MpodinakTnKa CUMNTOMIB, NOB’A3aHNX 3 YPaXKEHHSIM KiCTKOBOT TKaHWHM (MaToNorivyHi nepenomu, KOMNpecis XpebeTHOro CToBna, YCKNaAHeHHs nicns XipyprivHnx
BTPyYaHb i NPOMeHeBOT Tepanii abo rinepkabLiemis, 06yMOB/eHa 3/10KICHOI MYX/IMHOD), Y NaLieHTIB 3i 3/109KICHUMW HOBOYTBOPEHHSAMM Ha Mi3HIX CTagisX.

- JlikyBaHH# rinepkanbLiieMii, 06yMOB/IEHOT 3M105KICHOK MYX/NMHOH.

MpoTunokasaHHs.

inepyyTAMBICTb A0 Ait0UOT pe4yoBUHYM (301e4POHOBOT KACNOTH), iHLINX BicthocoHaTiB abo A0 6y Ab-SKMX AOMOMIXKHUX PEUYOBUH, LLLO BXOASTH 10 CKady /iKapCbKOro
3aco0y.

BariTHicTb a0 nepiog rogyBaHHA rpyasto.

B3aemogisi 3 iHLLIMMW NiKapCbKUMM 3ac06aMun Ta iHLWI BUAW B3aEMOSIN.

IMig yac KNiHIYHUX AOCNiMKEHb OHOYACHO 3 NiKapCbKMM 3aco60M 30/1e[poHOBa KMC0Ta - BicTa YacTo npu3Haydanun iHWi Nnikapcbki 3aco6u: NpOTUMNYXINHHI
npenapartu, aHTUOIOTUKI, aHANTTETUKMN. By 1b-AKNX KNIHIYHO 3HAYYLLMX B3aEMOZiN He Bif3HA4asiocs.



3a JaHnmMun, OTPUMaHMMKM B NPOLEC] LOCNILKEHb iN Vitro, 30/1e4pOHOBA KMUC/OTa ICTOTHO He 3B’A3YETLCA 3 6iNKamy niasmu KpoBi i He IHribye pepMeHTH cUCTeMM
umtoxpomy P450. MpoTe cnewianbHi KNiHIYHI 4OCNIAXEHHS LWOAO BUBYEHHS NiKapCbKOT B3aEMOZIT He MPOBOAMNCS.

PeKOMeHAYETLCS AOTPUMYBATMCA 06EPEXHOCTI NPU OAHOYACHOMY 3aCTOCyBaHHI 6icthoctoHaTiB i amiHOMMiKO3UAIB, OCKINIbKA BOHW MOXYTb BUSBNATW afUTUBHWIA
BMNJIMB, YHACMiAOK YOro pPiBeHb KasbLito B CMPOBATLL KPOBI MOXE 3a/IMLIATUCS 3HUXKEHUM [OBLLIE, HXXK MOTPIOHO. PEKOMEHAYETLCS AOTPUMYBATUCS 06ePEXXHOCTI Mpu
0[JHOYAaCHOMY 3aCTOCyBaHHI 6ictocthoHaTiB I NETNbOBUX [AiYPETUKIB, OCKI/IbKA BOHWU MOXYTb BUSIBAATW aAUTUBHWIA BMNAMB, BHACMIAOK YO0 MOXE BUHUKHYTU
rinokanbuiemis. Cnig 6yTv 06epeXxH1UMM, NpusHadatoun 30/1e[pOHOBY KUCNOTY - BicTa Ta iHWI NOTEHUiNHO He(hpOTOKCUYHI npenapaTu. Cnij TakoX matun Ha yBasi
MOXX/IMBICTb PO3BUTKY FiNOMarHiemii MPoTArom flikyBaHHS.

Y NauieHTiB i3 MHOXMHHOK MIENOMOK MPWU BHYTPILLHLOBEHHOMY BBeAEHHI GicthocoHaTiB Yy KOMOIHaUiT 3 TanigoMigoM 36iMbLLIYETLCA PUSUK PO3BUTKY HUPKOBOI
Hel0CTaTHOCTI.

MoBifLOMNANOCA NPO OCTEOHEKPO3 LUeMeny y nNauieHTiB, fKi OTPUMYyBaJIM OfHOYaCHe NiKyBaHHSA 30/1e[pOHOBOKD KWC/MOTOK - BicTa Ta aHTWaHrioreHHUmu
NiKapCbKMMM 3ac06aMu (3MEHLLYIOTb KPOBOMOCTaYaHHSA MyX/IMHN).

Oco6MBOCTI 3aCTOCYBaHHS.

3araibHi

Mepen BBEAEHHAM NiKapCbKOro 3acoby 30n1eApoHOBa K1cnoTa - BicTa cnif nepekoHaTucs B JOCTATHIN rigpatauii BCiX nauieHTiB, BKAKOYAKUM NALIEHTIB 3 NErKUMN i
NMOMiIPHUMMW MOPYLLUEHHAMU DYHKLIT HUPOK.

Cnip yHVKaTtu rineprigpatauii y nawieHTiB i3 pU3MKOM PO3BUTKY CEPLLEBOI HELOCTATHOCTI.

CraHfapTHi MeTabonivyHi NoKa3HUKK, MOB’A3aHi 3 rinepkasbLieMieto, Taki SK PiBHI KabLito, ocgaTiB | MarHito, NOTPiGHO peTenbHO NEepeBipuTM NIicNsA noYvaTKy
Tepanii npenapatom 30/e4pOHOBa K1cnoTa - BicTa. AKLWO BUHMKAE rinokanbLiemis, rinogocgaremis abo rinomarHiemMisi, Moxke 6yTn HeobxifHa KOpPOTKOYacHa
Kopuryroya Teparis.

HenikoBaHi nauieHTV i3 rinepkasbLieMiel0 3a3BMYall MatoTb AesKi MOPYLUEHHS PYHKLIT HUPOK, TOMY HEOOXiAHWA PeTeflbHUI MOHITOPUHI MOKAa3HUKIB (OYHKLLT
HUPOK.

Mpy ocTeonoposi Ta AN NikyBaHHA XBOpo6M [MamkeTa AOCTYNHI M iHWI npenapaTtu, SiKi MICTATb 30/1€APOHOBY KUCNOTY SIK Aitovy pPeyoBUHY. MauieHTn, sKi
OA€ePXYHTb Tepanito 30/1eApOHOBOO KMUC/IOTOHO - BicTa, He NOBMHHI 04HOYACHO NPUAMATK iHLWWI NpenapaTy, Lo MiCTATb 30/1eJPOHOBY KUC/IOTY.

MawieHTn, AKi 04epXXyHOTb Tepanito 30/1e4POHOBOKO KNUC/IOTOHO - BicTa, TaKoXX He MOBUHHI 3aCTOCOBYBAaTU Oy Ab-AKi IHLWI BicdocgoHaTn.

MopyLeHHS BMYHKLLIT HUPOK

Mpy BUPILLEHHI NUTaHHA MPO 3aCTOCYBaHHA MpenapaTy XBOpuM i3 rinepKaibLiemMieto, 06YMOB/IEHOHO 3/10AKICHOKO NMYX/IMHOK, Ha T/i MOPYLUEHHS (PYHKLIT HAPOK Crif
OLiHATK CTaH XBOPOroO i 3p06UTM BUCHOBOK MPO T€, YN MEPeBaXKae NOTEHLiiHa KOPUCTb Bif NiKyBaHHS Hag MOXX/IMBUM PU3NKOM.

Mpn NPUAHATTI PILLEHHS NP0 NiKyBaHHA NaujieHTIB 3 MeTacTa3amy B KiCTKM 3 METOK 3amnobiraHHs CMMNTOMam, MOB’A3aHUM i3 3aXBOPHOBaHHAMU XpebTa, cnif
BPax0BYyBaTK, LLIO e(DEKT Bif, 3aCTOCYBaHHSA MpenapaTy NOYMHAE NPOABAATUCA Yepes3 2-3 MiCAL.

Bynu NOBIAOMNEHHS LWOA0 HUPKOBUX AUCHYHKLINA, NOB’A3aHNX i3 3aCTOCyBaHHAM OicthocthoHaTiB. dakTopu, SKi 36iNbLUYHOTb MOXAMBICTb NOPYLLUEHHS HUPKOBOI
(hYHKLLIT, BK/IKOYatOTb Aerigpartauito, paHille iCHyto4e NOopYLLEHHS PYHKLIT HUPOK, 6araTopa3osi LMK 301epOHOBOT KUCOTK - BicTa abo iHWwKnX 6icdocgoHaTis, a
TaKOX 3aCTOCYBaHHS He(hPOTOKCUYHMX 3ac06iB ab0 NpoBeAeHHS IH(Y3ii B KOPOTLLMIA TEPMIH, HXXK OY/10 peKOMeHA0BaHO. Xo4a Npu BBeAeHHI 301eAPOHOBOT KACNOTK
- Bicta B [03i 4 Mr nNpoTAroM He MeHwe 15 XB PU3MK 3MEHLLYETLCS, MOTiPLEeHHA (YHKLIT HUPOK MOX/MBe. Bunafku MOriplieHHs HUPKOBUX (YHKLIN,
nporpecyBaHHA [0 HAPKOBOT HEAOCTATHOCTI Ta MOTPebu B Aianisi CNoCcTepiraivnch y nayieHTiB Nicig BBeAEHHSA NOYaTKOBOI 403K abo 04HOPA30BOI 03K 30/1e4POHOBOT
KUCNOTN 4 MT.

MiaBULLIEHHS PIBHA KpeaTWHIHY B CMPOBATLLi KPOBI CMOCTEPIraeTbCA TaKOX Y [AesSKMX NaLieHTIB, AKi NOCTIMHO NpuiiMatoTb NpenapaT y PeKOMeH40BaHMX Ao3ax Ans
3ano6iraHHA BUHWKHEHHIO CMMNTOMIB, MOB’A3aHMX i3 3aXBOPHOBAHHAMM XpebTa, Xo4a Lie BiAOYBaETLCA 4OCUTL PIAKO.




Mepef, NPUIAOMOM KOXHOT 031 30/1eJpOHOBOT KUC/IOTK - BicTa y nauieHTiB He06XiAHO OLiHIOBATM pPiBEHb KpeaTUHiHY B CUpOBaTLi KpoBi. [icns noyartky NikyBaHHS

nauieHTaMm i3 MeTacTa3aMu B KICTKM Ta XXiHKaM i3 paHHbOH CTafi€l0 paky MOJIOYHOI 3a/1031 B MOCTMEHoMay3aibHOMY nepiogi nifg vac NikyBaHHSA iHriGiTopamm

apomatasn (Als) gna 3anobiraHHA BTpaTi Macu KICTKOBOI TKaHWHW Ta Mepenomam KiCTOK MpWY He3HauyHUX abo MOMIPHUX MOPYLUEHHAX QYHKLIT HUPOK

PEKOMEHAYHOTLCSA HUXKYI 031 30/1eJpOHOBOI KUCIOTK - Bicta (amB. Tabnuuto y po3gini «Cnocib 3acTocyBaHHA Ta [03u»). MauieHTam, y AKX CnocTepiratoTbcs
MopyLUeHHA (DYHKLIT HUPOK Mifg Yac NliKyBaHHA, NPUIAOM MnpenapaTty MOXKHa BifHOBNIOBATW /MLIE TOAi, KON pPiBeHb KPeaTWHIHY MOBEPHETLCA A0 MOYaTKOBOrO

3HayeHHsa B Mexax 10 % noyaTkoBOi BeNMYMHW. TMpy NOHOBNEHHI Tepanii npenapaT 30/1e4pOHOBa KMCMOTa - BicTa 3acTOCOBYHOTH Y Tiil camiii fosi, 9K i o

TNUMYaCOBOI0 NPUMNHEHHS.

Uepes MoxnmBmii BNAnB GictocthoHartis, y TOMY Unchi 301e4pOHOBOI KMCNOTY - BicTa, Ha (hyHKL|iH0 HUPOK, Y 3B’S3KY 3 BIACYTHICTHO PO3rOPHYTUX AaHMX 3 KNiHIYHOT

6e3neKk LWOA0 NaUieHTIB i3 TSHKKOK HUPKOBOK HeAOCTATHICTHO KpeaTWMHIH cupoBaTkuM cTaHoBUTbL = 400 mkmone/n abo = 4,5 mr/gn, ona nauyieHTis 3

rinepkanbLieMieto, WO iHAYKOBaHa NMyX/MHOK, Ta KpeaTWHIH CUPOBAaTKM CTaHOBUTb = 265 MKMO/L/N abo = 3 Mr/an Ans nauieHTIiB i3 MeTacTasaMu B KiCTKM Ta 'y

XIHOK 3 paHHbOK CTafiel0 paky MOIOYHOT 381031 B MOCTMeHOMay3albHOMY MepioAi nif vac fikyBaHHA iHribiTopamu apomarasu (Als) onsa 3anobiraHHa BTpaTti macu

KICTKOBOT TKAHWHW Ta MnepesioMamM KiCTOK BifnoBigHO) i finlie 0OMeXeHUMIN (hapMaKOKIHETUYHUMW JaHUMW LWOAO NalieHTIB 3 TAXKKOK HUPKOBOK HeLOCTaTHICTIO

(knipeHc kpeaTnHiHy < 30 MJ1/XB), 3aCTOCYBaHHA 30/1ePOHOBOT KUCNOTK - BicTa nayieHTam 3 TAXKKOH HYPKOBOK HEAOCTATHICTIO HE PEKOMEH/YETHCS.

MNopyLeHHS YHKLLIT NeYiHKK

BifcyTHI neBHi pekoMeHAaLiT 419 NaLiEHTIB 3 TAXKKOI NeYiHKOBO HEAOCTATHICTHO, OCKI/IbKM JOCTYIMHI Nlle 06MeXeHi KNiHIYHI faHi.

OCTeOHeKpo3 Lienenm

MoBiAOMNANOCA MPO OCTEOHEKPO3 LLieNeNy NEPEBAXKHO B OHKO/OTiYHMX MaLiEHTIB, AKi OLepXXyBasv CXeMU JliKYBaHHS, LLLO BKAHOYanK GichocdoHaTn, y ToMy unchi i

301eapoHOBY KMCNOTY - BicTa.

Barato 3 uUMX nNauieHTIB OTPMMYBa/IM TakOoX XiMiOTepanito i KOPTMKOCTepoigu. BinblicTb 3adikcoBaHMX BWUMafAKiB 6ynv MoB’dA3aHi 31 CTOMATOMOTIYHUMU

npoueaypamu, TakuMmn SK BuaaneHHs 3yba. barato XT0 3 nauieHTiB MaB 03HaKM MICLEBOT IH(PEKLLIT, BKKOYAOUM OCTEOMIENIT.

MoyaToK NiKyBaHHSi ab0 HOBWIA KypC NiKyBaHHS CNif BigKNacTu, AKWLO Y NaUieHTIB HasiBHI He3aroeHi BigKPUTI YpaXXeHHS M’SIKUX TKaHWH Y MOPOXHUHI poTa, 3a

BUHATKOM MeAMYHMX Haf3BMYalHUX cuTyauiin. [lo noyaTKy NikyBaHHs 6icthocthoHaTamMmy nauieHTam i3 CynyTHIMU (DakTopaMu puU3nKy PeKOMEHAYETLCS NPOBECTY

CTOMATONOriYHMIA Ornag 3 BigNoBiAHUM NPOMiNaKTUYHMM CTOMATONMOTNIYHUM NiKyBaHHAM Ta iHAMBIAYya/IbHOK OLLiIHKOK KOPUCTI Ta PU3MKY.

Heo6xifHO BpaxoBYyBaTV Taki hakTopy pU3MKY ANS OLiHKW iHANBIAYaNbHUX PU3MKIB PO3BUTKY OCTEOHEKPO3Y LLENEenMu:

- AKTUMBHiCTb 6icthocthoHaTiB (GinblUNiA pU3NK Ans Ginbll aKTMBHMX CKMafgoBMX), CMOCi6 BBeAEHHA (OiNbLUMIA PU3MK AN NapeHTepasibHOr0 BBEAEHHS) Ta

KYMYNATUBHY [03Y.

- Pak, cynyTHIi 3aXBOptoBaHHA (Hanpukniag, aHeMid, Koarynonarii, iHPeKLis), naniHHA.

- CynyTHe nikyBaHH#A: XiMioTepanis, 3aCTOCYBaHHS IHT6ITOPIB aHrioreHe3y, NPoOMeHeBa Tepanis Wi Ta rosoBK, Tepanis KOPTUKOCTEPOifaMu.

- JeHTanbHi 3aXBOPHOBaHHSA B aHaMHe3i, HeJOCTaTHSA ririeHa MOPOXXHWHW PoTa, NepiofOHTUYHI 3aXBOPHOBAHHS, IHBA3VBHI JeHTa/IbHi NpoLeAypuy Ta HernpunacoBaHui

3y6HWIN NpoTes.

[0 noyatky nikyBaHHs 6icdhocthoHaTaMmm NOTPIGHO NPOBOAUTY Or IS4 MOPOXHMHM POTa 3 BiAMOBIAHOK CTOMATO/OTNYHOK NPOMINAKTUKOLO.

Bcix nauieHTiB cnig nonepeanT Npo HEO6XiAHICTb NIATPMMYBATU FirieHY NOPOXHWMHKU POTa, MPOXOANTM 3BUYaHI CTOMATONONIYHI OrNaau | NOBIAOMASATY NPO NOsIBY

TakMx CUMNTOMIB, iK PyXOMICTb 3y6iB, 6i/lb 4 NPUNYXNICTb, HE3ArOMHI paHu, Nif Yac NikyBaHHA bicochoHaTamu.

[Mig yac Tepanii ym nayieHTam Nno MOX/IMBOCTI CMif YHUKATW iHBa3UBHMX CTOMATO/ON iYHMX npoueayp. CToMaTonorivyHa onepatis MoXe MoripwmnTy CTaH nayieHTiB,

y AKMX nif yac Tepanii 6ichocoHaTamMu PO3BMHYBCA OCTEOHEKPO3 Liefnenun. BiacyTHI JaHi WOA0 NauieHTIiB, AKi NOTPebyroTb CTOMATO/ONIYHMX NpoLeayp, Wwob

MPUMYCTUTU, 3HWKYE PU3NK PO3BUTKY OCTEOHEKPO3Y LUENieny MNPUMNMHEHHS NiKyBaHHA GichocthoHaTaMu Yn Hi. Jlikap NMOBWMHEH KepyBaTWCA M/1IaHOM BeAeHHS

KOXXHOI0 NauieHTa, WO TPYHTYETbCA Ha IHAMBIAYaNbHI OUIHLI KOPUCTI/PpU3NKY. PeXXum nikyBaHHS ANA NaLieHTIB, Y AKUX BMHWKAE OCTEOHEKPO3 LUENenn, Mae

po3p0o6nATUCA B TICHIA chiBnpayi MK NiKYyHOUMM NiKapem i flikapeM-CTOMaTonoroM abo Xipyprom-cToMatosioroM, WO Mae AOCBif NliKyBaHHS NalieHTIB 3




OCTEOHeKpo3oM wwenenn. Cnig posrfgHyTM MOX/MBICTb TMMYacOBOI BIAMIHM 30/1eAPOHOBOI KMCIOTKM O HOpMasisauii CTaHy Ta MakCUMaslbHOro 3MeHLLEHHS
(haKTOpIiB PU3MKY.

OCTe0HeKpPO3 30BHILLIHLOr0 CIYXOBOr0 MPOX04Y

OCTeOHeKpO3 30BHILLHLOIO C/IyX0BOr0 NPOX0AY CnocTepirascs npv npuinomi dichochoHaTiB, B OCHOBHOMY Nif Yac TpuBanoi Tepanii. MoXnmBi hakTopy pusnKy
OCTEOHEKPO3Y 30BHILLHBLOIO C/TYXOBOI0 NPOX0/Y BK/KOYaKTh 3aCTOCYBaHHSA CTepoiiB i XimioTepanito Ta/abo micueBi (hakTopu pU3mMKy, Taki SK iHeKLiT abo TpaBMu.
MOXXNMBICTb OCTEOHEKPO3Y 30BHILLUHBLOrO C/lyXOBOr0 MPOXOAY CAif PO3rNAHYTM Y NauieHTIB, AKI OTPUMYHOTL BicthocoHaATK Ta CKapXKaTbCs Ha CUMMTOMW 3 BOKY
OpraHiB c/lyxy, B TOMY YMC/li Ha XPOHiYHI iH(eKLUiT ByXa.

Hagxoaunu cnopagnyHi NoBigOM/IEHHS MPO BMHUKHEHHSA OCTEOHEKPO3Yy IHLIMX KICTOK, BK/KOYalO4YM CTErHOBY KICTKY i KICTKM Tasa, Y AOPOCAMX NaLieHTIB 3
OHKO/IOTIYHMMM 3aXBOPHOBAHHAMMU, IKI OTPMMYBAIM Tepanito bicjochoHaTamu.

KicTkoBO-M’5130BUM 6i/lb

Mig Yac NOCTMapKeTMHroBMX AOCAIAKeHb MOBILOMAANOCA MPO CUMIbHWKA, iHOAI iHBanigM3younid 6ifb y KicTKax, cyrnobax ta/abo m’s3ax Yy MauieHTiB, AKi
3acTocoByBanm bicocdoHaTn. IMpoTe Taki NOBIAOMIEHHA By NOOAUHOKMMU. LIS KaTeropisi npenaparis BKIOYaE i 30/71e4pOHOBY KUCOTY - BicTa (301e4p0HOBY
K1CnoTy). Yac Ao noyatky nosisv CUMNTOMIB BapitoBaB Bif, OAHOMO AHS A0 [AeKiNbKOX MicAUiIB Bif NovaTKy MiKyBaHHSA. Y 6ifbWIOCTI NaUieHTIB Micns NPUNUHEHHS
NiKYBaHHA 3MeHLUyBanaca BMPaXKeHICTb CUMNTOMIB. Y [JaHOl KaTteropii nmauieHTiB Big3Hayanu peuuavB CUMMTOMIB, AKLLO fliKYBaHHA BiAHOB/MOBAIM TUM >Ke
NiKapCbKMM 3ac060M abo iHWMM GichocdoHaTOM.

ATNMNOBWI NEPesIoM CTErHOBOT KiCTKM

ATVMOBI NiABEPTNOrOBI i AlagizapHi NepesiomMmy CTErHOBOI KICTKM 6y/v 3apeecTpoBaHi nif yac Tepanii 6icocoHaTamm, Hacamnepes, y nayieHTIB, AKi OTPUMYBa/Iv
TpuBae NikyBaHHSA ocTeonopo3y. Lli nonepeyHi abo KOPOTKI KOCi NepenioMmmn MOXKMBI B Oy Ab-SKOMY MICLi B3[0BX CTErHa Bif TPOXM HMX4Ye Manoro BepTaora Ao
TPOXW BULLE HaABWMPOCTKIB. LIi nepenoMun BUHMKAKOTL Micns MiHIManbHOT TpaBMmu abo 6e3 Hel. [eaki nauieHTW BigvyBatoTb 6iNb y CTerHi abo naxy, W0 4acTo
acoLIOETLCA i3 PEHTreHO/ONYHMMM O3HaKaMK CTPec-rnepenomMy, 3a Kifibka TUXHIB abo MicAUiB [0 BUHWKHEHHS MOBHOrO nepesioMy cTerHa. lepenomMu 4acTto
ABOGIYHI, TOMY ApYyry CTErHOBY KIiCTKY MOTPI6GHO OBCTEXMTW Yy NauieHTIB, SKi OTPUMYIOTL GicocdoHaTHY Tepanito i AKi NepeHecnn nepesiom CTErHOBOI KiCTKMW.
TakoX NoBIJOM/IANOCA MPO MOraHe 3aroeHHs TakUX nepenioMiB. Ha nigcrasi iHAMBIAYaNbHOT OLIHKA PU3WKY | KOPUCTI CAif BUPILLIMTY NUTaHHA MPO MPUMUHEHHS
6icthocpoHaTHOT Tepanii AN NawieHTIB 3 Nif03POH0 Ha aTUMOBI NePesioMU CTerHa.

Mig yac nikyBaHHsA 6GichocoHaTamMy nNauieHTam MOTPIGHO MOBIAOMUTM NiKaps NPo OyAb-SKWiA 6inb Yy Tasdy, CTerHi abo Mmaxy, a KOXHOro naujieHTa 3 TakuMu
CYMNTOMaMM NOTPIGHO 06CTEXUTM Ha HAABHICTb HEMOBHOIO NepesioMy CTErHOBOI KICTKU.

MinokanbLiemis

MoBigoMnsnocs Npo rinokanbLieMito y NauieHTiB, AKi 3aCTOCOBYBa/M npenapat 30/1e4poHOBa Kucnota - Bicta. 3aikcoBaHO BUMagKu cepueBux apuTMin Ta
HEBPONOriYHI peakuil (BKIKOYatOUM eninenTUYHi Hanagw, rinoctesito, 3auineHiHHA Ta TeTaHiko), BTOPUHHI L0 TSXKKOT rinokanbuiemil. MoBigoMnsanocs npo BuMnagku
TSOKKUX TiNOKa/bLIEMIR, WO NOTpebyroTh rocniTanizayii. Y Aesakux Bunagkax rinokasbUieMiss MOXKe 3arpoxyBaTi XWUTTHO. Cnif NposiBNsTU 06epeXXHICTb Npu
0fHOYaCHOMY 3aCTOCYBaHHI 30/1e4POHOBOI KUC/IOTM 3 NIKapCbKMMK 3acobamu, fKi MOXYTb BMKIMKATWU TIMNOKa/bLiEMitO, OCKI/IbKM BOHW MOXYTb BWSBMIATU
CUHEPriYHMIA edieKT, Lo Beae A0 TSHKKOI rinokanbuiemMii (auB. po3ain «B3aemogisi 3 iHWMMK NiKapCbKMMK 3ac06aMmn Ta iHLWII BUAM B3aEMOAIT»). [Neped noyaTkom
Tepanii HeoOXiAHO NepeBipUTK PiBeHb KasbLito B CUPOBATLi KPOBI i MPOBECTM MOr0 KOPEKLiD Npu HeobXiAHOCTI. JliKyBaHHA TaKMX MaLieHTIB MOBUHHO OyTU
afleKBaTHO AOMOBHEHO MpenapaTaMu KasibLito i BitamiHoM D.

HaTtpii

3onegpoHoBa Kucnota — Bicta Mictute 24,00 mr/gosy Hatpito. Cnig 6yt 06epeXkHMM Mpu  3acTOCyBaHHI npenapaty nauieHTam, sKi 3aCcTOCOBYHOTb
HaTpPI-KOHTPO/IbOBaHY Li€TY.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.



Mpenapat NPOTUMOKa3aHWiA y Nepiog BariTHOCTI | roAyBaHHA rpyALto.

MNepiof BariTHOCTI

Hemae focTaTHiX faHWX Npo 3aCcTOCyBaHHSA 30/1€4POHOBOT KMCNOTKM Y BariTHUX XXIHOK. [LOCigKEeHHS PenpoayKLUii y TBapUH Nokasann penposyKTUBHY TOKCUYHICTD.
MOTEHUIAHWIA PU3WK ANS NFOANHW HEBIAOMUIA.

Mepiof rogyBaHHSA rpyaato

HeBigomo, uv noTpannse 30/1e4pOHOBA KMUC0Ta Y rpyAHE MOJOKO.

PepTUNILHICTDL

30/1e4pOHOBY KMCMOTY OLIHIOBa/IN Y LLLYPIB Ha NPeAMET MOX/IMBOr0 HECMPUATINBOIO BMNNBY Ha PEePTUNbHICTL. Pe3ynbTaTn AOCAIIKEHDb He [L03BOIUAN BUSHAUUTY
BM/MB 30/1e4POHOBOT KUC/IOTU HA (DEPTUILHICTL Y JIOAVHMN.

30aTHICTb BNAMBATM Ha WBMAKICTb pPeakuii Npu KepyBaHHi aBTOTPaHCNOPTOM ab0 3 iHLIMMY MexaHi3Mmamu.

Mo6iyHi peakuii npenapaTy, Taki K 3anaMOPOYEHHS Ta COH/MBICTb, MOXYTb BM/IMBATW Ha 3[aTHICTb KepyBaTW aBTOTPAHCMOPTOM abo npautoBati 3 iHWKMK
MexaHizMamu, TOMy HeobXifHa 06epeXXHICTb Mif Yac KepyBaHHS aBTOTPaHCNOPTOM abo Po60TKM 3i CKNagHMMK MexaHi3MamMu B Nepiof 3acTocyBaHHS 30/1e4pOHOBOT
Kucnotu - BicTa.

Cnoci6 3acTocyBaHHSI Ta [03M.

NikapcbKuid 3aci6 BBOAATL TiNbKK NiKapi, AKi MatoTb AOCBIf BHYTPILLIHL0BEHHOI 0 BBEEHHS HicthocioHaTiB.

Mepepn BBeAEHHAM 5 M1 KOHUEHTpaTy 30/1eApOHOBOI KUCOTK - BicTa, WO MICTUTb 4 Mr 30/1e4POHOBOT KUCOTK, po3BoaaTb y 100 mn 0,9 % po3umHy HaTpito
xnopugy abo 5 % po3unHy rKO3M. FOTOBMIN po34nH 30/1e4pOHOBOT KMCNOTK - BicTa ans iHQysiid BBOAATL Y BUMNSAI 04HOPA30BOT BHYTPILLHLOBEHHOT IHY3iT
NPOTAroM LoHalimeHLwe 15 xB.

KoHueHTpaT 301eA4pOHOBOI KACNOTK - BicTa He MOXKHa 3MillyBaTh 3 pO3YnMHaMu Ans iH(Y3ii, Wo MICTATb Kanbliii abo iHWI ABOBAIEHTHI KaTiOHW, TaKUMK 5K
NaKTaTHWUIA Po34nH PiHrepa, i HeOOXiAHO BBOAWTY Y BUTNAAI OAHOPA30BOT BHYTPILLUHLOBEHHOT IH(Y3iT 3 BUKOPUCTAHHSAM OKPEMOT iH(Y3iiHOT CUCTEMMU.

Mpodinak TKa CUMNTOMIB, NOB’A3aHNX 3 YPAXKEHHSIM KiCTKOBOI TKAHWHW, Y NALIEHTIB 3i 3108KICHUMW HOBOY TBOPEHHAMMW HA Mi3HIX CTafisx

[lopocni, B TOMY unc/i NayieH TN NiTHLOrO BiKy

PekomeHA0BaHa [03a 30/1e4POHOBOT KUC/IOTU CTAHOBUTL 4 MT Y BUTNAAT IHY3IT KOXHI 3-4 TUXHI.

MawieHTaM TakoXX Heo6XiAHe LWOoJeHHEe NPU3HAYeHHs NpenapartiB KasbLito nepopasibHo Yy 403i 500 mr i 400 MO BitamiHy D Ha go6y.

Mpy BUpILLEHHI MWUTAHHA WOAO NiKyBaHHA NAUIEHTIB 3 METACTATUYHUM YPaXKeHHAM KICTOK ANA MPOMINaKTUKLA CUMMTOMIB, MOB’A3aHUX 3 YPaKeHHAM KiCTKOBOT
TKaHWHW, CNif, BPaxoByBaTH, LLIO NMOYaTOK epeKTy Bif NiKyBaHHS HacTae yepe3 2-3 Micsu,.

J1iKyBaHHSA rinepkanbLieMil, 06YMOBNEHOT 3105KICHOK MYX/IVHO

[opocni, B TOMY y1chi nayieH T NiTHLOrO BiKy

Mpn 3acTocyBaHHI npenapaty y 3B’A3Ky 3 rinepkasnbuiemieto (BMICT KanbLito B CUPOBaTLi KPOBI i3 KOPUIyBaHHAM Ha anbbymiH = 12,0 mr/gn a6o 3,0 Mmonb/n)
pekomeHJ0BaHe 0HOpPa30Be BBEAEHHS 4 MI 3011e4pOHOBOI KUC/OTH.




MNopyLweHHA BYHKLLIT HUPOK

inepkanbuiemisi, 06yMoB/ieHa 3105KICHO MyX/IMHOO

NikyBaHHS rinepkasbLiemii, 06yMOBNEHOT 3/10KICHOI MYX/IMHOLO, Y NAUIEHTIB 3 THXKNUMMW NOPYLUEHHAMN (PYHKLIT HUPOK MOXK/IMBE MICNSA PETENIbHOT OLiIHKN PU3NKY
3aCTOCyBaHHS npenapaTy Ta O4iKyBaHOI KOpUCTi. KNiHiYHMIA AOCBIf 3aCTOCYBaHHS Npenaparty nauieHTam i3 piBHEM KpeaTWHiIHY B cvpoBaTLi KpoBi >400 MKMOAb/N
abo >4,5 mr/gn BiacyTHINW. MNauieHTam i3 rinepkanbLieMieto, 06YMOBIEHO 3/108KICHOK MYX/IMHOK, 3 PIBHEM KpeaTUHIHY B cupoBatLi KpoBi < 400 MKMO/b/N abo <
4,5 Mr/gn Kopekuis 4o3u He noTpibHa.

MpoinakTmkKa CMMNTOMIB, MOB’A3aHUX 3 Ypa>rKeHHAM KiCTKOBOT TKaHWHW, Y NauyieHTiB 3i 3/108KiCH/AMMU HOBOY TBOPEHHSAMM Ha Ni3HIX CTagisx

Ha nouaTKy nikyBaHHsi npenapaToM MNaui€HTIB i3 MHOXMHHOK MIENIOMOK ab0 MeTacTaTUYHUM YPaKEHHAM KICTOK BHACNiAOK COMIAHOT NYX/IMHW CAif BU3HAYUTU
piBEHb KpeaTWHIHY B CMPOBATLi KPOBI i KNipeHC KpeaTuHIHY. KnipeHC KpeaTvHIHY po3paxoBYeThCA 3a (hopmyioro KokpodTa-lonTa piBHA KpeaTUHIHY B CMpoBarTLi
KpoBi. 301efpOHOBY KUC/OTY - BicTa He peKOMeHAYETbCA 3aCTOCOBYBATU NaLliEHTaM i3 THXKKUMU MOPYLUEHHAMWU (DYHKLIT HUPOK A0 nodatky Tepanii (KnipeHc
KpeaTuHiHy < 30 m/1/XB).

KniHiYHi gocnifpKeHHs LWOAO0 3aCTOCYBaHHA npenapaTy nawieHTaMm i3 piBHeEM KpeaTuHIHY B CMpOoBaTLi KpoBi > 265 MKMO/Ib/N ab0 = 3 Mr/a1 He NMPOBOAWNCS.
MayieHTaM i3 MeTacTaTUYHUM YPaKEHHAM KIiCTOK Mpu nopylleHHi QyHKUIT HUPOK Nerkoro abo MOMIPHOro CTYMeHs TSHXXKOCTI A0 nouvatky Tepanii (KnipeHc
KpeaTuHiHy 30-60 M/1/XB) peKOMeHAYHTbCA Taki 403M npenapary:

MoyaTKoBWIA piBEHb KIIPEHCY KpeaTuHiHY (M1/XB) PekoMeH/10BaHa A03a
npenaparty*
>60 4 Mr 30/1e4pOHOBOT KMC/IOTK
50-60 3,5 Mr 301e,pOHOBOT KUCNOTU*
40-49 3,3 Mr 30/1eLpOHOBOT KUCNOTU*
30-39 3 Mr 30/1€4pOHOBOT KUCNOTU*

* [1031 po3paxoBaHi 3 AonyLueHHsAM 3agaHol AUC=0,66 Mrerog/n (KnipeHc KpeaTuHiHY 75 Mn/xB). AN NauieHTiB i3 NOpYLUEHHAMN (YHKLIT HAPOK nepeabayvaeTbes
3MEHLLEHHS 031 [0 TaKOro PiBHA, NPy AKOMY focAraetbes Taka AUC, AK | B MaLieHTIB i3 KNIPEHCOM KpeaTUHiHYy 75 M/XB.

[Micng noyatky Tepanii piBeHb KpeaTUHIHY B CMPOBATLi KPOBI C/if BUMIPKOBATU Mepes BBEAEHHAM KOXHOT 031 30/1eJpOHOBOI KUC/IOTU - BicTa. Y pa3si nopyLueHHs
(OYHKLIT HUPOK NiKyBaHHA CNif BIAMIHUTMK.

Y npoueci KNIHIYHUX SOCNIAXKEHb NMOPYLUEeHHS PYHKLIT HUPOK 610 BU3HAYEHE TaKUM YMHOM:

— ON51 NALieHTIB i3 HOPMa/IbHUM MOYaTKOBUM PiBHEM KpeaTUHIHY B cupoBaTLi KpoBi (< 1,4 mr/an abo < 124 mkmonb/n) — nigsuiLeHHs Ha 0,5 mr/an a6o 44 MKMO/b
In;

— 4J19 NaLieHTIB 31 3MIHEHNM MOYATKOBMM PIBHEM KpeaTWUHIHY B cupoBartLi Kposi (> 1,4 mr/g abo > 124 MKMOAb/N) — NiABULLEHHA HA 1 Mr/an a6o 88 MKMOsIb/1.

IMig yac KNiHIYHUX gocnifKeHb Tepanito 30/71e4p0OHOBOK KMCNOTOM - BicTa BigHOBOBA/IM NiCNS NOBEPHEHHS PIBHA KpeaTUHIHY A0 NOYaTKOBOrO PiBHA B Mexax 10
% NOYaTKOBOI BEINYMHMU.

Tepanito 3011e4pOHOBOI KACNOTO - BicTa cnif BiAHOBMKOBATM Y Tii XKe A03i, WO i 40 NepepurBaHHA NiKyBaHHS.

MegiaTpuyHi nonynauit

Besneka Ta e(eKTMBHICTb 3aCTOCYBaHHA 30/1€4POHOBOI KUCNOTU Y AiTeil BIKOM Bif 1 poKy Ao 17 pokiB He 3’sicoBaHa. Hemae pekoMeHfauili WoAo cnocoby
3aCTOCyBaHHA npenapary LiTaM.

IHCTPYKLIT WOAO0 NPUroTyBaHHSA 103 30/1€APOHOBOT KUCIOTK - BicTa

[N BHYTPILLHLOBEHHOTO BBEAEHHS.

5 MN KOHUEHTpaTy 30/1e4pOHOBOT KACNOTK - BicTa, WO MICTUTL 4 Mr 3011e4pOHOBOT KMCNOTK, cnif po3sectn y 100 mn cTepusibHoro 0,9 % po3unHy HaTpito Xiopuay
a60 5 % rnoKo3v Ans BHYTPILLHLOBEHHOI THAY3II.




MayieHTam i3 NopyLIeHHAMMN PYHKLIT HUPOK NIerKoro abo cepefHbLOro CTyNeHs TAXKOCTI peKOMeHA0BaHI 3HWKeHI f031 npenapaty 30/1e4p0oHOBa K1cnoTa - BicTa.
IHCTPYKLLS WOA0 NPUTOTYBAHHS 3HMKEHUX A03 30/1eAPOHOBOT KUCI0TU - BicTa.

Habpatu BignoBigHMIA 06’€M KOHLEHTPATY, IK BKa3aHO HKYE:

— 4,4 mn Bignosigae 3,5 mr;

- 4,1 mn Bignosigae 3,3 mr;

— 3,8 mn1 Bignosigae 3 mr.

HeoObXxifHYy KiNbKIiCTb PifKOro KOHUeHTpaTy cnif po3sectu y 100 mn ctepunbHoro 0,9 % po3unHy HaTpito xnopuay abo 5 % rioKosv Ans BHy TPiLUHBOBEHHOT IHAY3IT.
Mepep BBeAEHHAM 301ePOHOBOT KUCNOTK - BicTa i micnsa uboro noTpibHo 3a6e3neunTi AOCTATHIO rigpaTtauito nawieHTa.

aiTn.
besneka Ta e)eKTUBHICTb 3aCTOCYBaHHA 30/1e4POHOBOI KMC/OTK AiTAM He BCTaHOB/IEHaA.

Nepeno3yBaHHSA.

KniHiuHWiA foCBig Tepanii rocTporo nepefo3yBaHHs 30/1e4POHOBOKO KUC/IOTOK 06MeXeHUIA. MoBiZoMNAN0CA NPO NOMWUIKOBE 3aCTOCYBaHHA 30/1eJpOHOBOT KUCOTW Y
£03i [0 48 mr. MauieHTn, AK1M 3acTocyBanm 03y Npenaparty, Wo NepeBuLLye PeKOMeHA0BaHY, MOBUHHI 3HAXOAUTUCA Nif NOCTIWHUM MeAUYHUM Har ISA0M, OCKiNbKM
MOXXE BUHUKHYTW MOPYLLEHHSA (PYHKLIT HAPOK (Y T. Y. HUPKOBA HEAOCTATHICTb), 3MiHA €NeKTPOIITHOrO CKNady cupoBaTku (Y T. Y. KOHLEHTpaLiin KanbLito, hocharis i
MarHito). Mpv BUHNKHEHHI TinoKasbLieEMIT pEKOMEHAYETLCA MPOBeAEHHS IHPY3IT KaslbLIitO MTHOKOHATY 3a KNIHIYHUMW MOKa3HUKaMW. JTiKyBaHHA CUMMTOMATUYHE.

Mo6iyHI peakuii.

MpoTArom TPLOX AHIB MiCNA 3aCTOCYBaHHA Npenaparty 30/1e4pOHOBA KUCNoTa - BicTa 3a3Bmnyali NoBigOM/IANOCS MPO rocTpodasHi peakLii, CUMNTOMU AKX BK/IHOYaIN
6inb y KiCTKax, rapsyky, cnabkicTb, apTpanrito, Miairito, 03H06 Ta apTpUTK 3 HabpsaKamu cyrnobis. LLi cuMnToMK 3a3BMYali 3HUKAKOTb MPOTArOM AEKiNIbKOX AHIB.

Y pasi 3acTocyBaHHs 30/1e4POHOBOT KMCOTW - BicTa BUABMEHO TaKi BaXX/MBI NOGIYHI peakuii:

MOPYLLEHHS HUPKOBOT (PYHKLIT, HEKPO3 Leenn, roctTpogasHi peakuii, rinokanbLieMis, MOPYLIEHHA 30pYy, Qibpunayis nepeacepib, aHadinakcis, iHTepcTuliaibHa
XBOPO6a NereHis.

IHhopMaLlis NpPO YacTOTy HebakaHMX peakLii Npyu 3acToCyBaHHI Npenapaty y A03i 4 Mr I'PyHTYETbCA FOMIOBHUM YMHOM Ha JaHWX, OTPUMaHUX Mpy MPOBeLeHHI
TpuBanol Tepani.

HebaxkaHi peakuii, NOB’A3aHi i3 3aCToCyBaHHsM 30/1e[pOHOBOT KUCNOTK - BicTa, nogibHi A0 TMX, NPOo AKi NOBIAOMAANOCA NPW 3aCTOCYBaHHI iHLWKX BicdochoHaTiB, i
MOXYTb PO3BUBATUCA MPUBIN3HO B OLHIET TPETUHW BCIX MALiEHTIB.

IH(hopmaLis Npo HMKYeBKa3aHi MOBIYHI peakLil 6yna 3ibpaHa Mig vac KAiHIYHKUX AOCNIAXKeHb, NePeBaXHO MiCNs TPUBAIONO MiKyBaHHSA 30/1€4POHOBOO KMUCOTOH.
Mo6iyHI peakuil KnacugikoBaHi 3a YaCTOTOK TX BUHUKHEHHSA: Ayxe yacTo (= 1/10), yacTo (= 1/100, < 1/10), HeuacTo (= 1/1000, < 1/100), pigko (= 1/10000, < 1
/1000), ayxe pigko (< 1/20000), yacTtoTa HeBifioma (He MOXKHa OLIHUTK, BUXOAAYM 3 HAABHUX AaHMNX).

3 60Ky cucTemMmn KpoBi Ta niMmpaTUYHOI CUCTEMM:
4acTo — aHEMIS;

HeyacTo — TPOMOOLMTONEHIS, NTENKOMEHIS;

PIAKO — NaHLMTOMNEHIA.




3 60Ky HepPBOBOT CUCTEMMU:

4acTo — ro/I0BHUM 6ifib;

HeyacTo — napecTesisi, 3aNamMopoYeHHs, CMaKoBI po3/1aau, rinocTtesis, rinepcresis, TPeMOp, COHMMBICTD;

AY>Xe PiAKo — eninenTrUYHi Hanagw, rinocTesis, 3auineHiHHA Ta TeTaHist (BTOPUHHWIA A0 rinoKanbLiemir).

3 6OKY NCUXIKN:

HeYyacTo — 3aHENOKOEHICTb, PO3/1an CHY;

PiAKO — CNyTaHICTb CBiJOMOCTI.

3 60Ky opraHis 30py:

YacTO — KOH HOHKTUBIT;

HeYyacTo — MOMYTHIHHSA 30pYy, CKIepUT Ta 3anaieHHs OUYHWL;

PiAKO — YBEIT;

Ly)Ke PifiKo — enicKnepur.

3 60Ky LLYHKOBO-KULLIKOBOIO TPaKTY:

4acTo — HyA0Ta, 6/110BaHHSA, aHOPEKCIs;

HeyacTo — Aiapes, 3anop, abAoMiHanbHWUIA 6ifb, AMCNENCis, CTOMATUT, CyXiCTb Y POTI.

3 60Ky AMXabHOT CUCTEMU:

HeyacTo— JMCIMHOE, Kalle/lb, GPOHXOKOHCTPUKLIS;

PiAKO — IHTepCTULiaIbHa XBOPO6a NereHis.

3 OOKY LKipV Ta NiAWKIPHUX TKAHWUH:

HeyacTo — CBep6iX, BUCUMAHHA (BK/HOYAOUM epUTEMATO3HI Ta MaKyNApHI BUCUMNAHHSA), MiABULLEHa MiT/IMBICTb.
3 60Ky CKENeTHO-M’A30B0OT CUCTEMMU, CMOMYYHOT TKAHUHW:

4acTo — 6inb y KiCTKax, Mia/ris, apTpanris, reHepanizoBaHuii 6inb;

HeyacTo — M’A30Bi CyJOMW, OCTEOHEKPO3 LLeNenu;

Ay>Ke PiaKo — OCTEOHEKPO3 30BHILLHLOIO C/TlyX0BOro NpoxoAy (HECNPUATAMBI peakuil, TUNOBI Ana 6ichocdoHaTi) Ta iHLWMX KiCTOK, BKNKOUAKOUM CTEFHOBY KICTKY i
KICTKW Ta3a.

3 60Ky cepLEeBO-CYANHHOT CUCTEMMN:

HeyacTo — apTepiasibHa rinepTeHsis, apTepiasibHa rinoTeHsis, hibpunsalis nepeacepab, apTepiaibHa rinoTeH3is, Wo CNPUYNHIOE CUHKONME Ta LMPKYSTOPHWI Konanc;,
piAKO — 6paamKapaia, cepLesa apuTMmis (BTOPMHHA O TinoKaibLieMiT).

3 60Ky HUPOK Ta CeYyoCcTaTEeBOI CUCTEMU:

4acTO — HUPKOBI MOPYLLUEHHS;

HeYyacTo — rocTpa HUPKOBa HeAOCTaTHICTb, reMaTypisl, NPOTETHYPIS;

PiAKO — HabyTWIN CUHAPOM PaHKOHI.

3 60KY IMYHHOT CUCTEMMU:

HeyacTo — peakLil rinepyyTMBOCTI;

PiZIKO — aHTIOHEBPOTUYHMIA HABPAK.

3arasibHi NOPYLLUEHHS | peakLii y MiCLli 3aCTOCYBaHHA NpenapaTy:

HeyacTo — rapsvka, rpunonoAibHuiA cTaH (BK/IKOYa0UM CTOM/IEHICTb, 03HOO, HEe3LY)XXaHHS | NPUNAnBN);

iHOAI — peakuii y micui iH’ekuil (BKOYaroum 6inb, NOAPasHEHHS, NPUMYXICTb, 3aTBEPLIHHSA), acTeHis, nepuiepnyHnin HabpsK, 6inb y rpyasx, 36iNnbLUeHHS Macu




Tifa, aHaiNakTMYHI peakuii/LLoK, KPOMuB’SHKa;

PiAKO — apTPUT Ta HAbPAKKM Cyrno6iB SK CUMNTOMW rocTpoda3oBol peakLil.

BiaxuneHHa nabopaTOpHUX MOKA3HUKIB:

Ay>Ke YacTo — rinoghocaremis;

4acCTo — MiABULLEHHSA PIBHA KPEATUHIHY | CEYOBMHM B KPOBI, FiNOKasbLiEMIS;

HeYyacTo — rinomMarHiemisi, rinoKaieMis;

piAKo — rinepkasiemis, rinepHatpiemis.

MopyLueHHs MYHKLLIT HUPOK

Mpwy 3acTocyBaHHI NpenapaTty 3adikcoBaHO NOPYLUEHHS PYHKLIT HAPOK. Ha niacTasi aHanisy faHux 3 6e3nekun, OTpMMaHMX y MpoLeci peecTpayiinHmnx AoCNiAKeHb
3on1epoHOBOT KUCNOTK - BicTa Wwoao nonepemikeHHs HebaXaHNX ABKLL, MOB’A3aHUX 3 YPAXKEHHAM KICTKOBOI TKAHWHW, Y NALiEHTIB i3 MOWMPEHUMU 3M10AKICHUMM
3aXBOPHOBAHHAMM YacToTa NOpYLUEeHb PYHKLIT HUPOK, SKi BBRXKaIMCSA NOB’A3aHMMMU i3 30/1e[pOHOBOIO KMUC/IOTO - BicTa, 6yna Takok: MHOXMHHa Mienoma — 3,2 %,
pak npoctatn — 3,1 %, pak Mo/I04HOT 3a103u — 4,3 %, pak fiereHb Ta iHWi conigHi nyxnmHm — 3,2 %. dakTopu, Wo MOXKYTb MiABULLYBATN PUSMK MOPYLLEHHSA (DYHKLIT
HMPOK, BK/KOYalOTb ferigpartauito, nonepefHe MOpYLUEHHS (PYHKLUIT HUPOK, 6araTopa3oBi Kypcwu JiKyBaHHA 30/1€4pPOHOBOK0 KWUCNOTOK - Bicta abo iHWumu
bicthochoHaTamMmm, a TaKOX OAHOYACHE 3aCTOCYBAHHA IHLUMX HePPOTOKCUYHMX 3ac0biB ab0 CKOPOYEHHS PeKOMEeHZOBAHOro vacy iHgysii. osigomnsnoca npo
BUMaAKMN MOPYLUEHHS (PYHKLIT HUPOK, MNPOrpecyBaHHA HUPKOBOT HeLOCTATHOCTI | BWHWMKHEHHS HeOOXIAHOCTI MpOBefeHHA remogianisy npu nepliomy abo
0AHOPa30BOMY 3aCTOCYBaHHI 30/1epOHOBOT KACNOTW Y 031 4 M.

OcCTeoHeKpo3 Lenenu

Mpo BUMAAKM OCTEOHeKPO3y (B OCHOBHOMY LLe/EN) NMOBIAOMANOCA NEPeBaXKHO Y NaLiEHTIB 3 OHKOJIONYHUMM 3aXBOPIOBAHHAMM, AKI OTpUMyBann 30/1e4POHOBY
KUCnoTy - BicTa. barato XTo 3 UuX nauieHTiB MaB NPOSBU MICLIEBOT iH(EKLIT, BKIOUYAOUM OCTEOMIENIT. BinbLUICTb BUNAAKIB 6ynn NOB’s3aHi 3i CTOMATONOrIYHUMU
npouefypaMu, TakuMU K BUAaneHHst 3y6a. OCTEOHEKPO3 Lenenu mMae 6arato BCTaHOBMEHMX (PAKTOPIB pU3MKY, 30KpeMa AiarHOCTOBaHWIA pak, CynyTHs Tepanis
(Hanpuknag, ximioTepanisi, NPOMeHeBa Tepanis, KOPTUKOCTEPOIAN) Ta CYNyTHI 3aXBOPIOBaHHS (HanpuKiag, aHemis, Koarynonartis, IH(eKLiT, 3aXBOPIOBaHHA POTOBOI
MOPOXXHUHN).

Xoua NPUYNHHO-HACNILKOBOTr 0 3B’A3KY He [0BeeHO, LM NalieHTaM peKOMEeH0BaHO YHUKATW iHBA3MBHNX CTOMATO/IOT IYHUX NPOLeayp.

dibpunauia nepeacepib

Y npoueci paHAOMi30BaHOr0 MOABIMHOIO CAINOro KOHTPO/IbOBAHOIO KiHIYHOrO AOCAIMAKEHHS, B SAKOMY OLiHIOBasiacsd e(eKTUBHICTL i Ge3neka 3acTOCYBaHHS
30/1e[pOHOBOI KWC/IOTM  MaujieHTKam i3 NMOCTMeHonay3aJbHUM OCTEONMopOo30M, 3arajibHa 4actoTa Po3BUTKY (ibpunsauii nepefcepib cTaHosBuna 2,5 % y rpyni
nauieHToK, SKi OTpMMYyBasn 30/1eAPOHOBY KUCNOTY B A03i 5 mr, i 1,9 % — y rpyni nnaye6o. MpuynHa BUHUKHEHHA NiABWLLEHOT YacTOTU PO3BUTKY (ibpunauii
nepegcepap HeBigoma.

"ocTpoda3oBi peakLil

LLi HebaxkaHi peakuil BKNOYAKOTh rapsuky, Miairito, ronosHWUM 6ib, 6inb y KiHUiBKax, HyLOTY, 6/1t0BaHHS, fiapeto Ta apTparito, a TakoX apTpuUT 3 acoLiioBaHM
ONyXaHHAM Cyrno6iB, AKi MOXYTb NPOABUTUCA MPOTATOM Mepwnx 3 AHIB nicna iHQysii 301e4poHOBOI KMUCIOTM - BicTa. 3a3HayeHy peakuil0 Ha3uBalTb
rpmvnonogibH1M cMHAPOMOM, abo CUHAPOMOM MiCNA OTPUMaHHS Npenapary.

ATUNOBI NepPeioMy CTEFHOBOT KICTKU

MpoTarom nepiofy NOCTPEECTPALiiHOIO 3aCTOCYBaHHS PiAKO NOBIAOMAANOCSA NPO TaKi peakLii, K rocTpi NigBepTAOroBi Ta AiadizapHi nepenioMn CTErHOBOT KICTKM
(HebakaHa peakLis Ha 6icchocoHaTw).

[Mo6iYHI peakLiil, 3yMOBEHI riNoKanbLIEMIEHD




inoKanbLieMis € BXIVBMM IAEHTUDIKOBAHMM PU3NKOM MpY 3aCTOCYBaHHI 30/1elpOHOBOI KMUC/IOTK - BicTa 3a 3apeecTpoBaHNMM MokasaHHAMU. [aHi KNiHIYHKX Ta
NMOCTMapKETUHIOBUX AOC/IIKEHb CBig4aTb NPO 3B’A30K MK Tepanieto 30/1epOHOBOKD KUCMOTOK - BicTa, NOBIAOMMAEHHAMMW NPO TiNOKa/bLIiEMiO Ta PO3BUTKOM
BTOPUHHMX CepueBuX apuTMii. KpiM Toro, € gaHi Mpo 3B’S30K MK TinoKasibLieMielo Ta MOBiJOMIEHHAMM NPO BTOPWHHI HEBPOJOTiYHI peakLil, BK/IKOYaoun
eninenTUYHI Hanaaw, rinocTesito, 3auineHiHHA Ta TeTaHito.

HecyMmiCHICTb.

KoHueHTpat npenapaty 30/1e4poH0Ba K1coTa - BicTa nignsarae po3sBefeHHI0 y CTepUIbHOMY 0,9 % po3unHi HaTpito xopuay abo 5 % pPo34mMHiI rIHOKO3MW.
KOHUeHTpaT npenapaTty He MOXHa 3MilLlyBaTh 3 pO34MHaMK AN iHPY3il, WO MICTATb KanbLid abo iHLWI ABOBaNEHTHI KaTiOHW, TaKUMU SK NaKTaTHWIA PO34mnH PiHrepa,
i He0OXiZHO BBOAMTM Y BUINAAI OLHOPA30BOT iH(Y3iT 3 BUKOPUCTaHHAM OKPEMOT CUCTEMU /151 iHGY3iiA.

LocnifpKeHHS 3i CKNFHUMK piakoHaMK, a TaKoX KilbKoMa Tunamu iHDY3inHNX NakeTiB Ta iHQY3iNHUX CUCTEM, BUTOTOBNEHUX i3 MOMIBIHINXI0pUAY, NONIETUEHY Ta
noninponineHy (nonepegHs0 3anoBHeHUX 0,9 % Po34MHOM HaTpito Xnopugy abo 5 % po3ynMHOM r1H0KO3M), NOKa3an BiACYTHICTb HECYMICHOCTI 3 BULLE3a3HAYeHUMU
nakyBa/lbH/MW MaTepiaiamm.

TepMiH NpUAATHOCTI. 3 poKMK.

YMoBW 36epiraHHSA. 36epirat B opuriHanbHiil ynakoBLi npy TemnepaTypi He Buule 25 °C. He notpebye cneuianbHUX YMOB 36epiraHHs. Iicns po3kpuTTa diakoHa
PO3YMH XiMIYHO i (Di3NYHO CcTabiNbHUIA NPOTAroM 24 roavH nNpu Temnepatypi 2 — 8 °C. 36epiratvt y HeJOCTYNHOMY A5 AiTel MiCLi.

YnakoBka. 1o 5 mn y gakoHi, no 1 hnakoHy KOHLEHTPaTY B KAPTOHHI KOPooL,i.
KaTeropis Bignycky. 3a peLenTom.

BupobHuK.
AkTaBic ITania C.n.A.

Micue3HaxomkeHHS BUPOOHMKa Ta agpeca MicLsi MPOBaPKEHHSA NOro AisiNIbHOCTI.
Bia MacTtep, 10 - 20014 HepsiaHo (MinaH), ITanis.



