COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 07.10.2025 Ne 25106

(NOCNEOOBATENEHOCTE 0004)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMHUE JIEKAPCTBEHHOTI O ITPEITAPATA
Ocreocratukc, 5 mr/100 mit, pacTBop Ist UHDY3HIA.

2. KAYECTBEHHBIA U KOJTMYECTBEHHBIA COCTAB
JelicTByrolee BEMIECTBO: 30JIEAPOHOBAS KUCIIOTA.

Kaxxnprit hj1akoH comepKUT S5 MT 30J1€IPOHOBOM KUCIIOTHI (B BUAE MOHOTHAPATA).

BcnomorarensHbpie  BelIecTBa, HATUYME KOTOPBIX HAI0 YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpui (cM. pazzaen 4.4.).

[TonHblii epeyeHb BCIOMOTraTEeIbHBIX BELIECTB PUBEEH B pasjene 6.1.
3. JIEKAPCTBEHHAS ®OPMA

PacTBop 11 nHOy3Hid.
ITpo3paunblii 6eCIBETHBII pacTBOD.

4. KIIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NpMMEHEHHIO

IIpenapat OcTeocTaTUKC MOKa3aH K MPUMEHEHUIO y B3pOCIIbIX OT 18 JeT 11sl IeueHus:

— mocTMeHonay3ainbHOro ocreonoposa (IIMO) (s cHUKEeHUs prucKa IepeIoMOB OSAPEHHON KOCTH,
MO3BOHKOB M BHEIIO3BOHOUHBIX IEPEIOMOB, I YBETUUYEHUS MUHEPAJIHHOM IIIOTHOCTH KOCTH);

— NOpodUIAKTHKU MOCIEAYIONINX (HOBBIX) OCTEOMOPOTUYECKUX MEPEIIOMOB Y MYXYHUH U KEHILUH C
nepesoMaMy MPOKCUMAaIbHOTO OT/elNa OeIpeHHON KOCTH;

— 0CTeOINopo3a y MyX4uH;

— NpO(UIAKTUKU U JICYEHUS] OCTEONOPO3a, BBI3BAHHOTO MPUMEHEHHEM TTTIOKOKOPTHKOCTEPOHIOB;

— npodwmraktuku [IMO (y marueHToK ¢ OCTEONeHUEH);

— KocTHOHU Ooie3nu Ilemxkera.

4.2. Pesxum 103uMpoBaHusA M cIOCO0 MPUMEHEHMSI

PexxuM o3upoBaHus

Hnsa newenus IIMO 'y owcenwyun u ocmeonoposa y Mydcuun PEKOMEHAyeMas J03a Ipenapara
OcTteocTaTHKC cOCTaBisieT 5 Mr (comepxumoe omHoro ¢uakona mpemapata — 100 ma pactBopa)
BHYTpHBEHHO | pa3 B rox. [Ipu HenocTatouHOM NOTPEOIEHNH Kalblins U BUTaMuHa D ¢ numieii cnenyer
AOMNOJHUTCIBHO NPUMCHATH IIPCIIapaThbl KAJIbIUA U BUTaAMUHA D.

s npogunaxmuku nociedyrowux nepeiomos y nayueHmos ¢ nepeiromamii NPOKCUMAalbHO20 omoena
bedpenHotll Kocmu pekoMeHayeMas no3a mpernapata OCTEOCTaTUKC COCTaBISET 5 MI (COAepKUMOe
onHoro (imakoHa npenapara — 100 mur pacTtBopa) BHyTpuBeHHO 1 pa3 B roa. Ilarmentam ¢ HeraBHUM
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(mo 90 mHEi) mepenToMoM MTPOKCUMATTLHOTO OTACI
nepBoil mHQy3un npemnapara OCTEOCTAaTUKC NPUHATH OJHOKPATHO BUTAaMHH D B BBICOKOH 103€
(ot 50000 mo 125000 ME nepopanpHO MM BHYTpUMBILIEUHO). IIpu OgHOKpaTHOM NpPUMEHEHHH
npemnapara OCTEOCTaTUKC MallMEHTaM PEKOMEHIOBAHO B TeueHHe 14 nHel 10 MHQY3UU eXeITHEBHO
NpUHUMAaTh BHYTpb npenapatsl kKanbius (1000 mr B cytku) u Butamuna D (800 ME B cytkn). Ilocne
uHOy3uu npenapata OCTEOCTaTUKC B TEUEHUE IOfia MAlIMEHTaM TaKXkKe ClIeAyeT IPUHUMATh [IpenapaTsl
Kaabls ¥ BUTaMuH D.

Jlis npodMIIaKTUKY MOCTIETYIOIUX MEPETOMOB Y NMAMEHTOB C IEPEJIOMaMU TPOKCUMAJIBHOTO OT/IeNa
OepeHHON KOCTH TepBYI0 MH(Y3HIO Tpenapara cieayeT MPOBOAUTh uepe3 2 U Oojiee HeAelb Mmocie
oIepaLuu.

Hnsa neuenuss ocmeonoposd, 8bl36aHHO20 NPUMEHEHUeM 2NI0KOKOPMUKOCMEPOUO08, PEKOMEHTyeMast
no3a npenapara OCTe0CTaTHKC COCTABIAET 5 MT (comepkumoe oaHoro (iaakoHa mpenapara — 100 mi
pactBopa) BHyTpuBeHHO 1 pa3 B roxa. IIpu HegocTaTrouHOM MOTpPEOICHUM KaiblMs M BUTaMuHa D ¢
NUIIEH Y MalUeHTOB C OCTEONOPO30M CJEAYeT JOMOJIHUTENBHO MPUMEHAThH Npernaparbl Kajlblus U
BUTamMuHa D.

s npoghunaxmuxu IIMO pexkomeHnyemas no3a mnpemapara OCTEOCTaTUKC COCTABISIET S5 MT
(comepkumoe ogHoro ¢urakoHa npemapara — 100 M pacTBopa) BHyTpuBeHHO 1 pa3 B 2 roja.

Jlig mpUHATUS pelieHus O HeOOXOAMMOCTH IMPOBEIEHUS MOBTOPHOM MHQY3UH CIEIYET €XKEroJIHO
MMPOBOAWUTH MOBTOPHYIO OLICHKY PHUCKAa BOBHUKHOBCHUS MCPCIIOMOB U OLICHKY KIIMHUYCCKOTO OTBCTA HA
Teparnwio.

Jnst npodunaktuku IIMO oueHb BaXKHO JOCTATOYHOE MOCTYIJICHUE B OPIaHU3M KaJbIMsI U BUTAMHHA
D. B ciiyuae uxX HEZOCTaTOYHOTO MOTPEOJICHUS C MUIICH PEKOMEHIYeTCsl JOMOJHUTEIbHBIN MpHeM
MpernapaToB KaJblus U BUTaMuHa D.

Jnsa newenus xocmuou boneznu Iledsxcema peKOMEHIYETCS OJTHOKPATHOE BBEJACHHE 5 MT Ipemapara
OcTteocTaTKC BHYTPUBEHHO.

Kocthnast Gone3np Ilemkera xapakTepu3yeTcsi BBICOKOW AKTHBHOCTBIO OOMEHa KOCTHOW TKaHH.
BcenenctBue ObicTporo HactyruieHus 3¢ ¢ekTa B OTHOIIEHWU KOCTHOTO OOMEHA TOocie MPUMEHEHHS
npemapaTta OcTeocTaTHKC B TeueHue nepBbIX 10 qHel mocne nHY3UU MOKET pa3BUBATHCS MPEXOSIIIAs
runokansiuuemus. Ha ¢pone npumenenus npenapata OCTeOCTaTUKC CEAyeT 00ecednTh JOCTATOUHOE
notpebienue BuramMmuHa D. B no6aBneHue Kk 3ToMy CTpOro peKOMEHIOBaHO MPUHUMATh aJJCKBATHYIO
103y Kanplus (kak MUHUMYM 1o 500 Mr 3jeMeHTapHOro Kajbplus 2 pa3a B CyTKH) KaKk MUHHUMYM B
TeueHue nepBbix 10 qHel nmocie BBeaeHus npenapata OCTeocTaTuke.

Ilosmopnoe neuenue npenapamom Ocmeocmamurc y nayueHmos ¢ KoCmuou 6onesuvto Iledsxcema

[Tocne omHokpaTHOTO TpUMeHeHHs npemapara OCTeoCTaTUKC MpH KOCTHOW Oonesnm llemxkera y
MalUMEeHTOB OTMeYaach MPOJOJKUTENbHas (0Kojo 7,7 JeT B cpeaHeM) pemuccus. Tak Kak KOCTHas
6one3nb [lemxera sBIsgeTCS XPOHHUECKUM 3a00JI€BAaHUEM, TO PEKOMEH1yeTCsl IOBTOPHOE IPUMEHEHNE
npemapata. [loBTopHOE mpuMeHeHue npenaparta rnpu 6one3nu [lemxera COCTONT BO BHYTPUBEHHOM €T0
BBCJICHUH B A03€ 5 Mmr 4ycpe3 OAUH IoJl Uiin 60.]166 OT Ha4daJia JICUCHUA. I/IHTepBa.H MCKAY BBCACHUAMUA
npemnapara OcTeocTaTHKC ONpeaAcCsICTCd MHAWBUAYAJIbHO HAa OCHOBAHUHN Bq)(beKTI/IBHOCTI/I JICUCHUA U
pE3yNbTAaTOB OINpeAeNeHUs] KOHIEHTpAluu IeaoyHoi Qocdaraszpl, KOTOpOe CleIyeT MNPOBOIUTH
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Kaxzapie 6—12 mecsnes. [Ipu oTCyTCTBUM KIMHUYECKUX MPU3HAKOB VX VIIICHUS COCTOIHMS, TAKUX KaK

00JIb B KOCTSIX U CUMIITOMBI KOMIIPECCUU, H/HITM PEHTI€HOJIOTHUECKUX MPU3HAKOB MPOTPECCUPOBAHUS
3aboseBaHus, cienyronas HHPy3us npenapara OCTEOCTaTUKC MOKET ObITh MPOBECHA HE paHee, YeM
yepe3 12 MecsleB nocie nepBoi.

IIpooonacumenvrnocms mepanuu

OntuManbHas NPOJODKUTENBHOCTh TEPANUU IPErnaparoM IpU JOJTOCPOYHOM INPUMEHEHUU He
ornpeJesneHa. Y BceX MalMeHTOB, NOIYYalolUX Mpenapar, NepuoIu4ecKy ClIeayeT IPOBOJUTh OLCHKY
OTBETAa HAa TEpamul0 U HEOOXOAMMOCTH JalbHEHIIEro MPOJODKEHUS JIEYEHHS C  Yy4eTOM
TepaneBTHuuecKkoro 3 dekra, pucka nmepegIoMoB U COMyTCTBYIONIUX 3a00JIEBaHUM.

VY nmanueHToB ¢ HU3KUM PUCKOM IEPEIOMOB CIIEAyeT PacCMOTPETh BO3MOKHOCTh OTMEHBI Ipernapara
1ocye MEepBhIX TPEX JIeT ero MPUMEHEHHs, B TO K€ BPEeMs y MAllMEHTOB C BHICOKHM PHCKOM CIIEIyeT
paccMOTpeTb BO3MOXKHOCTb TPOJIOJDKEHUS PEryJIApHONM Tepanuu. Y MPEeKpaTHBIIUX JICUCHHUE
MAIMEHTOB CJIEIyeT IMPOBOAMTH IOBTOPHYIO OLIEHKY pHCKa ImepenoMoB 1 pa3 B 2-3 rozma u npu
HE00XO0AMMOCTH BO30OOHOBIIATH JICUCHHUE.

Oco0Oble T'PVYIITBI TAIMEHTOB

Tlayuenmur nosicunoeo eospacma (= 65 1em)
Koppekuuu 10361 npenapara He Tpedyercs, Tak Kak OMOJOCTYITHOCTh, paclpe/ie]ieHHe U BbIBEICHUE Y
MAIMEHTOB Pa3IMYHbIX BO3PACTOB UMEIOT CXOAHBII XapakTep.

Iayuenmui ¢ napyuieHuem GyHKyuu novex
[TpumeHeHne npenapaTa y MaueHToB C KIMPEHCOM KpeaTuHUHA < 35 MJI/MUH NMPOTUBOIIOKA3aHO.
VY manueHToB ¢ KIMPEHCOM KpeaTHHUHA > 35 MJI/MHUH He TpeOyeTcsi KOpPEeKIMU J03bI ITperapara.

Iayuenmoi ¢ Hapywenuem hyHKyuu nevyeHu
[TaruenTam ¢ HapyIIeHUSIMH (QYHKIIMY [T€YeHH He TpeOyeTcs KOppeKIUU JO3bI Ipenapara.

eTH
be3onacHocth u 3 dexkTuBHOCTH TTpenapara OCTEOCTaTHKC Yy IeTel B Bo3pacTe 10 18 jeT Ha maHHbBIN
MOMEHT HE€ yCTaHOBJICHbI. /laHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

[IpemapaTt OcteocTaTukc, pacTBOp A HHQY3Hi, BBOJIIT BHYTPUBEHHO HH(DY3HOHHO.

BBenenue mpemapata cieayeT NPOBOAUTH C TIOMOMIbIO KIANMaHHOW WH(QY3UOHHOH CHCTEMBEI,
o0ecreynBaroIIeii MOCTOSHHYIO CKOPOCTh MH(Y3UH B TeUeHUE HE MeHee 15 MUH.

[Tepen BBenennem npemnapara OCTEOCTaTUKC CIEYET O0ECIICUNUTh aIEKBATHYIO THAPATAIUIO TTAIIMEHTA.
DTO 0COOCHHO Ba)XHO ISl MAIIMEHTOB IMOXHJIOTO Bo3pacTa (> 65 Jyer), a Takke I MalueHTOB,
MOJTYYAIONTUX TEPANHIO TUYPETHICCKUMHU CPEACTBAMH.

Ykazanus no ucnonvsosanuro npenapama

[Ipu moAroToBKE U MPOBEACHUN HHPY3UH CIeIyeT COOI0IaTh IPAaBUIIa ACETITUKH.

Jlo BBenenus mnpemnapata OCTEOCTATUKC CIEAYET BU3YyaJbHO OLIEHUTHb KAayeCTBO M LIBET PacTBOpA.
[IpemapaT Henb3s MPUMEHATH IPU U3MEHEHHUH I[BETA WM MOSBICHUN HEPACTBOPUBIIUXCS BUIUMBIX
YacTHII.
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[Tpenapar OcTeocTaTHKC HE CIIEAYET CMEIIWBaTh_ KM BBOIUTE BMCCTC C KAKUMH-THOO JPYTHMH

COOTBETCTBYET QRCHEFTHOMY QTYETY

npemapatamu. Henb3s momyckath KoHTakTa npernapata OCTeocTaTUKC ¢ KaKUMHU-THOO pacTBOpamu,
COZIep KALIMMU KaJlbIIUi WM J1100ble Ipyrue ABYXBaJICHTHbIE KaTHOHBI. /[ BBeJeHUs Mperapara
BCErJa cielyeT UCIOIb30BaTh OTACIBHYIO CHCTEMY Al HH]Y3Uit.

Hewucnons3oBanHkI pacTBop mpenapara OCTeOCTaTUKC, OCTABIIHICS BO (JIaKOHE, TPUMEHSTH HEb3sl.
PactBop mpemapata OcCTEOCTaTHKC HMCTOIB30BaTh HEMOCPEACTBEHHO IOCIE BCKPHITUS (rakoHa. B
cllydae €clid pacTBOp OXJIaXJIEH, Iepel BBEIECHHUEM €ro cieayeT BbIIEepKaTb B IMOMELIEHUU 0
JOCTUKEHHS] KOMHATHOM TeMIepaTyphl.

4.3. IIpoTuBONOKA3aAHUSA

— ['unepuyBCTBUTENBHOCTD K 30JI€IPOHOBOM KHUCIOTE WM K JIIOOOMY M3 BCIIOMOTaTENIbHBIX BELIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

— Tspxenble HapyIIEHUS] MUHEPATHHOTO 0OMEHA, BKJIIOYasi TUIIOKAJIBIIMEMHIO.

— bepemMeHHOCTD ¥ IepuoOJI TPy IHOTO BCKapMiIMBaHus (cM. pazzen 4.6.).

— Hapymenne QpyHKIIMM modex TsHKeJon cTeneHu (KIUpeHe KpeaTuHuHA < 35 MJI/MUH).

4.4. Oco0Oble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH NMPUMEHEHUN

C 0CTOPOKHOCTBIO

Crenyer cobmoaTh OCTOPOKHOCTD IPU MPUMEHEHUH npenapara OCTeocTaTHKC:

— Yy HAIlMEeHTOB ¢ HapylleHneM QyHKIUU MOYEK JIETKOM U CpeIHeN CTENEeHU TAKECTH;

— Yy NAUKMEHTOB B COCTOSIHUU TSKEJION JeruapaTaluy;

— Yy MalHUeHTOB C COMYTCTBYIOIIMMH OHKOJIIOTUYECKUMHU 3a00JICBaHUSIMH ¥ XHMHOTEparvield B
aHaMHe3e,;

— Y NAlUEHTOB C MOJHBIM WM HEMOJHBIM COYETaHHEM OpPOHXHAIbHOM acTMbI, pElUANBUPYIOIIETO
MIOJIMIT03a HOCA U OKOJIOHOCOBBIX IMa3yX M HEINEPEHOCUMOCTH ALETUIICATULIUIOBOA KHUCIOTHI WU
JPYTUX HECTEPOUIHBIX TPOTUBOBOCIATUTEIBHBIX MTPENapaToB (B T.4. B aHAMHE3E);

— TpY OJHOBPEMEHHOM MPUMEHEHHUH C MpenapaTaMu, ClIOCOOHBIMU OKa3bIBaTh 3HAYMMOE BIIUSHHUE HA
GYHKIMIO TO4YeK (Hampumep, ¢ aHTHUOMOTUKAMH-aMUHOTJIMKO3UIAMH WA JUYPETHYCCKHUMHU
CpeICTBaMU, BbI3bIBAIOIIUMHU JIETUIPATALIHIO).

Eciu y Bac ogHO W3 mepeduclieHHBIX 3a00JeBaHMi (COCTOSHUI) Tiepe] BBEJACHHEM IIpernapara

00s13aTeTbHO MPOKOHCYJILTUPYHTECH C BPAUOM.

Oco0ble yKa3aHusg

Bpauy cnenyer wHGOpPMHPOBATh MAIIMEHTOB OO0 OCHOBHBIX IPOSBICHUSAX THUITOKAIBIIUCMHH H
o0ecneunTh pEryjasapHoe HaOMIOJCHUE TMAlMEHTOB, OTHOCSIIMXCSA K TpyIme pucka. Tepamuio
npermapaToM OCTEOCTaTHKC Y MAIMEHTOB ¢ KOCTHOM OoJie3HbI0 [lemkera TOMKHBI IPOBOJUTH TOJIBKO

KBaJM(HUIUPOBAHHBIE Bpaud, HMEIOIIME OMNBIT JICUEHHs JaHHOTO 3a0oseBaHus. BbIpakeHHOCTH
nociaenH(y3HOHHBIX HexenarenbHblx peakimii (HP), pa3BuBarommxcss B TedueHue 3 1HEH mocie
uHpY3UH, MOXKET ObITh yMEHbIIEHAa NMPUMEHEHHEeM MapareraMosia Wi uoympodeHa cpasy mocie
uHOy3un npenapara OcTeocTaTHKC.

3o1epoHOBasi KMCIIOTa SBISAETCS ACHCTBYIOLIMM BEIIECTBOM Kak mpenapata OcteocTaTHKC (pacTBOp
5 mr/100 mut), Tak ¥ TpenapaTtoB MJis JICYCHHS TAIMEHTOB C OHKOJOTHYECKUMH 3a00JIEBAHMSIMU C
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KOHIICHTPAIUEH 30JIeJPOHOBOM KUCTOTHI 4 mr/10
ABJIAKOTCA B3aUMO3aMCHACMBIMU 1 HE JOJIKHBI HpI/IMeHHTI:CH OI[HOBpeMeHHO.

[Tpu HaTMYUKM TUMIOKABIMEMHH TIEpE]] HayajIoM pUMeHeHHs npenapaTta OcTeocTaTUKC HEOOX0IMMO
HpOBGCTI/I JICUCHHUC aJICKBATHBIMHU J03aMU KaJIbIIUsd U BUTaAMHWHA D TaK)Ke cnez[yeT HpOBeCTI/I Tepanmo
APYTUX UMEIOIIMXCS HApYIICHUH MUHEpaJIbHOTO 0OMeHa (HampruMep, BO3HUKAIOIIMX TOCIIe OTepaui
Ha IIUTOBUIHOW W MapalldTOBUIHON jKelle3aX, MPH THUIONAPATUPEO3e WIM CHIYKCHUH BCACHIBAHUS
KaJIBIIMS B KUIIEYHUKE) U 00ECTICUNTD PETYIISIPHOE HAOII0IEHNE TTAIIMEHTOB C THIOKAIbITUEMUEH.

Hapywenus ¢pynxkyuu nouex

Jlig CHUKEHUSI pUCKa Pa3BUTHUS HApYIIEHHM CO CTOPOHBI MOYEK CIEAYeT COOJI0JATh CIENyIOIIHe

YKa3aHHUs:

— Ilpenapar mpoTHMBONOKa3aH MallMEHTaM C HapyUICHUSMH (QYHKIMM TOYEK TSKEIOM cTeneHu
TSOKECTH (KITMPEHC KpeaTuHUHA < 35 MJI/MHUH).

— Tlepen kaxxapIM BBEJIEHUEM MpeNapaTa HEOOXOANMO OIPENCIATh KIIMPEHC KpeaTUHUHA (Harmpumep,
no Qopmyne Kokpodra-I'onra). Ha ¢done Tepanmuum mnpemapaToM y MalMEHTOB, WMEIOIIMX B
aHaMHe3e HapylleHUs! PYHKIHMH MOYEK, TPAH3UTOPHOE MOBBIIIEHUE KOHIIEHTPALlUU KPpEaTUHUHA B
I1a3Me KpOBU MOXET OBITh BBIIIE, Ye€M Yy MAIlMEeHTOB C HOpMaiabHOW (yHKuued mnodek. [Ipu
npuMeHeHnU npernapara OCTEeOCTaTHKC Y MAIMEHTOB, UMEIOMUX (DAaKTOPhI pUCKa BOZHUKHOBEHUS
HAPYIICHUN CO CTOPOHBI TOYEK, OMPeIeTICHIE KOHIICHTPAIIUN KpeaTHHIHA B IJIa3Me KPOBH JOIKHO
MIPOBOJAUTHCS PETYIISPHO.

— Crenyer co0m0aTh OCTOPOKHOCTH MTPU OJTHOBPEMEHHOM IMPUMEHEHUH npenapara OcTeocTaTuKe
C MmpemnaparamMu, ClIOCOOHBIMU OKa3bIBAaTh 3HAYMMOE BIHMSHUE HA QYHKIIHIO TOYeK (cM. pa3zaen 4.5.).

— Ilepen BBemenuem mnpemnapata OcTeocTaTHKC clieyeT o0ecneduTh aJeKBATHYIO THUIPATaLUIO
opranu3ma. JOTO 0COOCHHO Ba)KHO JUIsl MAIIMEHTOB B BO3pacTe > 65 JIeT, a TakKe y MaIllueHTOB,
MOJTYYAIONIUX TePAMHIO TUYPETUISCKIUMH CPEICTBAMHU.

— Jloza mpemapara TpuW OJHOKPATHOM BHYTPUBEHHOW WH(QY3MM HE JODKHA TPEBBIIIATH
5 ™r, npu 3ToM BBeAeHue mpernapata OCTEOCTaTHKC CIEAyeT MPOBOAUTH B TEUEHUE HE MEHee
15 muH.

Kocmno-mviumeunas 6onw

B mocrpeructpalnoOHHBIX HCCIEIOBAHUAX NMPUMEHEHHUs] OMcochOoHATOB, B TOM YHUCIIE MpenapaToB
30JIEZJPOHOBOM KHCIIOTHI, OBLIM 3apErUCTPUPOBAHBI CIy4aW Pa3BUTHS BBIPRKEHHOW, B HEKOTOPBIX
CllyyasixX HEKYIHPYEeMOW, KOCTHO-MBIIICYHOM, CyCTaBHOW W/WJIM MBIIIEYHOW O0aH. YKazaHHBbIC
CUMITOMBI Pa3BUBAJINCh KaK B IEPBBIA [€Hb JICUYCHMS IPENApaToM, TaK U B TEYCHHE HECKOJIBKUX
MeCsLEB IOCNIe Hayalla Tepanuu. B cilydae pa3BUTHs TSKENbIX CUMITOMOB CIIENYET PacCMOTPETh
BO3MOKHOCTh OTMeHBI IIpernapara Ocreoctatukce. B 00nbIIMHCTBE ciiydaeB MOCie OTMEHBI Npenapara
CHUMIITOMBI PErPECCUPOBAIIM, OAHAKO, MOCJIE BO30OHOBIIEHHUS TEpalMM 30J€IPOHOBOM KUCIOTON HiIN
apyrumu 6ucgochoHaTaMu CUMITOMBI BO30OHOBIISUIUCK.

Ocmeonexpos uenrocmu

dakTopaMu pUCKa pa3BUTH OCTEOHEKPO3a SBISIOTCS OHKOJIOTHYECKHE 3a00JIeBaHMsI, COMTYTCTBYIOMIAS
Tepanus (HampuMep, XMMUOTEpaIus, OJHOBPEMEHHOE MPUMEHEHHE C IpernaparaMd MHTHOUTOpaMH
aHTMOreHe3a, JydeBas Tepanus, JIEYEHHE INIIOKOKOPTUKOCTEPOMAAMHU) M HaJIM4uue JApPYrux
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COMYTCTBYIOIMX 3a00JI€BaHUM (HapUMep, aHeM
aHaMHese).

XOoTs TPUYMHHO-CIICCTBEHHAS CBSI3b OCTEOHEKpO3a YENIOCTH ¢ mpueMoM OuchochoHaToB HE
YCTaHOBJIEHA, cJelyeT n30erarb CTOMATOJIOIMYECKUX ONepaluii, MOCKOIbKY CPOKH BOCCTAHOBIICHHS
mocje YyKa3aHHBIX oOIepanuii Moryr yBennuuBatbes. Jlo Hawanma sedenus OucdocdonaTtamu
HEOO0XOAMMO TMPOBECTU CTOMATOJIOIMYECKOe OOCIEOBAHHME W 3apaHee BBINOJIHUTH HEOOXOAMMBIE
npoGMIaKTUYECKHE MpOLEAyphl Yy MAIlMEeHTOB, HMMEIOLMX (AKTOpbl pucKa (OHKOJIOTHYECKHE
3a00JeBaHUs, XUMUOTEPAINS, JIEUCHHE TTIIOKOKOPTUKOCTEPOUIaMH, HECOOIIIOIEHNE TUTUEHBI TT0JIOCTH
pTa).

Bo Bpems neueHus 3051€ApOHOBON KHUCIOTON L€1eco00pa3HO MOANCPKHUBATh HAJICKAIIYI0 THTHEHY
MOJIOCTH PTa, NMPOXOJUTh PYTHHHOE 00CJEeNOBaHME y CTOMATOJIOra M HE3aMEIJIUTEIbHO COOOLIUTH
Bpauy 000 BceX CHMITOMaX CO CTOPOHBI TIOJOCTH PTa.

[Ipy pa3BUTUM OCTEOHEKpO3a YENIOCTH Ha (QoHe Tepanuu OuchochoHaTaMu MNpPOBEICHHE
CTOMATOJIOTUYECKUX ONepanuii MOXKET YXYALUIUTh cocTosiHue. HeT cBeeHnii 0 TOM, 4TO NmpephiBaHue
neueHust O6ucdochoHaTaMyu 10 CTOMATOJIOIMUYECKHX BMEIIATEIbCTB CHIKAET PHUCK OCTEOHEKPO3a
YeqoCcTH. TakTHKa JIeYeHUs] KOHKPETHOIO MAlMeHTa JOJKHA ObITh OCHOBaHA Ha WHIUBUAYaJIbHOU
OLIEHKE COOTHOILIEHMSI M10JIb3a/PHUCK.

OTMeyanuch ciydyad BO3HMKHOBEHHS MEpEIOMOB APYrod JoKaau3anuuu (B T.4., OEJPEHHONW KOCTH,
KOCTEH Taza, KOJIEHHOTO CyCTaBa, IUIEYEBOM KOCTH), OJHAKO Yy MAI[MEHTOB, MOJYYaBLIMX JICUCHHE
npenaparoM OCTEOCTaTUKC, TPUUYNHHO-CIICACTBEHHAS CBA3b C IPUEMOM IpenapaTa He YCTaHOBJICHA.
OTMevanuch OTAEIbHBIE Cydyal BOSHUKHOBEHHSI OPOHXOKOHCTPUKIMU Y MALMEHTOB C MOJHBIM U
HETOJHBIM COYETaHHEM OPOHXHUAILHOW aCTMBbI, PEIIMIUBUPYIOIIETO MOJIMI03a HOCA U OKOJIOHOCOBBIX
na3yx M  HENEePEeHOCHMOCTH  aleTWICAIMLUMWIOBOM  KHCIOTBI WM JAPYTUX  HECTEPOUIHBIX
MIPOTHBOBOCTIAJIMTENLHBIX TIPenapaToB (B T.4. B aHaMHe3e) Ha (poHe mpuema 6uchochoHaToB. XOTs B
KJIMHUYECKUX UCCIIEOBAaHMIX C IPUMEHEHUEM Inpenapara OCTeOCTaTUKC TaKUX CIIy4aeB OTMEYEHO He
ObL10, PEKOMEHYETCs IPUMEHSITh Npenapar ¢ OCTOPOKHOCTHIO Y MAIUEHTOB C MOJIHBIM WIIA HEMTOJIHBIM
coYeTaHHEeM OpOHXMAIBHOW acCTMbI, PEIMIUBUPYIOIIETO MOJIMII03a HOCA U OKOJIOHOCOBBIX Ma3yX U
HETMePEHOCUMOCTH aleTUICATUIINIOBOM KHUCJIOTHI WIn b110) %0704 HECTEPOUIHBIX
IIPOTUBOBOCIIAJIUTENBHBIX IIPENAapaToB (B T.U. B AHAMHE3E).

OcmeoneKkpo3 HapyIHCHO20 CIYX08020 NPOX0OA

3aperucTpupoBaHbl Clydyad pa3BUTHS OCTEOHEKPO3a HAPYKHOTO CIYXOBOTO MPOXOJa IMPH JICUYCHHH
oucdochoHaTamMu, KOTOpble HAOIIOMATNCh, B OCHOBHOM, MPH JUTUTEIBHONW Tepanuu. Bo3MOXHBIMHU
(daxTopamMu pUCKa Pa3BUTHS OCTEOHEKPO3a HAPYXHOTO CIYXOBOTO MPOXOJa SBISIOTCS MPUMEHEHHE
TIIIOKOKOPTUKOCTEPOUIHBIX MPEMapaToB, XMMUOTEpANUs W/WIN TaKue MECTHBIE (paKTOpBI PHCKa Kak
uH}peknns i TpaBMa. Heo0XoanMo TOMHHTE O BO3MOXXHOCTH Pa3BUTHS OCTEOHEKPO3a HAPYKHOTO
CIIyXOBOTO MpOX0Ja y MAaIHeHTOB, MOJy4alomux OuchocpoHaThl, ¢ CHUMIOTOMAMH XPOHHYECKON
UHQEKIUH yXa.

Amunuunvle nepenomvi 6eOpeHHOU Kocmu

Nmerorcst cooOImeHus o caydasX aTUITHYHBIX TOABEPTENbHBIX U JUAPU3APHBIX IEPEIIOMOB OeAPEHHOM
KOCTH Y MAI[MEHTOB, JITUTEIHHO MOIYYAIOIIMX aHTHOCTEOTIOPETUIECKYIO Tepanuio oucdochoHaTamu.
OTH TepesIOMBbI, TIONIEPEYHbIC WIH KOPOTKHE KOCHIE, JOKAJIM3YIOTCS HA JFOOOM YYacTKE OT Majoro
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BepTena 70 HAIMBIIIETKOB W BO3HHUKAIOT, KaK
TpaBMbl. [lo oOHapyxeHus OEIPEHHBIX MEPEIOMOB MAIIMEHThl MOTYT Ha MPOTSKEHUU HECKOJIBKUX
HeJIeb UM MECSIIeB UCIIBITHIBATH 00JIb B 00JIacTH Oenpa uiy naxa.

[lepenombl 4acTo ABYCTOPOHHHUE, MOSTOMY IpPHU AMATHOCTHPOBAHUU TEepesioMa OeqpEeHHOW KOCTU Y
NalyeHTa, noiyyaromero ouchocdoHaTsl, Takke HEOOXOAMMO O0CIeNOBaTh KOHTPIATEPATHHYIO
OenpeHHyI0O KOCTh. EcThb CcOOOIIEHHS, YTO JaHHBIE IIEPETIOMBI COIMPOBOXKIAIOTCS MEIJICHHBIM
3aKUBJICHHEM (cpacTaHueM). Pemenne o0 oTrmene Tepanuu OucdocdoHaramMu y MaIMEHTOB C
MOJIO3PEHUEM Ha aTHINHWYHBIE TIEePelIoMbl OEJPEHHOM KOCTH JOJDKHO OBITh OCHOBAaHO Ha
WHIUBUIyalbHOW OIICHKE COOTHOIICHUS PHUCKAa M MOJdb3bl. UeTkas MpUYMHHO-CIECICTBEHHAs CBS3b
MEXy NMpUMEHEeHHEeM OucpocPoHATOB M MepeoMamMu OeIPEHHON KOCTH yCTaHOBJIEHA HE ObLIa, Tak
KaK aTUIHUYHBIC MEPEIOMBbl TaK)Ke BO3HUKAIN y MALMEHTOB C OCTEONOPO30M, KOTOpPBIE HE MOIydaln
Tepanuio Oucdochonatamu. Bee mammeHThl, modydaronme Tepanuio OucdochoHaTamu, BKIIIOYAS
npemnapat OcTeoCTaTHKC, JOJKHBI OBITh HHPOPMHUPOBAHBI O HEOOXOIUMOCTH COO0IIATh O 1000 60IH
B obsiacTu Oenpa WM maxa, v JitoOOi TakoW MalMeHT JOJKEH OBITh 00CNe0BaH Ha HAJHYUE Y HErO
nepenoMa OepeHHON KOCTH.

BcnoMorarenbpHBIE BEIISCTBA

Cooepoicanue nampusi

JlaHHBINA Tperapar colepXHuT MeHee 1 mMmonb Hatpus (23 mr) Ha no3y 5 mr/100 mi, To ecthb
MPAKTUYECKH «HE COJEPKUT HATPHUSI».

4.5. BzaumopgeiicTBMe ¢ JAPYrMMH JIEKAPCTBEHHbIMH TMpenaparaMd W Jpyrue BHIbI
B3aUMOJACHCTBUSA

CrennanbHbIX MCCIIEJOBAHMM IO M3YYEHUIO B3aMMOJEWCTBUSA 30JIEAPOHOBON KHUCIIOTBHI C APYTUMU

JIEKapCTBEHHBIMU CPEICTBAMU HE IIPOBOINUIIOCH. 30JI€APOHOBAsI KUCIOTA HE MOABEPTAETCSI CACTEMHOMY

MeTa0oIM3My U HE BIMsIET Ha n3opepMeHTsl nutoxpoma P450 uenosexa in vitro.

3ose1poHOBasl KUCIOTa XapaKTepU3yeTcsi OTHOCUTENbHO HU3KOM CTENEHBIO CBSA3BIBAHUS C OelKamu

1a3Mel (MpubnusuTensHo 4355 %); nekapcTBeHHOE B3aUMO/JIeiiCTBHIE, 00YCIOBICHHOE BHITECHEHHEM

JIEKapCTBEHHBIX BEIIECTB C BBICOKOW CTENEHBbIO CBA3BIBAHUSA C O€lKaMH M3 MECT CBSI3bIBAHUS,

MaJIOBEPOSTHO.

3onenpoHOBas  KUCIOTAa BBIBOAUTCS mouykamu. Cruemyer coOmogaTb  OCTOPOXKHOCTH — IMPH

OJTHOBPEMEHHOM TMpHUMeHEeHHH mpernapara OCTeoCTaTHKC ¢ MpernapaTaMu, CIIOCOOHBIMU OKa3bIBATh

3HAYUMOE BIIMSIHHE Ha (YHKIUIO MOYEK (Hampumep, ¢ aHTHOMOTHKAMHU-aMHHOTIIMKO3HIAMU HWITH

JTUYPETUYECKUMU CPEJICTBAMHU, BHI3BIBAIOLIMMU JETHAPATAIUIO).

Y manueHTOB C HApPYIICHUSMH TMOYEYHOW (YHKIUHM TpU NpUMeHeHHH mpernapara OcTeocTaThukc

COBMECTHO C IpernapaTamMu, KOTOPbIE BEIBOIATCS IPEUMYILIECTBEHHO MOYKaMH, BO3MOKHO TOBBIIIICHHE

CUCTEMHOTI'0 CMCTBUSI JTAaHHBIX JIEKAPCTBEHHBIX CPEICTB.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTD U JIAKTAUSA

KoHTpanenmus y My>K4YMH 1 JKCHIITHH

HaHI/IeHTKI/I PECIIPOAYKTHUBHOI'O BO3paCTa NOJIKHBI OBITh npeaynpexKACHLI O HGOGXO,Z[I/IMOCTI/I INPUMCHATH
HaACKHBIC MCTOJAbI KOHTPALCIIIIUKA BO BPEMA JICHCHUS ITPLCIIapaTOM OcTeocTaTHKC.

COOTBETCTBYET QRCHEFTHOMY QTYETY
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bepemeHHOCTH

COOTBETCTBYET QRCHEFTHOMY QTYETY

[Tpumenenne npemapara OcTeocTaTUKC BO BpeMsi OEpeMEHHOCTH MPOTHUBOIOKa3zaHo. [Ipemapar
OCTeoCTaTUKC MOXET OKAa3bIBaTh He6HaFOHpI/I}ITHO€ BOB,Z[GI\/'ICTBI/IG Ha IJI10A. B HUCCIICOOBAaHUAX Ha
JKHUBOTHBIX BBIABIICHO TOKCHYECKOC BOB,Z[GI\/'ICTBI/IG Ha PCIIPOAYKTUBHYIO q)YHKI_II/IIO Her JAaHHBIX O
NPUMEHEHHUHU TIpernapaTa Bo BpeMsi 0epeMEeHHOCTH y uenoBeka. [Ipy BO3HUKHOBEHUH OEPEMEHHOCTH BO
BpeMs Tepanuu OuchochoHaTaMU BO3MOXKEH PHCK BO3HMKHOBEHHUS BHYTPHUYTPOOHBIX TOPOKOB
pa3BuTHs IUI0a (HampuMep, aHOMAJIMK Pa3BUTHS CKeJeTa W JAPYrHX aHOMAJIMH BHYTPHYTPOOHOTO
pa3BuTHs). 3aBHCHMOCTh PHUCKAa OT BEIMYMHBI BPEMEHHOT'O IMPOMEXKYTKa MEXKIY MpeKpameHueM
Tepanuu OuchochoHaTaMH U MOMEHTOM 3ayaTHsi, ITyTH BBEICHHUS M OCOOCHHOCTEHW KOHKPETHOTO
npernapara Hen3BeCTHa.

JlakTaus
HewusBecTHO, pOHUKAET JIM 30JIEAPOHOBAS KUCIOTAa B IpyaHoe MoJioko. [IpumeHeHune mpenapara
OcreocTaTHKC B IEPUOJ TPYJTHOTO BCKapMIIMBaHUSI TPOTUBOIOKA3aHO.

DepTHIbHOCTD

B nccnenoBaHusx y )KUBOTHBIX 30JI€POHOBAs KUCIOTA MoAaBisuia GepTuiabHOCTh B 03¢ 0,1 MI/kr B
cyTKu. HeT maHHBIX O BIMSHHUM 30JICIPOHOBON KHCIOTHI Ha (DEPTUILHOCTH Y YEIOBEKA.

4.7. BiausiHHe Ha CHOCOOHOCTH YIPABJATH TPAHCHOPTHHIMHM CpeIcTBAaMHM W PpadoTarb ¢
MeXaHHU3MaMH

HaHHBIX O BJIMSIHUM IIpCriapara OcTeocTaTHKC HA CHOCO6HOCTB YIpaBJIATh TPAHCHIOPTHBIMU CPEACTBAMUA

U IPYIUMH MCXaHU3MaMHU HCT. OI[HaKO, B CBA3U C TCM, YTO I'OJIOBOKPYKCHUC SABJIACTCA OOHUM U3 HP

nperapara OCTGOCTaTI/IKC, nmanyuceHTamMm CJICAYCT CO6JIIO,Z[aTB OCTOPOXXHOCTb TIpHU BBINIOJIHCHHUN

IIOTCHIUAJIBHO OIIaCHBIX BHIAOB ACATCIIBHOCTH. HpI/I nossiennu HP CJICOAYCT BO3ACPIKATHCA OT

YKa3aHHBIX BUJIOB JAEATEIbHOCTH.

4.8. HexkenareiabHble peakuuu

Pesrome mpoduiist 6e3onacHOCTH

Jleuenue paznuunvix 6u008 ocmeonopo3sa, kocmuoui 6oneznu Iledscema, npogpunakmuxa nocieoyrouux
NepeomMos8 y MYyHCUUH U HCEHWUH C NePeoMAMU NPOKCUMATbHO20 omoena 6e0peHHOU KoCmu

IIpu BHyTpUBEHHOM BBEEHUU 5 MI" 30J1€IpOHOBOM KUCHOTHI 1 pa3 B rox ams neuenus [IMO y sxeHnuH,
OCTEOTOopo3a y MYKYHH, JJIs MPOPIIAKTHKU TMOCIEAYIONUX MEPEIOMOB y MYXYHH M KCHIIUH C
neperoMaMy IPOKCUMAILHOTO OT/iea OeIPeHHON KOCTH, [ MPO(HIAKTUKH U JISYSHUS OCTEOTIOPO3a,
BBI3BAHHOTO MPUMEHEHHEM TIIOKOKOPTHKOCTEPOUIOB, M JIsA JiedeHHs] KOCTHOW Oonesnu llemxera
6onbmmHcTBO HP ObuM cmaGo unum ymMepeHHO BbIpakeHHBIMU. llocie BHYTPHUBEHHOTO BBEIEHUS
30JICIPOHOBOM KHCIOTHI Yy JAaHHBIX TMAIMEHTOB HambOoyiee 4vacTo HaOmomanuch cienayrommue HP
JUITUTEIBHOCTBI0O OOBIYHO He Oosee 3-x JHeH («IOoCTH030BbIe» CUMOTOMBI): juxopanka (18,1 %),
muanrus (9,4 %), rpunnononodusiii cunapom (7,8 %), aprpanrus (6,8 %), ronosHas 6oinb (6,5 %).
BonpmmucTBO BhieHa3BaHHBIX HP, oTMeuaBmuxcs B TeueHue 3-X AHEH Mociie BBEACHUS Ipenapara,
ObuTH cNabo WM YMEPEHHO BhIpaXeHHBIMU. [Ipy MOBTOpHOM BBeIeHUM TNpemnapara yactrota HP
3HAQUYUTENIbHO YMEHbIIAACK.



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 07.10.2025 N2 25106

(NCCNEOOBATENEHOCTE 000

Bripaxxennocts noctundy3nonasix HP, pa3zBuBay
ObITh YMEHbILICHa MPUMEHEHUEM Iapaleramoia uin uloynpodeHa cpaszy nocie nHpy3UH mpernapara
(cm. paznen 4.4.).

IIpogpunaxmuxa IIMO

[Tpu npumenenun npemnapara Octeocratuke it npodunaktuku [IMO oOmuit npoduins 6e30macHoCTH
npenapara ObIJT CpaBHUM C TakoBbIM mipu JjiedeHun [IMO, 3a uckmouennem HP, Bo3HuKaBIIHMX B
TeueHue 3-x mHeW mocne wHdy3uu: 00yb, TUXOpaaKa, 03HOO, MUAITHS, TOIIHOTA, TOJOBHAs OOJIb,
MOBBILICHHAs YTOMJISIEMOCTh, TOJIOBOKPY)KCHHE, apTpajrus, 4YacToTa KOTOPBIX Obla BBHIINIE Y
MaUEeHTOK, MoyYaBImuX npenapat it npodunaktuku [IMO. bonpmmacTBO 3THIX HP OBLTH JTETKOIM
WA CPEIHEN CTENEeHU BBIPAXKEHHOCTH W MPOXOAMJIM B T€UYEHHUE 3-X AHEW mociie nosisieHus. [lpu
MMOBTOPHOM BBEACHUU MperapaTa 4acToTa BcTpeyaeMocTH JaHHbIX HP 3HaunTeIhHO yMEHbIIAIach.

Pe3roMe HexenaTenbHBIX PEAKIIN

Jleuenue paznuunsix 61U008 ocmeonoposa, kocmuot bonesnu Ileddxcema, npogunrakmuka nocreoyrouux
nepenoMOo8 y MydHCUUH U HCEHWUH C NePeNOMAMU NPOKCUMATbHO20 omoena 6e0peHHOl KOCmu

Hwxe npencranenst HP, cBsi3anHbIe (0 MHEHUIO JICUaMX Bpaveil) C MpUMEHEHHUEM TIperapara s
JIeUeHMsl pa3IM4YHBIX BHJIOB OCTEONOpPO3a, KOCTHOW Oose3Hu [lemkera, mpopuiIakTUKK OCTEONOpo3a,
BBI3BAHHOTI'O NPUMEHEHHEM TIIIOKOKOPTHKOCTEPOUIOB, U ISl NPOQHIAKTUKU HOBBIX IEPEIOMOB Y
MYXKYHH U JKEHILUH C [IepeIoMaMH IPOKCUMANBHOT0 oTaena 6enpenHoi koctu. HP crpynnupoBaHsl B
COOTBETCTBUM C KiaccHuduKanuend opraHoB u cucreM opranoB MedDRA. B mpeaenax kaxmoro
CHUCTEMHO-OpPraHHoro kinacca HP nepeunciensl B nopsiike yMEHbIIEHHS YaCTOThI BCTpedyaeMocTH. Jliis
OLIEHKU YacTOTHI MCIOJb30BAHBI CIEAYIOIINE KpUTepuu: oueHb 4yacto (= 1/10), wacto (= 1/100, o
< 1/10), newacro (= 1/1000, vo < 1/100), peaxo (= 1/10000, no < 1/1000), ouens peako (< 1/10000),
4acTOTa HEU3BECTHA (HA OCHOBAHUHU MMEIOLIUXCS IaHHBIX OLIEHUTh HEBO3MOKHO).

Unpexyuu u uneasuu. HEYACTO — IPUII, HA30(PAPUHTUT.

Hapywenus co cmoponul kpogu u tum@amuyeckou cucmembl: HEYaCTO — AHEMHUSL.

Hapywenusa memabonuzma u numanus. He4acTO — CHUKEHHUE aIIeTUTA.

Icuxuueckue napyuierus. HE4acTo — 6€CCOHHI/IHa.

Hapywenus co cmopouvl nepsnoil cucmembvl: 9acTO — rOJI0BHAS 60)15, TOJIOBOKPY’KCHHEC; HCUACTO —

3aTOPMOKEHHOCTH ¥, TapeCTe3UH, COHITUBOCTD, TPEMOP, 0OMOPOK.
Hapywenusa co cmoponul opeana 3penus: He4aCTO — KOHBIOHKTUBUT, OOJIb B IJ1a3aX; PEIKO — YBEUT™,

SIUCKIIEPUT, UPHUT.

Hapywenus co cmoponsl opeana cayxa u ﬂa6upuﬂma: HEYAaCTO — BEPTHUTO.

Hapywenus co cmoponul COCV@O@.’ HCYAaCTO — MOBBIMICHUC APTCPHUAIIBHOTO MABJICHHA, BHCE3AITHOC
IOKpAaCHCHHUC JIMLA.

Hapywenus co cmoponuwi ObIXaAmenbHoU cucmemysl, oOpcaHose ZDVOHOZZ KlemKu u CD@OOCM@HM}I.'

HEYACTO — OMBIIIKA, KAIlIeNb ¥,

Kenyoouno-Kuuieutvle Hapyuierus: 9acTo — TOITHOTA, PBOTA, AUAPEs; HEYACTO — TUCHENICUsI*, 0OJb B
BEPXHUX OTJIENIaX JKUBOTA, OOJIb B )KUBOTE™, racTpos3odareanbHbIii pedIroke, 3amop, CyxocTb BO pTy,
a30(arut*.
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Hapywenus co cmopoust koowcu u NOOKONCHBLX

KOKHBIH 3yJ1, SpUTEMA.
Hapywenua co _cmoponbl_MbluileYHOU, CKeNemHol_U_COeOUHUMENbHOU MKAHY:. JacTO — MHAITUs*,

apTpairus®, 00Jb B KOCTSAX, 0OJh B CIHMHE M KOHEYHOCTSIX; HEYacTo — O0ib B 00JIACTH IIEH,
CKOBAaHHOCTbH B MBIIIIIAX*, OTEK B 00JaCTH CYyCTaBOB™®, MBIIIICUHBIE CIIa3Mbl, 00JIh B 00JIACTH TPYIHOM
KJICTKH* MBIIIEYHO-CKEIETHOTO TIPOUCXOXKICHUS, CKEJIETHO-MBIIIIEYHAst 00JTb, CKOBAHHOCTH CYCTaBOB¥,
apTPHUT, MBIIIIEYHAS CITA0OCTb.

Hapywenus co cmoponvl nouex u mouegvlgoosawux nymeti. HEYaCTO — TOBBIIIEHUE KOHIICHTPALIUU

KpeaTHHUHA B KPOBU, MOJUIAKHYPHS, IPOTEUHYPUSL.
Obwue napyuieHus u peakyuu 8 Mecme 66e0eHus: 04€Hb YaCTO — JIMXOPAJIKa; YaCTO — TPUIIIONOA00HBIN

CUH/IPOM, O3HOO, TMOBBIINICHHAS YTOMIIIEMOCTH*, acTeHHs, O0ib™, o0Inee HEJOMOTaHUE; HEYacTO —
nepudepuyeckre 0TeKH, )Kaxaa*, peakuuu ocTpoil pas3sr*, HekapAuoreHHast 00k B IPY/IH.

* — B OT/IETBHBIX HCCIIEAOBAHUAX Hamboyiee 9acTo ObUTH OTMeueHBl cheaytomue HP: ouens gacto —
MUAITHsS, apTPalrus, MOBBIIMIEHHAS yTOMIISIEMOCTh, OOJIb, YacTO — 3aTOPMOKEHHOCTH, OJIBIIIKA,
nucnerncus, 33o¢arur, 00Jib B KUBOTE, THIEPTHAPO3, CKOBAHHOCTH B MBIIIIAX, OTEK B 00JaCcTH
CyCTaBOB, 00Jb B 00JaCTH TPYAHOU KJIETKH MBIIIEYHO-CKEJIETHOTO MPOUCXOXKIACHHUS, CKOBAHHOCTD B
CyCTaBaX, CHIDKCHHE aIlleTUTA, kKaXK/1a, PEaKIui OCTPOU (pa3bl; HEYACTO — YBEUT.

B xoze oTaenbHBIX HCceqoBaHN ObITH 3aperucTpupoBanbl HP, yacToTa pa3BUTHS KOTOPHIX B TPYIIE
NpUMEHEHHS Tpernapara Obljla HUXKe, YeM y allMeHTOB, TOTY4aBIINX IU1anedo.
Hapywenusa memabonuzma u numanus. TUTIOKATbLIIAEMHUSL.

Hapywenus co cmoponwvt nepsnoii cucmempi. JUCTCB3U.

Hapywenusa co cmoponsl opeana 3perus. IMMOKPAaCHCHUC I'J1a3.

Hapywenus co cmoponul cepoya: GuOpuiIIsSIs Ipecepanii, ONlyeHne cepancOneHus.
Kenyoouno-kuweynvie Hapyuienus: TacTput (y MAIUEHTOB, MOTYYAIOIIUX TIIIOKOKOPTHKOCTEPOHIBI),
3yOHast OOJIb.

061/141/16 HAapyuweruAa u peakyuu 6 mecme 686€0eHUA. PE€aKMu B MECCTC BBCICHHI.

ﬂa60pam0prle U UHCMPYMEHMAbHbIE OaHHble. TIOBBIIIICHUE KOHICHTpAaLunu C-peaKTI/IBHOFO Ocnka.

IIpogpunaxmuxa IIMO
Hwxe npexncrasnensl HP, cBs3aHHble ¢ mpuMeHeHHeM mpenapata i npoduiuaktuka [IMO (mo

MHEHHIO JIeUal[uX Bpauen):

1) HP, ormeuaBmmecs 6Goiee 4em OUH pa3 IpH BBEACHUH 30JI€APOHOBOM KHCIOTHI ISl MPO(PUIAKTUKH
I[IMO u He 3aperucTpupoBaHHbICE TpPU MNPUMEHEHUHU 30JEAPOHOBOM KHUCIOTHI ISl JICUCHUS
pa3IUYHBIX BUJOB OCTEONOpO3a, KOCTHOM Oone3nu Ilemxera, mpoduIakTUKU OCTEONOpO3a,
BBI3BAHHOTO NMPUMEHEHHEM TIIOKOKOPTUKOCTEPOUIOB, U JUI IPO(QUIAKTUKN HOBBIX IEPEIOMOB Y
MY>KYUH U KEHIIHUH C TIepeoMaMi IPOKCUMaIbHOTO OT/Aesa OeJpeHHOI KOCTH.

2) HP, wactoTa KOTOpBHIX ObLIA BBIIIE Yy JKEHIIMH, MTOJy4aBIIKUX Mpenapar A npopuiaktuku [IMO
(110 CpaBHEHUIO C IPYTUMHU KAaTETOPUSIMH MAIIIEHTOB).

Yacrota passutust nanueix HP, oneHuBanach crnemyrommum oOpa3om: odeHb dacto (> 1/10), gacro

(> 1/100, vo < 1/10), Heuwacto (> 1/1000, O < 1/100), peaxo (> 1/10000, vHo < 1/1000), oueHb penko

(< 1/10000), yacToTa HEM3BECTHA (HA OCHOBAaHUHY UMEIOIINXCS JaHHBIX OIICHUTh HEBO3MOIKHO).
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Hapywenus memabonusma u numanus: 9acto — CHIKCHHUC AIICTUTA

Icuxuueckue napyuierus. He4acTo — TpEBOra.

Hapywenus co cmoponvt nepsnoti cucmemsl. OYEHb YacTO — TIOJOBHAS 60.]1]:; qaCTo — TpPEMOp,

3aTOPMOKCHHOCTb, HCYACTO — r'HIICCTC3UA, JUCTCB3UA.

Hapywenus co cmoponsl opeana 3perus. 4acTo — KOHBIOHKTHBHUT, 00JIb B rjia3ax, UpuT; HCUACTO —
HCUYCTKOC 3pCHUC.

}Keﬂy()ouno—Kumequze Hapyuierus. O4€Hb 4aCTO — TOIIHOTA, 4aCTo — 0oJb B KHBOTC, 00b B BCPXHHUX
oTAcIax XMBOTa, 3a110p.

Hapywenusa co cmoponvl Kodicu u noOKO#CHbIX mKaHel: 4acmo — TOBBIIIEHHOE MOTOOTAENEHUE B
HOYHOE BpEMH.

Hapywenus co cmoponst mbluteyno, cKeiemmou u COCOUHUMENIbHOU MKAHU. OYCHb YacTO — MHUAJITUA,

9acTO — CKEJETHO-MbIIIeUHass 00Jb, CMa3M MBI, 001h B OOJNACTH TPYAHOW KIETKH MBIIICYHO-
CKEJIETHOTO IIPOUCXOXKICHHUs, 00 B 00JIACTH YEITIOCTH, 00JIb B 00JIaCTH IIeH; HEYacTO — 0OJb B OOKY.
Obwue Hapywienus u peakyuu 6 mecme 66edeHus. OYeHb 4YacTo — O00Jb, 03HOO; YacTto —

nepudepruyeckue OTEKH, peakllMd B MECTE BBEJIEHUS Iperapara, HeKapIuoTreHHas 00Jb B 00JacTH
TPYIHOU KJIETKH.

OmoenvHbie cO0OWEeHUs O HEeHCELAMETIbHBIX PeaKYUsaX

Bo Bpemsi mpoBeneHHsI MOCTPETUCTPAIMOHHBIX WCCIICIOBAHUNA OBLIM BBISBICHBI cienytommue HP
(TTOCKOIBKY COOOIIEHUSI TOJTYYCHBI B JOOPOBOJBHOM TMOPSAKE OT TOMYNSIHH HEONPEACTECHHOTO
pasmepa, T1O0CTOBEPHO OMPENEIUTh YacTOTy pa3BuTHs JaHHbIX HP He mpencraBnsieTcss BO3MOXHBIM, B
CBSI3M C YeM OHU KJIACCU(UIIMPOBAHBI KaK 4acTOTa Heu3BecTHa). HP crpynmupoBaHbl B COOTBETCTBUH
¢ kiaccudukanueir opranoB u cuctem opranoB MedDRA. B mpenenax kaxmoil rpynmsl OpraHoB U
cucteMm opranoB HP yka3aHbl B OpsAJIKE YMEHBILICHUS UX TAKECTH.

Hapywenus co cmoponvl _ummynnou cucmemvsi. PEAKIUU TUNEPUYYBCTBUTEIBHOCTH, BKJIIOYas
aHa(UIAKTUYECKYIO peaKInio, aHa()UIAKTHYECKUN 110K, aHTHOHEBPOTUYECKUM OTEK, OPOHXOCIa3M,
KparuBHUILY.

Hapywenus memaboiuzma u numanus.’ ACruaparanus (paBBI/IBaIOH_[aHCH BCJIICACTBHC

NOCTUH(Y3UOHHBIX SBJICHUHN, TAKUX KaK JIMXOpPaJKa, pBOTa U Juapes), runodocdaremust.
Hapywenue co cmoponul opeana 3penus. CKIEPUT, BOCTIAIEHHE IEPHOPOUTAIBHBIX TKAaHEH.

Hapywenus co cmoponui COCV@OG.‘ BBIPAKCHHOC CHUIKCHUC apTCPUAJILHOTO JABJICHUA (y MMalfMCHTOB C

(bakTopamu pucka).

Hapywenusa co cmoponvl mMbluieunoul, ckeiemuou u coeOUHUmMenbHOl MKAHU: OCTEOHEKPO3 YSITIOCTH.
Hapywenusa co cmoponsi nouexk u mouegvigo0swux nymei: HapymeHns (yHKIUN MOYEK, BKIOYAS
MOYEYHYI0 HEJOCTaTOYHOCTh, TPEOYIOUIYI0 MPOBEICHHS TI'eMOJIUaN3a, WIH CIydal JICTaIbHOTO
nucxoma*.

* — O0COOEHHO Yy MANMEHTOB C HAIMYMEM OO0 TIOYEYHOH TATOJOTMM B aHaMmHe3e, JH00
JOTIOJTHUTENBHBIX (AaKTOPOB pHCKa (Hampumep, IOXKUIONW BO3PACT, COIYTCTBYIOIIAS Tepamus
HE(PPOTOKCUUECKUMU TpenapaTaMu, TNypEeTUYECKUMH CPEACTBAMU WM TP TSDKEJOH JerupaTaiun).
Ecnu moOble n3 ykazanusix B uHCTpykuuu HP ycyry6mnstorcs, unu Bel 3amernnu mo6sie apyrue HP,
HE yKa3aHHBIC B HHCTPYKIIMH, COO0IHTE 00 3TOM Bpady.
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ot 07.10.2025 Ne 25106

(NOCNEOOBATENEHOCTE 0004)

Onucanue OTAEILHEIX HEKETaTENbHBIX PEAKIINNI

COOTBETCTBYET QRCHEFTHOMY QTYETY

Hapywenus ¢pynkyuu novex

[Ipu BHyTpUBEHHOM BBeZeHHU OuchochoHATOB, BKIIOYAS 30JIEIPOHOBYIO KHCIOTY, OTMEUYAIHUCh
cllyyad HapylieHUs (QYHKIMH MOYEK C MOBBIIICHHEM KOHIIEHTPALUN KpPeaTHHUHA KPOBU U B PEAKHX
CIIy4asix C OCTPOU ITOYEYHOU HEJOCTATOYHOCTBIO.

Hapymenust ¢yHKuMM 1o4yek Mocjae OJHOKPAaTHOTO TNPUMEHEHHUS 30JIEPOHOBOM  KHCIIOTHI
HaOJII0AATNCh Yy MAIMEHTOB C NPEIECTBYIONIMM HapylleHueM (PyHKIMH MOYeK, JU00 NMpH HaIUIUH
JONOJHUTENBHBIX (DAKTOPOB pHUCKA (HampHUMep, IMOKWIIOM BO3pacT, OHKOJIOIMYECKHE MaIllUEeHTHI,
MOJTyYaroIue XUMHOTEPAIHIO, COMTyTCTBYIONEE PUMEHEHHE HEPPOTOKCUUECKUX W AUYPETHUECKUX
MpenaparoB, MOTYYaBIIUX Mperapar B 03¢ 4 Mr Kax/ple 3—4 Helen).

[Ipu >TOM y NanMeHTOB ¢ HApyMIEHUSAMU (YHKIMHM MOYEK WM JIIOOBIMH M3 BBILIETIEPEUUCICHHBIX
(akTOpPOB pUCKa MOYEUHAs HEIOCTATOYHOCTh, TPEOYIOIIast TPOBEACHUS TEMO A3 WIIH IIPUBO/IAILAS
K JIeTaJbHOMY HCXOXy, BCTpeuanach penko. Criemyer coOnrofaTh OCTOPOXKHOCTH NMPH MPUMEHEHHH
mpernapara y IMalueHTOB C COIMYTCTBYIOIIMMH OHKOJIOTMYECKMMHU 3a00JIEBaHUSAMH, MOTYYarOIIUX
XMMHOTEPAIHIO, BCIEACTBHE MOBBIIIEHHOTO PUCKA Pa3BUTHS IOYEYHOU HEJOCTATOUHOCTH.

[Ipu Tepanuu 307€POHOBOM KUCIOTOM B TeUeHUE 3-X JieT y nanueHTok ¢ [IMO yacToTa moBbIlIeHUS
KOHIIEHTPALUU KpeaTHMHUHA B IJIa3Me KPOBHM U Pa3BUTHs HapylleHHWs (QYHKLIHHU MOYEK M MOYEHHOU
HEI0CTaTOYHOCTH HE OTJINYaNIach OT TAKOBOW MPU MPUMEHEHHUH I1ane6o. Y ManueHTOoK, HOJy4aBIInuX
npernapar, HECKOJIBKO 4Yalle HaOJ0Jaloch MPEXOo/sllee MOBBIIICHHE KOHICHTpAlUd KpeaTWHUHA B
teuenue 10 quel mocie nHdy3un o cpaBHeHuto ¢ mwianedo (1,8 % u 0,8 %, COOTBETCTBEHHO).

IIpy mpuMeHEeHHH 30JIEAPOHOBOM KHUCIIOTHI B TEYEHHE 2-X JIET Y MYXKUYHUH C OCTEOIIOPO30M 4YacTOTa
M3MEHEHHMSI KIIMPEeHCA KPeaTUHUHA U Pa3BUTHS HapyIIEHUH (YHKIUHU TOYeK ObUIa CXOAHOM ¢ TaKOBOU
B IPYMIIC IpUEMA AICHAPOHOBON KHCIOTHI.

VY nanueHToB ¢ 0OCTEONOPO30M, BBI3BAHHOM IIPUMEHEHUEM TTTIOKOKOPTUKOCTEPOHI0B, HA (JOHE Tepanuu
30JIEJPOHOBOM KMCIIOTOHN 4acTOTa U3MEHEHUS KIIMPEHCAa KPEaTUHNHA U Pa3BUTHS HapyIIeHUH QyHKINH
MOYEK ObIJIa CXOJHOM C TAKOBOM B TPYIINE MPUEMa PU3EAPOHOBOMN KUCIOTHI.

[Ipu mpuMeHeHUM mpemnapaTra y HAlMEHTOB C IMepeioMaMu OeIpeHHOM KOCTH 4acToTa U3MEHEHHUs
KJIMpEHCa KpeaTMHWHA U Pa3BUTHS HapyIIEHUH (yHKIMM MMOuYeK ObUIa CXOJHOW C TaKOBOH B rpyrmie
riame0o.

[Tpu npuMeHeHHHU TpenapaTa y manueHTok 1 npopuiaktuku [IMO gactora u3MeHeHus: KIMpeHca
KpeaTWHUHA U PAa3BUTHUS HApYUICHUH (GYHKIMU TOYEK Oblja CXOAHOM ¢ TAaKOBOHM B rpyIIie mianeoo.

Tunokanvyuemus

VY namuentok ¢ [IMO Ha ¢oHe npumenenust npemnapara B 0,2 % ciiyuaeB O0TMEUaioCh CHUKECHHE
comepkanusi  Kaibius (< 1,87 MMonb/) B CHIBOPOTKE KpOBHU, KIMHMYECKUX IPU3HAKOB
TUMOKAJIBIUEMUH PU 3TOM He HaOII0AaN0Ch.

[Ipn mpuMmeHeHMH Tpenapara y TMAalHEHTOB C TepeloMaMud OEIpPEHHON KOCTH, MPU MY>KCKOM
OCTEOTOPO3€ M OCTEONMOPO3€, BEI3BAHHBIM MPUEMOM TIIOKOKOPTHKOCTEPOUIOB, HE OBLIO MAIMEHTOB,
KOTOpHIM TIOTpeOoBanach CpoOYHAs Tepanus TPU KOHIECHTpAIMH KalbI[Ms B IUIa3ME KPOBH
< 1,87 mmonb/m.

[Ippu mnpumeHneHun mpemnapata y mnanueHToB i npodwraktuku [IMO omHONW marMeHTKe
noTpedoBaack CpoyHask Tepamnus Mpu COACP KAHUH KaJIbIUs B IJ1a3Me KpoBH < 1,87 MMOJIB/JI.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 07.10.2025 Ne 25106

(NOCNEOOBATENBHOCTE 0004)

VY mamuenToB ¢ 6ose3Hwio Ilemkera npubausure
TUINIOKAJIbIIUCMMUA, COHpOBO)KI[aBI_HaHC}I KIIMHUYCCKUMU HpO}IBHeHI/IHMI/I.

Peaxyuu 6 mecme 66edenus npenapama

IIpy npumeHeHUM 30J€ApPOHOBON KuCIOTHl y nauueHTok ¢ [IMO B 0,7 % ciydaeB oTMeuanuch
MOKpacHEHHE, OTEUHOCTh H/UITH OOJIE3HEHHOCTh B MECTE BBEICHUSI.

VY nmanueHToB ¢ neperoMamMu OeIPeHHON KOCTH YacTOTa Pa3BUTHS MECTHBIX pEaKIlfii Obliia CpaBHUMOM
C TAaKOBOH B TpymIe 1mianeoo.

[Ipy nmeweHum ocreomopo3a y MYKUMH 4acTOTa Pa3BUTHs PEakLHU B MECTE BBEACHUsS Mpernapara
cocrasisina 2,6 % (mo cpaBHenuio ¢ 1,4 % B rpymne npruema ajaeHIpOHOBOM KUCIOTHI).

VY ManueHToB ¢ 0CTEONOPO30M, BEI3BAHHBIM IPUMEHEHUEM TTTIOKOKOPTUKOCTEPOUIOB, HE OTMEYAIOCH
peakuuii B MECTE BBEJCHHS IIpenapara.

[Tpu npumenennu npenapata i npodpmiaktuku [IMO vacToTa pa3BUTHS peakiiii B MECTE BBEJCHUS
mpermapara 30JeAPOHOBOM KUCI0Th coctasisia 1,1 % (mo cpaBaenwro ¢ 2,0 % B rpymme miare6o).

Ocmeonexpos uentocmu

Cnyyau pa3BUTHS OCTEOHEKpO3a (HanboJiee 4acTo — OCTEOHEKPO3 YENIOCTH) UMETTU MECTO B OCHOBHOM
y TAaIMeHTOB C OHKOJOTHUYECKHMMH 3a00JICBaHUSAMHU, TOJydJaloImuXx JedeHne Ouchochonaramm
(BKITIOYAST 30JI€APOHOBYIO KHUCIIOTY — HEUACTO), B OOJBIIMHCTBE CIy4daeB MOCIE IKCTPAKIIMK 3y0a WU
MHBIX CTOMATOJIOTUYECKUX MaHUMYJIAUUNA. Y OONBIIMHCTBA MallMEHTOB OBLTM CHUMITOMBI MECTHOTO
MH(EKIIMOHHO-BOCTIAJIUTEIBHOTO MPOIECCa, BKITIOYAsi OCTEOMHUEITHUT.

W3BecTHBIMU (haKTOpaMH PUCKA OCTEOHEKPO3a UENIOCTU SIBIISIOTCS OHKOJIOTWYECKHE 3a00JeBaHMs,
COIYTCTBYIOIIAsl Tepanus (HampuMep, XUMHOTEPAIHsl, aHTHAHTUOTEHHBIC MPEnapaTthl, paguoTepanys,
TIIFOKOKOPTUKOCTEPOUIBI) M COMYTCTBYIOIIME 3a00NieBaHUs (HAMpPUMEpP, AHEMHs, KOaryJIomaTHH,
MH()EKINH, TPEeAIECTBYIONIAs CTOMATOJIOIMYECKas MAaTOJIOTHs). XOTs MPUYMHHO-CIIEJICTBEHHAS! CBS3b
OCTEOHEKpO3a YEeNIOCTH C NpUMEHeHHeM OuchochoHaTOB HE YCTaHOBJICHA, CIEAyeT H30erarh
CTOMATOJIOTUYECKUX OTIEepallHii, MOCKOIbKY CPOKH BOCCTAHOBJICHUS MTOCIIE YKa3aHHBIX ONepalfii MOryT
yBEIUYUThCSA (CM. pazaen 4.4.).

B KIMHHUYECKHUX MCCIIEIOBAaHUAX Y MAIMEHTOB ¢ OCTEONOPO30M CIIydail OCTEOHEKPO3a YENIOCTH UMell
MecCTO y | manueHTKH, MoTydaBIIel 301eIPOHOBYIO KUCIIOTY, U Y | MallMeHTKH, oy4daBIiei miamneoo.
B 00oux cimyyasix oTMe4anaoch pa3peneHue mporecca.

[Ipu mpuMeHEeHHM 30JIEJPOHOBOM KHCIOTHI Yy MAlMEHTOB C TepeloMaMu OelpeHHOM KOCTH, MpH
MYCKOM OCTEOIIOPO3€ U OCTEONOPO3€, BHI3BAHHOM MTPUEMOM TIIOKOKOPTUKOCTEPOUIOB, a TAKXKE NPU
MpUMEHEHUHU TipernapaTa g npodunaktuku [IMO He oTMedaioch ciaydaeB pa3BUTHS OCTEOHEKPO3a
YeJIOCTH.

Quobpunnayus npedcepout

[Ipy npuMeHeHHH 30JeAPOHOBOM KHCIOTHI y mamueHToK ¢ [IMO o0mass vactora pa3BUTHA
¢ubpmsiuuy npeacepauii Ha poHe Tepanuu npenapaTom coctasisa 2,5 % (96 yenosek u3 3862) no
cpaBHeHHIo ¢ 1,9 % (75 u3 3852 yenoBek) y ManeHToB, He MOJIYYaBIINX JICYEHUE IpenapaToM (Tpyrmrna
mwiane6o). Y 1,3 % nanuentok (51 yenoBek u3 3862), moxy4aBmux 30JIeAPOHOBYIO KUCIOTY, Uy 0,6 %
(22 mammenta u3 3852) B rpynmne miuane6o nanHas HP Obina pacueneHa kak cepbe3Has. Ilpuunna
MOBBIIIEHUS YaCTOThI GUOPHILISILIMY NTPeICepAri Ha (JOHE TepanuK 30J1€APOHOBON KHCIOTON B JAHHOM
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 07.10.2025 Ne 25106

OCNEOOBATENEHOCTE 0004)

HCCIIEIOBAHUU HE ycTaHOBJIeHA. [loBbllieHHE 9
miane0o, OTMEYEHHOE B JAaHHOM HCCJIENOBAaHUM, HE ObUIO OOHAPYKEHO B JPYIHX KIMHUYECKUX
HCCIIEIOBAHUSAX 30JIEIPOHOBOM KUCIIOTBHI.

COO6H_I€HI/I§I 0 MOJ03PECBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coobmate o momo3peBaembix HP mocne perucrparuu JekapcTBEHHOTO Mperapara ¢ Melbio
o0ecrieyeHrs HEMPephbIBHOTO MOHUTOPHHIA COOTHOILIEHUS <«II0JIb3a — PHCK» JIEKapCTBEHHOI'O
npenapara. MeauIMHCKUM paOOTHUKAaM PEKOMEHAYETCsS cooO0Iarh O JoObIX momo3peBacMbix HP
JIEKapCTBEHHOI'O IpernapaTa 4yepe3 HalMoHallbHble cucTeMbl coolmenuss o HP rocynapcts — 4ieHoB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

denepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHEHHUS

Anpec: 109012, Mocksa, CnaBsiHCKas Mi01majp, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnexrponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHHKAITMOHHOM ceTn «HTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMOTOMBI

B Hacrosiniee Bpemsi HE CyIIECTBYET JOCTATOYHO KJIMHUYECKMX JAHHBIX O CIydyasx NEpelo3UpOBKH
npenapatoM. IlanueHTsl, MOMydYuBIIME 103y IpenapaTa, KOTopas IMPEBOCXOAUT PEKOMEHAYEMYIO,
JOJDKHBI HAXOIUTHCS 1101 HAaOII0IEHUEM Bpaya.

B ciydae nepeno3upoBku Bo3MokHbI HP B Buje oHeMeHUs!, OLIYIIEHUS NOKAJIbIBaHUS, OCOOCHHO B
obymacTu pra, MbIIeUYHbIe cma3Mbl. [Ipu  ocTpoil Tepemo3upoBKE 30JEAPOHOBON  KHCIOTOM
(orpaHMYeHHbIE J1aHHBIE) OTMEYAJNUCh HapylleHus (QYHKIUU TO0YeK, BKJIIOYas MOYEUYHYIO
HEJ0CTaTOYHOCTh, TUIOKAIbIIMEMHIO, TUIIOPochaTeMuto, THTIOMarHUEMHUIO,

Jleuenune

B cnywae mnepeno3upoBKM MpenaparoM, CONPOBOXKIAOWICHCS KIMHUYECKOM CUMIITOMATUKOW
(oHEMeHUe, OIYIICHNE TTOKAIBIBAHNS, 0COOCHHO B 00JIACTH PTa, MBIIICYHBIE CITa3MbI U T.].), [IOKa3aHO
BHYTPMBEHHOE BBEICHHE pPACTBOPOB, COJNEPKAIIUX HOHBI KaibIus, MarHus u Qocdarel. [Ipu
HEBO3MOKHOCTH BHYTPUBEHHOI'O BBEACHUS MPENApaTOB KAJIbIUS, BO3MOXKEH UX NEPOPAIbHBIN IIPUEM.

5. ®APMAKOJIOTMYECKUE CBOUCTBA
5.1. ®apmakoauHAMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUECKAs TPYIINA: CPEICTBA IS JISUSHUS 3a00JIeBaHUN KOCTEH; CpECTBa, BIHSIOIINE
Ha CTPYKTYPY U MHHEpAJIU3aIMIo KocTei; ouchochonarsr.

Kox ATX: MO5SBAOS.
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(NOCNEOOBATENEHOCTE 0004)

MexaHu3M IeHCTBUS

COOTBETCTBYET QRCHEFTHOMY QTYETY

3oeqpoHOBasi KHCIOTa, NPEICTaBUTENb Kilacca asoTconepxamux OuchocdoHaroB, aeicTByer
MPEUMYIIECTBEHHO Ha KOCTHYIO TKaHb, ITOJIAaBISIET aKTUBHOCTh OCTEOKJIACTOB U PE30pOLIMI0 KOCTHOM
TKaHM.

CenexktuBHoe JneiicTBue OMcOCPOHATOB HAa KOCTHYIO TKaHb OCHOBAaHO Ha BBICOKOM CpOJICTBE K
MUHEPATU30BaHHOM KOCTHOM TkaHU. [locie BHYTpUBEHHOTO BBEIEHUS 30JIEAPOHOBAs KUCIOTa OBICTPO
nepepacnpesiensieTcss B KOCTHOW TKaHM |, MOA0OHO aApyruMm Oucdocdonaram, TOKaTU3YyeTCs
MPEUMYILIECTBEHHO B MECTaX PEMOJCIMPOBAHUA KOCTHON TKaHU. [ JTaBHOW MOJIEKYJISIPHOM MUIIEHBIO
30JIEIPOHOBOM KUCIIOTHI B OCTeoKnacTe siBisieTcs: pepmeHTt papuesmnmupodocharcunreraza (OIIC);
IIPU 3TOM HE MCKJIIOYAETCSl BO3MOXKHOCTh APYTUX MEXaHU3MOB JIEHCTBHUS JIEKAPCTBEHHOTO BEILECTBA.
[TponomkuTensHBIN IEPUOA ACUCTBHS IIpETapaTa OonpeaAesaeTcs: BRICOKUM ahpPUHUTETOM K aKTUBHOMY
uentpy ®@IIC u BbIpa’)k€HHBIM CPOJCTBOM K MUHEPATU30BAHHOW KOCTHOM TKAHH.

dapmakonmHamuyeckue 3P HEKThI

Ha ¢one npumeHeHus 30JeIpOHOBOM KHUCIOTHI HaOMIOJaeTcsi ObICTpOe CHIKEHHME IoKas3arenen
KOCTHOTO OOMEHa C TOBBIIIEHHBIX MMOCTMEHOMNAY3albHbIX 3HAUEHUN 10 MHUHUMAJIBHO JIOMYCTUMOTO
ypoBHS (K 7 IHIO JUIsl TIOKa3aTesield KOCTHOW pe3opOnuu u K 12 Hemene ayis mokasareiieid KOCTHOTO
dbopmupoBanus). BrociencTBum mokazaTtend KOCTHOTO OOMEHa CTaOWJIM3UPYIOTCS B TIpeaeiiax
MpeMEHONay3aJIbHbIX 3HAYCHUH.

Ha skcrepuMeHTaNbHBIX MOJEISIX YCKOPEHHOW OCTeope30pOLMU MpH UIUTENbHOM IMPUMEHEHHH
30JIEZIJPOHOBOM KHUCIIOTHI MOKA3aHO, YTO 30JICAPOHOBAS KHUCJIOTa 3HAYUTEIBHO WHTUOMPYET KOCTHYIO
pe3opOuuio 0e3 HexenaTeaIbHOro BO3AeHCTBUS Ha (YOPMUPOBAHHIE, MUHEPATU3AIMI0 U MEXaHUYECKHUE
CBOMCTBA KOCTHOM TKaHH, 10303aBUCHMO YMEHBIIAET aKTUBHOCTh OCTEOKJIACTOB U YaCTOTY aKTHBALIUU
HOBBIX 0YaroB pEMOJICTUPOBAHUS KaK B TpaOeKyaspHOW (ry0uyaToif), TaKk W B KOPTHUKAIBHOU
(KOMIIaKTHOW ) KOCTHOM TKaHH, HE BBI3BIBAs 00pa30BaHUs BOJIOKHUCTOM KOCTHOM TKaHU U aOeppaHTHOM
aKKyMYJILIMA OCTEOMJa, a Takke Ne()EeKTOB MHUHEepalu3ali KOCTHOW TKaHW. 3a HCKIIOYEHHEM
BBICOKOI'O aHTHPE30pOTUBHOTO JIEHCTBUS, BIUSHUE 30JI€IPOHOBOI KHCIOTHI Ha KOCTHYIO TKaHb CXOJTHO
C TaKOBBIM JJIs1 IpyTux OucgochoHaTos.

[Tpu npuMeHeHnu 307eIpOHOBOM KHCIOTH y TanueHTok ¢ [IMO (3nauenus T-kputepust MUHEpaJIbHOM
IUIOTHOCTH KOCTHOHM TKaHU MIeHKu Oenpa MeHee -2,5) OTMEUYajaoch CTAaTUCTUYECKH JOCTOBEPHOE
CHIDKEHHE PHCKa BepTeOpanbHbIX nepesnioMoB Ha 70 % K KoHIy 3 rojia JIe4eHus, a TaK)Ke YMEHbIICHHUE
pHCKa BOSHUKHOBEHUS OJTHOTO UJTH O0Jiee HOBBIX/TIOBTOPHBIX MEPETOMOB M BEpTEOPAIbHBIX MIEPETOMOB
cpenueit/Tsokenoit crenenu Ha 60—70 %. Y manuMeHTOK ¢ 0CTEONOpO30M B Bo3pacTe 75 JeT u crapiie
MIPU JICYEHUH 30JI€IPOHOBOM KHCIIOTOM JOCTUTAIOCh CHMKEHHE PHUCKAa BOSHUKHOBEHUS BEpTEOpaIbHBIX
repesnoMoB Ha 61 %.

[Ipu nedyennn 301€APOHOBON KUCIOTONH OTHOCUTEIBHBIN PUCK BOSHUKHOBEHHS TIEPEIOMOB OCIPEHHON
KOCTH K 3 rony Tepanuu cHuxaincs Ha 40 %. Ilpu neyeHnn 301€1pOHOBOM KMCIOTON OTHOCUTENIBHBIN
PUCK BO3HUKHOBEHMS JIOOBIX KIMHUYECKHUX TMEPEIOMOB, HEBEPTEOPaJbHBIX MEPEIOMOB OO0
JIOKaJM3aK (MCKIII0Yas epeoMbl (pajaHr manblieB U KOCTEH JIMIIEBON YacTH Yeperna) CHUKAJCS Ha
33 % u 25 % cootBercTBeHHO. IIpyn npuMeHeHun npenapara B Te4eHUE 3-X JIeT y nauueHtok ¢ [IIMO
O0TMEYaJIOCh YBEIIMUYCHUE MUHEPATIbHOMN TII0THOCTH KocTHOHM TKanu (MITKT) mossCHUYHBIX TO3BOHKOB,
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v

OepeHHOMN KOCTH B 1I€JIOM, B 00JIaCTH IICHKH O
B cpeanem Ha 6,9 %, 6 %, 5 % u 3,2 % coOTBETCTBEHHO.

Ha ¢one tepanuu 3071e1poHOBOI KuCIOTON B TedeHue | roma y mamueHTtok ¢ [IMO nabmomanoch
CHIDKEHHE aKTHBHOCTH KOCTHOTO H30(QepMeHTa Ieao4Hol ¢ocdaraspl, N-KOHIIEBOTO MPOIMENTH/IA
kosaresa I tuna (PINP) u B-C-kOoHIIEBBIX TEIONENTHIIOB KPOBH JI0 IPeMEeHONay3albHOTo ypoBHs. [Ipu
MOBTOPHBIX BBEACHUSX Mpenapara B T€UeHUE 3-X JeT He ObUIO OTMEUYEHO JajJbHEHIIero CHUKECHUS B
KPOBH COAEPKAHUS MAPKEPOB PEMOJIEINPOBAHUS KOCTH.

[IpuMeHeHue 30epOHOBOM KUCIOTHI B TEYEHHUE 3-X JIET CYIIECTBEHHO CHUYKAJIO TEMIIBI IOTEPU POCTa
y MalUEeHTOK, a TaKKe CIOoCcOOCTBOBANO TMOBBINIEHUIO (DPU3MYECKONH AaKTHUBHOCTU Yy MAlMEHTOK B
MIOCTMEHOIIay3€ C OCTE0NOPO30M U BepTeOpaIbHBIMU MEpEIOMaMHu.

[Ipu BBeneHuu nmpenapara nanueHTaMm (My>KUYMHAM U JKEHILIMHAM) C HeJlaBHUMU (B TeueHue 90 nHei)
neperoMaMu MPOKCUMAIIBHOTO OTAeNa OeApEeHHON KOCTH (BO3HUKIIMMHU BCIEACTBUE MUHUMAIIbHOM
TpaBMbl M TpeOOBAaBIIMMU XUPYPIHMUYECKOTO BMELIATENbCTBA) OTMEYAJIOCh CHM)KEHHE YaCTOTHI
MOCTIETYIOIUX OCTEONOPOTHUYECKUX MepesioMOB Ji000i Jjokamu3anmuu Ha 35 % 1O CpaBHEHHIO C
ianeo (M3 HUX KIMHUYECKU 3HaYMMBIX BepTeOpabHBIX MeperioMoB — Ha 46 %, HeBepTeOpaIbHBIX
nepenomoB — Ha 27 %). [Ipu npumMeHeHNH 30J€APOHOBOI KUCIOTH y JaHHOW KaTEerophH MalueHTOB
OTHOCHUTENIbHBIM PUCK JIETAIbHBIX MCXOJOB (HE3aBUCUMO OT MX MPUYHMHBI) CHIDKajicsa Ha 28 %. Y
MAIMEHTOB ¢ NepeoMaMy OePEeHHOM KOCTU pU MPUMEHEHUHU 30J1€IPOHOBOM KUCIIOTHI B TeUEHUE 2-X
net otmeuanock yBenuderne MIIKT GenpeHHo# KOCTH B 1IEJIOM U B 00J1aCTH MIEWKH OeAPEHHOM KOCTH
Ha 5,4 % u 4,3 % COOTBETCTBCHHO.

[Tpu npumenennn npemapaTa | pa3 B Tojl y MyXKUHH C IEPBUYHBIM (CEHUIHHBIM) WU BTOPUYHBIM (TIPH
TUIIONOHAU3ME) OCTEONOPO30M B TEUEHHE 2-X JIET OTMEYajoch BbIpakeHHOEe nosbimieHne MIIKT
MOSICHUYHBIX [TO3BOHKOB.

VY nanuMeHToB € OCTEONOPO30M, BBI3BAHHBIM INPUMEHEHHEM TIIIFOKOKOPTHUKOCTEPOUIOB, Tepanus
30JIEIPOHOBOM KHCIIOTOW B TE€UYEHHE Tojla Takke 3HaunuTeabHO yBenmmuuBasia MIIKT (mosicHUYHBIX
MO3BOHKOB, ILIEHKHU Oelpa, BepTena, Jy4yeBOM KOCTH), HE OKa3blBas OTPHUIATEILHOTO BIUSHUS Ha
CTPYKTYpY KOCTHOM TKaHH U MUHEPAIU3ALIHNIO.

[Tpu mpumeHeHUH 30J1ePOHOBOM KUCIOTHI i npodunaktuku [IMO 1 pa3 B 2 roma y KEHIIUH C
JUTUTEITHHOCTHIO TIOCTMEHOIAy3bl MeHee U 0osiee 5 sieT oTMeuanochk nmobimenne MITKT nmoscHuYHBIX
103BOHKOB Ha 6,3 % u 5,4 % coorBercTBeHHO. [Ipu BBenenuu mnpenapara 1 paz B 2 roga MIIKT
O6enpenHol KocTH yBenuuuiach Ha 4,7 % u 3,2 % y )KEHIIMH C ATUTETbHOCTHIO TIOCTMEHOIIAY3bl MEHEe
u 6oJee 5 1eT COOTBETCTBEHHO.

V 5KEHIIUH C pa3InyHOMN JIMTEIbHOCTHIO TOCTMEHOIAY3bl TPU BBEJCHUH 30JI€IPOHOBOM KUCIOTHI | pa3
B 2 rojia OTMEUajaoCch CHUKEHUE KOHIIEHTpaIuu 3-C-KOHIIEBBIX TEJIONENTHI0B KpoBH Ha 44—46 % (10
MpeMeHOoNay3aJIbHOT0 YpoBHs) U N-KoHIIeBoro mnporentuia kouiareHa [ tuna (PINP) na 55-40 %.
[Ipu nedeHuu 30J€IPOHOBON KHCIOTOM y MAallMEHTOB C KOCTHOM Oonesnbio Ilemxera oTmeuancs
CTaTUCTHYECKH JOCTOBEPHBIM, OBICTPBI M UIMTENBHBIA TEPareBTUUYECKUN OTBET, HOPMaJIU3AIUSI
KOCTHOTO MeTaboJIn3Ma M aKTUBHOCTH IIEIOYHOM (pocdarassl B a3me KpOBH.

[Ipenmapar Takke BBICOKOA((EKTHBEH y MALMEHTOB, MOJyYaBIIUX paHEe JICUCHUE MEpOpPaTbHBIMU
oucdochonaramu. TepaneBTHUECKUN OTBET NMPU MPUMEHEHHUH 30JIEAPOHOBON KHCIOTHI COXPaHSETCs
JIOJIBIIIE, YeM MPU MTPUMEHEHUN PU3EIPOHOBON KUCIOTHI (7,7 JET 1mo cpaBHEHHUIO ¢ 5,1 ner).
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BeipaxkxeHHOE CHMXKEHHME O00JIeBOTO CHHIpOMA
BBEJICHUS 30JICIPOHOBOIl KHCIOTHI B JI03€ 5 MI' CpPaBHUMO C aHajJbre3upyrlommMm 3¢pdexTom
pHU3EeIPOHOBOM KUCIOTHI B 103€ 30 MI' B CYTKH.

VY mnaunuentok ¢ IIMO u xoctHoil Oone3npto Ilemkera 307eApOHOBas KHCIOTAa HE BIUSET Ha
KaueCTBEHHOE COCTOSHME HOPMAJIbHOM KOCTHOM TKAaHM, HE HApyllaeT IPOLECCOB KOCTHOIO
PEMOAETMPOBAHNSA U MUHEPAIM3aLMU M CIOCOOCTBYET COXPAaHEHHIO HOPMAIbHOW apXUTEKTOHUKH
TpaOeKyJISIPHON KOCTHOM TKaHH.

5.2. ®apmMakoKHHeTHYeCKHE CBOIiCTBA

JlanHbie 10 (apMaKOKMHETHKE TOJYYEHBI TOCIE OJHOKPATHOM M TMOBTOPHBIX 5- W 15-MHHYTHBIX
nHpy3uit 2, 4, 8 u 16 Mr 307€APOHOBOI KUCIOTH Y 64 marueHToB. DapMakOKHHETHYECKUE TTapaMeTPhl
HE 3aBUCAT OT JJ03bI IIpenapara.

AOcopOuus U pacupeaeacHue

[Tocne Hauama BBeAEHUS Mpenapara KOHIICHTPAIHsl 30JIeIPOHOBOM KHUCIOTHI B TIa3Me KPOBU OBICTPO
YBCIIMYUBACTCA, JOCTUT'AsI MAKCUMYMaA B KOHIIC I/IH(by?)I/II/I

[Tocne oxonHwyanust WMHGY3UM MPOUCXOIUT OBICTPOE YMEHBIICHHE KOHIIEHTpPAIMH 30J1eIPOHOBOM
KHCIIOTHI B IJ1a3Me KpoBH (710 ypoBHA < 10 % OT MakcUMalIbHOTO 3HaUeHus yepe3 4 yaca u 10 < 1 % ot
MaKCHMaJbHOTO 3HAa4YeHMs uepe3 24 4), 3aTeM B TEUYEHHE JIMTEIHLHOTO MEeprojaa B IUIa3Me KPOBU
COXpaHsieTcs HU3Kas KOHIIEHTpalus npenapara (ue npessimatonias 0,1 % oT MakcuMalbHON).

Buorpaunchopmariust

3OHerOHOBaH KHUCJIOTa HE MeTa6OJII/ISI/IpyeTC}I X BBIBOAUTCA ITOYKaMU B HCU3MCHHOM BUJIC.

ONMMUHALMSA
3onenpoHOBas KHUCIOTa BBIBOAUTCS TOYKaMHU B 3 JTama: OBICTpoe AByX(a3HOE BBIBEICHUE U3

CHUCTEMHOTO KPOBOTOKA ¢ Tieproaamu nonyBbiBenenns 0,24 1 (a-daza) u 1,87 u (B-dasza) u qurenpHas
(a3a ¢ KOHCUHBIM IEPUOJIOM TOJYBBIBEACHHS, coCTaBistomuM 146 9 (y-dasza). beictpoe cHmkeHUE
KOHIIGHTpauuu mpemapata (o0 u [ ¢a3pl) B Iuta3Me KPOBHM BO3MOXKHO CBSI3aHO C  OBICTPBIM
pacnpezieieHueM 30J1eIpOHOBOI KUCIOThl B KOCTHOW TKaHW M BbIBeleHHMEM Moukamu. He oTmedeHo
KYMYJIISILIAY TIperapaTa Mpyu MOBTOPHBIX BBEJICHUSAX KaXKIble 28 THE.

B Tteuenue mepBeix 24 dyacoB B Moue oOHapyxkuBaercs 39+16 % BBemeHHOW n03bl. OcTranbHOE
KOJINYECTBO CBSI3bIBACTCS HCKIIOUYHUTENBHO C KOCTHOM TKaHbIO, IOCIIE Yero HaONI0AeTcs OYEHb
ME/JICHHOE BBICBOOOKICHHE 30JIEAPOHOBOM KHCIOTHI OOpaTHO W3 KOCTHOW TKaHU B CHUCTEMHBIN
KPOBOTOK M BbIBeZIeHHE MmoukaMu. OOLIHii miI1a3MeHHbIN KIMpeHe npernapara coctasiser 5,04+2,5 n/a
W HE 3aBUCHUT OT J03bl, 10Jla, BO3pacTa, pachl WJIM Macchl Teja MalWeHTa. YCTaHOBJIEHO, YTO
BapnabeIbHOCTh TUIA3MEHHOTO KIMPEHCa 30J€APOHOBOI KUCIOTHI Y OJHOTO U TOTO K€ MallueHTa U Y
pa3HBbIX MAlMEHTOB COCTAaBIAET COOTBETCTBEHHO 36 % u 34 %. YBenuueHne NpoaoIKUTEIbHOCTH
nH(py3uu ¢ 5 10 15 MUHYT BeeT K YMEHBIICHNIO KOHIEHTPAlUU 30JeApOHOBOM KucaoThl Ha 30 % B
KOHIIEe MH(Y3HH, HO HE BIHSIET Ha TUIONIA b IOl KpuBO «koHIeHTpanus-speMs» (AUC). Cesi3biBaHme
30JICIPOHOBOM KHUCJIOTBI ¢ OeNKaMM IIa3Mbl KpoBU HeBbICOkoe (23—40 %) U He 3aBHCHT OT e
KOHI[EHTPAIUH.
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DapMaKOKMHETUKA B OCOOBIX KINHUYECKUX CIydafix

[ToueuHslil KJIMPEHC 30JI€POHOBOM KUCIIOTHI KOPPETUPYET C KIMPEHCOM KPEaTHHHHA U COCTaBIISIET
75+£33 % OT KIupeHca KpeaTWHWHA, CpPelHUEe 3HadeHUs KOoToporo 84+29 mn/mMuH (auama3on 22—
143 mu/mMuH) y 64 naneHToB, BKIIOYCHHBIX B ()apMaKOKHHETHYECKOE HCCIIEIOBAHUE.

He6onbmoe ysenuuenue AUCo 24 (Ha 30—40 %) npu HapymeHuH GyHKIHUU MTOYEK JIETKOH U CpeqHen
CTETEeHU TSHKECTHU MO0 CPaBHEHUIO C HOPMOM M OTCYTCTBHE KYMYJISIUU IIpenapaTa Ipyu MHOTOKPaTHOM
BBEJICHUU HE3aBUCUMO OT (PYHKIIMH ITOYEK, IO3BOJISIOT CYUTATh, YTO HET HEOOXOIMMOCTH B KOPPEKIIUN
JI03b1 30JICPOHOBOM KUCIIOTHI MPU HAPYIICHUH (PYHKIIMU TIOUYEK JIETKOHW (KIUpeHC KpeaTnHuHA = 50—
80 mu/MHMH) M cpemHel (KimupeHC KpeatmHWHa = 35-50 MJI/MHMH) CTeNEHU TsbKecTH. lIpumeHeHue
mpernapaTa y THalMeHTOB C HapylleHHeM (QYHKIUHU IMOYeK TSHKENOM CTeneHH TsDKeCTH (KJIMpEeHC
KpeatnuHuHa < 35 MJI/MHMH) IpPOTHBOIOKA3aHO M3-32 IMOBBIIICHHUS PHCKA BO3HUKHOBEHMS IMOYEUHOM
HE/I0CTaTOYHOCTH.

6. ®APMAILEBTUYECKHUE CBOMCTBA

6.1. [lepeyenb BcmoMoraTeJibHbIX BelleCTB
MannanuTON

Harpus nutpara quruapar

Bozaa nist uHnEeKIuin

6.2. HecoBMecTHMOCTD
PactBop npemnapara OcTeocTaTUKC HECOBMECTUM C PACTBOPAMHU, COACPKAMUMHU KATBIMA WA IPYTHE
JBYXBaJICHTHbBIE KATUOHBI (HAIIpUMeEp, B OJHOM CUCTEME JJIsl BHYTPUBEHHOT'O KalleJIbHOTO BBEJICHHSA).

6.3. Cpok romHocTH (CPOK XpaHeHHs )
3 rona.

6.4. Oco0Obie MepbI MPETOCTOPOKHOCTH NIPH XPAHEHU U
XpaHUTh B OPUTHHAJILHON YIIAKOBKE MpH TemIiieparype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHON YIIAKOBKHU

I[To 100 mn mnpemapara B OECIBETHBIM IUIACTUKOBBIM (JIaKOH M3 NOJIMITHIEHTepedTanara,
YKYIOPEHHBIH MPOOKOH Ui MHBEKIMOHHBIX ()IaKOHOB M3 OpOMOYTHIIOBOTO Kaydyka, OOKaTaHHOM
AIFOMUHUEBO-TUIACTHKOBBIM KOJIITAYKOM.

ITo 1 ¢pmakoHy BMecTe ¢ MHCTPYKIMEH MO IPUMEHEHUIO TOMEIIAIOT B MAYKy KapTOHHYIO.

6.6. OcoOble MepbI NPEIOCTOPOKHOCTH NIPH YHHYTOKEHUH MCI0Ib30BAHHOI0 JIeKAPCTBEHHOI 0
npenapara MJM OTXO0J0B, MOJYYEHHBIX MoOcCJe NMPUMEHEHHs JeKAPCTBEHHOro mpenapara, u
APYrue MAaHHIYJISIHUH € MPenapaTomM

Het oco0bIx TpeOoBaHUH K YTHIIM3AIUN.

7. AEPKATEJIb PETUCTPAIITMOHHOI'O YIOCTOBEPEHMU A

Poccuiickas @enepanus
000 «Papm-Cunres»
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Anpec: 249010, Kamyxckas 00:1., paiioH bopoBckiiid, T. BopoBck, vii. MOCKOBCKas, 11

Tenedon: +7 (4842) 92-24-10
Anpec 37eKTpoHHOI mouThl: info@pharm-sintez.ru

7.1. IlpencraBuTelib AepiKaTessi PperiCTPAIMOHHOIO YAOCTOBEPEeHUsI

[Iperen3uu norpeOUTENEH HAIIPABIATE 10 AJIPECY:

Poccuiickas @enepanust

AO «Dapm-Cunres»

Opunnueckuit agpec: 121357, r. MockBa, BH. Tep. I. MyHULMNAJIbHBIA OKpyr Moskailckuit, yiI.
Bepeiickas, a. 29, ctp. 134, stax 4, koM. 22

Anpec: 121357, r. Mocksa, yi. Bepetickas, 1. 29, ctp. 134, oduc A403

Tenedon: +7 (495) 796-94-33

Anpec 31eKTpoHHO# mouThl: info@pharm-sintez.ru; npr@pharm-sintez.ru

HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHMUSA

JIATA TEPBUYHOH PEIMCTPAIIMA (IIOATBEPXIEHUSA PETIUCTPALIMN,
IHEPEPETUCTPAIIN)

JlaTa nmepBoi perucTpanuu:

JATA IIEPECMOTPA TEKCTA

OO01mas xapakTepuCTHKa JIeKapCTBEHHOTo npenapata OCTeoCTaTUKC TOCTyIHA Ha MH(OPMalOHHOM
noprasie EBpa3uiickoro SKOHOMHYECKOTO COr03a B HMHGOPMAIMOHHO-KOMMYHUKAITMOHHOW CETH
«uaTepueT» https://eec.eaeunion.org/
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